KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

vTO3I/I JIEKapCTBEH MPOAYKT TOJICKH Ha JOMBIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
YCTaHOBSIBAaHE Ha HOBa MH(pOPMAITUSI OTHOCHO O6e30macHoCcTTa. OT MEITUITMHCKHATE CIICITHATTIUCTH CE
M3KCKBA J]a ChOOIIABAT BCSIKA MTOA03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChoOIaBaHe Ha
HEXKeJIaHW PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JTEKAPCTBEHMUS ITPOAYKT

Comirnaty Omicron XBB.1.5 10 Mmukporpama/no3a HHKXEKIIMOHHA AUCTIEPCHUS

uPHK Bakcuna cpeury COVID-19 (aykineo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIUYECTBEH CbCTAB

ToBa e eIHOI030B WJIK MHOT'01030B ()IIaKOH ChC CHHBO Karade. J[a He ce pa3pexaa nmpeau yrnorpeoa.
Enun enrono30B ¢urakon ceabpxa 1 mo3a ot 0,3 ml, ke Touku 4.2 1 6.6.

Enna MHOTOM030B (hrmakoH (2,25 ml) ceabpxa 6 mo3u no 0,3 ml, BikTe Touku 4.2 u 6.6.

Enna no3a (0,3 ml) ceaspxa 10 mukporpama pakcrosuHamepa (raxtozinameran), uPHK Bakcuna
cperry COVID-19 (BkitoueHa B JTUMUIHA HAHOYACTHIIN).

PakcrosunamepaH e emHOBEpIKHA, 5’ -kenpaHa nHpopmarmonHa PHK (nPHK), mpousBenena ¢
U3M0JI3BaHe Ha Oe3kieThuHa iN Vitro TpaHckpumims ot choTBeTHUTe JJHK-MaTpHim, komupau

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

3a IBJIHUA CHUCHK Ha MIOMOILHUTE BEIIECTBA BIKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

MHxekimoHHa AUCIepcus

Bakcunara npejicraBisiBa OuCTpa 0 JIEKO OIaleCleHTHA 3amMpaseHa auctepeus (pH: 6,9 — 7,9).

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a HHXEKIIHOHHA JJUCIIEPCHs € TIOKa3aHa 3a aKTHBHA
MMYHHU3aMA 3a TpeBeHuus Ha 3adonsaBanero COVID-19, npuunneHo ot SARS-CoV-2, na aeua Ha

BB3pact 5 1o 11 roguam.

YHOTpC6aTa Ha Ta3u BaKCHHa Tpf[6Ba Ja € B CbOTBETCTBUC C O(I)I/II_II/IaJ'IHI/ITC MMPCIOPBKHU.
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4.2  Jlo3uUpoBKAa U HAYMH HA MPUJIOKEHUE

AOBI/I[ZOBKa

JHeya na evzpacm 5 0o 11 200unu (m.e. Ha evb3pacm 5 00 noo 12 2o0unu)

Comirnaty Omicron XBB.1.5 10 Mukporpama/no3a HHKEKIIMOHHA AUCIIEPCHUS Ce pUIIara
WHTPaMYCKYJTHO KaTo equHuYHA 103a oT 0,3 ml Ha mena Ha BB3pacT 5 1o 11 roguHu, HE3aBUCHMO OT
TpEeIVIITHAS BakCcHHAIMoHeH cTatyc 3a COVID-19 (k. Touku 4.4 u 5.1).

Ha nuna, xouTo npeau ToBa ca Omwin BakcuHUpaHu ¢ BakcuHa cpenry COVID-19, Comirnaty Omicron
XBB.1.5 Tpsi6Ba 5ja ce npuiara Haik-Manko 3 Mecela cie mocjeIHara J103a BaKCHHA CPely
COVID-19.

Teacko UMYHOKOMNPOMEMUPAHU TUUA HA 8b3PACM 5 U noseye 200UHU

Ha nuna, xouTo ca TeXKO UMyHOKOMIIPOMETUPAHH, TOMMBIHUTEIHH JJO3M MOXKE Ja Ce TpuiaraT
CBIIIACHO HAIMOHAIHUTE TPENOPBKHY (BXK. Touka 4.4).

Comirnaty Omicron XBB.1.5 10 mukporpama/no3a TpsOBa jia ce mpuiara caMmo IpH Jela Ha Bb3pacT
5 mo 11 roguuu.

Heduamputma nonyaayus

[pemiarar ce nequaTpuyHy JieKapcTBeHN (GOpMU 3a KbpMadeTa 1 Jielia Ha Bb3pacTt 6 Mecena Jio
4 roquau. 3a mopoOHa HHPOPMAIIUs, MOJIs, BUKTE KpaTKaTa XapaKTepUCTUKA Ha TPOYKTa 32
CHOTBETHUTE CHCTABH.

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

HauuH Ha npuiioxxeHue

Comirnaty Omicron XBB.1.5 10 Mmukporpama/no3a HHXEKIIMOHHA AUCIIEPCUs TPOBa Jia ce mpujara
HHTpaMyCKyJHO (BX. Touka 6.6). Jla He ce pa3pexna npeau ymorpeoda.

IIpennodnTaHoTO MACTO € AEATOUTHUIT MYCKYJI B TOpHAaTa 4acT Ha pbKaTa.
He umxektupaiite BakcrHaTa HHTPaBaCKyJIapHO, TIOJKOKHO MITH HHTPAIEPMAaTHO.

Bakcunata He TpsOBa Ja ce cMecBa B €/1Ha U Chllla COPUHIIOBKA C APYTH BAKCUHH WIIN JIEKAPCTBECHH
IPOYKTH.

3a mpenrnasHuTe MEPKH, KOUTO TPSAOBa J1a OBIAT B3E€TH MPEAH MPIIIOKEHUE HA BAKCHHATA, BUKTE
Touka 4.4,

3a YKa3aHusg OTHOCHO pasMpa3siBaHCTO, pa60TaTa " U3XBBPJIAHCTO Ha BAKCHUHATA BUIKTC TOYKaA 6.6.

Eonooozo6u paakonu

Ennonoszosute (hakonu Comirnaty Omicron XBB.1.5 ceabpikar 1 mo3a Bakcuna ot 0,3 ml.
° Usrernere emuanuna g03a Comirnaty Omicron XBB.1.5 ot 0,3 ml.

o UzxBbpiiere hiaakoHa U U3TUILHUS 00eM.
o He crbOupalitTe n3nuIIbIMTe BaKCHHA OT HKOJIKO (IaKOHA.
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MHnoz000306u dhraxonu

Mtuoronozosute daakonn Comirnaty Omicron XBB.1.5 csaspixar 6 103u Bakcuna o 0,3 ml. 3a na
ce M3TeryAT 6 103U OT euH (UIaKoH, TPSAOBA J]a ce U3IMOJI3BAT CIIPUHIIOBKU U/WITH UTJIH C MAITbK
(Hew3mnoa3BaeM) MbPTHB 00eM. KoMOMHALIMATA OT CIIPUHIIOBKA U UIJIa ¢ MAIBK MBPTHB 00eM TpsiOBa
Jla IMa MBbPTHB 00EM HE IO-TOJISIM OT 35 MUKPOJIUTPa. AKO C€ M3MOI3BAT CTaHAAPTHH CIPUHILIOBKU U
WTJIA, MOXKE JIa HsIMa JIOCTAaThYeH 00eM 3a U3TErIIsTHE Ha MIeCT 03U OT eAuH (iakoH. HezaBucumo ot
BHJIa Ha CIIPUHIIOBKATA U UIJiaTa:

. Besika no3a TpsioBa 1a chabpxka 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO HA OCTaHAJIATa BHB ()JIaKOHA BAKCHHA HE MOXeE J]a JJOCTABU €JlHA IIs1a 71032
ot 0,3 ml, u3xBbpiere ¢iakoHa U U3TUIIHUIL 00EM.

. He cwnOupaiiTe M3munrbuTe BaKCHHA OT HAKOJIKO ()IaKoHa.

4.3 IlpoTuBONOKA3aHUS

CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WJIH KbM HSIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:RIeHUs! U NpeINa3sHu MepPKH NPH ynoTpeda

IIpocnenumoct

3a fa ce moIo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPSIOBA SICHO J1a CE 3arMCBarT.

OO0 OpenopbKu

Cepbxwecmeumeﬂnocm u anad)uﬂakcwz

Mma cpobimeHus 3a chOUTHS Ha aHadwIakcus. BuHaru Tps0Ba ga uMa Ha pa3oIoKeHHE TIOIXO A0
MEIUIMHCKO JIeUueHre U HAOIoIeHUE B CITy4yail Ha aHaQUIIaKTHYHA PEeaKIus cIie]| MPIIIOKEHHE Ha
BaKCHHATA.

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

aHaguakcus cieq npeauiiHa go3a Comirnaty.

Muokapoum u nepuxapoum

C’LH_ICCTBYBS. TMOBHUIICH PUCK OT MUOKAPAUT U MECPUKAPAUT CJIIC BaKCUHALIUA C Cornirnaty. Te3n
3a00JISIBAHUS MOTAT Ja C€ pa3BUAT 40 HAKOJIKO JHU CJICA BaKCMHAIUATA U HACTBIIBAT IPECIUMHO B
PAMKUTC Ha 14 JHH. Te ca Ha6J’IIO)_IaBaHI/I IMMO-4YCCTO CJICA BTOpATAa BaKCHUHAIMA U IMMO-4YC€CTO IIPHU I10-
MJ1agu MBXEC (B)K. TOYKa 48) Hanuunure nanamn IMOKa3BaT, € B IOBCYCTO CIIy4Yau HACThIIBA
BB3CTaHOBsBaHE. B Hskon ClIydyau C€ HaJlara noaabp>KaHC C MHTCH3UBHU I'PUXXKU U UMa Ha6JIIO,Z[aBaHI/I
ClIy4dau C JICTAJICH U3XOM.

MeaUIMHCKHUTE CIeUAINCTH TPsOBa 1a ObaaT OAMTEHY 33 IPU3HALIUTE ¥ CHMITOMUTE Ha
MHUOKapIUT U NIEpUKapAUT. BakcuHupaHnuTe jauia (BKIIOYUTEIHO POAUTEIUTE WIK OOIPHIKBAIIINTE
TuIa) TpsaOBa 1a ObJaT UHCTPYKTUPAHH J1a IOTHPCAT He3a0aBHO MEUITMHCKA ITOMOII], aKO Pa3BHSIT
CUMITOMH, ITOKA3aTETHA 32 MHOKAPUT WIH NIEPUKAPANT, KaTo (OCTpa U MPOIBIDKUTENTHA) OOTKa B
T'bPAUTE, 338]IyX WIH NAJINUTALMHU CJIe]] BAKCUHALIAATA.

MenunuHCKHATE CIeHAINCTH TPSOBa 1a HAIPABAT CIPaBKa ¢ PhKOBOJICTBATA W/HJIH CIIESITUAIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.
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Peakuyuu, cevpzanu ¢ mpesooicrnocm

B®B BpB3Ka ChC caMust MPOIIEC HA BAKCHHAIIMS MOTAT J1a Bb3HUKHAT PEaKIlni, CBbP3aHH C
TPEBOXKHOCT, BKIFOUUTEITHO BA30BAraTHN PEAKIINHU (CHHKOI ), XUTICPBCHTHIIAIUS WA PEAKIHH,
CBBP3aHU ChC CTpeca (HaIp. 3aMastHOCT, MAJIUTAIINN, YCKOPEeHa ChpJieuHa YeCcToTa, TPOMEHHU B
KPBBHOTO HaJATaHE, MapecTe3ns, XUIIeCTe3us M U3NoTsABaHe). Peakiuure, CBbp3aHU ChC CTpeca, ca
MIPEXOJIHU M OT3BYUYaBaT OT caMo ceOe cu. XopaTa TpsOBa ja ObJIaT MOCHBETBAHU J1a MHGOPMUPAT 3a
TE3M CUMIITOMH BaKCHHHUPAIIINS T'M 3a OllcHKa. BaykHO € /1a ce B3eMaT Mpena3Hu MEPKH, 3a J1a Ce
[IPEIOTBPATH HapaHsIBaHE OT MPHITaHe.

Cbnbmcmeawo sabonssamne

Bakcunanmsra TpsiOBa J1a ce OTJIOKH MPH JIMLA, CTPAAAIIHN OT OCTPO TEXKKO (pedpritHo 3abonsiBane
win octpa uHekuus. Hanmnuuero Ha yieka nH(EKLIUsS W/Wii HEBUCOKa TeMIIepaTypa He Tps0OBa na
CTaBa IPUYMHA 3a OTJIaraHe Ha BaKCHUHALIUATA.

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

KaxTo mpu apyry H”HTpaMyCKYJITHH WH)KEKITMH BaKCHHATA TPSOBa J1a ce Mpuijiara BHUMATEITHO MPH
JIUIIA, TIOyYaBalld aHTUKOATyJIaHTHA TePAITUs WU JIUIA C TPOMOOITUTOTICHHSI UM HIKAKBO
HapyIICHUE Ha KPHBOCHCUPBAHETO (KaTO XeMO(hWiIvst), Thi KaTO MPH TE3H JIUIA MOTaT Ja Bh3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHUHU CJI€]] HHTPAMYCKYJIHO MIPHIOKEHUE.

HMVHOKOMI’IDOM@W[MDCIHU auya

EdukacnoctTa 1 6e30macHOCTTa Ha BAKCHHATA HE Ca OIICHCHU NPH MIMYyHOKOMIIPOMETHPAHH JINILA,
BKJTFOYHMTEITHO TE3H, TOJTyYaBalld MIMyHocynpecuBHa Tepanus. E¢ukacnoctra Ha Comirnaty Omicron
XBB.1.5 moxe fa € o-HUCKa IPH UMYHOKOMIIPOMETHPAaHH JINIA.

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

[IpoapKUTETHOCTTA Ha 3aIlIUTaTa, MPEIOCTaBsIHAa OT BAaKCHHATA, HE € M3BECTHA, Thil KaTO TS BCE OIIIE
ce OIpe/eNst B TEKyIIH KIMHUYIHH TPOyYBaHUSI.

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

Kakro npu Bcsika BakcrHa, BakcuHanuata ¢ Comirnaty Omicron XBB.1.5 moske 1a He 3aIliUTH BCUYKH
BaKCHHUPaHHU. BakCHHUPaHNUTE MOXKE J]a HE Ca HAITBJIHO 3aIUTEHU JI0 7-MUs JICH CJIe]] BAKCUHAIIUATA.

45 B3aumoneiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (POpMHU Ha B3auMoelcTBHE
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJICHCTBUSATA.
CorpTeTBanioTo npuiiokenne Ha Comirnaty Omicron XBB.1.5 ¢ apyru BakcuHH HE € IPOYUCHO.

4.6 @epTuauTeT, GPEMEHHOCT U KbPMEHe

Bbpemennoct

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

Bce mak ronsm o0eM JaHHU, TOTYYCHH OT HAOIIOICHHETO Ha OpEMEHHHM KCHH, BAKCHHUPAHU C
IBPBOHAYATHO pa3pelnieHara 3a ynorpeda BakcuHa Comirnaty rmpe3 BTOPHS U TPETUS TPUMECTHD, HE
MOKa3BaT yBEeIMYaBaHe Ha CIydanTe Ha OPEeMEHHOCT ¢ HEeXKeNaH u3XoJ. Makap ue TaHHUTE 3a U3XO0.l
OT OpEeMEHHOCTTA CJIe/I BAKCHHAIHS, POBEJISHA 110 BpeMe Ha ITbPBUS TPUMECThP, IIOHACTOSIIIEM Ca
OTpaHHYEHH, HE ce HabII0jaBa MOBUIIICH PUCK OT CrIoHTaHeH abopT. [IpoyuBanusaTa npu >KMBOTHHU HE
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NIOKa3BaT MPEKH WIIN HETPEKH BpeIHN eeKTH, CBbP3aHU ¢ OpPEeMEHHOCTTa,
eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAXKIAAHETO WM IMOCTHATAIIHOTO pa3BuTHE (BXK. TOUKa 5.3). Bb3
OCHOBA Ha HAIMYHHTE JAHHH NPH JPYTH BapUaHTH Ha BakcuHarta, Comirnaty Omicron XBB.1.5 moxe
Jla ce mpujiara 1o BpemMe Ha OpeMEeHHOCT.

Kspmene

Bce orrie numicBar qaHau OTHOCHO yroTpebaTta Ha Comirnaty Omicron XBB.1.5 B meproaa Ha
KbpPMEHE.

Bce nak He ce oyakBat e(peKTH P KbPMEHU HOBOPOJICHH/KbpMaydeTa, Thil KATO CHCTEMHATa
€KCIO3UIMS Ha BAKCHHATA PU KbpMauKaTa € He3HaunTeNnHa. JlaHHUTe OT HaOMI0ACHUETO Ha JKEHH,
KOHMTO ca KbPMEIH CJIe]] BAKCHHAIIMS C TbPBOHAYAIIHO pa3pelieHara 3a yrnorpeba Bakcuna Comirhaty,
HE [TOKa3BaT PUCK OT HEXEIaHH e(eKTH P KbPMEHH HOBOpoAeHH/KbpMadeTa. Comirnaty Omicron
XBB.1.5 moxe fa ce mpuiara B mepuoa Ha KbpMeHe.

DepTunurer

IIpoyuBaHMATA TP KUBOTHH HE MOKA3BAT MPEKH WITH HEMPEKH e(DEKTH, CBbP3aHH C PEMPOLYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTu BBpXy cioco0HOCTTA 32 opupaHe u padoTa ¢ MALIUHA

Comirnaty Omicron XBB.1.5 He moB/vsiBa WK IOBJIHSABA TPEHEOPEIKUMO CIIOCOOHOCTTA 32
modupane u padoTa ¢ MamkHU. Bee mak HAKoW OT eeKTuTe, MOCOYCHH B TOYKa 4.8, MOraT BpeMEHHO
Jla IOBJIUSIAT CIIOCOOHOCTTA 32 mo(pupaHe Wik padoTa ¢ MalIMHH.

4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpoduiia Ha 6€30IMacCHOCT

W3Boaute mo otHomeHue Ha 6e3onacHoctta Ha Comirnaty Omicron XBB.1.5 ce ocHoBaBaT Ha
JIAaHHHTE 32 0E30MaCHOCT Ha MpeAnIIHITe Bakcuan Comirnaty.

leya na sév3pacm 5 0o 11 coounu (m.e. na 6v3pacm 5 00 noo 12 2oounu) — caeo 2 0o3u

B IIpoyusane 3 o6mo 3 109 neua Ha BB3pacT 5 10 11 rogunan ca nody4yuian Hail-mankoto 1 1o3a ot
IbPBOHAYAIHO pa3pelieHara 3a ynorpebda sakcuna Comirnaty 10 pg u o6mo 1 538 nena Ha Bp3pact 5
no 11 roguau ca monmyumiu miare6o. KeM MoMeHTa Ha aHanu3a Ha ¢asa 2/3 Ha [IpoyuBane 3, ¢
JAHHH JI0 JaTaTa Ha 3aKifodBane Ha ganuaute 20 mait 2022 r., 2 206 (1 481, momyuwau Comirnaty

10 ug, u 725, nonyuniau miamedo) Aema ca mpociaeasBaHu B IPOIbDKEHUE HA > 4 Mecela ciiel
BTOpAaTa /1032 B IU1arie00-KOHTPOIUPaHUs 3aciieTieH Mepruo Ha npocieasBane. OTieHKaTa Ha TaHHUTE
3a 6e3onacHoct B [IpoyuBane 3 nmpoabinkasa.

O6mmaT mpodui Ha 6e3omacHocT Ha Comirnaty pu YIacTHHIA Ha BB3pacT 5 1o 11 roawam e
nmo100eH Ha HaOJF0JaBaHUs MPU YYACTHUIM HA Bh3pacT 16 u moBeve roanau. Hail-uecTuTe Hexenanu
peakuuu npu ena Ha Bb3pacT 5 1o 11 roguHm, KOUTO ca Morydmin 2 1034, ca 00JIka Ha MSCTOTO Ha
umkektupane (> 80%), ymopa (> 50%), rimaBobonue (> 30%), 3auepBsiBaHe U MOTyBaHE Ha MSCTOTO
Ha urkektupane (> 20%), muanrus, Brpucane u auapus (> 10%).

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

B noarpyna Ha I[IpoyuBane 3 o6mmo 401 mema Ha BB3pacT ot 5 1o 11 roawam ca morydwn 0ycrep
nmo3a Comirnaty 10 pg Haii-manko 5 Mecena (quamna3oH oT 5 10 9 Mecera) ciiel] 3aBbpIIBaHe Ha
IbpBUYHATA Cepys. AHAIU3BT Ha oarpynara ¢asa 2/3 na I[IpoyuBane 3 ce 0OCHOBaBa Ha TaHHH JI0
JaTaTta Ha 3aKioyBaHe Ha ganHute 22 mapt 2022 r. (MeanaHa Ha BPEMETO 3a NMpocieIsiBaHe

1,3 mecena).
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O6mmaT mpoduia Ha 6e30macHOCT 3a OycTep J03aTa € MoA00eH Ha HaOII0IaBaHus Ce ] ITbPBUIHIS
Kypc. Hail-uecTuTe HexxenmaHu peakIuy IpH Aeria Ha Bb3pacT oT 5 10 11 rogunu ca 601Ka Ha MSICTOTO
Ha umkektupane (> 70%), ymopa (> 40%), rnaBo6onue (> 30%), Muanrus, BTpucaHe, 3a4epBsBaHe U
HO/yBaHe Ha MSCTOTO Ha WHkektupane (> 10%).

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

[Ipu aHanWM3 Ha JAaHHHUTE OT ABITOCPOYHOTO MPOCIeAsIBaHe 3a Oe3omacHocT B [IpoyuBane 2,

2 260 ronommm (1 131, Bakcuaupanu ¢ Comirnaty u 1 129, momyumian miaie60) ca Ha Bs3pact 12 10
15 roguuu. Ot 11X 1 559 ronorw (786, Bakcunupanu ¢ Comirnaty u 773, moay4duiy mianedo) ca
npoCIeIIBaHu B MPOIBIKCHUE HA > 4 Mecena cliesl BTopara qo3a. OneHkaTa Ha JAHHUTE 32
6e3onacHoct B [IpoyuBane 2 npoabkasa.

O6mwmsaT npodun Ha OezonacHocT Ha Comirnaty mpu I0HOLIM Ha Bh3pacT 12 10 15 rogunu € nogobex
Ha HaOJI01aBaHus [IPU YYaCTHHULIM Ha BB3pacT 16 u nmoBeue roannu. Hail-uecTure HexenaHu peakuu
NpY FOHOIIX Ha BB3pacT 12 1o 15 roxuau, monydmiu 2 1034, ca 00JKa Ha MSICTOTO Ha HHKEKTHPaHe
(> 90%), ymopa u riaBodosue (> 70%), muairust u Brpucane (> 40%), apTpairusi U MUPEKCHst

(> 20%).

Yuacmnuyu na evspacm 16 u noseue 200unu — cieo 2 0o3u

B IIpoyusane 2 o6mo 22 026 yyacTHULIM Ha Bb3pacT 16 uiu nmoBeye roAMHU ca MOIyYWId Hal-
mankoTo 1 no3a Comirnaty 30 pg u 061mo 22 021 yyacTHHLIM Ha BB3pacT 16 WU MoBeYe FOJMHU ca
noTydrud 1iare6o (Brmrountenno 138 u 145 ronomm Ha 16- u 17-TrogunmHa Bb3pacT ChOTBETHO B
rpymara ¢ BakCHHaTa 1 rpynara c miane6o). O6mo 20 519 yyactHunm Ha Bb3pacT 16 unm moseye
roauHu ca noixyuwiu 2 go3u Comirnaty.

KbMm MoMenTa Ha ananm3a Ha [IpoyduBaHe 2 ¢ maTa Ha 3akiTtouBaHe Ha ganauTe 13 Mapt 2021 1. 3a
1ane00-KOHTPOIMPAHUS 3aciielieH epUol Ha MpociesaBaHe 0 IaTHTE Ha pa3ciensBaHe Ha
ydacTHULHTE, 00110 25 651 (58,2%) yyactauuu (13 031, momyuynnu Comirnaty, u 12 620, monyunnu
miare60) Ha Bb3pacT 16 u moBede rOANHHM ca MPOCIeAsIBaHN B IPOIBDKEHNE Ha > 4 Mecena cien
BTOpaTa no3a. Tosa Brimousa 06mio 15 111 (7 704, nomyuyninu Comirnaty, u 7 407, momy4uiu
anedo0) y4acTHUIM OT 16- 10 55-roaumina Be3pact u o6mmo 10 540 (5 327, monyunnu Comirnaty, u
5 213, nmonyuniu miamnedo) y4aCTHUIIM Ha Bb3pacT 56 U MOBeYe FOUHHU.

Haii-uecture HexenaHu peakuy PH YYaCTHUIIMTE HAa BB3pacT 16 U moBede roMHH, Oy HIIH

2 103w, ca 00JIKa Ha MSICTOTO Ha MHXekTupane (> 80%), ymopa (> 60%), rmaBodomue (> 50%),
muanrus (> 40%), srpucane (> 30%), aprpanrus (> 20%), IUpEKCHUs U MOyBaHE Ha MICTOTO Ha
umkekTupane (> 10%) 1 0OMKHOBEHO ca JICKH WM YMEPEHH 110 MHTEH3UTET U OT3BydYaBaT B PAMKUTE
Ha HAKOJIKO THU CJIe]] BAKCHHAIMATA. MaJIko Mo-MaJjlka 4ecToTa Ha ChOUTHUSTA Ha pEaKTOTCHHOCT Ce
CBBP3Ba C MMO-TOJISIMA Bb3PACT.

[Ipodunpt Ha Ge30macHOCT pu 545 yyacTHUIM HA BB3pacT 16 u moBeve roANHHA, BAKCHHUPAHU C
Comirnaty, kouTo ca 6umnu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI0OCH Ha
Ha0JI0JaBaHus TP 0011aTa MOMyJIalHys.

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

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

55 roauHM, 3aBBPIIMIN TBPBOHAYATHHS 2-71030B Kypc ¢ Comirnaty, ca moixy4miu OycTep 103a
Comirnaty nmpubnmsurenso 6 mecera (auamnazoH 4,8 1o 8,0 mecena) cien Jlo3a 2. Kato 1510, mpu
YYACTHUIUTE, KOUTO ca MOIYyYMIH OycTep 03a, MeJraHaTa Ha BPEMETO Ha MpociieisiBaHe €

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

O6mmaT mpodunia Ha 6e30macHOCT 3a OycTep Jo03aTa € mogo0eH Ha HabomaBanus e 2 1o3u. Haii-
YECTHUTE HEXKEIAHU PEAKIMY NIPU YYACTHHUIIUTE HA Bh3pacT 18 10 55 ronuHu ca 6oiaka Ha MACTOTO Ha
umkekTupane (> 80%), ymopa (> 60%), rmaBooomnue (> 40%), muanrus (> 30%), BTprcane u
aprpanrus (> 20%).
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B IlpoyuBane 4, miiane00-KOHTPOIUPAHO MTPOYIBAHE C MPHUIIOKEHNE Ha OyCcTep M03a, YIACTHHUITH HA
BB3pacT 16 1 moBede roaunu, Habpanu ot [Ipoyusane 2, ca momyuniau 6ycrep mo3a Comirnaty

(5 081 yyactauim) nim mwiane6o (5 044 yyacTHUIIM) Hal-MaKo 6 Mecela ciie/l BTopaTa 103a
Comirnaty. Kato o, mpu yyacTHULIKTE, KOUTO ca MOMY4YHiId OycTep 032, MeInaHaTa Ha BpEMETO
Ha MpocJIe/IsiBaHe ciel OycTep J03aTa B 3aclieNieHUs T1ane00-KOHTPOIUpaH MEPUO/] Ha TIPOCie/IBaHe
JI0 JaTaTa Ha 3aKiouBaHe Ha naHHuTe (8 deBpyapu 2022 1.) e 2,8 Mecena (quamnaszon 0,3 10

7,5 mecena). Ot Tsx 1 281 yuactauum (895, Bakcuanpanu ¢ Comirnaty u 386, nonyunnu miane6o) ca
MPOCIIeIiBaHu B MPOIbIDKEHHE Ha > 4 Mecena ciiesi Oycrep no3ara Comirnaty. He ca ycraHoBeHH
HOBH HEKellaHu peakiuu Ha Comirnaty.

bycmep 0o3a cred nvpsuyna axcunayus ¢ opyea paspeuiena 3a ynompeba eaxcuna cpewsy COVID-19
B 5 me3zaBucumu npoydBaHms 3a yroTpedara Ha 6yctep nmo3a Comirnaty mpu JuIa, 3aBbPITHIH
I'bPBUYHA BaKCHHAIIMS C Apyra pa3pelieHa 3a ynotpebda Bakcuna cpemy COVID-19 (xereponoxna
OycTep 103a), He ca yCTAaHOBEHHW HOBH JIaHHH, CBBbP3aHU C 0€30M1aCHOCTTA.

Aoanmupana Comirnaty cpewy Omicron

lleya na év3pacm 5 0o 11 coounu (m.e. na 6v3pacm 5 00 noo 12 coounu) — cied bycmepa (uemsvpma
003a)

B noarpyma ot I[Ipoyusane 6 (Pa3za 3) 113 yuactHuim Ha Bb3pact 5 10 11 roanHH, 3aBbpIIAIN
BakcuHanus ¢ 3 go3u Comirnaty, ca momyumiu Oycrep (ueTBbpTa 103a) Comirnaty Original/Omicron
BA.4-5 (5/5 pg) 2,6 mo 8,5 mecena cien Jlo3a 3. YuacTHUIUTE, TONYYrIn OycTep (Y€TBBPTA 1034a)
Comirnaty Original/Omicron BA.4-5, ca uManu nepuoj Ha npocieaAsBaHe ¢ MeIaHa Hai-MaiKo

1,6 mecena.

OO6muaAT mpodu Ha 6e30macHOCT 3a Oycrepa (deTBbpTa 103a) Comirnaty Original/Omicron BA.4-5 e
no1o0eH Ha TO3U, HaOmo1aBaH cien 3 1o3u. Hali-uecTrte HeXXenaHu peakiiy MpH yIaCTHUIIA Ha
BB3pacT 5 110 11 rogunm ca O0iika Ha MACTOTO Ha WHXeKkTHpaHe (> 60%), ymopa (> 40%), rmaBobomue
(> 20%) u 6onka B myckynute (> 10%).

Yuacmuuyu na ev3pacm 12 u noseye 2oounu — cied oycmep 0oza Comirnaty Original/Omicron
BA.4-5 (uemevpma 0o3a)

B noarpyna ot [IpoyuBane 5 (Pa3za 2/3) 107 yuactHuim Ha Bb3pact 12 1o 17 rogunum, 313 ydacTHUIM
Ha Bb3pacT 18 1o 55 ronunu u 306 yyaCTHUIM HA Bb3pacT 56 U MoBeY€E FOJAUHHU, 3aBbPIININ
BakcuHanus ¢ 3 no3u Comirnaty, ca moay4umiu Oyctep (ueTBbpta n03a) Comirnaty Original/Omicron
BA.4-5 (15/15 pg) 5,4 mo 16,9 meceria ciex Jlo3a 3. YuactHunuTe, Honydninn 6ycrep (YeTBbPTa 103a)
Comirnaty Original/Omicron BA.4-5, ca umaiu niepuo/ Ha mpocye/siBaHe ¢ MeJnaHa Hail-MaJiko

1,5 mecena.

OO6uwmsaT npoduin Ha GezomacHOCT 3a Oycrepa (ueTBbpTaTa fo3a) Comirnaty Original/Omicron BA.4-5
e moJo0eH Ha To3H, HaOroaBaH ciex 3 no3u. Haii-decTuTte HeXXeNmaH! peakluy IPH yJacTHHIN Ha
BB3pacT 12 U MmoBeue rofMHU ca 00JIKa Ha MSCTOTO Ha HIKekTHpaHe (> 60%), ymopa (> 50%),
rnaBobosue (> 40%), 6onka B myckyiaute (> 20%), Btpucane (> 10%) u 6oika B ctasure (> 10%).

CrnuchbK Ha HEXKETIAHU PEaKIMK OT KIWHUYHH m3nuTBaHusg Ha Comirnaty m Comirnaty
Original/Omicron BA.4-5 u ot noctmapkerurosus onut ¢ Comirnaty, py Ju1a Ha Bb3pacT S U

IIOBEYEC FOJAUHU, B TAOIUYEH BU

Hexenanute peakium, HabII0JaBaHM 10 BpeMe Ha KIIMHIHYHUTE ITPOYYBaHMUs, ca N30POEHH M0-/101Ty,
CBIJIACHO CIICTHUTE KATETOPUH MO YECTOTA!

Msoro uectu (> 1/10),

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

Heuectu (> 1/1 000 mo < 1/100),

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

Mtuoro peaxu (< 1/10 000),

C Hens3BeCTHA 4eCTOTa (OT HAJIMYHHUTE JJAHHU HE MOXe J1a ObJIc HalpaBeHa OICHKA).

7
Bepcua 42/31.08.2023



Taoauna 1.

Hexeanu peaknuu oT KJIMHHYHUTE npoyuBanust Ha Comirnaty u Comirnaty
Original/Omicron BA.4-5 u ot noctMmapketnHrousi onut ¢ Comirnaty npu
JIMIIA HA BB3PACT 5 M MoBeYe FOAMHI

Bepcua 42/31.08.2023

Cucremo- MHoro YecTn Heuectn Penxn MHoro C HeusBecTHA
opraHeH YecTH (>1/100 no |(=1/1 000 no| (= 1/10 000 peaKu yecToTa (0T
KJIac (= 1/10) < 1/10) < 1/100) hi (1 (<1/10000) | waauuHHTE
< 1/1 000) JaHHHU He
MoOxKe 1a 0bae
HATIpaBeHA
OIleHKA)
Hapyienus Jumobane-
Ha KPbBTa U HOmaTus”
muMmbHaTa
cUcTeMa
Hapymenust Peakiuun Anaduaakcus
Ha UIMyHHaTa Ha CBPBX-
cucTema YyBCTBH-
TETHOCT
(mamp.
o0puB,
LIPYpUTYC,
ypTHKapus’,
aHruoenem®
Hapymenuns Hamanen
Ha amneTuT
MeTabonm3ma
Y XpaHCHETO
[Mcuxuanu bescwvHue
HapyHICHHS
Hapymenus I'maBoGonme 3amaiiane"; | Octpa ITapecresus’;
Ha HepBHATa Jletaprus nepudepH Xunecte3us"
cucrema a JIIeBa
napanmsa’
Coepacanu Muokapaut';
HapyIICHHS [Tepukapaut”
CrtoMariHo- Huapust” I'anene;
YpeBHU IToBpbiane”
HapyHICHHS
Hapymenus Xunep- Epurema
Ha KOXKarta u XU/IPO3a; MynTugopme”
[IOJAKOKHATA Houaun
THKaH M3IIOTSIBA-
HUS
Hapymenus | Aprtpanrus; bonxka B
Ha MYCKYJIHO- | Muanrus KpaitHuK"
CKeJIeTHaTa
cUCTeMa U
CheIMHUTEI-
HaTa ThKaH
Hapymenus Texxko
Ha MEHCTPYaJTHO
Bb3IPOU3BO- KbpBEHE"
JTUTEITHATA
CUCTEMa U
rppAaTa
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Cucremo- MHoro YecTn Heuectn Peaxn MHuoro C Hen3BecTHa
opraHeH YecTH (>1/100 no |(=1/1 000 no| (= 1/10000 peaKu yecToTa (0T
KJIac (= 1/10) < 1/10) < 1/100) hi (1 (<1/10000) | waauuHHTE
< 1/1 000) HAHHU He
MoOxKe 1a 0bae
HalpaBeHa
OIleHKA)
OO6mm Bonka Ha 3auepBsiBaHE | ACTEHUS; Obmmpen
HapyIIeHud U | MACTOTO Ha | Ha Mactoro | Hepasmo- OTOK Ha
eeKTH Ha WHXEKTH- Ha WH)KEKTHU- | JIOKEHHUE; BaKCHHHPaHUSA
MSICTOTO Ha paHe; pane® [Ipypuryc KpaiHUK';
MpUIoXKeHUue | YMopa; Ha MSCTOTO OTok Ha
Brpucasne; Ha UHXKEK- JIALETO™
[upexcuss, THpaHe
OTtok Ha
MSCTOTO Ha
WHKCKTH-
paHe

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

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

B. [lIpe3 nepuosa Ha MpociesIBaHEeTO 32 OE30MACHOCT HA KIIMHUYHOTO MpoyuBaHe, 10 14 noemspu 2020 T,

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

cperry COVID-19. [osiBata Ha nuiieBa mapanisa e Ha [len 37 cnex Hoza 1 ([{o3a 2 He e npuioxeHa Ha

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

napaimsa B TpyIaTa ¢ miamne6o.

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

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

[To-rosnsiMa yecToTa Ha MUPEKCHs € HAOJII0laBaHa cje]] BTopara J103a B CpaBHEHHUE C ITbpBaTa 103a.

CpoO1iaBa ce 3a OTOK Ha JIMLETO IIPH PELUITMEHTH Ha BAKCUHATA, Ha KOUTO € OMJI MHXKEKTUPaH JepMaJieH

($uTBp Mpe3 NOCTMapKETHHIOBUSI IEPHOI.

3 3auepBsBaHE Ha MICTOTO HAa MHXKEKTHUPAHE Bb3HUKBA C MIO-TOJISIMA YECTOTa (MHOTO YECTH) IIPU Aelia Ha
BB3pacT 5 1o 11 roguxn.

u [loBedero ciyuam M3riIeKaa HE ca CEPUO3HH U €A C BPEMEHEH XapakTep.

¥ o=

Onucanue Ha I/I36DaHI/I HCXCIaHU pCaKIInu

Muokapoum u nepuxapoum

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

[Be rojzeMu gapmMakoenuaeMUOIOTHYHH TPOYUYBaHNUs, IPOBeAeHH B EBporna oLeHsBaT mo-BUCOKHSA
PHUCK OT MHOKApAWT IIPH IOHOIIN ¥ ITO-MJIaJu MBKe ciiel] Bropara go3a Comirnaty. EqHo npoyuBane
MOKa3Ba, ue 3a MepHoJ OT 7 IHH cjel BTopaTa A03a uMa okoio 0,265 (95% IU: 0,255 - 0,275)
JOIIBJIHUTENHU ciy4as Ha MuokapauT Ha 10 000 npu 12-29-roguuiay 10HOIIN U MBKE, B CPaBHEHHE C
xopa 0e3 excriozunus. B npyro mpoyuBane 3a mepuoj ot 28 qHU ciien Bropara go3a uMa 0,56 (95%
JAU: 0,37 - 0,74) morerauTeHE cirydas Ha Muokapaut Ha 10 000 ipu 16 10 24-rouIITHE IOHOIIA U
MBJKE, B CPAaBHEHHUE C X0pa 0e3 eKCTIO3ULIHAL.

OrpaHu4eHH JaHHHU TI0Ka3BaT, Y€ PUCKBT OT MUOKAPIUT U IIEPUKAPAUT clie BakcuHaiusa ¢ Comirnaty

TIpH JeTla Ha BB3pacT oT 5 70 11 roauHu u3riexia mo-HuChK, OTKOJIKOTO MPHU T€3H Ha BH3PacT OT 12
1o 17 ronuHu.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. TOBa 1M03BOJIABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
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JeKapcTBeHUs MpoayKT. OT MEANIIMHCKUTE CTICUAIMCTH C€ M3MCKBA J]a ChOOIIaBaT BCAKA
MoJI03MpaHa HeXxellaHa peakius upe3 M3nbaHuTeIHa areHus 1o JeKkapeTBara, yi. ,,Jlaman I'pyes®
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg, 1 1a BKItouaT napTuHUS HOMED,
aKoO ¢ HAJIMYCH.

4.9 Ilpeno3upane

Nma nanmyan JaHHU 3a IPEAO3UpPaHE IIPpU 52-ma Y4aCTHUIM, BKIIFOYCHU B KIIMHUYHOTO U3IIUTBAHE,
KOHTO IOpaJIv TPeliKa B pa3pexaneTo ca noiayumwin 58 mukporpama Comirnaty. Bakcunupanure He
CHOOIIABAT 3a IOBHIIIEHA PEAKTOTCHHOCT MJIH HEXEJIaHU PEaKInu.

B cnyuait Ha peno3upaHe ce npernopbyuBa MPOCeIABaHe Ha KU3HECHUTE YHKIIMH U Bh3MOXKHO
CUMITOMATHYHO JICUCHUE.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 @apmakoguHAMUYHH CBOMiCTBA

PapMakoTepaneBTHYHA TPyIa: BaKCHHU, BUpycHU BakcuHu, ATC xoxa: JO7BNO1

MexaHu3bM Ha JIENCTBUE

Hyxneosunno mogudunmpanara nnpopmaunonsa PHK B Comirnaty e mog ¢popmara Ha munuaHu
HAaHOYAaCTHLIN, KOETO MO3BOJIABA JOCTaBsHETO Ha Heperunupama ce PHK B kinerkure
FOCTONPUEMHHIIH, 32 J1a HaCOYM MpeXoaHaTa ekcrnpecus Ha S anturena Ha SARS-CoV-2. uPHK
KO/AMpa MeMOPaHHO 3aKOTBEH, MbJIHOBEpIKEH S (spike) mpoTerH ¢ ABE TOYKOBU MyTalluH B
LEHTpaJHaTa YacT Ha crupanaTa. MyTanusaTa Ha Te3U JBE aMUHOKUCEUHH A0 MPOJIMH CTa0MIH3Hpa
S (spike) nmpoTerHa B aHTHI'CHHO MPEIIOYMTAaHA TpeQy3UOHHA CTPYKTYpa. BakcuHaTa npeau3BUKBa
KaKTO IIPOM3BOJCTBO HA HEYTPAIM3UPALIN aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTroBOp KbM S (spike)
aHTUTCHA, KOETO MOJXKE J1a IoTpHrHece 3a 3amura cpeury COVID-19.

EdukacHoct

Aoanmupana Comirnaty cpewy Omicron

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

ITpu ananu3 Ha noarpymna ot Ilpoyusane 6, 103 yyactHunm Ha Bb3pacT 5 10 11 roguxu, moryyuin
npeay TOBa MbPBUYHA cepusi oT 2 no3u U Oycrep mo3a ¢ Comirnaty, ca momyuwin Oycrep (4eTBbpTa
no3a) Comirnaty Original/Omicron BA.4-5. PegynTatute BKII0OUBAT JaHHU 32 UMYHOTEHHOCT OT
MOJrpyTa 3a CpaBHEHHWE OT YYaCTHHUIIM Ha Bb3pacT 5 mo 11 rogunu B [IpoyuBane 3, momyuwmnu 3 go3u
Comirnaty. [Tpu yqacTHUIIMTE Ha BB3pacT 5 10 11 roauHu, moay4miy 4eTBbpTa g03a Comirnaty
Original/Omicron BA.4-5, u yuactHHIUTE Ha BB3pacT 5 10 11 roguHu, NOIyYHiIn TpeTa 1032
Comirnaty, cboTBeTHO 57,3% 1 58,4% ca 6min no3utuBHu 3a SARS-COV-2 Ha H3X0HO HUBO.

Nmynuust otrosop 1 mecer cien Gycrep no3a (uerBbpra qo3a) Comirnaty Original/Omicron BA.4-5
NpeAU3BUKBA KAaTO ISUI0 MOJOOHHN TUTPH Ha crieU(pUIHN HeyTpalu3upaliy antuTena cpeury Omicron
BA.4/BA.5 B cpaBHEHHE ¢ TUTPHTE B IpyIaTa 3a CpaBHEHHE OT YYACTHHIIN, TOTYYHIH 3 103U
Comirnaty. Comirnaty Original/Omicron BA.4-5 npeau3BUKBa ChIIO U MOJOOHU TUTPH Ha
cneun(pUYHU aHTHUTENA Cpelly peepeHTeH 11aM B CpaBHEHHUE C TUTPUTE B TPyIIaTa 3a CPaBHEHUE.

PesynraruTe 3a MMyHOT€HHOCT Ha BaKCHMHATA Ciie] OycTep /103a PU YYaCTHUIIM Ha BB3pacT 5 110
11 ronuuu ca npenctaBenn B Tabmuia 2.
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Ta6auna 2. TlpoyuBane 6 — cpelHO reOMeTPUYHO CHOTHOIIIEHHE U CPETHO TeOMETPUYHH TUTPH
— YYACTHHUIH CbhC U 0€3 TaHHU 32 HH(peKnus — Bb3pacT 5 10 11 rogunu —
NONMyJIAIUS, OIEHUMA 32 UMYHOT€HHOCT

I'pyna crniopes BMaa HAa BAKCHHATA (KaKTO e onpeesieHa/paHIOMU3HPAaHA)
IIpoyuBane 6
Comirnaty
(Original/Omicron Mpoyusane 3 IMpoyusane 6
BA.4/BA.5) Comirnaty Comirnaty
10 g 10 g (Original/Omicron

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

[Ipenu

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

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

IIpenu

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

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

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

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

6. N =0poi yuaCTHHULIM C BaJIMIHH U SICHH PE3YJTATH OT TECTa 3a IIOCOUCHHMS aHAJIN3 B JaJIcHaTa BpeMeBa TOYKa 3a
B3eMaHe Ha mpooda.

B. GMT u 2-ctpannure 95% AU ca u34ucneHu upe3 CTENEeHyBaHe HAa CPEeJHATA JIOTAPUTMHYHA CTOMHOCT Ha
tuTpuTe U chorBeTHUTE J{U (Ha 6a3ara Ha t-pasmpeneneHuero Ha Student). Pesynrarute ot anamuza mox LLOQ
ca 3agagenu kato 0,5 X LLOQ.

r. GMR u 2-ctpannaute 95% IV ca m3unciieHN Ype3 CTCIICHYBaHE Ha Pa3InKaTa B CPEJHUTE CTOMHOCTH 3a
aHaJM3a, U3YMCIICHH IO MEeTOo/a Ha Hai-Manmkute kBaapatu (LS), u ceoTBeTHUTE /IU Ha 6a3ara Ha aHaIM3 Ha
JIOTAPUTMUYHO TIPeoOpa3yBaHM PE3yNITaTH OT TECTa C M3IMOJI3BAHE Ha MOJIEIT Ha JTMHEHHA perpecus ¢
JIOTAPUTMUYHO TPeoOpa3yBaHN THTPH HA HEYTPATU3UPAIINTE aHTUTEIA HA H3XOIHO HUBO, HH(PEKIHO3eH
CTaTyC cJeJ] U3XO0HO HUBO U TPYyIIa CIIOpel BU/Ja Ha BAKCHHATA KaTO KOBapUaTH.

. SARS-CoV-2 NTS50 e onpezeseH ¢ U3MoJI3BaHe Ha Banuanpana miatdopma 3a ananus ¢ 384-sMKoBa Iiaka
(opurnnanen mam [USA-WA1/2020, nzonupan npe3 sinyapu 2020 r.] 1 noasapuant BA.4/BA.S va Omicron
B.1.1.529).

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

297 ydacTHHUIM Ha Bb3pacT 18 10 55 rogunau u 286 y4acTHHIIM Ha BB3PACT 56 U IOBEYE rOIUHH,
MTOJTYYFUIH TIPEIM TOBA IIbPBHYHA CEpHs OT 2 103U 1 OycTep mo3a ¢ Comirnaty, ca moyryqeia 0ycrep
(uetBBpTa HO03a) Comirnaty Original/Omicron BA.4-5. [Ipu yyactHunmte Ha Bb3pact 12 10

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

AHanu3uTe Ha TUTPUTE Ha HEyTpanu3upamure anturena cpemy Omicron BA.4-5 u cpemry
pedepeHTeH 1mam, HaMangBaly BUpycHata akTuBHOCT ¢ 50% (NT50), cpen ygacTHUIM Ha BB3pacT 56
¥ TIOBeYe rOJUHM, Oydmsu Oycrep (ueTBbpTa no3a) Comirnaty Original/Omicron BA.4-5 B
[IpoyuBane 5 B cpaBHeHHUE ¢ OATpyNa yyacTHUIH OT [IpoyuBane 4, nonxyunnu Oycrep (4eTBbpTa
no3a) Comirnaty, moka3sar npeBb3xoicTBo Ha Comirnaty Original/Omicron BA.4-5 cripsmo
Comirnaty Ha 6a3ara Ha cpesiHO reoMeTpruuHOTO choTHOmeHne (GMR) u He mo-Maika epuKkacHOCT Ha
0a3ara Ha pa3MKaTa B YECTOTaTa Ha CEPOJIOTUYEH OTTOBOP MO OTHOLICHUE HA OTTOBOPA CPeELLy
Omicron BA.4-5, kakTo 1 He To-MaJika e(hUKACHOCT Ha UMYHHHSI OTTOBOD Cpelly peepeHTHHUS aM
Ha 6a3ata Ha GMR (Ta6nuia 3).
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Ananmmsure Ha NT50 cpenry Omicron BA.4/BA.5 cpen yuacTHuITe Ha Bb3pacT 18 10 55 roaunu B
CpaBHEHHE C YUYACTHUIUTE HA BB3PACT 56 U MoBede rOANHY, NOTYYHIH OycTep (4eTBbpTa 1032)
Comirnaty Original/Omicron BA.4-5 B IIpoyuBane 5, moka3Bar He IO-MaJika e(h)UKaCHOCT Ha OTTOBOpa
cpemry Omicron BA.4-5 cpen ygacTHUITUTE Ha BB3pacT 18 10 55 ronuHu B cpaBHEHUE C YUACTHUITATE
Ha BB3pacT 56 U MoBeye TOANHY 110 OTHOIIeHUE KakTo Ha GMR, Taka 1 Ha pa3nukara B 4eCToTaTra Ha
cepostornueH orroop (Tadmuma 3).

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

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

SARS-CoV-2 GMT (NT50) na 1-Bust Mecen cjiel BAKCHHAIIMOHHHSI KYpPC

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

Pa3znuka B MNPOIECHTA YYJaCTHUIIHA CbC

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

Bepcua 42/31.08.2023

CpaBHeHue
Com Moarpyna ot CpaBHeHnue MeEKIy FPynuTe
omirnaty MeXKAY crnopea BHAA Ha
L - [poyusane 4
Original/Omicron BA.4-5 . BB3PACTOBHTE BAKCHHATA
Comirnaty
rpynu Bw3pact
> 56 roannun
Comirnaty
Original/Omicro Comirnaty
Bw3pacr 18 10 Bb3pacT 56 u Bb3pacT 56 u n BA.4-5 Original/
55 rogunn noBevYe roAuHu | MmoBe4Ye roauHu Bw3pacr 18 1o  |Omicron BA.4-5/
55 rogunu/ Comirnaty
> 56 roguHu
Tect 3a
5 n" (%) 5 n" (%) 5 n" (%) Pazauka® Pazauka®
T OARS. CoV.2 N" 1 05% | N | ©95% | N | 95% iy | (95% am) (95% ")
Omicron BA.4-5 - 294 180 (61,2) 982 188 (66,7) 273 127 (46,5) -3,03 26,77
NT50 (tutbp)® (55,4; 66,8) (60,8; 72,1) (40,5; 52,6) (-9,68; 3,63) (19,59; 33,95)"
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Crekpamenus: /11 = nosepurenex untepsai; GMR = cpeano reomerpudno crotHomenne; GMT = cpenHo reoMeTpuyueH TUTHD;
LLOQ = nosnHa rpanuia Ha KosruecTBeHO onpeneisine; LS = least square (Haii-mankure kBagpatn); NT50 = TuTsp Ha
HeyTpaJIM3UpalINTe aHTHTENA, HAMAJIABAIL BUpYCHAaTa akTUBHOCT ¢ 50%); SARS-COV-2 = TebK OCTBp peCIIUPaTOPEH CUHIAPOM
KOpPOHABHUPYC 2.

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

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

CEPOJIOTHYEH OTTOBOP.

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

6. GMT u 2-ctpannure 95% JIM ca n34ncinenu 4pes CTENeHyBaHe Ha CPeAHaTa JOrapUTMHYHA CTOHHOCT Ha TUTPUTE U
cpoTtBeTHHTE [IU (Ha 6a3ata Ha t-pasnmpenenenuero Ha Student). Pesyntarute ot ananuza mox LLOQ ca 3aganenu xato
0,5x LLOQ.

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

r. SARS-CoV-2 NT50 e ompezeseH ¢ U3M0I3BaHe Ha BATMANpPaHa iaThopMa 3a aHanus ¢ 384-1MKoBa Miiaka (OpUrHHaICH
mram [USA-WA1/2020, uzomupan npe3 siayapu 2020 r.] u moasapuant BA.4/BA.S na Omicron B.1.1.529).

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

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

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

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

BaKCHHAIMATA, Taka U B JajJeHaTa BpeMeBa 3a TOUKa 3a B3eMaHe Ha 1poba. Ta3u CTOMHOCT € 3HaMeHaTeIs 3a IPOLEHTHOTO

H3YHCIICHUE.

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

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

Pa3nuka B CbOTHOIIEHHATA, U3pa3eHa KaTO MPOIIEHT.

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

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

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

CpaBHEHHE.

M. He no-manka edukacHoOCT e eKIapupana, ako JoJIHaTa rpaHuna Ha 2-crpaHaus 95% JIU 3a pasnukara B IpoIeHTa
YYaCTHHIM ChC CEPOJIOTHYEH OTToBOp e > -10%.

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

oo

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

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

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

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

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

r. SARS-CoV-2 NT50 e onpezenet ¢ u3noi3BaHe Ha BaIUAMpaHa mathopma 3a aHaimus ¢ 384-sMKoBa riaka
(opurunaies mam [USA-WA1/2020, uzonupan npe3 sayapu 2020 r.] u moasapuant BA.4-5 va Omicron B.1.1.529).

Comirnaty

IIpoy4uBane 2 € MHOTOLIEHTPOBO, MHOTOHAIIMOHATHO, PAaHAOMHU3NUPAHO, IJ1ale00-KOHTPOIHNPAHO,
3acieneHo 3a HaOroaare s mpoy4uBane ¢dasa 1/2/3 3a ycraHOBsIBaHE Ha 7103aTa, CEJCKIU Ha
KaHAMJATH 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIM Ha BB3pacT 12 u moBeye roJuHu.
PanmoMuzanmsiTa € crpaTuduIupana 1mo Bp3pact: 12- 1o 15-roaumraa Bs3pacTt, 16- 1o 55-ronumnraa
BB3pAcCT, WK Ha BB3PAcT 56 1 moBeye ronuuu, ¢ MUHIMYM 40% OT y4acTHHIIUTE B Tpynara

> 56 roguan. OT IPOYUBAHETO Ca U3KIIOYEHH YYaCTHHULIM, KOUTO Ca UMYHOKOMIIPOMETHPAHH, U
YYaCTHULM C TIPEAUIIHA KIMHIYHA WK MUKpoOuoinornyHa auarsosa 3a COVID-19. Bkirouenu ca
YYaCTHHIIM C B€Y€ CHINECTBYBAIO CTAOMITHO 3a00sIBaHe, ONPEAETIeHO KaTo 3a00JIsIBaHe, KOETO HE
HaJiara 3HauMMa MPOMsIHA B TeparusaTa WM XOCIUTAIN3aIUs TIOPaIy BIOIIaBaHe Ha 32a00JIIBaHETO
npe3 6-Te CeAMULM MPEAH BKIIOUYBAHETO, KATO yYaCTHUIM C U3BECTHA CTaOMIHA HH(PEKIHS C YOBELIKH
umyHoneunuter Bupyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Eduxacrnocm npu yuacmuuyu na év3pacm 16 u noseue 2oounu — cied 2 003u

B gacrra (aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha HaTpynanu nanHu 10 14 Hoemspu 2020 .,
npubnu3uTenHo 44 000 yyacTHHMIIM ca paHIOMHU3UPAHU TIOPABHO U TPSAOBA J1a MOTy4ar 2 JO3U OT
IbPBOHAYAIHO pa3perueHara 3a ynorpeda uPHK Bakcuna cpeury COVID-19 unu mnane60. AHamU3bT
3a e()UKaCHOCT BKJIIOUBA YYAaCTHHLM, HA KOUTO BTOpaTa BaKCHHALIMS € HallpaBeHa B paMKuTe Ha 19 1o
42 nuu cnen mepBarta BakcuHarms. [Toseueto (93,1%) BakcuHMpaHu ca MOJYYHIN Bropara a03a 19 1o
23 nuu cnen Jlo3a 1. [lnanupano e yuacTHHIIUTE 1a OBJAT MpociensBanu 1o 24 mecera cien Jloza 2
3a oLeHKa Ha O6e3omacHocTTa U eprukacHocTTa cpemry COVID-19. B kiMHUYHOTO ITpoy4BaHe OT
YYaCTHHIIUTE C€ € U3UCKBAJIO Jia ChOII0aBaT HHTEPBAJI OT MUHUMYM 14 THU TIpequ U cliel
MIPUJIOKEHUETO Ha MPOTUBOTPUITHA BaKCHHA, 3a Jla MoTydaT win mianedo, ninu nPHK Bakcuna cpeury
COVID-19. B xmTMHIYHOTO MPOYYBaHE OT YUYACTHHUIIUTE CE€ € U3UCKBAJIO Ja CHOM0JaBaT HHTEPBAI OT
MUHAMYM 60 THH IIPEH WK CIel KaTO ca UM OMIIN MIPUII0KEHU KPBBHU HPOLYKTH/TIPOAYKTH OT
KpBBHA TJIa3Ma WK UMYHOTJIOOYJIMHYU B PAMKHTE Ha BPEMETO JI0 3aBbpIIBaHE HA MMPOYYBAHETO, 32 J1a
norrydaT vy mane6o, mim nPHK Bakcuna cperry COVID-19.

[Nomynanusra 3a aHanu3 Ha TbPBUYHATA TOYKA 3a eUKACHOCT BKItOYBa 36 621 ydyacTHUIM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynara ¢ uPHK Bakcunara cpemry COVID-19 u 18 379 B
rpynara c mianebo), 6e3 nanau 3a npeauntHa nHpeknus cbe SARS-CoV-2 1o 7 qau cnen BTOpara
no3a. lombaHuTtenHo uMa 134 yyacTHUIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynara ¢ uPHK
BakcuHara cpemry COVID-19 u 68 B rpymnara c miane6o) u 1 616 yyacTHuIM - Ha BB3pacT 75 U
noseue roannu (804 B rpynata ¢ u”PHK Bakcunata cpemry COVID-19 u 812 B rpymara ¢ mare6o).

KbM MOMeHTa Ha MBPBUYHHMS aHAJH3 338 €PUKACHOCT YYACTHULUTE Ca MPOCIEsIBAHU 32 CHMIITOMH Ha
COVID-19 B npoabimkenue Ha o6mio 2 214 gopekoroaunu B rpynata ¢ uPHK Bakcunara cpenry
COVID-19 u 06110 2 222 40BEeKOTOJMHY B IpyIaTa ¢ 1aieoo.

Hsima kMTMHUYHO 3HAYUMH Pa3uKH B o0maTa e()MKaCHOCT Ha BaKCHHATA TIPU YYACTHUIM C PUCK OT
texka popma Ha COVID-19, BKITFOUNTEHO TE3U ¢ | MM TIOBede CHITBTCTBAIIM 3200/ IsIBAaHUS, KOUTO
yBenu4aBaT prcka ot Texka gopma Ha COVID-19 (namp. actma, nHnekc Ha TenecHata Maca (MTM)
> 30 kg/m?, xpornuno GenoapoOHO 3a0019BaHE, 3aXapeH AUA0ET, XMIEPTOHHUS).

Wndopmanusata 0THOCHO epUKACHOCTTa Ha BaKCHHATa € mpeacTtaBeHa B Tabmuna 5.
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Taoauna 5.

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

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

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

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

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

cpotBercTBail Ha COVID-19 [*Onpenenenue 3a city4aii: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOIIOSIBUIIA

Ce WJIM 3acuiieHa KalllIuIa, HOBOIIOSIBUII CE MJTU 3aCHJICH 33/1yX, BTPHUCAaHE, HOBOIIOSIBIIIA CE WJIM yBEJIHYECHA

0oJIka B MYCKYJIMTE, HOBOIIOSIBUJIA ce 3ary0a Ha BKYC WJIM MUPHUC, BB3IAJIEHO I'bpJI0, IUAPUS HIIH

MOBPBIIAHE. |

* B ananu3a ca BKJIIOYEHH YYaCTHHUIM O€3 CepOIOTUYHH WM BUPYCOJIOTUYHHM JAaHHU (TIpEeH 7-MHUs JICH Clie]l
mocjeIHaTa 103a) 3a MuHaia nHdeknus ¢cb¢ SARS-COV-2 (T.e. oTpHIaTe Hu 3a aHTHTENa ¢ N-CBbP3BaHE
[cepym] Ha Busuta | n Heotkpur SARS-CoV-2 ¢ Tect 3a ammmndukaris Ha HyKIeHHOBA KHCEIHHA
(nucleic acid amplification tests, NAAT) [na3anua HaTpuBka] Ha Busutu 1 1 2) u ¢ oTpHIatenes pesyirar
ot NAAT (Ha3aiHa HaTpUBKA) IIPY BCSIKA HETUIAHWPAHA BU3HTA Mpeau 7-Mus 1eH ciex Jlo3a 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATA TPyTIa.

nl = Bbpoii yyaCTHHIIM, OTTOBapsIIIK Ha OTIPEACICHUETO 3a KpaliHaTa TOUKa.

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

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

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

o

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

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

W3BbpiIeHn ca aKTyalu3upaHu aHAINM3H] 32 €(PUKAaCHOCT P HAJTMYMETO Ha TOIBIHUTEIIHH,
notBbpaeHu ciyyan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acleneHOTO I1ale00-KOHTPOIUPAHO
npocneasBaHe, 00XBalaio neprosa 10 6 mecena cien Jlosa 2 B momynanusaTa 3a e(UKacHOCT.
AxTyanusupaHnara nHpopmanus 3a eUKacHOCTTa Ha BAaKCHHATA € IpeacTaBeHa B Tabmuua 6.
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Tadauua 6.

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

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

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

3abenexka: [loTBbpEeHHUTE CiTydau ca ONpeeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cvotBercTBal] Ha COVID-19 (cumMnTomMuTe BKJIIOUBAT: MOBUIIIEHA TEMIIEPATYPa; HOBOIMOSBUJIA CE UJIH 3acCHIIMIa
ce KalllJIMIa; HOBOIIOSIBUJI C€ MJIM 3aCHIINII CE 33/1yX; BTPHCAHE; HOBOIOSBUIIA CE MJIM YBEJIMYMIIA ce OOJIKa B
Mycxynme HOBOIIOSIBUJIA c€ 3ary0a Ha BKYC WJIM MHUPHC; BB3IAJICHO I'bPJIO; ANAPUs; MOBPBIIAHE).
B ananu3a ca BKIIFOUEHHM y4acTHUIM 0e3 JaHHU 3a MuHana uHpekms cbc SARS-CoV-2 (1.e. oTpruaTenHu 3a
anTuTena ¢ N-cBbp3BaHe [cepyM] Ha Bmsura 1 u HeotkpuT SARS-CoV-2 ¢ NAAT [HazanHa HaTpuBKa] Ha
Busuru 1 u 2) u ¢ otpunarener pesynrat or NAAT (Ha3amHa HaTpUBKA) TIPH BCSIKA HETIAaHUpaHa BH3HUTA
npemu 7-mus el ciex Jlosa 2.
a. N = bpoii yyacTHHIIM B TOCOYEHATA TpyTIa.

o

nl = bpoii yqacTHUIIA, OTTOBAPSIIIN HA ONPEIETICHUETO 3a KpailHaTa TOYKa.

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

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

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

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

B akryanusupannTe aHanu3u 3a epukacHocT, epukacHocTTa Ha UPHK Bakcunata cpemry COVID-19
npu npeBeHnuATa Ha osiea Ha COVID-19 ot 7-must cien Jlo3a 2 B cpaBHeHHe ¢ mianebo e 91,1%
(95% U ot 88,8% mo 93,0%) npe3 nepuoza, koraro Bapuanture Wuhan/nmus tun u Anda ca
JOMUHHPAIIUTE TUPKYJIUPAILIH [AMOBE MPH YYaCTHUIIMTE B MOIMyJIaKsATa, OLIEHNMa 3a e(pUKacHOCT,
chC Wi 0e3 JaHHU 3a npeauiiHa uHpekus cbec SARS-CoV-2.

I[OH’BJ'IHI/ITGJ'IHO AKTYyaJIM3UPAHUTC aHAJIM3U 34 e(l)I/IKaCHOCT 10 MOATPYIIN MOKa3BaT CXOJHU TOYKOBU
OIICHKHU 3a e(l)I/IKaCHOCT B I'pYIIUATE 110 IMOJI, CTHUYCCKA NPHUHAJICIKHOCT, reorpacpcxo MOJIOKCHUC U IIPU
Y4aCTHUIUTE CbC CHIIBbTCTBAIIA 3a00JI9BaHusA U 3aTIIBCTABAHE, CBbP3aHN C BUCOK PUCK OT TEKKa

¢opma Ha COVID-19.

Eduxacnocm cpewy mesicka ¢popma na COVID-19
AKTyanu3upaH aHaJlN3 Ha BTOPUYHUTE KPailHU TOYKH 32 euKacHOCT mojakperst non3ara ot uPHK
BakcuHara cpemry COVID-19. Bakcunara npenotsparsiBa Texka hpopma Ha COVID-19.
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Ot 13 mapTt 2021 1. edukacHOCTTa Ha BaKCHHATA cpely Texka ¢popma Ha COVID-19 e npencraBena
caMo 3a yYaCTHHMIIM ChC WK 0e3 npeauiiHa uHpekius cbec SARS-CoV-2 (Tabmauna 7), Thid KaTo
Oposar na ciryyante Ha COVID-19 npu yyactaunm 6e3 npeaunmna nadekuus cec SARS-CoV-2 e
CBIIUAT KAaTO TO3U MPH YYACTHUIHM Che WM Oe3 npeaniina uHpekuus cbc SARS-CoV-2 u B aBete
rpynu — Ha uPHK Bakcunara cperry COVID-19 u Ha mane6o.

Tab6auna 7.  EdukacHocT Ha BAKCHHATA — TbPBa NosiBa Ha Texkka ¢gopma Ha COVID-19 npu
YYaCTHHIHU cbc WK 6e3 mpeaumHa uHdekuus cb¢c SARS-CoV-2 na 6azata na
onpesieJieHUETO HA ATEHIIMATA 32 KOHTPOJI Ha XpaHuTe U JekapcrBata (Food
and Drug Administration, FDA)* ciex lo3a 1 wiu ot 7-mus aex ciaen Jo3a 2 B
NepHroia HAa NMpocJesiBaHe Ha IJIane00-KOHTPOJMPAHOTO POYyYBaHe

uPHK Bakcuna
cpemry COVID-19 Inauedo
Cayyan Cayyan
nli? nl? EduxacHoct Ha
Ilepuon Ha Ilepuon Ha BaKcHHaTa, %
nadsonenne (N2°) naduonenne (N2°) (95% JIN®)
1 30 96,7
Cnen 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: [loTBBpAECHNUTE CiTydan ca ONPEEIICHH Upe3 TOJIMMEpa3Ha BEPIIKHA peakius ¢ 00paTHa

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

cvotBercTBal] Ha COVID-19 (cuMnTomMuTe BKIIOUBAT: MOBUIIIEHA TEMIIEPATYPa; HOBOIMOSBUJIA CE UJIM 3acHIIMIa

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

MYCKYJIMTE; HOBOIIOSIBHJIA CE 3ary0a Ha BKYC WJIM MHPHC; BB3IAJICHO I'bPJIO; ANAPUS; MOBPBIIAHE).

* Texka popma Ha COVID-19, xakTo e onpeaneneHo ot FDA, e norsspaes COVID-19 u Hannuue Ha Hai-Maiko

1 ot cnexnure:

e  KimHWYHM NpHU3HAIM B TIOKOH, TOKA3aTEITHH 32 TE)KKO CHCTEMHO 3a00IIsBaHE (JMXaTeTHa YeCTOTa
> 30 BaumBaHUs B MHHYTa, ChpJICUHa 4ecToTa > 125 ynapa B MUHYTa, KUCIIOpoAHa caTyparust <93%
Ha CTaeH BB3/yX Ha MOPCKOTO PAaBHUIIE WIN CHOTHOIICHNE HA apTEPUATHOTO NMApIUAIHO HAISATaHE Ha
KHCIIOpoJia KbM (pakiusTta Bauman kuciaopoa < 300 mm Hg);

e JluxaTenaHa HEAOCTATHYHOCT [OINIPEEIeHa KaTo HyKa OT I0/IaBaHe Ha KHCIOPOJl C BUCOK IOTOK,
HEWHBa3MBHA BEHTHJIALUS, MEXaHUYHA BEHTWIALMS WIH EKCTPAKOPIIOpaiHa MEMOpaHHa OKCUT€HAIINS
(extracorporeal membrane oxygenation, ECMO)];

e JlaHHU 3a IIOKOBO CHhCTOSIHHE (CUCTONMYHO KpBbBHO Hansirane < 90 mm Hg, nuactonnyHo KpbBHO
Hansrane < 60 mm Hg winu Hyka ot Ba3onpecopn);

e  3HaunMa octpa ObOpeydHa, YepHOAPOOHA MITH HEBPOJIOTUYHA TUCHYHKIIUS;

e [Ipuemane B OT/eNeHNE 32 HHTEH3UBHU TPHXKH;

e  CwMmbpT.

a. nl = Bbpoii ygacTHHIIN, OTTOBapSIIH Ha ONPEICICHNETO 3a KpalfHaTa TOUKa.

n2 = bpoii Ha y4aCTHULIUTE B PUCK 10 OTHOLICHHUE Ha KpaiiHaTa TOUKa.

B. /JIByctpannusT noseputerneH narepsai (1) 3a epukacHOCTTa Ha BaKCHHATA € MOJy4eH Ha 6azaTa Ha METoza
Ha Clopper u Pearson, kopurupas cripsiMo BpeMeTO Ha HAaOJIIOICHHE.

r. EdukacHoct, onienena Ha 6a3ara Ha 1siata HarMuHa (Moaqudunupana intent-to-treat) momysarus ot
yYacTHHUIM, Toydnnu J{o3a 1, 3a orjeHka Ha e(pHKaCHOCTTA, KOATO BKIIFOUBA BCHYKH PaHIOMHU3UPAHH
YYaCTHUIIH, TIOTyYMIIM Hal-ManKoTo 1 103a OT N3MUTBaHATa MHTCPBEHITHS.

1. O6m nepuon Ha HabmoaeHue B Xwisiau (1 000) voBekoroAwHM 3a AajieHaTa KpailHa TOuka Py BCUYKH
YYaCTHHUIM BBB BCAKA IPyIla B PUCK IO OTHOIICHHE Ha KpaiHaTa Touka. BpeMeBHAT Ieproa 3a HaTpyIBaHe
Ha cirydan Ha COVID-19 e ot [lo3a 1 1o kpast Ha meproia Ha HaOJII0IeHUE.

e EduxacHocrt, onleHeHa Ha 6a3aTa Ha MOIyIanusTa, OLCHNMA 32 e(PUKACHOCT (Ha 7-MHMs JIeH), KOSTO BKJIIOUBA
BCUYKH IOJXOSIIN PaHJOMHU3UPAHH YYaCTHHUIIM, OTYYHIM BCHYKH 03K OT M3ITMUTBAaHATAa MHTEPBEHIINS,
KaKTO Ca paHJOMHM3HUPAHH B IIPEABAPUTETHO OIPE/ICIICHUS TPO30peL], O€3 IpyTH ChIIECTBEHH OTKJIOHEHHUS OT
MIPOTOKOJIA, KAKTO € OIPEAEIECHO OT KIMHUIIUCTA.

x. OO neprox Ha HabmoaeHue B xwrian (1 000) yoBekorouHM 3a fa/ieHaTa KpaifHa TOYKa IIPH BCHYKH
YYaCTHHMIM BBB BCSIKA TPyTa B PUCK 110 OTHOIICHUE Ha KpalfHaTa TOUKa. BpeMeBHAT epros 3a HaTpynBaHe
Ha ciydan Ha COVID-19 e ot 7-mus aen cien Jlo3a 2 10 Kpas Ha TieproJia Ha HaOJI0IeHHE.

o
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Eguxacrnocm u umynocennocm npu ronowu Ha ev3pacm 12 0o 15 coounu — cied 2 003u

IIpu mppBOHavaeH aHanu3 Ha [IpoydBane 2 mpu roHOIX Ha BB3pacT 12 mo 15 roguam (¢ MequaHa Ha
NPOIBIDKUTEIIHOCTTA Ha MpociieAsBane > 2 Mecena cien Jlo3a 2) 6e3 JaHHu 3a mpeAauiiHa nH}pexuus,
HsMa cirydad ipu 1 005 yyacTHUIM, OTydnIId BakCHHATa, M uMa 16 ciyyas npu 978 ydactHULH,
noiyunin tiane6o. ToukoBara oneHka 3a epukacHoct e 100% (95% nosepurenen natepsain 75,3;
100,0). IIpu yuacTHUIM ChC WK O€3 JaHHU 3a npeauinHa nHdeknus uma 0 cirydas npu

1 119 yvacTHumM, moMy4Yuian BakcuHata, v 18 ciaydas npu 1 110 yuacTHuIM, noMydnin miamneoo.
ToBa chII0 MOKa3Ba, Ye TOYKOBaTa oleHka 3a edukacHocT e 100% (95% nosepurenen naTepBan 78,1;
100,0).

AKTyanu3upaH aHAIH3M 32 e(PUKACHOCT ca HAalpaBeHHU IIPH JIOMBIHATEIIHA TOTBHPICHU CITyYau Ha
COVID-19, Bb3HuKHAIH IO BPEME Ha 3aCJICTICHO I11ae00-KOHTPOJINPAHO MPOCICIsIBaHe, KOSTO
IpeacTaBisiBa 10 6 Mecela ciie] 1o3a 2 B MOIMyJalusITa 3a e()uKacHOCT.

B akryanm3upanus ananus 3a epukacHoct Ha [Ipoyusane 2 npu oHOImH Ha BB3pacT 12 no 15 roauHwy,
0e3 JaHHU 3a MpeuiHa HHPeKIus, HaMa cirydan npu 1 057 yyacTHHIM, MOMYYHIM BaKCUHATA, U UMa
28 cnyyas npu 1 030 ygactany, noayuniu mianedo. ToukoBaTa ouenka 3a epukacaoct € 100%
(95% nomepurenen untepsan 86,8; 100,0) npe3 neproa, KoraTo BapuaHThT Aji(a € JOMUHUPAIIHST
nupKynupani mam. [Ipu ygacTHUIM che v Oe3 TaHHM 3a MpeauinHa nHpekms uma 0 cirydas mpu

1 119 yvactHumm, nomyunny BakcuHata, U 30 cimyyas pu 1 109 ygacTHunm, noxydwny mianeoo.

ToBa chIIO MOKa3Ba, 4Ye TOUKOBaTa oleHKa 3a eduxacHocT € 100% (95% nosepurenen natepsan 87,5;
100,0).

B IlpoyuBane 2 e mpoBe/ieH aHAIN3 Ha THTPUTE HA HEYTPAIN3UPAIIUTE aHTHTEIA CPEIILy
SARS-CoV-2 1 mecen cnen Jlo3a 2 npu u30paHa Ha CliydacH MPUHIIMII TIOJrPyIa yYaCTHHIIU 0€3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHY JaHHU 32 MuHana nHpeknus cbc SARS-CoV-2 no 1 mecen cnen
Jo3a 2, cpaBHsBaII OTTOBOpPA MPH FOHOIIX Ha BB3pacT 12 no 15 roguau (n = 190) ¢ To3u mpu
yYaCTHHIH Ha Bb3pacT 16 g0 25 rogunu (n = 170).

CBHOTHONIEHHETO Ha CPETHO TEOMETPUYHHTE TUTPH (geometric mean titres, GMT) npu Bp3pacToBaTa
rpyna 12 no 15 roxunu crpsiMo Be3pacToBara rpymna 16 no 25 roxunu e 1,76, ¢ 2-crpanen 95% AU
1,47 no 2,10. CnenoBatenHo € TOCTHIHAT KPUTEPUSAT 3a HE MO-MaJika e(hUKaCHOCT, KOUTO €
choTHoLIeHue 1,5 , Thil KaTo osHaTa rpaHuia Ha 2-ctpanHus 95% JIU 3a cpeHO TeoMEeTpUYHOTO
choTHOIIEHHE (geometric mean ratio, GMR) e > 0,67.

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

12 200unu) — cneo 2 0osu

[IpoyuBane 3 e npoyuBane ¢a3za 1/2/3, BkrouBaIo yact, KOSTO € OTKpUTO IpoyuBaHe (dasa 1) 3a
ompezeisHe Ha J03aTa Ha BaKCHMHATa U JacT ((a3a 2/3), KosATO € MHOTOLIEHTPOBO, MHOIOHAI[HOHAJIHO,
PpaHIOMHU3HPAaHO, KOHTPOJIUPAHO C (PU3MOTOTHYEH Pa3TBOP KaTo Iiamnedo, 3acierneHo 3a
M3CIe0BaTeNs IPOyYBaHe, B KOETO ca BKIIOUEHH yYaCTHUIM Ha Bb3pacT 5 1o 11 ronunu. IloBedero
(94,4%) ot pangOMHU3NpaHUTE BAKCHHUPAHU YYACTHHUIH ca MOTYyYMIIA BTopa 1o3a 19 no 23 gau cnen
Joza 1.

[TepBOHAYATHNTE AECKPUNITUBHU PE3YNITATH 3a €PUKACHOCTTa HA BAaKCHHATA IIPH JIeIa Ha Bb3pacT

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

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

3abenexka: [ToTBbpAeHHUTE CiTydau ca ONpeelieHn Ype3 oJIMMepa3Ha BeprKHa peakiys ¢ o0paTHa

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

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

3aCHIIMIIA Ce KallIHIIA; HOBOIIOSIBIUI CE€ MIIM 3aCHUIMII Ce 3ayX; BTPHUCAaHEe; HOBOIIOSBIIIA CE WIIH YBEIMUMIIA Ce

60m<a B MYCKYJINTE; HOBOITIOSIBHJIA C€ 3ary0a Ha BKYC FJIM MUPHC; BH3NAJICHO T'BPII0; AUAPHS; TOBPBIIAHE).
B aHanmu3a ca BKIIIOYCHH YIAaCTHUIM Oe3 TaHHHU 3a MuHaaa nHeknus cb¢ SARS-CoV-2 (1.e. oTpunaTeHun
3a aHTuTena ¢ N-cBbp3Bane [cepyM] Ha Busura 1 u HeoTkpur SARS-C0OV-2 ¢ NAAT [HazaiHa HaTpUBKa]
Ha Bmswutn 1 u 2), u ¢ orpunatenen pesynratr ot NAAT (Ha3anHa HATpHUBKA) IPH BCsAKa HETUTAHHpaHA
BU3HWTA IIpeu 7-Musl JieH cien Jlo3a 2.

a. N =Dbpoil yuacTHUIIM B IOCOYEHATA IpyTMa.

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

B. OOw neprox Ha Habmoaenne B xwrsian (1 000) yoBekoroauHu 3a JajieHaTa KpaiHa TOYKa IPH BCHYKH
YYACTHUIIM BbB BCSKA TPyIa B PUCK I10 OTHOIIICHHUE Ha KpaiHATa TOYKa. BpeMeBHAT epro/ 3a HaTPyIIBaHE
Ha cinyvau Ha COVID-19 e ot 7-mus e cien Jlo3a 2 1o kpast Ha nepuojia Ha HaOJrOICHHE.

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

o

Hampasen e ananmu3 3a eukacHOCT Ha 0a3a MpEABAPUTEITHO ONPEICIICHU XUTIOTE3! TIPU
JIOTBJIHATETHN MOTBEpACHA ciaydan Ha COVID-19, B3HUKHAIH 110 BpeMe Ha 3aCJICTICHO
1ane00-KOHTPOIMPAHO MPOCiie/IsBaHe, KOeTOo MpecTaBisBa g0 6 mecera ciex Jlo3a 2 B
TMIOITYJTANKATA 32 €PUKACHOCT.

B ananu3a 3a epukacaoct Ha [IpoyuBane 3 nipu nienia Ha Bs3pact 5 1o 11 ronunu, 6e3 1aHHY 32
npeauniHa nHdpekuus, ca Hadmogasanu 10 ciryyas npu 2 703 yyacTHHIH, TOJTyYUIIM BAKCHHATA, U
42 ciyyas nipu 1 348 yyactHunm, nomyymniau mianedo. ToukoBaTa oneHka 3a edukacHocT € 88,2%
(95% momepurenen uaTEpBaN 76,2; 94,7) ipe3 neproaa, KOraTo BApUaHTHT JlenTa € JOMUHUPAITUSIT
mupKynupant mam. [Ipu yyactHunM cbe 1w 0e3 TaHHM 3a NpeauinHa nHpeKnust umMa 12 ciyyast npu
3 018 yyacTHUIM, TOIyYMIIM BakcHHaTa, U 42 cinydas npu 1 511 yyacTHumM, nodyduin ranedo.
ToukoBaTa o1ieHKa 3a euxacHoct ¢ 85,7% (95% moeeputeneH uarepsan 72,4; 93,2).

B IIpoyuBane 3 npu aHann3 Ha TUTPUTE HA HeyTpaiu3upamure anturena cpemy SARS-CoV-2,
HaMaJIsBanM BupycHara aktuBHOCT ¢ 50% (NT50), 1 mecerr cien Jlo3a 2 npu n3bpaHa Ha ciayJacH
MIPHUHILIMI OATPYIIa YYACTHHUIU € JEMOHCTpHUpaHa e()eKTUBHOCT C TIOMOIITA Ha ,,AMYHOJIOTHYCH
OpWKUHT Ha UMYHHHM OTTOBOPH 32 CpaBHEHHE Ha Jiella Ha Bb3pacT 5 1o 11 roauau (T.€. Ha BB3pacT
5 no mox 12 romuum) B yactTa ¢asza 2/3 na [IpoyuBane 3 ¢ yyacTHUIM Ha BB3pacT 16 10 25 roquHu B
yactTa (aza 2/3 Ha [IpoyuBane 2, KouTo ca 6e3 CepoJIOTMYHU UM BUPYCOJOTUYHH JIAHHH 332 MHHAJIA
unpeknus cb¢c SARS-CoV-2 1o 1 mecern cien Jlo3a 2 1 KOUTO OTrOBapsIT Ha MPEABAPUTEITHO
OTIpeIeTICHUTE KPUTEPUH 32 ,,IMyHOJIOTHYEH OPHHKIHT KaKTO IT0 OTHOIICHHE Ha CPETHO
reOMETPUYHOTO ChOTHOIIeHUE (geometric mean ratio, GMR), Taka u o oTHOIIEHNE HA pa3HKaTa B
CEpOJIOTUYHHS OTTOBOP, ONPEACNICH KaTo IMOCTUraHe Ha Hai-Majiko 4 mbTH nopuiieHne Ha SARS-
CoV-2 NT50 ot uzxoxno uuso (npemau J{o3a 1).
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GMR na SARS-CoV-2 NT50 1 mecen cien J{o3a 2 nipu gena Ha Bb3pacT 5 1o 11 rogunu (T.e. Ha
BB3pacT 5 110 oy 12 ToauHm) CIIpsMO TOBA MPH MITAIH BB3pAaCcTHU Ha Bb3pacT 16 mo 25 roaunu ¢ 1,04
(2-ctpanen 95% JAU: 0,93; 1,18). Cpen yyactHunmTe O€3 NpEANIIHN JaHHK 32 nH}eKuus cbc SARS-
CoV-2 no 1 mecen cien [lo3a 2, 99,2% ot nenara Ha Bb3pact 5 10 11 rogusan u 99,2% ot
YYaCTHHUIIMTE Ha BB3PacT 16 10 25 roArHM UMaT CEpOJIOrHyYeH OTroBop Ha 1-Bus Mecen| cien Jlo3a 2.
Pasnukara B ChOTHOIIEHUETO HA YYACTHHUIIUTE ChC CEPOJIOTHUYCH OTTOBOP MEXKIY 2-T€ Bh3PACTOBH
rpynu (aena — muaau Bb3pacTau) e 0,0% (2-ctpanen 95% JAU: -2,0%; 2,2%). Tazu nuadopmanms e
npezcraBeHa B Tadmuia 9.

Tabauna 9. OO0o01eHne HA CPeIHO reOMEeTPUYHOTO CHOTHOLLIEHHE HA THTPUTE HA
HeyTpAINU3MpalluTe AHTUTEJIA, HAMAJSBAIIM BUPYCHATAa AKTUBHOCT ¢ 50%, n
Pa3IMKaTA B MPOLNEHTUTE HA YYACTHUIN ChC CEPOJIOTHYEH OTTOBOP — CPABHEHHE
Mekay Aena Ha Bb3pacT S 10 11 roqunn (Ilpoyusane 3) U y4acTHHIM HA Bb3pacT
16 xo 25 roqunn (IlpoyuBane 2) — yyacTHHIM Oe3 faHHU 32 nHGeknus 10 1 mecen
caen Jloza 2 — moarpyna 3a ,,AMyHOJIOTHYeH OpUIKMHT® — (pa3a 2/3 —monmyJianus,
OIIEHMMA 32 HMYHOTE€HHOCT
uPHK Bakcuna cpemny COVID-19
10 pg/no3a 30 pg/no3a
5 no 11 roqunu 16 mo 25 ronunun 5 no 11 rogunum/
N?=264 N?=253 16 10 25 rogunn
ITocTurnara neJ
npH ,,AMYHO-
Bpemesa GMT® GMT® GMR? OpuKIHT ™"
To4yKa® (95% JIN®) (95% JIN®) (95% ") (A/H)
Cpenno
reoMeTpu4eH
THTBP HA
HeyTpaJu3u-
pauure
aHTHTeJa,
HaMaJIsiBal|
BHPYCHATA
akTuBHOCT ¢ |1 Mecen
50%° cies 1197,6 1146,5 1,04
(GMT®) Jo3a 2 (1106,1;1296,6) | (1045,5;1257,2) | (0,93;1,18) pl|
IMocTurnara nena
npH ,,AMYHO-
Bpemena n* (%) n* (%) Paznuka %"| OpumpKHHT®
To4yKa® (95% JIN®) (95% JIN®) (95% ") (A/H)
CreneH Ha
cepoJIornyeH
otrosop (%)
NP THTBP
Ha
HeyTpaJu3u-
pammuTe
aHTHTeJa,
HaMaJIsIBal]
BupycHata |1 mecen
AKTHUBHOCT € |ClIe] 262 (99,2) 251 (99,2) 0,0
50%° Hoza 2 (97,3, 99,9 (97,2, 99,9 (-2,0; 2,2) A

Cokpamenus: I = noseputenen untepsair; GMR = cpenno reomerpuuno csoTHowmenue; GMT = cpenno
reomerpuyeH TuThp; LLOQ = nosina rpanuna Ha konmuectBeHo onpenensne; NAAT = tecr 3a ammndukanms
Ha HykJenHoBU kucenmHn; NT50 = THTBp Ha HEeyTpaJIM3UpaIUTe aHTUTEJa, HAMaJISBalll BUPYCHATa aKTHBHOCT
¢ 50%; SARS-CoV-2 = TexbK 0CTBp peclpaTopeH CHHAPOM KOPOHaBUPYC 2.
3abenexka: B ananmza ca BKIIIOYEHHN YIaCTHUIIN 0€3 CEpOIOTHIHY WU BUPYCOJIOTUIHH JaHHU (TP B3eMaHe
Ha KpbB 110 1 Mecenn cien Jlo3a 2) 3a munana nadekus cbe SARS-CoV-2 (T.e. oTpHLIATEIHH 3a aHTUTENA ¢ N-
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cBBbp3BaHe [cepyM] Ha Busura 3a Jlo3a 1 u 1 mecers cien Jo3a 2, neotkputr SARS-CoV-2 ¢ NAAT [HazanHa
HatpuBka] Ha Busnrure 3a Jlo3a 1 u [lo3a 2 u ¢ orpunareinen pesyiarar ot NAAT (Ha3zaiHa HaTpUBKa) MpH
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 JePHUHUpPA KATO MOCTUraHe Ha > 4 MbTH MOBUIIICHUAE OT M3XOIHO HUBO
(mpemu [Jo3a 1). Ako cToiHOCTTa MPU U3MEPBAHETO Ha U3XOAHOTO HUBO € nmoa LLOQ, pe3ynrat ot aHaJIU3 ciej
BakcuHanuATa > 4 X LLOQ ce cuuTa 3a cepoIOTHICH OTTOBOP.
a. N =DbBpoii yyacTHHIIM C BaJMIHH U SICHH PE3yJITaTH OT TeCTa Npean BakcuHanmsta u 1 mecer ciexn Jlo3a 2.
Te3u cTOMHOCTH CHINO TaKka ca 3HAMEHATEIIH, N3MI0JI3BaHH ITPH MIPOIICHTHUTE N3YHCIICHNS 3a CTEIICHTa Ha

CepOJIOru4eH OTrOBOP.

6. OmnpeneneHo 1Mo MPOTOKOJ BpeMe 3a B3eMaHe Ha KPHBHU MPOOH.
B. GMT u 2-ctpannure 95% /I ca u3unciIeH Ype3 CTETIEHYBaHE Ha CpeAHATa JIOTAPUTMIYHA CTOMHOCT Ha
tutpute U crotBeTHUTE JU (Ha 6azaTa Ha t-pasmnpenenenuero Ha Student). Pesynrarute ot ananusa moj
LLOQ ca3amanenu karo 0,5 x LLOQ.
r. GMR u 2-crpannure 95% JIU ca n3uucieHu ype3 cTerneHyBaHe Ha Cpe/lHaTa pa3iiiKa B JIOTapUTMUYHHUTE
CTOMHOCTH Ha TUTpHUTE (BB3pacT 5 1o 11 rogunu munyc BB3pact 16 1o 25 roaunn) u crorBetHud AU (Ha
Oazara Ha t-pasnpenenenuero Ha Student).
. ,,myHonorouen Opumkunr' Ha 6a3ata Ha GMT e nexnapupan, ako JoJHATa rpaHula Ha 2-ctpaHHust 95%
JI1 3a GMR e no-ronsima ot 0,67 u ToukoBara oneaka Ha GMR > 0,8.
e. SARS-CoV-2 NT50 e onpeneneH ¢ MOMOIITa Ha TeCT 3a MUKpoHeyTpanmm3aus Ha SARS-CoV-2
mNeonGreen Bupyc. [Ipu aHann3a ce n3non3Ba (GayopecleHTeH penopTep BUPYC, MOITyUYeH OT IaMa
USA_WA1/2020, u BupycHaTa HeyTpaJIu3aIlys ce OTINTa BB Vero KIeTbuHr MoHOcoeBe. NT50 Ha
mpoOuTe ce onpeness KaTo penUIpoYHOTO CEPYMHO paspexaane, npu koeto 50% oT Bupyca ce

HeyTpanu3upa.

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

w

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

u. Pasnuka B ChOTHOIIEHUSITA, U3PAa3eHH KaToO MPOIEeHT (Bh3pacT 5 10 11 roaunu muHyc BB3pacT 16 10

25 ronunn).

KaToO NPOLCHT.

i. 2-crpanen [IU, 6a3upan Ha MeTona Ha Miettinen u Nurminen 3a pa3jinkaTta B ChOTHOIICHHUATA, H3Pa3CHA

K. ,JIMyHOMorndeH OpumKuHr, 0a3upaH Ha CTENEHTA Ha CEPOJIOTMYCH OTrOBOP, € YCTAHOBEH, aKo J0JHATA
rpanuiia Ha 2-crpannus 95% JIU 3a pa3nukara B CepOJOTHYHUS OTTOBOP € mo-rossiMa ot -10,0%.

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

cneo bycmep 003a

Byctep no3a Comirnaty e nanena Ha 401 mpousBoaHo n3dpanu yuactauu B [Ipoyusane 3.
EdextuBaoctTa Ha Oyctep A03a pH BB3pacT oT 5 1o 11 rogunm ce onpenens 0T IMyHOT€HHOCTTA.
Ta3u umyHoreHHocT Oe oneHeHa upe3 NT50 cipsimo pedepentHus mam Ha SARS-CoV-2
(USA_WA1/2020). Ananuzu Ha NT50 1 mecen cien Oyctep 103a B cpaBHEHHE ¢ Ipeu OycTep 103a
JEeMOHCTpHpAT chliecTBeHO yBennuenne Ha GMTs npu smmua ot 5 1o 11-rogumna Bb3pacT 6e3
CEPOJIOrMYHH WJIM BUPYCOJIOTMYHH JaHHH 3a MuHaia SARS-CoV-2 undexius 1o 1 Mecer ciien 1o3a 2
u Oyctep no3a. To3u ananu3s e 00001eH B Taduia 10.

Ta6auna 10. OGo6menne Ha cpenaHo reomerpuyHuTe TUTPH — NT50 — yyacTHuu Ge3
JA0Ka3aTecTBa 3a mHpekuus — paza 2/3 — HaGOp UMYHOTEHHOCT — OT 5 /10
11-rogumHa Bb3pacT —MONYJIALMs OLIEHHMA 32 HMYHOI'€HHOCT

BpemeBa Touka 3a B3eMaHe Ha mpo0a®
1 mecen cex Oycrep
1 mecen caea 6ycrep | 1 mecen cjiex g03a 2 no3a/
no3a (n%=67) (n%=96) 1 mecen cJrex g03a 2
GMT® GMT® GMR"
AHanu3 (95% JIN®) (95% JIN®) (95% 1)
Tect 3a
HEyTpaIu3auus Ha
SARS-CoV-2 - NT50 2720,9 12539 2,17
(TUTBD) (2280,1; 3247,0) (1116,0; 1 408,9) (1,76; 2,68)

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

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

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

6. n = Bpoii yyaCTHHUIM C BAIUJHU U ICHU PE3yJTATU OT TECTA 3a MOCOYCHUS aHAIM3 MIPH JaJ[CHaTa J103a/B
JlaJiecHaTa BpeMeBa TOYKa 3a B3eMaHe Ha mpooa.

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

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

IlenuaTpuyHa momyaamus

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

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

5.2 @apmakoKHHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

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

3a pa3BUTHETO.

O0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMycCKyJTHO (TIOJTy4aBaliy 3 MbJIHU JI03U 32 X0pa
BEAHBK CEIMUYHO, TeHEPUpAIL OTHOCUTEIHO BUCOKH HHUBA TPH ITHXOBE MOPAAH Pa3IHUusiITa B
TEJIECHOTO TETJIO), MMOKa3BaT MAIbK OTOK U €PUTEM Ha MSCTOTO HA MHKEKTHPAHE U YBEIHYaBaHE Ha
OenuTe KPbBHU KJICTKH (BKIIOYUTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3MAIUTEIICH
OTrOBOp, KAKTO U BaKyOJIM3aLMsl HA MOPTATHUTE XENaTOUUTH 0e3 TaHHM 3a YepHOAPOOHO yBpEKAaHE.
Benuku edextu ca Ounu odpatumu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

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

PenponykTuBHA TOKCHYHOCT

PenpoaykTrBHATa TOKCHYHOCT ¥ TOKCUYHOCTTA 32 Pa3BUTHUETO Ca M3CJICBAHU MPH ILTHXOBE B
KOMOWHHPAHO NPOYyYBaHe Ha (EPTUIIMTETA M TOKCHYHOCTTA 32 Pa3BUTUETO, pH KoeTo Comirnaty e
MpUjIaral HHTPaAMYCKYITHO Ha KEHCKH ITbXOBE Mpean Yn(TOCBaHE U TI0 BpeMe Ha recTarus
(monyyaBamy 4 HJIHU JI03U 32 XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaIH
pasnuuusATa B TEIECHOTO TETJI0, B IEpHoIa MEXAY AcH 21 mpeau YyudTOCBaHETO U reCTallMOHCH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaausupaiiy anturena cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKy OT eproia npeau YUPpTOCBAHETO A0 Kpasi Ha MPOYYBAHETO B IOCTHATAJICH JeH 21, KaKTo u
npu (heTycute U mokosieHuero. Hama cBbp3anu ¢ BakcMHATa e)eKTH BBPXY PEpTUIINTETA,
OpeMeHHOCTTa WM eMOPHO(ETATHOTO Pa3BUTHE WITH PA3BUTHETO Ha TIOKOJIEHHUETO. JIMTICBAT TaHHM 32
Comirnaty oTHOCHO IpeMHHABAHETO HAa BaKCHHATA TIPE3 IUIAIIEHTATa MIH EKCKPELUATA B MIIIKOTO.
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6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk Ha MIOMOIIHHUTE BELIECTBA

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

Xonecrepon

Tpomeramon

TpomMeTaMOoII0B XUIPOXIOPHT

3axapo3a

Bona 3a unxeknuun

6.2 HecbBMecTHMOCTH
To3u TekapcTBEH MPOAYKT He TPSOBa 1a Ce CMeCBa C APYTH JEKapCTBEHH MPOAYKTH.
6.3 Cpok Ha rogHocT

HeortBopen ¢uakoH

Sampazen haakou

12 mecena, korato ce cpxpansia npu -90°C no -60°C.

Baxkcunara ce momydaBa 3ampasena npu -90°C mo -60°C. Crnen mosydaBaHe 3aMpa3eHaTa BaKCHHA
MoOXe Ja ce chxpansaBa uiu mnpu -90°C o -60°C, nnu npu 2°C go 8°C.

Eonooozosu graxonu

Koraro ce cpxpansiBat 3ampasenu npu -90°C o -60°C, onakoBkute ¢ 10 eqH01030BH (1akoHa
BakcuHa Morar jaa ce pa3mpasst npu 2°C go 8°C 3a 2 yaca, a eAMHUYHY (PIIaKOHU MOTaT Ja ce
pasMpassT npu ctaitHa Temmepatypa (10 30°C) 3a 30 MuUHyTH.

MHnoe000306u praxonu

Koraro ce chxpansBat 3ampasenu npu -90°C no -60°C, onakoBkute ¢ 10 MHOr0/1030BH (hjIaKOHA
BakcuHa Morar jaa ce pazmpasst npu 2°C no 8°C 3a 6 yaca, a eTMHUYHY (PIAKOHU MOTaT Ja ce
pasMpassT npu ctaiina temneparypa (1o 30°C) 3a 30 MuHyTH.

Pasmpazen praxon

10 cenmunu cpxpaHenue u Tpancnoptupane npu 2°C o 8°C B paMkuTe Ha 12-MecedHus CpOK Ha
TOJIHOCT.

. Cren mpeMecTBaHe Ha BakCcHHATa 3a chxpanenue npu 2°C mo 8°C BepXy KapTOHEHATa
OITaKOBKa TPsIOBa J]a ce 3aIuIlie HOBUAT CPOK HA TOJHOCT U BaKCHHATA TPsiOBa Ja ce M3IM0I3Ba
W J1a e U3XBBPIU ChOOPa3HO TO3U CPOK. [IbpBOHAYAHUAT CPOK Ha TOIHOCT TpsiOBa Jia ce
3apacka.

. Axo BakcuHata e nonydena npu 2°C no 8°C, Ts TpsoOBa na ce cexpansasa mpu 2°C mo 8°C.
CpoOKbT Ha TOIHOCT BHPXY KapTOHEHATa OMAKOBKA TPSIOBA J1a € OMJI KOPUTHPAH, 32 JIa 0Tpa3sBa
CpOKa Ha TOJTHOCT MIPH ChXPaHEHUE B XJIAIMITHUK U ITBPBOHAYAHUAT CPOK Ha TOJHOCT TPSOBa
Jla € OWJI 3apacKaH.

[Ipenu ynoTpeba HEOTBOPEHUTE (PIIAKOHU MOTAT Ja Ce ChXpaHsABaT 10 12 yaca rmpu Temmneparypa
Mexay 8°C u 30°C.

C pa3mpasenute hIaKkoHH MOKeE Jia ce pabOTH B YCJIOBHS Ha CTaiiHa CBETJIMHA.
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Caen pasMpassiBaHe¢ BaKCHUHaTa HE TpflﬁBa aa ce 3aMmpai3siBa OTHOBO.

Paboma npu memnepamypru OmrKJI0OHEeHUA NPpU CbXPaHeHUe 6 XAAOUHUK

o JlanHuTE 3a CTAOMITHOCT MTOKA3BaT, Y€ HEOTBOPEHUAT (PrakoH e cTabwieH a0 10 ceaqmuny,
KOTaToO ce ChXpaHsaBa MpH Temriepatypa ot -2°C mo 2°C, B pamkute Ha 10-cenMuaHuS TIEpHO
Ha chxpanenue mexnay 2°C u 8°C.

. JlanHuTe 3a CTAaOMIIHOCT MOKa3Bart, e (PIrakoHBT MOXKE Ja Ce ChXpaHsBa 10 24 Jaca Ipu
temneparypa 8°C no 30°C, BkmtountenHo g0 12 yaca ciex mbpBOTO POOUBaHE Ha
3amynrajgkara Ha (hJaKoHa.

Tazu I/IH(i)OpMaI_II/Iﬂ € Mp€AHa3Ha4YCHa Ja YIObTU MCAUIHUHCKUTEC CIICHUAINCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TCMIICPATYPHO OTKIIOHCHHUC.

OTtBOpeH GaakoH

JlokazaHa e XuMH4Ha U GU3NYHA CTAOMIHOCT 110 BpeMe Ha ynorpeba 3a 12 gaca npu 2°C 1o 30°C,
KOETO BKJIIOUBA JI0 6 "aca BpeMe 3a TpaHcmopTupane. OT MEKpOOHOJIOTMYHA TJIeTHA TOYKA, OCBEH aKO
HAYMHBT Ha OTBApSHE M3KIIIOYBA PHCKOBE OT MUKPOOHA KOHTAMUHAIIMSA, TPOAYKTHT TPsOBa 1a ce
M3II0JI3Ba BeTHAra. AKO HE Ce M3II0JI3Ba BeIHAra, BPEMETO U yCIOBHUATA HAa ChXpaHEHHE IO BpeMe Ha
yroTtpeba ca OTTOBOPHOCT Ha TTOTPEOUTEIIA.

6.4 CheumuaJHM ycJI0BHUS HA CbXpaHeHUe

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

[a ce cpxpaHsBa B OpUTHHAIHATA ONAKOBKA, 32 Ja CE MPEIa3y OT CBETIMHA.

[To BpeMe Ha chXpaHEHHE CBEJIeTE IO MUHIMYM H3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
W3JIaraHe Ha NpsKa CIIbHYEBA CBETIMHA U YJITPABUOJIETOBA CBETIMHA.

3a ycloBusATa Ha ChXpaHEHHE CIIe/ pa3Mpa3siBaHe M TbPBOHAYATHO OTBAPsHE BUKTE TOUKa 6.3.

6.5 Bwuau chabp:KaHNEe HA ONAKOBKATA

Comirnaty Omicron XBB.1.5 aucniepcus ce noctas B mpo3paueH ¢uiakoH (cTokito tuil 1) 2 ml cbe
3amyIraika (CHHTETHYHA OpOMOOYTHIIOBA I'yMa), ¢ alyMUHHEBa 00KaTKa U OTYYIIBAIIO CE CUHBO

ImI1acTMacoOBO Kaliayde.

Enun enHono30B ¢utakon chabpxka 1 mo3a ot 0,3 ml, Brokte Touku 4.2 U 6.6.
Enua MHOTO030B (himakoH (2,25 ml) ceabpxa 6 mo3u no 0,3 ml, ke Touku 4.2 u 6.6.

Bun omakoBka ¢ enHo1030BH (uiakonu: 10 diaakona.

Bun omakoBka ¢ MHOTO1030BH (hiakonu: 10 ¢rakoHa.

He Bcuuky BHJOBE OMaKOBKH MOTrar ja ObAaT MyCHATH Ha masapa.
6.6 CrhnenmnaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Vkazanus 3a pa60Ta

Comirnaty Omicron XBB.1.5 Tps6Ba 1a ce MPUrOTBH OT MEIUIMHCKHU CITEIHAJIICT, KATO CE M3II0JI3Ba
acenTHYHA TEXHHKa, 33 J]a CE TapaHTHpa CTEPIITHOCTTA Ha IPUTOTBEHATA TUCTICPCHSL.
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YKA3AHUA, TPUJIIOKUMU KAKTO ITPU EJTHOJAO30BUTE, TAKA U IIPU

MHOI'OJO30BUTE ®JIAKOHU

IMPOBEPKA HA ®JIAKOHA COMIRNATY OMICRON XBB.1.5
10 MUKPOTPAMA/IO3A NTHXXEKIHMOHHA JUCHIEPCHUSA (IELA HA 5 10

11 TOJIVTHNA)

CHHBO Kamnaye

Comirnaty
Omicron
XBB.1.5

Ja He ce
pa3pexnaa

10 ug

IIpoBepete na;u GJIAKOHBT € ChC
CHHBO IJIACTMACOBO Kana4de u JaJIi
HMeTO Ha npoaykra e Comirnaty
Omicron XBB.1.5

10 mukporpama/nosa
WH/KeKIIMOHHA JUCTIePCHSI.
[IpoBepete nanu GaakoHBT €
€IHOI030B WJIM MHOT'OJI030B U
ClIeIBaliTe MPIIOKUMHUTE YKa3aHUS
3a paboTa mo-Jo:iy.

AKO UMETO Ha MPOJYKTa BEPXY
eTHKeTa Ha (IakoHa € IPyro, MOJs,
HaIpaBeTe CIpaBKa ¢ KpaTKara
XapaKTepUCTHKA Ha MPOAYKTA 3a TO3U
CBCTaB.
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MPEJA YIIOTPEBA HA COMIRNATY OMICRON XBB.1.5 10 MUKPOTPAMA/IO3A
WHKEKIIMOHHA JMCHEPCHS (IELIA HA 5 JIO 11 TOJWHW)

\

Ja ce cbxpaHsiBa 10
10 ceqmuiu mpu
2°C no 8°C,
KOpUTIHpaiiTe cpoka
HA TOTHOCT BBPXY
KapTOHeHaTa
ONAaKOBKa.

/

AKO eTHOA030BUAT WU
MHOTO/I030BHUAT (PJIAKOH ce
ChXpaHsBa 3aMpa3eH, TOH TpsOBa Ja
ce pa3Mpasy npean ynorpeoa.
3ampaszenute GhIaKoHHU TPsOBa 1a ce
mpeHecaT B cpefia ¢ temnepatypa 2°C
1o 8°C, 3a na ce pa3mpassT. YBepere
ce, ue (IIaKOHUTE Cca HAITbJIHO
pa3MpaseHu Mpeau yrnorpeoa.

0 EnHom030BU QuiakoHu:
Pa3mpazsiBaneTo Ha eHa
omnakoBka ¢ 10 eqHO1030BH
(hmakoHa MOXKe J1a OTHEMe 2 Jaca.

0 MHorono3oBu (hIaKOHU:
Pa3mpazsiBaneTo Ha eqHa
onakoBka ¢ 10 MHOroJ1030BU
(makoHa MoOXe Jja OTHeMe 6 Jaca.

Cnen nmpemecTBaHe Ha (hJIAKOHUTE 3a

cwxpanenune pu 2°C go 8°C,

KOpPHTHPAWTE CPOKa HAa TOAHOCT

BBPXY KapTOHEHATA OMAaKOBKa.

HeotBopenure ¢urakoHu MoTaT aa ce

cexpansBar 10 10 cemmunu ipu 2°C

1o 8°C, 6e3 ma ce mpeBHUIIaBa

OTIIEYAaTaHUAT CPOK HA TOJHOCT

(Tomen mo:).

Bb3MmoxkeH e apyr BapuaHT, MpH

KOWTO €IMHUYHH 3aMpa3eHu (JIaKOHU

MOXeE J1a ce pazmMpassar 3a 30 MUHYTH

pu Temnepatypa o 30°C.

[Ipenu ynorpeba HEOTBOPEHHUSAT

(hmaxoH MOKe J1a ce ChXpaHsIBa JI0

12 yaca npu temneparypa g0 30°C. C

pa3sMpaseHuTe (hIaKOHU MOXKE J1a Ce

paboTu B yCIOBHUS Ha cTaliHa

CBETJIMHA.
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Buumartenno 10 nbTH

Buumarenno pasmecere, KaTo
oowpHeTre durakonute 10 mbTH. He
pa3kJiaianre.

[penu pa3mecBaHe pa3mMpaseHaTa
JUCTIEPCHUS MOXKE JIa ChAbPKa Oenu
JI0 TIOYTH OeH HENMpO3pauyHu
aMop(HU YACTHIIH.

Crnen pa3mecBaHe BaKCHHATA TPSOBa
Jla TIpeJICTaBiIsiBa OUCTPA JIO JIEKO
OIaJIeCIIeHTHA IucTiepcus 0e3
BUAMMHU YacTuin. He n3nomsBaiiTe
BaKCHHATa IPU HAJMYKUE HA YACTHIIN
WJIM TIPOMSIHA B IIBETA.
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MPUTOTBSIHE HA UHAUBUIY AJTHU JIO3H 0,3 ml COMIRNATY OMICRON XBB.1.5
10 MUKPOTPAMA/IO3A WH)KEKIIHOHHA JTUCIIEPCHS (JEIIA HA 5 1O
11 TOJAWHMN)

Ennonos3osu duiakonn

e lI3reryere eqMHMYHA 1034 BAKCHHA
or 0,3 ml.

e l3xBbpiere (jIaKoHA U M3ITUIIHHS
ooeMm.

MHoron0308u (HJIaKOHU

e Bceku MHOT01030B (PJIaKOH ChIBPIKA
6 mo3u o 0,3 ml.

e Karo u3non3Bsare acenTU4Ha
TEeXHHMKa, IOYHUCTETE 3aIlyllajKaTa Ha

) (h1aKoHa ¢ TAMITOH 3a €HOKpaTHA
ynoTtpeda, HallOeH C aHTUCENTHYCH
pasTBop.

e U3zrernere 0,3 ml Comirnaty
Omicron XBB.1.5 3a zeria Ha Bb3pact
5 mo 11 roguaM.

TpsibBa na ce M3MONI3BAT CIIPHHIIOBKH
W/WJIH UK C MATBK MBPTHB
(Hem3non3BaeM) obeM, 3a ja ce
H3TENIIAT 6 03U OT eauH (pJIaKkoH.
KoM0OuHanusTa OT CIpUHIIOBKA H
WIJIa C MaJTbK MBPTHB 00eM TpsiOBa Ja
“Ma MBPTHB 00€M HE TO-TOJSIM OT

35 MukpoauTpa.

0,3 ml Bakcuna

AKO ce M3MoI3BaT CTaHAAPTHH
CTIPUHIIOBKH M UTJIH, MOXE J1a HsIMa
JOCTaThueH 00EM 3a U3TETJISIHE Ha
IIECT JIO3M OT €JUH (DJIAKOH.

e Bcska n103a TpsiOBa 1a Chabpka
0,3 ml BakcuHa

e  AKO KOJMYECTBOTO Ha OCTaHajIaTa
BBB ()JIAKOHA BAKCHHA HE MOXE 1
J0CTaBy eaHa 1suta go3a ot 0,3 ml,
U3XBBpJIETe (pI1akoHa U U3IHIITHUSL
obeMm

e 3ammmieTe ChOTBETHUTE JaTa/dac
BBpPXY ¢uiakona. M3xsbpiere
HeW3NoJ3BaHaTa BakcuHa 12 yaca
CJIeZl TbPBOTO MPOOWBAHE Ha
3armynmranKkaTta Ha (hJaKoHa.

UsxBbpasiHe

Hewsnon3BaHusT JeKapCTBEH MPOIYKT WIN OTHAIbUHATE MATEPUAIIU OT HETO TPsIOBa Jla Ce U3XBBPIIST
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUA.
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7. HHPUTEXKATEJI 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 PASPEHIEHUETO 3A YIIOTPEBA

Ennonososu uiakoHn
EU/1/20/1528/022

MHoro10308u (hrakoHn
EU/1/20/1528/023

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

[ara na mppBo paspemasane: 21 nexkemBpu 2020 r.
[Jara Ha mocnenHo moxHoBsiBaHe: 10 okromBpu 2022 T.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

31/08/2023

[TonpoOHa nHOpMaLKs 3a TO3M JCKApPCTBEH MPOAYKT € MPeI0cTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHmus 1o Jiekapcrsata http://www.ema.europa.eu.
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