HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTo31/1 JICKAPCTBEH MPOAYKT HOJUICIKH Ha JOMBJIHUTEIIHO HaOtoieHue. ToBa I11e 1mo3Boyik Obp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMAaIKsA OTHOCHO Oe30macHOCTTa. OT MEIUIIMHCKUTE CICIIMATUCTH Ce
M3HCKBa JIa ChOOIIaBaT BCAKa MMOI03MPaHa HeKellaHa peakius. 3a HaulHa Ha ChOoOIaBaHe Ha
HEXEJIAaHHU PEaKLUU BHXKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

JCOVDEN uHXeKIIHOHHA CyCIIeH3HS

Baxkcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOnHaHTHA))

COVID-19 vaccine (Ad26.COV2-S [recombinant])

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOTO1030B (DIaKOH, KOHTO chabpxa 5 no3u no 0,5 ml.

Enna no3a (0,5 ml) ceaspixka:

AneHoBupyc Tumn 26, koaupaini SARS-CoV-2 munos (spike) rimukomnporena® (Ad26.COV2-S), He no-
MaJiko oT 8,92 log;y nadexunosnu eaununu (infectious units, Inf.U).

* [Ipoussenen B knerpuna munusg PER.C6 TetR u upes pekombunantna JIHK texnomorus.

To3u NpoayKT Chabpika reHeTHIHO Moauduuupanu opranuzmu (I'MO).

TIoMOIITHH BellecTBa C U3BECTHO JIECTBUE

Besika nosa (0,5 ml) chabprka mpubIU3UTEHO 2 Mg €TaHOI.

3a IIBJIHNSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
UmkekunoHHa cycrieH3ust (MHKEKIHA).

besnpetHa 10 OJe10KbITa, OMCTPA IO CUITHO OnaieciieHTHa cycnensus (pH 6-6,4).

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU MOKAZAHUS

JCOVDEN e noka3zana 3a akTiBHa UMyHu3a1us 3a npeserius Ha COVID-19, npuunnen or SARS-
CoV-2 npu nuua Ha Bb3pact 18 uin noBeue roguHu.

Ynorpebara Ha Ta3u BakCUHA TPsIOBa Jja ObJic B CbOTBETCTBHE C OPHUIMATHUTE TPETOPHKH.
4.2 /l03MpOBKa M HAYMH HA IPUWJIOKEHHE

Jlo3upoBka

Jluya na ev3pacm 18 unu nogeue coounu

[IspBUYHA BakCHHAITHS

JCOVDEN ce npunara karo efna go3a mo 0,5 ml camo 4pe3 HHTPaMyCKYJIHA HHKEKIIUS.



Bycrep nosa

Byctep no3a (Bropa no3a) 0,5 ml JCOVDEN moxe na Obie npuiokeHa HHTPAMYCKYJTHO Hal-MajIKo
2 Meceria cliejl MbpBUYHATa BAKCUHAIIMS [IPH JIMIIA HA BB3pacT 18 1 moBeue roguHu (BXK. CHINO U
Touku 4.4, 4.8 1 5.1).

Byctep noza JCOVDEN (0,5 ml) mosxe 1a ObJe NpHIIOKEHA Ha JIMIA HA BB3PacT 18 U moBeue roauHu
KaTO XETepoJIOkKHa OycTep J103a Clie/l 3aBbpIIBaHe HAa IbPBUYHATA BakcuHauA ¢ ogobpena nPHK
BakcuHa cpemry COVID-19 unu Bakcuna cperry COVID-19 na 6a3arta Ha alcHOBUPYCEH BEKTOD.
WuTepBanbT 3a mpuiiaraie Ha XeTeposIoKHaTa OycTep /103a € CHIIUAT KaTo pa3pelieHus 3a oycrep
J03aTa OT BaKCHHATA, U3M0JI3BaHa 3a MbPBUYHA BaKCHHAIMS (BXK. ChINO U Touku 4.4, 4.8 u5.1).

Ileduampuuna nonyrayus

BbezomacHocrTa n ehukacHoctta Ha JCOVDEN mipu fena u roHomH (o 18-roguniHa Bb3pact) Bce
OIlI€ HE Ca YCTaHOBEHU. JIUIMCBAT TaHHU.

Cmapuecka ev3pacm

He e HeoOxommuMa KOpPEKIIUs Ha J103aTa IIPH JIMIIAa B CTapyecka Bb3pacT =65 roauHu. BUxKTe ChIlo U
Touku 4.8 m 5.1.

HauuH Ha npunoxxkeHue

JCOVDEN ce npunara camo 4pe3 MHTPaMyCKyJIHA HH)KEKIHS, 32 IPEANOYUTaHE B IEITONIHUS
MYCKYJ B TOpHaTa 4acT Ha pbKarTa.

He HHX(GKTHpaﬁTe BaKCHMHAaTa BbTPECHA0BO, MHTPABCHO3HO, IMOAKOKHO UJINW MHTPAJACPMAIHO.

Bakcunara He TpsiOBa Jja ce cMecBa B €/IHA | ChIIa CIPUHIIOBKA C APYTH BaKCHHY WU JIEKAPCTBEHH
MIPOYKTH.

3a mpennazHUTE MEPKH, KOUTO TPSAOBa Jja OBaT B3€TH MPEAH MPIIIOKEHHE Ha BAKCUHATA, BUKTE
Touka 4.4.

3a ykazaHus 3a paboTa ¥ U3XBHPIISHE HA BAKCHHATA BIDKTE TOYKa 6.0,
4.3 IIpoTuBomoKa3zaHus

CBp’I)X‘-IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HUJIM KBbM HIAKOC OT IIOMOITHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

AHaMHe3a 32 TIOTBBP/JIEH CHHIPOM Ha Tpombo3a ¢ TpomOonuTornenus (CTT) cnex BakcuHAIUS C KOSATO
u aa e BakcuHa cpenry COVID-19 (Bx. cbimo u Touka 4.4).

JInma, KOUTO B MUHAJIOTO ca UMaJI €MU3014 Ha CHHAPOM Ha HapyIlIeHa KalUsipHa POy CKIMBOCT
(CHKITI) (Bx. cpiro Touka 4.4)

4.4 Croenuajanu npeaynpesxaeHust U MpeaNa3sHi MePKH NPU ynorpeda

IIpocnenumoct

3a na ce mogOOpH MPOCIEAMMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHU MPOAYKTH, UMETO U TAPTUIHUAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsOBa SICHO J]a ce 3aluCcBarT.



CBpPBXYYBCTBUTEIHOCT U aHA(QMIIAKCUSI

CroO1enu ca ciyvan Ha aHadunakcus. Bunaru TpsioBa 1a uMa Ha pas3rnoNIoKeHHe OIXO0ISIIO0
MEIHUIIMHCKO JIeYeHHE U HAOJII0ICHUE B Cydail Ha aHa()UIIAaKTUYIHA PEAKIHs CIIe MPUI0KESHUETO Ha
BakcuHara. [IpenoppuBa ce BHUMAaTEIHO HAOMIOACHNE B IPOABIDKEHHE HA HAali-MaKo 15 MUHYTH ciies
BaKCHHHpaHE.

Peakmun CBBP3aHH C TPEBOXKHOCT

Peakuuu, cBbp3aHu C TPEBOKHOCT, BKIIOUUTETHO Ba30BaralHU PeaKkuy (CHHKOII), XUIIEPBEHTHIIAIIS
WJIN PeaKIfH, CBbP3aHU ChC CTPEC, MOTAT Ja Bb3HUKHAT BB Bpb3Ka C BAKCHHAIUS KaTO IICMXOTeHHA
peaknus Ha yOokaaHeTo ¢ uria. BaxkHo e 1a ca HanmuIe npeAna3Hy MEepKH, 3a J1a ce n30erne
HapaHsABaHEe IpY IpUJIOIIaBaHe.

C’BH’BTCTBaH_IO 3a00IIIBaHe

Bakcunanusita TpsiOBa Jia ce OTIIONKH MPH JIHIIA, CTPAJAIIA OT OCTPO TEXKKO GeOpHITHO 3a00IsIBaHEe
i octpa nHpeknusa. BakcuHanusaTa o6aye He TpsaOBa /1a ce oTJiara Ipy HaJIndue Ha JeKa HH)eKIus
W/WJTH JIEKO TIOBHIIIEHA TEMIIepaTypa.

KO&FVJI&UI/IOHHI/I HapyHIICHUA

. Cundpom na mpomoosza c mpomooyumonenun: Muoro psanko cien BakcuHaius ¢ JCOVDEN
ce Ha0ro1aBa TpoM003a B KOMOMHAITUS ¢ TPOMOOITUTOIICHHS, B HAKOH CJTydau ChIIPOBOJICHA C
KbpBeHe. ToBa BKIIIOYBA TEKKHU CIIy4ad Ha BEHO3HA TpoMmO03a ¢ HeoOnYaliHa JIOKATH3alus,
KaTo TpoM0O3a Ha MO3bUYEeH BEHO3€H CHHYC, TPOM003a Ha CINIAHXHUKOBA BEHA, KAKTO U
apTepuaiiHa TpoM003a, ChITBTCTBaHA OT TpoMOouuToreHus:. ChOOIIEH € CiIyJail ¢ JieTaleH
n3Xon. Te3nu ClIy4dau Ca HAaCTBIINJIU B PAMKHUTE Ha IPBUTC TPHU CCAMUIU CJIC] BaKCHMHalUATa U
Hali-Beye npu auia noj 60-roauiiHa Bb3pacT.

[Ipu cnyuait Ha TpoMO03a B KOMOWHAIMS ¢ TPOMOOIIUTONIEHHSI € HEOOXOAUMO CIICITUAN3HPAHO
JICUCHUC. MGI[I/IIH/IHCKI/ITC ClicuaJiuCTu TpHGBa Jla HaIpaBAT CIIpaBKa B CbOTBETHOTO
PBKOBOJICTBO M/HIJIH J1a C€ KOHCYJITUPAT ChC CHECLMATUCTU (HAIP. XeMaTOJIO3H, CIICIIUAIUCTH 110
HapyIIeHUs Ha KPbBOCHCUPBAHETO), 32 J1a AMATHOCTHUIMPAT U JIEKYBAT TOBA ChCTOSHHE.

Jluta, momy4ymim CHHIPOM Ha TPOM0O3a ¢ TPOMOOIIMTOTICHHS CIIe]] BAKCHHAIIHS C KOSTO U J1a €
BakcuHa cpemry COVID-19, ve tpsiora na nmomyuyaBatr JCOVDEN (Bxk. cbimo u Touka 4.3).

. Benoszna mpomooembonus: Psanko cien pakcunanus ¢ JCOVDEN ce nabmoaBa BeHO3Ha
tpomboembomnus (BTE) (Bx. Touka 4.8). ToBa TpsiOBa Aa ce nMa MpeIBUA PH JIULA C TIOBUILICH
puck ot BTE.

. HUmynna mpomoouyumonenusn: Muoro psanko cinen Bakcunaius ¢ JCOVDEN ce cpo0maBat

CJlydad Ha HIMyHHA TPOMOOIIMTOIICHUS] ¢ MHOTO HUCKHU HUBA Ha TpoMOoruTH (<20 000 Ha pl),
0OMKHOBEHO B PaMKHTE Ha MMbPBUTE YeTUPH ceamuiu cien noxydaBane Ha JCOVDEN. Tosa
BKJIIOYBA CIIy4au ¢ KbPBEHE U CIIydau C JeTaleH u3xol. Hakou oT Te3u ciiyyau ca Bb3HUKHAIU
TIPH JIMIIa C aHaMHe3a 32 uMyHHa TpomOoruronenus (UTIT). Ako gameHo jauile iMa aHaMHE3a
3a UTII, npenu BakcuHaIMATa TPsiOBa Ja ce B3eMaT MPEABH PUCKOBETE OT Pa3BUTHE HA HUCKU
HUBA Ha TPOMOOITUTH, a CIIe/] BAKCHHAIIMATA CE MIPETIOphiBa HAOMOIeHIE HA TPOMOOIIMTHUTE.

MeauIMHCKHUTE CIICHUAIMCTH TPsAOBa 1a BHUMARBAT 3a MPU3HALIMTE U CUMIITOMUTE Ha TPOMOOEMOOIHSI
u/unu TpoMOoruToneHus. BakcuaupanuTe nuna TpsoBa 1a ObIaT MHCTPYKTHPAHU J1a IOTHPCAT
He3a0aBHO MEIHUIIMHCKA TIOMOIII, aKO CJIe]] BAKCHHAIMATA PA3BUAT CUMIITOMH KaTo 33ayX, OOIIKa B
IpBAHMS KOIII, 00JIKa B Kpaka, OTOK Ha Kpaka, WM yrnoputa kopeMHa 0ojika. OCBeH TOBa BCEKH, KOHTO
CJIe/T BAKCUHAITUS € TIONYYXJI HEBPOJIOTUIHN CUMITTOMH, KOUTO BKJTFOYBAT TEKKO WJIH YIIOPUTO
rJ1aBoOoNIHe, THPUOBE, TPOMEHH B IICUXWYHUS CTATyC WIH 3aMBIIICHO 3pEHHE, WA KONTO Clie]
HSIKOJIKO JTHH € TTOJIYYIJI CIIOHTAaHHO KbPBEHE, KOKHU KPbBOHACAIAHUS (TIETEXUN) U3BBH MACTOTO Ha
UHXEKTHUPaHe, TPSAOBa Ja MOThpCcH He3a0aBHO METUITMHCKA TTOMOIIL.

Jlura, AMarHOCTUITMPAHU C TPOMOOITUTOIIEHUS B PAMKUTE HA 3 CEJMUIIN CJIe]] BAKCHHAIIUATA C
JCOVDEN, Tps6Ba 1a 0p1aT aKTHBHO HU3CJICIBAHU 3a MMPU3HAIM HA TpoMOo3a. ChINO Taka Jurara,



KOUTO pa3BUAT TpOM603a B PaAMKHUTC Ha 3 CCAMUIM CJIICA BaKCHMHALIMUATA, Tpr6Ba Ja 6’B,Z[aT OIICHCHHU 3a
TpOM6OI_[I/ITOH€HI/I$I.

Puck om kvpsene npu unmpamyckyano npunodxcenue

KaxkTo nipu Apyry MHTpaMyCKYJIHA WHXKEKIIMY, BAKCHHATA TPSIOBa J1a ce Mpuiiara BHUMATEIHO IPU
JIUIIA, TIOTyYaBallyd aHTUKOATyTaHTHA TepaIus WIH TaKHBa C TPOMOOITUTOIICHISI HITH HIKAKBO
HapyIIeHHe Ha KPHBOCHCUPBAHETO (HArp. XeMO(HITHS), 3al10TO CJel MHTPAMYCKYITHO TPUIIOKECHHE

IIpU TIAX MOKE J1a HACTBIIN KbPBCHC UIIN 06pa3yBaHe Ha CHHHUHH.

CI/IHIIDOM Ha HApYIICHA KalmWJIIpHa MPOIMYyCKIMBOCT

Cro0IaBaT ce MHOTO PEJIKH CTy4au Ha CHHJPOM Ha HapylieHa KanuisipHa npomrnyckinuBocT (CHKIT)
npe3 mepBuTe AHM cien BakcuHarus ¢ JCOVDEN, B Hskoli ciydau ¢ netaneH u3xoa. Crol1iaBa ce 3a
HannyHa aHamHe3a 3a CLS. CLS e pagko HapylieHHe, KOETO c€ XapaKTEpHU3HUpa ¢ OCTPHU ENHU304H Ha
OTOK, 3acsirall IMaBHO KpaHULINTE, XUIIOTOHUS, XeMOKOHLEHTPALUS U XUI0AT0yMUHEMHSI.
[ManuenTute ¢ ocTbp enu3zon Ha CLS ciien BakcuHAIMs ¢e HYXAaiT OT ObP30 TUArHOCTUILIMPAHE U
neyenne. OOMKHOBEHO ce Hajlara MHTEH3MBHA MO IbpKalla Tepanus. Jlumara ¢ ycraHoBeHa aHaMHe3a
3a CLS He Tps6Ba 1a ce BakCHHHUPAT C Ta3W BakCHHA. BrmkTe chuio Touka 4.3.

CunapoM Ha Guillain-Barré u tpascBep3ajieH MUEIUT

Mtuoro psako cien BakcuHarust ¢ JCOVDEN ce cho01aBa 3a cuaapom Ha Guillain-Barré (GBS) u
TpancBep3aneH muenut (TM). MeaumnuHCKUTE CISITHAICTH TPsiOBa 1a ObIaT C TOBUIIICHO BHUMAaHNE
3a npu3Hary 1 cumntoMu Ha GBS 1 TM 3a aa ce rapaHTupa mpaBwiiHa TUArHO3a, 32 J1a C€ HHUIMHPAT
aJICKBaTHH TTOIIbPKAIIY TPYDKU U JISYCHUE, U Ja C€ U3KII0YAT APyTH IPUIHHH.

Puck oT MHOTO peaku CHLOUTHS cies Oycrep Jio3a

Bce orie He e oxapakTepu3upaH pUCKBT OT MHOTO PEIKA CHOUTHS (KaTo HapyIICHHUs Ha
KPBBOCHCUPBAHETO, BKIFOUUTEITHO CHHAPOM Ha TpomOo3a ¢ Tpombonuronenus, CLS u GBS) cien
oycrep no3a JCOVDEN.

JIMyHOKOMIIpOMETHUPAHHU JHILIA

EdwukacHoctTa, 6€301MaCHOCTTa 1 IMYHOTEHHOCTTA HA BAKCHHATA HE Ca OIICHEHU TpH
MMYHOKOMIIPOMETHPAHH JIMIIA, BKJIIOUYUTEITHO T€3H, MOJyJYaBalll HMYHOCYIIPECUBHA TepaITusl.
Edukacnocrra Ha JCOVDEN Moxke 1a Ob/e MO-HUCKA IPU UMYHOKOMITIPOMETUPAHH JIUIIA.

HDOI[T)JDKI/ITeJ'IHOCT Ha 3ammrara

HpO,I[’LJ'DKI/ITCJ'IHOCTTa Ha OCUTypCHAaTa OT BAKCHHATA 3allliTa ¢ HCU3BCCTHA, THil KaTO TS € B mnmponec Ha
YCTaHOBSABAHC BBB BCC OLIC NPOABIDKABAIIU KIMHUYHU U3ITUTBAHUA.

OFDaHI/I‘leHHH Ha ed)eKTI/IBHOCTTa Ha BAKCHHATa

3ammrara 3amo4sa okojio 14 mHu cien BakcuHUpaHeTo. KakTo mpu BCHYKY BaKCUHU, BAKCHHUPAHETO
¢ JCOVDEN moxe f1a He OCUTYpH 3allliTa Ha BCUYKH PEIUIIIEHTH Ha BaKCHHATa (BXK. Touka 5.1).

TloMoIIIHH BeliecTBa

Hampuu

To3u JilekapcTBEH MPOAYKT ChABpPHKA Mo-Maiko ot 1 mmol Hatpwii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOXe J]a ce KaKe, Ue MPAKTUIECKU HE ChAbpiKa HATPHUH.



Emanon

To3u nekapcTBEH NPOAYKT ChIbprka 2 mg ajikoxo (eTanoi) Ha f03a ot 0,5 ml. MajkoTo KOJIM4ecTBO
AJIKOXOJI B TO3H JICKAPCTBEH MPOIYKT HAMA J1a OKa)Ke HAKAKBH 3a0€ICKUMHU €PEKTH.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYrH (pOpMH Ha B3auMoeiicTBHe

He ca nposexxaanu npoyuBanus 3a Bzaumojeiicteuara. CpnpreTBaimoTo npuioxernne Ha JCOVDEN
C IpYTH BaKCHHHM HE € IPOyYBaHO.

4.6 ®epTUaAUTET, OPEMEHHOCT U KbpMeHe

BpemeHHoCT

Wma orpannyen onut ot ynorpebara na JCOVDEN npu 6pemennu sxeHu. [IpoyuBanusita npu
xuBoTHH ¢ JCOVDEN He moka3BaT mpeku U HeNpeKu BpeaHu epeKTH, CBbp3aHu ¢ OpeMEHHOCTTA,
eMOpHO/(peTaTHOTO pa3BUTHE, PAKAAHETO WITH ITOCTHATAITHOTO pa3BUTHE (BXK. ToUKa 5.3).

[Ipunoxenue nHa JCOVDEN npu 6pemeHHoCT TpsiOBa 1a ce ©Ma IpeABU, CaMO KOraTo
MOTEHIIHAHUTE TTOJI3H HAAXBBHPIIAT MOTEHIIMATHUTE PUCKOBE 3a MaiikaTa 1 IUI0/a.

Kopmene

He e usBectno namn JCOVDEN ce exckpeTnpa B KbpMaTa.

DepTUnuTer

[IpoyuBanusiTa IPH )KUBOTHU HE TIOKA3BAT MPEKH U HETIPEKH BPEIHH €(PEKTH, CBBP3AHH C
PEeNpOaYKTHBHA TOKCHYHOCT (BX. TOuKa 5.3).

4.7 EdexTu BbpPXy cioco0HOCTTA 32 modupane u padéora ¢ MAIIMHHA

JCOVDEN He noBnusiBa Win NOBIHABA NPEeHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u padoTa ¢
MamuHU. Hsxon oT He)xxenaHuTe peakiuy, ClioMeHaT! B Touka 4.8, o0ade MoraT BpeMeHHO Ja
HOBJIHUSAT CIIOCOOHOCTTA 3a ModupaHe U padoTa ¢ MaIIMHH.

4.8 Hexenanu JekapcTBeHH peaKINU

Pesrome Ha npoduia Ha Oe30MacHOCT

ITvpsuuna saxcunayus (nvpuyen coopen aHanus)

bezonacnoctra Ha JCOVDEN e onienena B mbpBUYHUS COOpEH aHaIM3 OT ABOMHOCIANATa ¢as3a Ha
paHIOMU3UpaHNTE, IUanedo-KoHTpoaupany npoyusanus COV1001, COV1002, COV2001, COV3001
u COV3009. O6mo 38 538 Bp3pacTHH Ha Bb3pacT 18 1 moBede roJUHM ca MOTYIHIIN Hail-Masko
IbpBUYHA BakcuHanus ¢ equanyHa no3a JCOVDEN. Meauanara Ha Bp3pacTTa Ha y4aCTHULIUTE €

52 ropunu (auana3oH 18-100 rogunn). [Ipn nepBuuHuS cOOpeH aHATN3 MeAUaHaTa Ha TpOoCIeAsBaHe
npu Juia, nonyanin JCOVDEN, e npubnu3urenHo 4 Mecena ciie/i 3aBbpIIBaHe Ha ITbPBAYHATA
BakcuHauus. Hannuno e mo-opiro npocnenssane Ha Oe3omacHOCTTa >6 Mecena 3a 6 136 Bb3pacTHH,
nonyuunu JCOVDEN.

B mepBuuHUS cOOpeH aHamU3 Hail-4ecTo choOIIaBaHaTa JIOKaTHa HeKellaHa peakius e 0oIKa Ha
MSICTOTO Ha uHXXektupase (54,3%). Haii-uectute cucteMHn HexXellaHU peakiuu ca ymopa (38,2%),
rimaBooonue (43,0%), muanrus (38,1%) u ragene (16,9%). [Ipu 7,2% oT y4acTHUIMTE ce HaOIIO1aBa
nupeKcus (ompeesiena Kato TenecHa remmeparypa >38,0°C). [ToBedyeTo HEXEIaHU PEaKkIliy ca JICKU
JI0 YMEPEHH TI0 TeXKeCT. B mpoyuBaHusTa MOBEYETO HEXKEIIAHU PEaKIMU Bh3HUKBAT B PAMKUTE Ha

1-2 mHU cien BAKCHHUPAHETO U ca ¢ KpaTKa MPOAbIDKUTETHOCT (1-2 mHM).



PeakToreHHOCTTa OOMKHOBEHO € MO-JIeKa U ¢e ChoOIaBa MO-PSIKO MPH Bh3PACTHH B TIO-HAITPEIHATIA
BB3pacrT.

[IpodunsT Ha 6e30MACHOCT OOMKHOBEHO € CXO/ICH NPH YYACTHHIIN ChC WK 0€3 TPEAXOIHHU JTaHHU 32
uHpeknus cbc SARS-CoV-2 Ha m3xonno HuBo. 0610 10,6% ot nmunara, nomyuunu JCOVDEN, ca
SARS-CoV-2 nonoxutenHu Ha U3XOAHO HUBO (BB3 OCHOBaA Ha ceposorndHo wiu RT-PCR
U3CIICBAHE).

bycmep doza (6mopa 0o3za) cied nvpeuuna eaxcunayus c JCOVDEN

BbezomacHoctTa Ha OycTep A03a (6mopa doza) JCOVDEN, npuinoskeHa npuOIM3UTEHO 2 Mecena CieT
I'bPBUYHATA BAKCUHAIHUS, CE OLICHSABA B €IHO MPOIBJIXKABAILO B MOMEHTA PaHIOMHU3UPAHO,
JIBOMHOCIIATIO, I11are00-KoHTpoupano npoyusane ¢aza 3 (COV3009). B usnara aHanusupaHa rpymna
(full analysis set, FAS) ot 15 708 Bb3pactau Ha 18 u moBede roaunu, nonyumwiu 1 goza JCOVDEN,
o0mmo 8 646 nymwm ca moay4YHIM BTOpa 03a [0 BpeMe Ha IBOMHOcsmaTa ¢asa.

BezonacnoctTa Ha Oycrep no3a (Bropa no3a) JCOVDEN, npuioxkena Hail-manko 6 Mecena ciies
I'bPBUYHATA BAKCHHALMS, CE OLICHSIBA B €HO PAaHIOMHU3UPAHO, IBOMHOCIIANO NpoyyBaHe ¢daza 2
(COV2008 Cohort 1 N=330).

Karo msno HpO(i)I/IJTBT Ha aKTUBHO ThbPCCHUTC HCIKCIIAHU PCAKIIMN Ha XOMOJIOXKHATa 6YCTCp J03a €
HOZ[O6CH Ha TO3M CJI€A I'bpBaTa 103a. He ce YCTaHOBABAT HOBU CUTHAJIA 3a 0e30I1acHOCT.

bycmep 0o3a cred nvpsuuna saxcunayus ¢ 00obpena uPHK eaxcuna cpewyy COVID-19

Karo nsuto mpubnmzutento 500 Bb3pacTHU B 3 KITMHUYHY TPOYYBaHUS (BKIIOUUTEITHO 2 HE3aBHCUMHU
MPOYYBAHUS) ca MOTYUYWIH MbpBUYHA BakcuHanus ¢ 2 no3u uPHK Bakcuna cpemry COVID-19 u
enranyHa Oycrep no3a JCOVDEN naii-manko3 mMecena ciel MbpBUYHATA BaKCHHALUS (IIPOYUIBAHUS
COV2008, COV-BOOST u DMID 21-0012). He ce ycTaHOBsIBaT HOBH ChOOpaKeHUs, CBbP3aHU C
0e3onacHoctTa. HabmoaBana e obave TEHICHIUS KbM YBEINYaBaHEe Ha YECTOTATa M TEKECTTA Ha
AKTHBHO THPCEHHUTE JIOKAJTHU U CUCTEMHH HEXXEJIaHU CHOUTHS CIIe]] XeTeposIoKHaTa OycTep J03a B
cpaBHEHHE ¢ XoMojoxHaTa oyctep no3a JCOVDEN.

bycmep 0o3a cned nvpsuuna eaxcunayus c saxcuna cpewsy COVID-19 na bazama na adenosupycem
8EKMop

bezonacuoctTa Ha xereponoxna 0ycrep no3a JCOVDEN e onenena B mpoyuBanero COV-BOOST
clle MbpBUYHA BakcHHanus ¢ BakcuHa cperry COVID-19 na 6a3ara Ha ailcHOBUPYCEH BEKTOD.
YyactHuiuTe ca noay4win 2 no3u Vaxzevria (N=108), mocneasanu ot 6ycrep no3a JCOVDEN
77 nuu cnen BTopara go3a (Menuana; IQR: 72-83 nuu). He ce ycraHOBsSIBAT HOBU ChOOpasKeHUs,
CBBp3aHH ¢ 0€30MacHOCTTA.

CruchbK Ha HE)KEJIAHUTE PCaKIU B TabIuYeH BUJL

Hesxenanu nexapcTBeHH peakyy, HAOIIOJaBaHu 110 BpEME Ha IIbPBUYHUS COOPEH aHa U3 WK OT
MOCTMAapKETHHTOBU M3TOYHHIIN, ca OpraHu3upany 1o cuctemo-opranet kinac (COK) mo MedDRA.
Kareropunre Ha yecToTara ca onpe/ieliecHH KakTo CIe/Ba:

Mmoro yectu (> 1/10);

UYecru (> 1/100 mo < 1/10);

Heuectu (> 1/1000 o < 1/100);

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

Muoro penxu (< 1/1 000);

C HensBecTHa YecToTa (0T HATMYHUTE JIaHHU HE MOKe J1a ObJie HallpaBeHa OICHKa).

B PAaMKHUTC HAa BCAKO I'PYIUPAHEC 1O YECTOTA HCIKCIIAHUTC PCAKIIUU Ca NPCACTAaBCHU B HU3XOJAII PC
110 OTHOIICHUEC Ha TAXHATa CECPHUO3HOCT.



Tadauua 1: Hexenanu peakuuu, cbooumenu ciaen Bakcunnpase ¢ JCOVDEN

C Hen3BecTHa
yecToTa (0T
HAITMYHHUTE
JAHHH HE MOKe
Mpmuoro Yectn HeuecTn Penkn Mpmuoro na obae
CucreMo-opranes 4ecTH (=1/100 no (=1/1 000 no | (=1/10 000 no peaKu HalpaBeHa
KJIac (=1/10) <1/10) <1/100) <1/1 000) (< 1/1 000) OIIEHKA)
Hapymenus na Jlumdaneno Nmynna
KpBBTa U TUMpHATa HaTUs TPOMOOIUTOTIEH
cucreMa ust
Hapymenus na Yprukapusl, Anadunaxcus®
MMYHHATa cucTeMa CBPBXUYYBCT
BUTEIHOCT?
Hapymenus na I'maBo60o 3amaitBane, | Ilapecresms, | Cunapom Ha | TpaHcBepsaneH
HEpBHATa cucTemMa e TpeEMOp XUIEeCTE3Us, Guillain- MUEINUT
JUIEeBa Barré
napanmsa
(BKITIOUUTEN
HO TIapajm3a
Ha Bell)
Hapymenus na Tunuryc
YXOTO M JAOMPHUHTA
CnIoBH Benosna Tpombo3a B CungpoM Ha
HapyIICHAS TpoMO0eMOO | KOMOMHAIUS HapyIIeHa
TS c KaIlwisipHa
TPOMOOITUTO | MPOIYCKIMBOCT;
TIeHUS KO>KEH BaCKYJIHT
Ha MaJKHUTE
CHJIOBE
Pecniuparopu, Kamnuna,
TPBIHUA U opoctapuHre
MeIaCTHHAITHH ayHa Oorika,
HapyIICHHs KHXaHe
CroMalHo-4peBHU Tl'anene Huapus,
HapyIICHHs MIOBPBIIAHE
Hapymenus na O6pus Xunepxuapo
KO’KaTa 3a
MOAKO)KHATA ThKaH
Hapymenus na Muanrus ApTtpanrus,
MYCKYJHO- MYCKyJIHA
CKeJIeTHaTa cnabocr;
cucTemMa u Ooska B
ChEIMHUTETHATA bppoa,
ThKaH Ooska B
KpanHUK
OO0 HapyIIeHus bonka Ha IIupexcus; Hepasnomno
U e(heKTH Ha MSICTOTO epuTEM Ha KEHHE,
MSICTOTO Ha Ha MSICTOTO Ha acTeHus
MPWIOKECHUE WHKEKTH | WH)KEKTHpaH
pane, ¢; oyBaHe
yMmopa Ha MSICTOTO
Ha
WH)XEKTHpa
HE; CTyJICHH
TPBIKH

a CBp’LX‘IyBCTBI/ITeHHOCT CC OTHACA OO0 aJICPIruiHU PCaKIMK Ha KOKaTa U MMOAKOKHATa ThKaH.

Curyuau, OTy4YeHH OT TEKYIIO OTKpUTO mpoyuBane B FOxHa Adprka.




Cro0maBane Ha OJO3UPAHU HEXKEJAHU PEAKIIUH

Cpo01aBaHeTo Ha MMOIO3UPAHN HEKEJIAaHU PEaKLUH CJe]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
HPOIYKT € BaxkHO. ToBa M03BOJISIBA 1a IPOABIIKY HAOJIIOICHUETO Ha ChOTHOIIEHHETO 10JI3a/pHUCK 32
JIeKapCTBEHUs MPOAYKT. OT MEIMIIMHCKHUTE CIICIHATIICTH CE M3MCKBA Jla ChOOIIaBaT BCSIKA
N0JJ03MpaHa HeXeJlaHa Peakysl Ype3 HalMOHAIHA CHCTeMa 3a ChOOIaBaHe, IIOCOYEHA B
IIpunoxxenue V.

4.9 TIlpeno3mpane

Hsima cho0mienn ciryuan Ha nipeno3upane. B npoyuBanusra daza 1/2, kpaero e npuiiaraHa mo-BUcoka
no3a (o 2 metH), JCOVDEN ce noHacs 100pe, HO BAKCHHUPAHUTE JIMIIa ChOOIABAT 3a MIOBUIIICHA
peakToreHHOCT (3acuieHa 0oiKa Ha MACTOTO Ha BaKCHHUPAHEe, YMOpPa, TI1aBo00Ie, MUAITHS, TaleHe
Y TIUPEKCHs).

B cnyuait Ha ipeno3upaHe ce mpenopbuBa HAOMIOCHUE Ha )KU3HEHUTE (DYHKIIMU M €BEHTYaTHO
CUMITOMATHYHO JICUCHHE.

5. DAPMAKOJIOT'MYHU CBOUCTBA

5.1 ®apmakoaMHAMUYHU CBOWCTBA

®dapmakoTepaneBTHUHA rpyna: Bakcunu, npyru Bupycuu Bakcuau, ATC koxa: JO7BX03

MexaHu3bM Ha IEWCTBUE

JCOVDEN e MoHOBaJIeHTHa BaKCHHa, ChCTaBEHa OT BEKTOP, KOWTO € peKOMOMHAHTEH, HePeTUTUKHUPAII]
ce YOBEIIKH afieHoBupyc TUN 26, kogupan SARS-CoV-2 mumos (S) MHMKOIPOTENH ¢ MbIHA TbKHHA
B crabunmsupana koHdopmarnusa. Cnen npuioxenue S raukonporenHsT Ha SARS-CoV-2 ce
eKCIpecHpa MPEeXoHO, KATO CTUMYJIUPA KAKTO HEyTPATU3UpAIIUTE, TaKa U IPYTH QYHKIMOHATHH

S crienuyHM aHTHTENA, KAKTO U KIIETHYHU UIMYHHU OTTOBOPH, HACOUCHHU CpEIly S aHTUTEHA, KOETO
MO3Ke J1a AonpuHece 3a 3amuTa cpeury COVID-19.

Kinnnnuna edukacHocT

Egurxacnocm npu nvpsuuna saxcunayus ¢ eOUHUYHA 003a
Ilvpsuuen ananus

W3BbpIleH e MbpBUYEH aHATU3 (J1aTa Ha 3aKJIIoYBaHe Ha AaHHUTe 22 auyapu 2021 r.) B egHO
MHOTOIICHTPOBO, PaHIOMU3UPAHO, IBOHHOCIIAIO, I1alle00-KOHTPOIUPAHO MpoyyBane ¢asa 3
(COV3001) B Crenunenute maty, KOxua Adpuka u appxasu oT JlatuHcka AMepHKa 3a OLieHKa Ha
epuKacHOCTTa, 0E30aCHOCTTa U IMYHOT€HHOCTTA Ha IbPBUYHA BaKCHHALIWS C €AMHUYHA J103a
JCOVDEN 3a nmpesennus Ha COVID-19 npu Bb3pactau Ha 18 u noBeue roguau. OT MpoyydBaHETO ca
M3KJIIOUEHH JIMLA C OTKJIOHEHHS BbB (PYHKIHATA HA MMyHHATa CUCTEMA B CJIEICTBHE HAa KIMHUYHO
3a0oJs1BaHe, TMIa Ha UMYHOCYTIPECUBHH TEPANIMH B PAMKUTE Ha 6 Mecela KaKTo U OpeMEHHH >KEHH.
VYyactHuiu cbe crabunna HIV nneknys, KouTo ce JeKyBar, He ca U3KIYeHH. Pa3pelieHu 3a
yrnoTpeba BaKCHHH, C U3KITFOUEHHE Ha KMBH BAaKCHHHU, MOTAT J]a Cce MpHiIaraT noseye ot 14 1HU npeau
WIN TIOBeYe OT 14 AHU cien BaKCHHUPAHETO B IIpoy4YBaHeTo. Paspemenu 3a ynorpeda xuBu
aTEHIONPAHU BaKCHHM MOTAT Jla Ce TpUjIarar rmosede ot 28 JHU Mpeau WK MoBede OT 28 THU CIe]
BaKCHHUPAHETO B MPOYYBAHETO.

O06m10 44 325 nuua ca paHAOMH3UPaHU YCIOPETHO B choTHOLIeHUE 1:1 3a momyyBaHe Ha
untpamyckyinaa urxekims ¢ JCOVDEN wm rnane6o. O6mmo 21 895 Bb3pacTHH mMoryyaBar
JCOVDEN u 21 888 Bp3pacTHu nofydaBar miare6o. Meamanara Ha IpoIbDKATETHOCTTA Ha
npociensBaHe Ha YYACTHULUTE CJIE/ BAKCHHUPAHETO € MPUOIU3UTETHO 2 Mecela.



[omynanusra 3a mbpBUYEH aHanu3 3a eukacHocT oT 39 321 nuna Bkmousa 38 059 cepoHeraTuBHU
3a SARS-CoV-2 nuna Ha u3X0AHO HUBO U 1 262 nHiia ¢ HEU3BECTEH CEPOCTATYC.

JemorpadcknTte qTaHHN B U3XOAHUTE XapaKTEPUCTUKU ca CXOHH Nipu Juiara, nony4yminn JCOVDEN,
U noy4miuTe miamnebo. B momymanusaTa 3a mepBUYeH aHaIN3 32 €PUKACHOCT MeIuaHaTa Ha
BB3pactTa npu junara, noryamwin JCOVDEN, e 52,0 ronuau (quamaszon: 18 no 100 rogurn); 79,7%
(N=15 646) ot numara ca Ha BB3pacT ot 18 no 64 ronunu [karo 20,3%, (N=3 984) ca Ha BB3pacT 65
WM TIoBeue ToauHY, a 3,8% (N=755) ca Ha BB3pacT 75 winu nmoBeve rogunun|; 44,3% ca xxenu; 46,8%
ca ot CeBepra Amepuka (Crenunenu matn), 40,6% ca ot Jlatmacka Amepuka, a 12,6% ca ot IOxHa
Adpuka (YOxxnoadpuxancka pemy6manka). O6mo 7 830 (39,9%) ot xopaTa UMaT IOHE €THO Bede
CBINECTBYBAIIO ChIIBTCTBAIIO 3a00/ISIBAHE, CBBP3aHO C MOBHUILEH PUCK OT IIPOIPECHS KbM TEKKO
npotudane Ha COVID-19 Ha u3xoau0 HIBO. CHIIBTCTBAIINTE 3200 IsIBAHNS BKIIFOUBAT: 3aTIILCTIBAHE,
onpeneneno kato UTM >30 kg/m? (27,5%), xunepronus (10,3%), anadet tun 2 (7,2%),
crabunHa/moope koutponupana HIV undexuus (2,5%), ceprno3uu cupaednn 3adomssanus (2,4%) u
act™ma (1,3%). dpyru cerpTeTBany 3a00sIBaHUs ce ycTaHOBsBAT pu <1% ot nunara.

Cnyuaute Ha COVID-19 ca moTBBpACHU OT IIEHTPAIHA J1a00paTOPHs Bb3 OCHOBA Ha MOJIOKHUTEIICH
pesynrar 3a SARS-CoV-2 Bupycna PHK, monyden c tect Ha 6a3ara Ha noJauMMepa3Ha BEpHKHA
peaxnus (PCR). Obmiara erkacHOCT Ha BAKCHHATA U €()UKACTHOCTTA 110 OCHOBHH BB3PAaCTOBU IPYIH
e mpencraBeHa B Tabnuma 2.

Tabauua 2: Anaians Ha epuracHocTTa HA BakcnHara cpemry COVID-19° npu SARS-CoV-2
CepPOHEraTMBHU BH3PACTHH - MOMYJIalKMsA 32 MbPBUYEH aHAIU3 32 epUKACHOCT
ciael eIMHUYHA 1032

JCOVDEN Inauedo
N=19 630 N=19 691
Cayuyau Ha | Yoeko | Cayuyau Ha | YoBeko % e(uKacHOCT HA
COVID-19 TOANHH COVID-19 TOANHH BaKCHHAaTa
Ioarpyna (n) (n) (95% CI)*
14 nHM cjiel BAKCHHHUPAaHETO
Beunuku 116 3116,6 348 3096,1 66,9
yyacTHUIU® (59,0; 73,4)
18 mo 64- 107 25303 297 2511,2 64,2
TOJIMIIHA BB3PacT (55,3;71,6)
65 u moBeue 9 586,3 51 5849 82,4
TOJVHU (63,9; 92,4)
75 u moBeue 0 107,4 8 99,2 100
TOIUHH (45,9; 100,0)
28 aHM cjex BAKCHHUPAHETO
Benuku 66 3102,0 193 3070,7 66,1
y4yacTHUIH® (55,0; 74,8)
18 mo 64- 60 2 518,7 170 2490,1 65.1
TOJIUIITHA BB3PacT (52,9; 74,5)
65 u moBeue 6 5833 23 580,5 74,0
TOIUHH (34,4;91,4)
75 u moBeue 0 106,4 3 98,1 -
TOIVHU

a

6

ChbpBHYHA KpaliHa TOYKa (KaKTO ¢ Ae(UHHPAHO B TPOTOKOIIA).

Cumnromarnaer COVID-19, msucksan nonoxureneH pesynrar ot RT-PCR u none 1 pecriupaTopeH npu3HaK WiIx
CHMIITOM, WK 2 JPYT'H CUCTEMHH NPU3HAKA WM CUMIITOMA, KaKTO ca JeUHHUPAHHU 110 IPOTOKOJ.

B Jlosepurennute nutepami 3a “BCHUKH y4ACTHHLU® ca KOPHIHPAHH, 3a 4 CE IIPHIOKH KOHTPOI Ha rpewika i 1 3a

MHOKCECTBCHO TCCTBAHC. I[OBepI/ITCJ'IHI/ITB HWHTEPBAJIM 3a Bb3PpAaCTOBUTE I'PyIHU Ca MIPEACTaBEHU HEKOPUTMPAHHU.

Eduxacnocrra Ha BakcuHaTa cpemty Texxbk COVID-19 e npencrasena B Tabauua 3 mo-goay.
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Tabumna 3: AHain3 Ha epUKacHOCTTa HA BakcHHaTa cpemy Texxbk COVID-19? npu SARS-
CoV-2 cepoHeraTHBHM Bb3PACTHH - NOMYJIALUS, TP KOATO € HATIPABEH
I'bPBHYEH AHAJIM3 HA ¢(PUKACHOCTTA el eJUHMYHA 1032

IInaneoo
JCOVDEN N=19 630 N=19 691 %
Cayyan Ha Yogeko Ciy4an Ha Yosexo epukacHoct
COVID-19 TOANHH COVID-19 rOAUHH Ha BaKCHHATa
Hoarpyna (n) (n) (95% CI)®
14 nHM cjieg BAKCMHUPAHETO
Texbk 76,7
14 3125,1 60 3122,0 (54,6; 89,1)
28 n1HM cjel BAKCHHHUPAHETO
Texbk 85,4
5 3106,2 34 3082,6 (54,2; 96,9)

OKOHYATEeJIHOTO oIpeessiHe Ha TexxkuTe cirydan Ha COVID-19 e HanpaBeHO 0T He3aBUCUMa apOUTPaKHA KOMUCHS,

KOATO € onpeaciniia CbIlO U TEKECTTAa Ha 3a00JIIBaHETO CIiopen IIerI/IHI/IIII/ISITa B PbKOBOZICTBOTO Ha FDA.

JloBepuTenHUTe HHTEPBAIY Ca KOPUTHPAHU, 32 J1a CE IPUJIOKH KOHTPOJI Ha Ipelika Tul | 3a MHOXKECTBEHO TECTBaHE.

Ot Bp3HUKHaNINTE 14 Texku cimydas B rpynata Ha JCOVDEN, ¢ nadano none 14 nHu criep
BaKCHHaNUsATa, cripsiMo 60 B Tuiare0o rpymnara, XOCIUTATH3UPAHNUTE ca ChOTBETHO 2 cripsiMo 6. Tpuma
MAIMEeHTH ca MOYHMHANIN (BCHUKH B TUTanie6o rpymnara). [loBedeTo oT ocTaHanuTe TEXKH CIydan
OTrOBapsAT CaMO Ha KPUTEPHS 3a TEKKO 3a0oisiBane — KuciaopoaHa catypauus (SpO2) (< 93% na

CTaeH BB3IYX).

AKTyaJ'II/BI/IpaHI/I aHaJIu3Hu

AKTyanu3upaHuTe aHAIM3W Ha e)UKACHOCTTA B Kpasi Ha JBOHHOCIANATA (a3a (JaTa Ha 3aKITF0UBaHEe
Ha ganHuTe 09 ronu 2021 r.) ca U3BBPILIEHU C JONBIHUTENHU NOTBBpAcHH cirydan Ha COVID-19,
HATPYIaHU [0 BPEME Ha 3aCIIENeHOTO, IIAe00-KOHTPOIMPAaHO NpociesiBaHe ¢ MeJaHa Ha
npocneasBane 4 mecena cien equandHa 1o3a JCOVDEN.

Tabauua 4: Anajan3 Ha eUKACHOCTTA cpeuty cumnroMaTnyen® u Texkbk’ COVID-19 — 14 quu
U 28 1HU cjel eAMHUYHA 1032

% eduKacHoOCT

JCOVDEN Ilnane6o
HA BAKCHHATA
N=19 577" N=19 608" (95% CI)
Kpaiina Touxa® Cﬂ);qan Cn);qau
COVID- | Yosexoromuun | COVID- | 10BEKOTOMH
u
19 19
(n) (n)
14 nHM cjieq BAKCHHAIIAATA
Cumnmomamuyen 56,3
COVID-19 484 6685,6 1067 6440,2 (51.3: 60.9)
18 mo 55,3
64 romuHH 438 5572,0 944 5363,6 (49.9: 60.2)
65 u oBeue 63,8
— 46 1113,6 123 1076,6 (48.9: 74.8)
75 u moBeue 48,3
— 9 198,2 15 170,9 (26.1: 80.1)
Tescvx COVID- 73,3
19 56 6774,6 205 6625,2 (63.9: 80.5)
18 mo 74,3
64 romuHH 46 5653,8 175 5531,4 (64.2: 81.8)
65 u oBeue 67,5
— 10 1120,8 30 1093,8 (31.6: 85.8)
75 u moseue 2 199.4 6 172,4 71,2
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TFOJIMHU |

| (-61,2;97,2)

28 aHM cje BAKCHHAITHATA

ggMV’%%“m””e” 433 6658,4 883 6400,4 ( 47’51?’598, 5
éi ngHHH 393 5549,9 790 5330,5 a 6,%?’527’8)
fjﬂ‘;gfeqe 40 1108,5 93 1069,9 a 9’532?’752, 3
Zj;;:f“e 9 196,0 10 169,3 i 22;’;372,1)

Tecer COVID- 46 67338 176 6542,1 G 4’77‘;’862,1)
éi ngHHH 38 5619,2 150 5460,5 G 4’75 ,33,2)
?gﬂi;ﬁme 8 1114,6 26 1081,6 a 2’71?};8,3)
75 n noseue 2 1972 5 170,1 032
TOIUHH ’ ’ (-110,7; 96,7)

Cumnromarnuen COVID-19, uzucksai nonoxurenex pesyirar or RT-PCR u noHe equH pecnupaTopeH npu3Hak

WJIHA CUMIITOM MU 2 Apyru CUCTEMHU ITPU3HAKA UM CUMIITOMA, KaKTO € I[e(bI/IHI/IpaHO B I[IPOTOKOJIA.

OKOHYATEIHOTO orpenessiHe Ha TexkuTe ciaydan Ha COVID-19 e HanpaBeHO OT He3aBHCHMa apOUTpPakHA KOMHCHS,

KOSITO € OIpe/IeNiia ChIIO K TeXKECTTa Ha 3a00JsIBaHETO CIIopes AeUHULUITA B PKOBOACTBOTO Ha FDA.

IMomynanus 3a epuKacHOCT MO MPOTOKOI

ChbpBHYHA KpaliHa TOYKA, KAKTO ¢ Je(UHUPAHO B TPOTOKOJIA.

Cnen 14 auu ot BakcuHanusTa 18 cnpsamo 74 ciaydas Ha mosnekysapHo noTBepaeH COVID-19 ca
XOCHHUTANM3UPaHu choTBeTHO B rpynata ¢ JCOVDEN cnpsimo miane6o rpynara, KOeTo npecTaBisBa
76,1% (95% CI: 56,9; 87,7) epuxacHocT Ha BakcuHaTa. Q00 5 ciydas B rpynata ¢ JCOVDEN
cipsmo 17 cimyuas B miare0o rpymnara ce Hy KIasiT OT IpUeM B OTAETICHHE 32 WHTCH3UBHO JICUEHHEe
(OMJI) u 4 copsimo 8 ciyuast cborBeTHO B rpynara ¢ JCOVDEN u ¢ mnane6o ce HyKAasiT oT
MeXaHMYHa BEHTHUJIALHUSI.

EdukacHocTTa Ha BakcHHaTa cpelry 0e3cCHMITOMHHA HHPEKIINK Hali-MaKo 28 THH clie
BakcuHarusTa € 28,9% (95% CI: 20,0; 36,8), a cpemry Bcuuku uHdpekiuu cbc SARS-CoV-2 e 41,7%

(95% CI: 36,3; 46,7).

[HoxnrpymnoBute aHain3u Ha IbPBUYHATA KpalfHa TOYKA 3a e()UKACHOCT NOKa3BaT MOAOOHU TOUKOBH
OLICHKH 32 e()MKACHOCT NPU YYACTHULIUTE OT MBKKHU U )KEHCKH I10JI, KAKTO M IIPU YYaCTHULIUTE ChC U
0e3 ChITbTCTBAIIM 3200JIIBaHUS, CBBP3aHH C BUCOK PUCK OT TeXKO npotudane Ha COVID-19.

O606H_ICHI/IC Ha C(l)I/IKaCHOCTTa Ha BaKCHUHATA CIIOPC BApUAHTUTC € NPCACTAaBCHO B Ta6n1/1ua 5 mo-

JIOTTY:

Tabsuuua 5: O6o6uieHne Ha eGpUKACHOCTTA HA BAKCHHATA CPeEIly CHMITOMATHYEH? H TERBK’
COVID-19 cniope BapuaHTHTE CJIe/l eIMHAYHA 1032

TexecT
CuMnroMaTuuyeH
COVID-19 Texnbk COVID-19
% eduxacHocT Ha % edukacHocT Ha
BaKCHHAaTa BaKCHHaATa
Bapuanrt Hauano (95% CI) 95% CI)
Haii-manko 14 nau cnexn 71,5% 89,7%
BaKCHHAIUATA (57,3; 81,4) (57,3; 98,8)
Haii-manko 28 mguu cien 58,2% 93,1%
Pedepenren BaKCHHAITUATA (35,0; 73,7) (54,4; 99,8)
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Haii-manko 14 nau cnen 70,1% 51,1%
BaKCHHAIUATA (35,1; 87,6) (-241,2; 95,6)
Haii-manko 28 quum cien 70,2% 51,4%
Anda (B.1.1.7) BaKCHHAITUTA (35,3; 87,6) (-239,0; 95,6)
Hati-manko 14 gau cien 38,1% 70,2%
BaKCHHAIUATA (4,2; 60,4) (28,4; 89,2)
Haii-manko 28 quum cien 51,9% 78,4%
bera (B.1.351) BAaKCHUHAIIUATA (19,1; 72,2) (34,5; 94,7)
Hati-manko 14 gau cien 36,4% 63,3%
BaKCHHAIUATA (13,9; 53,2) (18,3; 85,0)
Haii-manko 28 nau cnexn 36,5% 63,6%
l'ama (P.1) BaKCHHALUITA (14,1; 53,3) (18,8; 85,1)
Hati-manko 14 gau cien 64,8% 91,1%
BaKCHHAIUATA (47,3; 77,0) (38,8; 99,8)
Haii-manko 28 nau cien 64,1% 87,9%
3era (P.2) BaKCHUHALUSITA (42,5; 78,3) (9,4; 99,7)
Haii-manko 14 maum cnexn 35,8% 79,4%
BaKCHHAIUATA (1,5; 58,6) (38,1; 94,9)
Haii-manko 28 nau ciexn 35,9% 79,5%
Mro (B.1.621) BaKCHHAIUSITA (1,7; 58,7) (38,5;94,9)
Haii-manko 14 naum cnexn 10,0% 67,4%
BaKCHHAIUATa (-39,5; 42,0) (-30,6; 94,3)
Haii-manko 28 mau cnexn 10,1% 67,6%
Jlambpa (C.37) BaKCHHAIUATA (-39,2; 42,1) (-29,8; 94,4)
Haii-manko 14 nau cinen -6,0% NE*
Henra BaKCHHAIUATA (-178,3; 59,2) NE*
(B.1.617.2/AY. Haii-manko 28 nuu cien -5,7% NE*
1/AY.2) BaKCHHAIUATA (-177,7; 59,2) NE*
Haii-manko 14 nau cnen 73,2% 81,4%
BaKCHHAITUATA (65,4; 79,4) (59,8; 92,5)
Haii-manko 28 mau cnexn 69,0% 75,7%
Hpyru BaKCHHAIUATA (59,1; 76,8) (46,2; 90,3)

CumnromatnueH COVID-19, uzucksan nosoxxureneH pe3ynrar ot RT-PCR u noHe equn pecnupaTtopeH npu3Hak
WIM CUMIITOM WJIK 2 IPYTH CUCTEMHH MPU3HAKA MM CHMITTOMA, KaKTO ¢ Ie(UHUPAHO B TPOTOKOJIA.

OKOHUATENTHOTO OmpesesiHe Ha TexkuTe ciaydan Ha COVID-19 e HanpaBeHO OT He3aBHCHMa apOUTPaKHA KOMHCHS,

KOSITO € OIpeJIeliiIa ChIIO M TeXKECTTa Ha 3a00JsIBaHETO criopes AeHHULUATA B PKOBOACTBOTO Ha FDA.

O0bae mokazana. NE = He MOKe [1a CE OLIEHH.

Eduxacnocm na ose dosu JCOVDEN, npunoscenu npes 2 meceya

AKo ca HabII01aBaHK MO-MAaJIKO OT 6 ciiydas 3a eHa KpaliHa TOYKa, TOraBa e(puKacHOCTTa Ha BaKCHHATA HAMA Jia

W3BbpInIeH e OKOHYAaTeNNeH aHalIu3 (J1aTa Ha 3aKiItouBaHe Ha qaHauTe 25 roau 2021 1.) Ha eqHO
MHOTOLICHTPOBO, PaHIOMU3UPAHO, ABOMHOCIIAIO, I1aLe00-KOHTPOIMPAHO MpoyyBaHe ¢asa 3

(COV3009), nposeneno B CeBepna u Jlatuncka Amepuka, Adpuka, EBpona u A3us, 3a oLeHKa Ha
epukacHocTTa, Oe30nmacHocTTa M uMyHoreHHocTTa Ha 2 103u JCOVDEN, mpuiioxeHu npe3 HHTepBall
otT 56 mau. OT NpOoyYBaHETO ca U3KIFOUEHH JIMIIA ¢ HapyIlleHa (GYHKIUS Ha IMyHHATa CUCTEMa MOpajn
KJIMHAYHO 3a00JIs1BaHe, X0pa, JIGKYBaH!U C UMYHOCYNIPECHBHH TEPAIlUK B PaMKUTE Ha 6 Mecela, KakTo
1 OpeMEHHH KCHU. Y4JacTHHIU C¢be cTabuiina HIV uHdekums, noanoxena Ha jieueHue, He ca
W3KIIoUBaHu. Pa3penienu 3a ynotpeda BaKCHHH, ¢ U3KITFOUEHHE Ha KMBH BAaKCHHHU, MOXKE JIa Ce
npuiiarat nosede ot 14 qHy npeau uiM noseye ot 14 ITHU ciel] BAKCHHALKATA B IPOYYBAHETO.
Paspemenn 3a ynorpeda ’KUBH aTEHIOMPAHU BAKCHHHU MOYKE J]a e MpHjiaraT mosede ot 28 THU Mpeau
WM TTOBeue OT 28 HU clie]] BAKCHHALIMATA B POYYBAHETO.

O6mo 31 300 gymu ca panAOMHU3MpaHH B ABOMHOCIANATa (a3a Ha mpoyuBaneTo. O6mo 14 492
(46,3%) my1v ca BKJIFOUEHH B MMOMyJIausTa 3a e¢(hUKACHOCT 10 poToKo (7 484 nyiu ca moayduiin
JCOVDEN u 7 008 mymu ca mojayduin miane6o). Y4acTHUIUTE ca IpOCIIeAsBaHH B MTPOABKCHUE Ha
nepuoa ¢ Menuana 36 quu (quamazon: 0-172 nHU) ciieq BaKCUHAIHAATA.
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Jemorpadcknure 1 H3XOMHUTE XapaKTEPUCTUKH Ca TIOJOOHH MIPH JIUIATa, TOXYYIN Hali-MallKO JIBE
no3u JCOVDEN, u nuiiaTa, nojiyduiy iane6o. B monynarusira 3a mbpBUYCH aHAIN3 Ha
eukacHocTTa npu Juiara, noayumwiu 2 n1o3u JCOVDEN, mennanata Ha Bb3pactra ¢ 50,0 roguHu
(mmanazon: 18 mo 99 roguun); 87,0% (N=6512) ot xopara ca Ha Bs3pact oT 18 no 64 roguHu [KaTo
13,0% (N=972) ca Ha BB3pacT 65 wiu noeue roauHy, a 1,9% (N=144) na 75 wim noBeye rouHu|;
45,4% ca xenu; 37,5% ca ot CeBepna Amepuka (Crenunenure math), 51,0% ca ot EBpomna
(BrmrounTenHo OOETMHEHOTO KpalicTBO), 5,4% ca ot FOxHa Adpuka, 1,9% ot Ounmununute u 4,2%
ot Jlatuacka Amepuka. O0mmo 2 747 (36,7%) nymu Ha U3XOAHO HUBO UMAT Hal-MaJKO €IHO
CBHITBTCTBAIIO 3a00JIABaHE, CBBP3aHO C MOBHINIEH PHUCK OT mporpecus 10 Texxbk COVID-19.
CohubpTcTBaIIUTE 3a00JI9BAHMS BKIIIOYBAT: 3aTIIbCTABAHE, onpeaeiaeHo karo UTM > 30 kg/m? (24,6%),
xuneptonus (8,9%), ceHHa amHes (6,7%), nuadet tun 2 (5,2%), cepro3HH ChpeUHU 3a00ISIBAaHAS
(3,6%), actma (1,7%) u crabuina/noope kourpoiupana HIV undexius (1,3%). pyru chbmbreTBaIIN
3a00JIsIBaHMS ca yCTaHOBeHU TIpH < 1% oT nunara.

Eduxacnocrra Ha Bakcunata cpemty cumnromarudaeH COVID-19 u texxsk COVID-19 e mpencraena
B TabOnuma 6 mo-momy:

Tabuuua 6: AHau3 HA e(PUKACHOCTTA HA BAKCHHATA CPelly CAMITOMATHYEH? H TEKBK’
COVID-19 - 14 nuu caen 6ycrep no3ara (BTopa 103a)

JCOVDEN Placebo
N=7484°¢ N=7008"
Cayuanm ¢ Cayuan ¢ % eduxacHoCcT
COVID-19 | Yosexoro COVID-19 YoBeko | Ha BaKCHHATA
Kpaiina Touka (n) JAMHH (n) TOIMHH (95% CI)"
CumnroMaTuyeH 75,2
COVID-19 14 1730,0 52 1595,0 (54,6: 87.3)
100
- a
Texwk COVID-19 0 1730,7 8 15989 (32.6: 100,0)

Cumnromatiaern COVID-19, m3uckpamn nonoxutener pesynrar oT RT-PCR u noHe equH peciupaTopeH IpU3HaK
WJIM CHMIITOM WJIM 2 JPYTH CUCTEMHU MPU3HAKa WK CUMIITOMA, KaKTO € Ie(UHUPAaHO B IPOTOKOJIA.
OKOHUATEITHOTO OIpeAesiHe Ha TeXKuTe caydan Ha COVID-19 e HanpaBeHO OT He3aBHCHMA apOUTpaskHAa KOMHCHS,
KOSITO € ONpEeAeNiIa ChIIO U TEKECTTa Ha 3a00JIIBAHETO criope]] JeUHNIMATA B pPbKOBOJICTBOTO HAa FDA.

ITomynarust 3a €HUKACHOCT 110 MPOTOKOJ.
JloBepHTEIHUTE HHTEPBAIM Ca KOPUTHPAHH, 32 [1a C€ MPIJIOKH KOHTPOJI Ha IPEelIKa TUIl [ 3a MHOXKECTBEHO TECTBaHE.
Or 8-Te yuacTHHILH C TEXKKO 3a00JsiBaHe, | € pUeT B MHTCH3UBHO OT/CIICHHE.

PesynratuTe OT OKOHUATENHNS aHATN3 HA BAPUAHTHUTE C TOCTaTHYHO HAJHYHU CITy4Yau, TO3BOJIABAIIN
3HauuMo uHTepnperupane (Anda [B.1.1.7)] u Mro [B.1.621]), mokasBar, 4e ciie]] mbpBara 103a
JCOVDEN edukacnoctra 14 mau cnex no3a 1 ([en 15-Jlen 56) 3a Te3u 2 BapuaHTa € CbOTBETHO
73,2% [95% CI: 48,4; 87,11 u 38,6% [95% CI: -43,9; 75,1]. Cnen Bropata no3a (>71 nun),
epukacHoctTa 3a Anha u Mo e cpoTBeTHO 83,7% [95% CI: 43,8; 97,0] 1 53,9% [95% CI: -48,0;
87,6]. Ima camo 7 ciyuas ¢ [lenta (cporBeTHO 4 1 3 B rpynata Ha JCOVDEN u mnaune6o rpynara).
Hsma cinydan ¢ pedepentaus mam muto B rpynara Ha JCOVDEN, HuTo B miane6o rpynara npu
npocnenasaneTo 14 nuu cien Oycrep no3ara (>71 mHu).

EdukacHocTTa Ha BakCHHATA Cpelly 0€3CHMIITOMHN WHEKIIMU Hali-Mallko 14 THU ciiex BTopaTta
BakcuHarms € 34,2% (95% CI: -6,4; 59,8).

HUmynozennocm na oycmep doza (emopa 0o3a) cieo nvpsuuna gaxcurayusi ¢ JCOVDEN

TpsiOBa 1a ce oTOENISKH, Y€ HE € yCTAaHOBSHA MMYHHA KOpeJalys Ha 3aimrarta. B eJHo npoy4yBaHe
(haza 2 (COV2001) nmuua Ha BB3pacT oT 18 10 55 ronvHu 1 Ha 65 ¥ TTOBeYe TOAWHU Ca MOy INITH
oycrep no3a JCOVDEN npubnu3utenHo 2 Mecela ciell TbpBUYHATa BaKcHHAIwsl. IMyHOT€HHOCTTA €
OIICHEHA Ype3 U3MEPBaHe Ha HeyTpalu3upaliuTe anturena cpeury mam SARS-CoV-2 Victoria/1/2020
TIPH U3II0JI3BaHE HA KBATH(UIIMPaAH TECT 32 HeyTpanu3anus Ha BUpyc quB Tuil (WtVNA). [onyuern
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ca JaHHU 32 UMYHOT'€HHOCT OT 39 nuna, ot kouto 15 ca Ha Bb3pacT 65 U nmoBeue roguHu, U TE ca

0000111enn B Tabauma 7.

Ta6auuna 7: Heyrpanuzanusa Ha SARS-CoV-2 quB Tun VNA-VICTORIA/1/2020 (IC50),
npoyuysane COV2001 rpyna 1, rpyna 3a MMYHOT€HHOCT 1O IIPOTOKOJI*

28 Hu cien pemn 14 num caen | 28 nHu cien
H3xoaHo MbLPBUYHATA oycrep oycrep oycrep
HHUBO BaKCHHAIUS ao3arta ao3arta no3arta
(Hden 1) (en 29) ([en 57) (en 71) ([en 85)
N 38 39 39 39 38
Cpemio <LLOQ 260 (196; 212 (142; 514 (354; 424 (301;
r€OMETPUYHO Ha (<LLOQ, 346) 314) 740) 597)
tuthbpa (95% CI) <LLOQ)
Cpenno
T€OMCTPUYHO Ha
MOBUIIICHUETO n/a n/a n/a 2,3 1,8
(95% CI) ot (1,7; 3,0) (1,4;2,4)
npeau OycTep
J03aTta

LLOQ = nonHa rpaHuiia Ha KOJUYECTBEHO ONpPEICICHUE

* Ilambt Victoria/1/2020 ce cuura 3a pedepeHTeH

** T'pyna PPI: TlomynaiusTa 3a IMyHOI'€HHOCT I10 IIPOTOKOJI BKJIFOYBA BCHUKU PAHIOMU3UPAHU M BAKCHHUPAHU JIULA C
HaJIMYHM JJAHHHU 32 HMYHOTCHHOCT C M3KJIIOUCHHE Ha JIMLATA C FOJIEMH OTKJIOHEHHS OT IIPOTOKOJIA, 32 KOUTO CE 0YaKBa
JIa TIOBJIUSIAT PE3YJITaTUTE 32 UMyHOreHHOCT. OCBEH TOBa IPOOH, MOITYYEHHU CIIe] POIYCHATH BAKCHHALIMH HIIHA OT
mna ¢ nHdekuus cb¢ SARS-CoV-2, Bp3HUKHATA €CTECTBEHO CIIE/I CKPUHHUHTA (aKO € PUIIOKIMO), Ca U3KIIOYCHU OT
aHanIM3a.

B nmpoyusanus COV1001, COV1002 u COV2001 npu orpanndeH Opoi y4acTHHIIM B IPOYUYBAHUSATA €
Ha0JI0/JaBaHo ChHIO U MOBUIIaBaHe Ha HeyTpaiau3upauiure (WtVNA) u cBbp3BanIuTe aHTUTEIA
(eH3MMHO-CBBP3aH UMYHOCOpPOEHTEH aHanu3) cpemy pedepentaus mam SARS-CoV-2cnen Oycrep
Jo3a, mpuiiokeHa cien 2, 3 u 6 Mecena, B CpaBHEHHE ChC CTOWHOCTUTE Npean OycTep po3ara. Karo
1151710 TIOBUIIICHHETO Ha CPEHO T€OMETPUUHUTE TUTPH (geometric mean titers, GMTSs) npeau Oycrep
no3ara 1o 1 mecen cren 6ycrep no3ata Bapupa ot 1,5 to 4,4 mbTH 3a HEyTpaTU3UpaIIUTe aHTUTEIIA 1
ot 2,5 10 5.8 mbTH 3a cBBbp3BaMTe aHTUTENa. Habmogasa ce 2-kpaTHO HaMassiBaHE Ha HUBATa Ha
aHTuTenara 4 Mecena cien Oycrep 103aTa, IOCTaBeHa Ha 2-pHsl MEcell, B cpaBHEHHUE ¢ 1 Mecel] clel
OycTep no3ara, moctaBeHa Ha 2-pus Mecel. HuBara Ha aHTHTENaTa BCe OILE ca O-BUCOKH OT HUBATa
Ha aHTHUTENaTa Cle]] SAMHMUYHA J103a B I0J00HA BpeMeBa ToUKa. Te3u JaHHU MOAKPETIAT
NPUIIOKEHUETO Ha OycTep /1032, KOTraTo ce IMpuiiara npe3 HHTepBaj 2 Mecena Wil Mo-TPOIbIKUTEIICH
clieql TbPBUYHATA BAaKCHHAIINA.

Hmynozennocm na 6ycmep 003a cied nvpsuuna daxcurnayusi ¢ 000opena uPHK eaxcuna cpewyy
COVID-19

[IpoyuBanero COV-BOOST e MHOTOLIEHTPOBO paHIOMH3UPAHO MIpoy4BaHe ¢a3a 2, HHUIUUPAHO OT
uzcnenoBatens (NCT73765130), npoBexaano B O0eIMHEHOTO KPAJICTBO, 3a OIICHKA Ha OycTep
BakcuHarms cpenry COVID-19. Yuactauiute ca Ha Bb3pact 30 uiau nosede rogunu. EnHa koxopTa
y4acTHUIM € onyunna ase no3u Comirnaty (N=89), mocnensanu ot 0yctep n03a JCOVDEN.
Menunanata Ha nHTepBana (IQR) Mexay BTopaTa mo3a u 6ycrep mosara e 106 (91-144) nuu.
JCOVDEN mnoBumasa oTroBOpuTe KbM CBBp3BamuTe (N=88), IceBA0BUPYC HEYTPATU3UPAIITUTE
(N=77) u HeyTpanu3upamure anturena ot AuB Tui (N=21) cpeury pedepeHTHuUS mam, KaKkTo €
HaOmonaBano Ha Jlen 28. Ha Jlen 84 cnen 6yctepa GMT Bce o1mie ca o-BHCOKH OT CTOHHOCTHTE
npeau 6ycrepa. OcBen ToBa JCOVDEN mnoBuiiaBa oTroBOpHTE C MCEBIOBHPYC HEYTPATUIUPAIIN
aHTuTena cpeuy Bapuanra Jenra, ouenenn Ha en 28 (N=89).

DMID 21-0012, He3aBUCHMO OTKPUTO KIMHUYHO IpoyuBaHe (aza 1/2 (NCT04889209), nposeacHo B
CrenuHeHuTe MaTH, OTeHsBa XeTeposioxkaa 0yctep go3a JCOVDEN. UMyHOT€HHOCTTA € OIleHeHA
Yype3 U3MOI3BaHe Ha TICEBJIOBUPHOH HeyTpanm3anuoHeH TecT (psVNA), ocHOBaBall ce Ha JCHTUBUPYC,
ekcrpecupar munosus npotend Ha SARS-CoV-2 ¢ D614G myTtarus. [lopagu orpanudeHus pasmep
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Ha M3BajJKaTa HaOIIoaBaHUTE pa3siuKu ca camo onucaTenHu. bycrep noza JCOVDEN e npunoxena
Ha BB3PAacTHH, KOUTO Ca 3aBbPIIMIN IbPBUYHA BaKCHHALMS ¢ 2-1030Ba cepus Spikevax (N=151),
enuanaHa 03a JCOVDEN (N=156) wmu 2-n0308Ba cepust Comirnaty (N=151) naii-manko 12 ceaMuim
npeau BKIoUBaHe (cpeaeH naTepBai [auamna3oH] 20 [13-26] u 21 [12-41] ceaMuii CbOTBETHO 32
Spikevax u Comirnaty) u kouTo He choOmaBaT anamHe3a 3a uHpekus cbc SARS-CoV-2. JCOVDEN
MOBHILIABA OTTOBOPUTE KbM CBBP3BAIINTE U IICEBJOBUPYC HEYTPATUZNPALLIUTE aHTUTEIA CPELLLY
pedepeHTHUS IaM U BapraHTa JlenTa npu JUia ¢ MbpBUYHA BAKCHHAIMSA ¢ 2-71030Ba cepus Spikevax
(N=49) unu ¢ 2-no30Ba cepust Comirnaty (N=50), kakro e HabmomgaBano Ha [len 15 cien Oycrepa.
JCOVDEN noBumasa 0TTOBOPHTE C NICEBJOBUPYC HEYTPATU3HPAILY aHTUTENA CPELTy BapHaHTa
Omukpon BA.1 nipu nuiia ¢ mbpBUYHA BakCHHAIU ¢ 2-1030Ba cepus Comirnaty (N=50), kakto ¢
HaOmromaBano B JleH 29.

Hmynoeennocm na 6ycmep 0o3a cied nvpuuna eaxcurayus c eaxcuna cpeuwsy COVID-19 na 6aszama
HA a0eHOBUPYCeH BeKMOp

B npoyusanero COV-BOOST (Bk. Anu3aiiHa Ha MpOy4YBaHETO MO-TOpE) € OLleHeHa U OycTep 1032
JCOVDEN npu y4acTHHUIM, KOUTO ca mojayunin 2 1034 Vaxzevria (N=101). Menuanara Ha
unrepsana (IQR) mexny BropaTa no3a u 6ycrep nosara e 77 (72-83) nau. JCOVDEN noBuiasa
0TroBopuTE Che cBbp3Baiy (N=94), nceBnoBupyc HeyTpanuzupany (N=94) u HeyTpanuzupaniu
anTutena ot quB Tun (N=21) cpemy pedepentnus mam. Ha Jlen 84 cien 6ycrepa GMT Bce ore ca
M0-BHUCOKH OT cToitHOCcTHTE Tipeau Oycrepa. Ocsen ToBa JCOVDEN noBuiiaBa oTroBopuTe ¢
TNICEBIOBUPYC HEYTpaU3UpaIIUTe aHTUTENA cperty Bapuanrta Jlenrta, onenenu Ha [en 28 (N=90).

Omnucarennurte ganau ot npoyyBanero COV-BOOST u npoyuBanero DMID 21-0012 mokasBar, de
oyctep ¢ JCOVDEN cnen mbpBrYHa BaKCHHALIMS ¢ BAKCHHA Ha 0a3ara Ha aJlcHOBUPYCEH BEKTOP
NpEAU3BUKBA [TO-HUCKH aHTUTSUIO-OTTOBOPH B CPaBHEHHE C XeTepoJIokeH OycTep ¢ onodpena nPHK
BaKCHHA CJIe/l TbPBUYHA BAKCHHAIIMS C BaKCHHA Ha Oa3aTa Ha ajieHOBHpYCeH BekTop. [IpoyuBanusTa
CBHIIIO TaKa MOKAa3BaT, ue TUTPUTE Ha HEyTpAIU3HUpaIll aHTHTENa, JOCTUTHATH 1 Mecel cien Oyctep ¢
JCOVDEN cnen nepBruyHa BakcuHauus ¢ U”PHK BakcuHa ca cpaBHUMU ChC TE€3H CIIE] XOMOJIOKEH
oycrep c uPHK BakcuHa.

[Monynamus B cTapyecka Bb3pacT
JCOVDEN e oneHsiBaHa pu Jinlia Ha Bb3pacT 18 u noBeue rogunu. Edukacnocrra Ha JCOVDEN
MIPH yYACTHUIINTE B CTapuecka Bh3pacT (> 65 rouHN) ChOTBETCTBA HA Ta3H MPH MO-MJIAIUTE JIUTA

(18-64 roguum).

IlequaTpuyna momyJaanus

EBporneiickaTa areHuus 10 JieKkapcTBaTa oTiara 3ab/KEHUETO 32 IPeloCTaBsiHE Ha pe3yITaTUTe OT
npoyuBanusiTa ¢ JCOVDEN B enHa miv oBeye MOATPYIH Ha IEAUATPUYHATA TOMYIalus Py
npesernus Ha COVID-19 (Bx. Touka 4.2 3a nHGOpMaIUs OTHOCHO ynoTpeda B eANaTpusITa).

PaspernraBane moa ycioBue

To3zu nekapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda mo T. Hap. CXeMa ,,pa3pelIaBaHe Mo yCIoBHe .
ToBa 03HauaBa, 4e 3a TO3M JIEKAPCTBEH MPOIYKT C€ OYAKBAT JOMBIHUTEIHHU TaHHH.

EBporeiickara areHius 1o JiekapcTBarta Iiie¢ H3BbpINBa Iperiie]] Ha HoBaTa HH(popMaIys 3a TO31
JIEKapCTBEH MPOAYKT MOHE BEAHBXK roguiHo 1 Tazu KXII choTBETHO 1E ce akTyanusupa.

5.2 ®apmakoKkMHETHYHHU CBOWCTBA

He e npunoxxumo.
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5.3 TlpeaAKkIMHUYHH JAHHH 32 0€30IIACHOCT
HexknuanuHuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a X0Opa Ha 0a3zaTa Ha KOHBEHIIMOHATHUTE
IMpOoy4YBaHU 3a TOKCUYHOCT IIPXU MHOT'OKPATHO IIpUJIaraHe 1 JIOKajiHa IOHOCUMOCT, U PECIIPOJAYKTUBHA

TOKCUYHOCT U TOKCUYHOCT 3a Pa3BUTHUCTO.

I'eHOTOKCHMYHOCT M KaHIIEPOTCHHOCT

JCOVDEN He ¢ onieHsiBaHa 32 TEHOTOKCUYEH WM KaHIIEpOTeHEH noTeHuan. He ce ouaksa
KOMITOHEHTHTE Ha BAKCHHATA JIa UMAT TeHOTOKCUYECH WJIM KaHIICPOTCHEH ITOTEHITHAT.

PeHDOI[VKTI/IBHa TOKCHUYHOCT U (beDTI/IJ'II/ITeT

PenponykTHBHATa TOKCUYHOCT M (PEPTUIUTETHT MPH KEHCKHU KUBOTHH Ca OIICHEHH B €/THO
KOMOMHHpPaHO MPOYyYBaHe 32 eMOpHO(eTaTHOTO U Mpe- U NOCTHATAIHOTO Pa3BUTHE MpH 3aiiiy. B ToBa
npoyuBane mbpBo BakcuHUpaHe ¢ JCOVDEN e n3BbpiieHo HHTpaMyCKyJIHO Ha JKEHCKHU 3aliliu 7 THU
npean YiToCBaHe B 71032, CKBUBAICHTHA Ha 2 IBTU NPENOPHUMTENHATA /1032 32 XOPa, MOCIIEIBAHO OT
JIB€ BaKCHHAIIMHU ChC ChILATa 71032 10 BpeMe Ha recCTallHOHHMS IepHoJ (T.€. B TECTALIMOHHU THU 6 U
20). He ce ycranoBsBat HexenaH! eeKTH, CBBP3aHU C BAKCUHATA, BbPXY KEHCKUS QEePTHIINTET,
OpeMeHHOCTTa, eMOpHO(ETATHOTO Pa3BUTHE U PA3BUTHETO HA MalKuTe. MalKuTe, KAKTO M TEXHHUTE
(deTycH ¥ IOKOJICHHE, UMAT TUTPH Ha aHTHUTENa, crienuduyunn 3a SARS-CoV-2 S nporenna, koero
MOKa3Ba, 4e MAHYMHUTE aHTUTENAa Ce MPEHACAT BbB (PeTyCHUTE 10 BpeMe Ha recranusra. Jluncear
JlaHHU 32 ekckpenusaTa Ha BakcuHaTta JCOVDEN B MIISIKOTO.

OcBeH TOBa e1HO KOHBEHIIMOHAJIHO MPOYYBaHE 32 TOKCUYHOCT (MHOTOKPATHO NpHJIaraHe) ¢
JCOVDEN mnpu 3aiiuu He noka3sa e(eKTH BbPXY MBXKHUTE TIOJIOBH OPraHu, KOUTO OMXa MOTJIH Aa
YBPEAST MBKKUS (PePTUIHTET.

6. OAPMAIEBTUYHU JAHHU

6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBA

OmaxkoBka ot 10 daakoHa

2-xuapoxcunponui-p-uukioaekcrpund (HBCD)
JluMoHeHa KHCeNnHa MOHOXHUAPAT

ETtanon

XJI0pOBOJAOPOAHA KUCETHHA

ITomucopbar 80

Harpues xnopun

Hatpues xunpokcun

TpunatpueB IUTpaT IUXUAPAT

Bona 3a nnmxeknuun

OmnaxkoBka ot 20 daakoHa

2-xupapoxkcurponmi-p-uukioaekcrpun (HBCD)
JIuMoHeHa KucennHa MOHOXUAPAT

ETtanon

XJI0pOBOAOPOIHA KHCEIMHA

[Homucop6ar 80

Hatpues xmopug

Harpues xunpoxcun

Bona 3a unxeknuu
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6.2 HecbBMEeCTHMOCTH

To3u nexapcTBeH NPOAYKT HE TpsiOBa Ja ce CMecBa C APYTH JIEKapCTBEHU MPOAYKTH WU J1a Ce
paspexna.

6.3 Cpok Ha rogHOCT

HeortBopen duiakon

2 roauHM, KOraTo ce chxpansasa mpu -25°C mgo -15°C.

Crnen kaTo ce u3Baay OT Ppusepa, HEOTBOPEHUAT IIAKOH MOXKE JIa Ce ChXpaHsBa 3allUTEH OT
cBeinHA B XaaawiaHuk npu 2°C no 8°C 3a eqHokpateH nepuof 10 11 Mecena, kaTto He TpsAOBa J1a ce
M3II0JI3BA CJIe] OTIIeYaTaHaTa JaTa Ha U3THYaHe Ha cpoka Ha rogHocT (EXP/Tonen no:).

Crnen pa3mpassiBaHe BaKCHHATa He TPsiOBa fa ce 3aMpassiBa OTHOBO.

3a CIICHUATTHUTC YCJIIOBUA HAa CbXPAaHCHUC BUIKTC TOUKA 6.4.

OTtBOpeH ¢akoH (el MbPBOTO NYHKTUPaHe Ha (JIaKoHa)

XuMmHuyHa U pU3MYHA CTAOMIIHOCT HA BaKCHHATA B IEPHOA Ha U3II0JI3BaHe, BKIIOUUTEIHO 110 BpeMe
Ha TpaHCIIOPTHUpPAHE, ¢ ToKa3aHa B MpoabibkeHue Ha 6 daca npu 2°C g0 25°C. OT MUKpOOHOJIOTHYHA
rJIeJHa TOYKa 32 MPEeTnopbhUYBaHe € MPOAYKTHT Jia ce yoTpeOu He3a0aBHO e/l TbPBOTO MMyHKTHpPaHE
Ha (prakoHa; MPOAYKTHT 0Oaye Moke 1a ce cbxpansisa Mexay 2°C no 8°C makcumymM 6 yaca uiu aa
ocTaHe Ha cTaifHa Temneparypa (Makcumaino 25°C) 1o 3 gaca cieq mbpBOTO MyHKTHPAHE HA
(nakona. Ciie1 ToBa BpEeMETO M YCIIOBUSATA HA ChXPaHEHHUE B TIEPHOa Ha U3IION3BaHE Ca OTTOBOPHOCT
Ha MoTpeOuTe.

6.4 Crhenuananm ycjaoBHs Ha ChbXpaHeHHe

[la ce cpxpaHsaBa U TpaHCHOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTata Ha U3TMYaHE HA CPOKA Ha
TOJHOCT Ipu cbxpanenue npu -25°C o -15°C e orneyarana BbpXy (1akoHa W BBHIIHATA KApTOHEHA
omakoBka ciien ,,EXP/Toned no:*.

Koraro e cpxpansBana 3ampaseHa npu -25°C no -15°C, BakcuHaTa MoKe J1a ce pa3Mpasu uiau npu 2°C
no 8°C, i TIpH CTaifHa TeMIiepaTypa:

. mipu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOIU3UTENTHO 13 yaca 3a pa3Mpa3ssBaHETO Ha KaPTOHCHA
onakoBka ¢ 10 unu 20 ¢grakoHa, a 3a pa3Mpa3saBaHETO HA eUH (DIAKOH IIe ca HeOOXOAUMHU
MpUOIU3UTENTHO 2 Yyaca.

. npu cTaiiHa Temrepatypa (Makcumainto 25°C) me ca HeoOX0AUMH MPUOIN3UTENHO 4 Jaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBka ¢ 10 mm 20 dakoHa, a 3a pa3mMpassBaHETO Ha €IMH
(akoH mie e HeoOXoaUM NPUOIM3UTENHO 1 yac.

BakcrHata MOke CBITIO Taka J1a Ce ChXpaHsBa I TpaHCHopTHpa B ximanuiaHuk mpu 2°C go 8°C 3a
eaHokpaTeH nepuoA 1o 11 Mecena, kato He TpsiOBa 1a ce U3MOI3Ba CiIe] TbPBOHAYAIHATA 1aTa Ha
n3tnyane Ha cpoka Ha roaHocT (EXP/T'onen no:). Cnen mpemecTBaHe Ha MPOIYKTa OT YCIOBHSA 32
cbxpanenue npu 2°C go 8°C akTyanu3upaHaTa Jata Ha U3THYaHe Ha CPOKa Ha TOIHOCT TpsiOBa Ja ce
oTOeINe)KN Ha BHHITHATA KAPTOHEHA OMIAKOBKA W BAKCHHATA TPSIOBA J]a ce M3II0JI3Ba WIIK JIa Ce
M3XBBPIH [0 Ta3M farta. [IppBoHavyanHaTa 1aTa Ha U3TUYAaHEe HA CPOKA Ha TOAHOCT TPsOBa Aa ce
3aueprae. Bakcurara Mmoxe na ce Tpancrnoptupa u npu 2°C no 8°C, ako ce OCUTYPST HOIXOSITUTE
YCIIOBUS Ha ChXpaHEHUE (TeMIepaTypa, Bpeme).

CJ'IC,[[ pa3Mpa3saBaHC BAKCHHATA HE Tpﬂ6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.
C’BXpaHfIBaﬁTe q)HaKOHI/ITe B OpUTr'MHAJIHATAa KapTOHCHA OIIaKOBKa, 3a 1a CC NPCANa3iaT OT CBCTIHUHA.
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HeorBopenara JCOVDEN e crabunna B npoabinkeHre Ha o6mio 12 gaca npu 9°C no 25°C. Tosa He
ca MpEenopbYUTENIHU YCIOBUS Ha ChXpaHEHHE WM TPAHCIIOPTHPAHE, HO MOXKE Jla CIyXaT 3a yKazaHue
MIpU B3eMaHe Ha pelleHue B ciiy4yail Ha BpeMEHHO OTKJIOHEHHE Ha TeMIieparypara o Bpeme Ha 11-
MeceqHOTO cbXxpaHeHue npu 2°C o 8°C.

3a ycloBHUsATa Ha CbXpaHEHHE cJiell IbPBOTO OTBAPsIHE HA JIGKAPCTBEHUSI IPOIYKT BIKTE TOUKa 6.3.
6.5 Buau cbabpkaHue HA ONMAKOBKATA

2,5 ml cycrieH3us B MHOT0/1030B (hj1akoH (CTBKIIO Tull 1) ¢ rymMeHa 3amymaika (XJopoOyTHi ¢
(iryoponoauMepHO MOKPUTHE), ATyMUHHEBa 00KaTKa M CHHBO IUIACTMACOBO Kanade. Beeku ¢uakon
chabpika 5 go3m ot 0,5 ml.

OmnakoBka ot 10 nim 20 MHOTOZ030BH (DJIaKOHH.

He Bcryky BHJIOBE OMAaKOBKH MOTaT Jia ObAAaT IyCHATH HAa Ma3apa.

6.6 CrnenuajaHu nNpeanasHu MepKH NMPH M3XBbPJIsiHEe H padoTa

Vka3zauus 3a paboTa ¥ IPWIOKEHUE

C Ta3u BakcuHa Tps[613a Ja pa60T1/1 MCIUITMHCKHU CIICHUAJINCT, KaTO U3I10JI3Ba aCCIITHYHA TCXHHUKA, 3a
Ja C€ OCUTYpH CTCPUIIHOCTTA HA BCiAKa A034.

o Bakcunara e rotoBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.

. Bakcunara moske fa ce moctass 3ampasera mnpu -25°C o -15°C umm pazmpazena npu 2°C 1o
8°C.

o Cren pazmpassiBaHe BakcHHATa He TPOBa Jja ce 3aMpassiBa OTHOBO.

o CoxpansBaiiTe QpakoHUTE B OpUTMHAIHATA KAPTOHCHA OMAaKOBKa, 3a Ja Ce MPEANa3sT OT

CBCTJIMHA U 3a Ja CC 0TOCEKU CPOKBT HAa TOJAHOCT IIPU PA3JIMIHUTEC YCIIOBUA HA CbXPAaHCHUC,
aKO € IIPHUJI0KUMO.

a. CpraHeHne CJ1ea mojayvyaBaHe HA BaKCUHATa

AKO ITIOJIYYUTE BAKCUHATA 3AMPA3EHA IIPH -25°C no -15°C, mosxke na:

@ AFON - 1m0 @ A~ an—~

[

nin

1
1
—L1 | -
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chbXpaHsiBaTe BbB Qpusep ChXPaHABATE B XJIAAUJIHUK

e BakcuHara MOXe J1a ce e BakcuHara MOXXe J1a C€ CbXpaHsiBa U
CbXpaHsBA U TPAHCIIOPTUPA Tpa"cnoptupa rnpu 2°C no 8°C 3a
3ampazena npu -25°C go - emqHokpateH nepuos a0 11 mecena, kato
15°C. He Tps0Ba J1a ce MU3I0I3Ba Cle]

e JlaTara Ha U3THYAHE HA CPOKA I'bPBOHAYATIHATA J]aTa HA U3THYAHE Ha
Ha rOAHOCT € OTIIeYaTaHa cpoka Ha rogHOoCcT (EXP/T'onen no:).
BBPXY (IakOHA M BHHILIHATA e (Cnen mpeMecTBaHETO Ha MPOIYKTa B
KapTOHEHa OMaKOBKa CJIe] xaaguiaHuk npu 2°C go 8°C
,»EXP/Tonen no:*“ (Bx. aKTyalnu3upaHara JaTa Ha CpOKa Ha
Touka 6.4). TOAHOCT TPsIOBa Ja ce 3amulie BbpXY

BBHIITHATA KApPTOHEHA KyTHS U
BaKCHHATa TPSAOBa J1a Ce U3I0JI3Ba WK
M3XBBPJIM KbM aKTyaln3upaHaTa Jgara Ha
M3THYaHE HA CPOKA Ha TOIHOCT.
ITbpBoHAYAJHATA AATA HA CPOKA HA
TOHOCT TPsIOBA 12 ce 3auepTae. (BK.
Touka 6.4).

AKO ITIOJIYYUTE BAKCUHATA PASMPA3EHA TIPH 2°C o 8°C, TpsioBa 1a 51
CbXpPaHABATE B XJAAUJIHUK:

AHe 3aMpa3sBaliTe OTHOBO, aKO MIPOAYKTHT € MOIy4YeH Beue pazMpaszeH npu 2°C ro 8°C.

3alenexka: AKo BakCHHATA ce MOMy4YH B XIaJuIHUK 1IpH 2°C no 8°C, npu noiay4yaBaHETO
IIpoBepeTe AajIy AaTaTa Ha U3TUYAaHE HA CPOKa HAa TOAHOCT € aKTyalu3upaHa OT MECTHHUS
JOCTaBUUK. AKO HE MOXKETE J]Ja HAMEPUTE HOBA JlaTa Ha U3TUYaHE HA CPOKA Ha FOJHOCT CJIE]

,»] OJIEH 10:%, CBBP)KETE CE C MECTHHUS JOCTABUMK 3a MOTBBPKIaBAHE HA JaTaTa Ha U3THYAaHE Ha
CpOKa Ha roJHOCT cJief ,,]'0feH 10:“ Ha MpoIyKTa B XJIaJWIHHKA. 3allUIIeTe HOBATA JaTa Ha
HU3THYaHe HA CPOKA HA TOAHOCT BbPXY BHHIITHATA KAPTOHEHA OMaKOBKa MPEAN Jia 3al0YHe
CBhXPAHEHUETO Ha BaKCHHATA B XJIaAuiaHuKa. [IbpBoHaYa/iHaTa 1aTa HA CPOKA HA TOJHOCT
TpsidBa 1a ce 3aueprae. (BX. Touka 6.4).
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AKo e 3ampa3zeH, pasMmpasere guiakoHa(UTe) B XJIAJUJIHUK MM HA CTallHA TeMIlepaTypa

Npeu NpUJIoKeHUe

@ A~ an

i

i

Pasmpa3ere
3a 13 yaca |1

- 7

Pa3mpasere B XJIaIMJIHUK

e Koraro e cpxpaHsBaHa 3aMpa3eHa
pu -25°C mo -15°C, e ca
HEoO0X0IuMH NpuOIM3UTENHO 13 Jaca
3a pa3Mpa3sBaHeTO Ha KapTOHEHATa
omakoBka ¢ 10 wiu 20 diakona, a 3a
oTAeTHHUTE (IAKOHU IIE ca
HEOO0X0IUMH PUOIU3UTEIHO 2 yaca,
3a na ce pazmpazsat npu 2°C no 8°C.

e AKO BaKkCHHAaTa HE ce M3I0I3Ba
BeJIHAra, BIKTE YKa3aHHUATA B TOUKATA
»CBXpaHsIBaTE B XJIAAUIHUK .

o @nakoHBT TPsAOBA 12 CE CHXPaHIBA B
OpHUTMHAJIHATa KApTOHEHA OIIaKOBKa,
3a J1a ce Mpe/a3y OT CBETIIMHA U 32 J1a
ce oTOeINeXKH J1aTaTa Ha U3THYaHE Ha
CpOKa Ha TOJHOCT MPU Pa3THYHUTE
YCIIOBHS Ha ChbXpaHEHHeE, aKo €
MPUI0KHMO.

A Jla He ce 3ampassiBa MOBTOPHO ClIe]]
pasmpassiBaHe.

nim

Gr—o

Pasmpa3ere Pasmpa3sere
3a 3a
4 yaca 1 yac

T

Pa3mpasere Ha cTaifHa TemInepaTypa

e Koraro e cbxpaHsBaHa 3aMpa3eHa
mipu -25°C no -15°C, kapToHeHaTa
onakoBka ¢ 10 uinu 20 grakona uu
OTJIeTHUTE (PIIAKOHU TPsOBa 1a ce
pa3MpassT Ha cTaiiHa TeMIiepaTypa
Makcumanso 25°C.

e [lle ObaaT HEOOXOAMMHU TPUOITH3UTEITHO
4 yaca, 3a 1a ce pa3Mpasu KapTOHEHA
omakoBka oT 10 uiu 20 dakoHa.

e Ille 6bac HEOOXOIUM MPUOTUIUTETHO
1 yac, 3a 1a ce pa3MpassT OTACITHUTE
(makoHH.

e Baxkcunara e crabuinna 3a o6mo 12 yaca
npu 9°C no 25°C. Tosa He ca
NPENOPHUYUTENHU YCIOBHS Ha
ChXpaHEHHE WM TPAHCIIOPT, HO MOKE
Jla CITy>KaT 3a yKa3zaHHe IpU B3eMaHe Ha
pelIeHre B cilyyail Ha BpeMEHHU
TEeMITepaTypHH OTKIIOHCHHSI.

e AKO BakCHHAaTa HE c€ M3M0JI3Ba BEJHAra,
BIKTE yKa3aHUATA B TOUKATA
,»CbXpaHsIBaTe B XJIQJUIHUK .

A Jla He ce 3aMpa3siBa MOBTOPHO CIIE]
pa3MpassiBaHe.

B. IIpoBepete 1akoHa U BAKCHHATA

e JCOVDEN e 6e3nBetHa 10 061e10XbJITa, OUCTpa 10 CHIIHO onanecienTHa cycnensus (pH 6-

6,4).

o [lpenu mpunoxeHue BakcHHaTa TpsiOBa Jja ce MPOBEPU BU3YATHO 32 HAJHUUE HA BUTUMHU

YaCTHUIHM U ITPOMAHA Ha LIBCTA.

o [Ipenu npunokeHue GIAKOHBT TPSIOBA Jla ce MPOBEPH BU3YaTHO 32 HAIMYHE HA TYKHATHHU HITH
HSIKaKBU IPOMEHU BBB BBHILIHUSA BUJ, HAIp. IpU3HALM Ha oTBapsiHe. He nmpuiaraiite BakcnHaTa

IIpY HAJIMYWEC Ha TaKWBa IMPpU3HAIIA.
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Y10
Ceky

3aBbpTeTe BHUMATEJIHO

(piraxona

e [lpenu npunarane Ha 103a
OT BaKCHMHAaTa BHUMATCIHO
3aBppTeTe (IIakoHa B
U3IPABEHO I0JIOKeHUEe B
NpOabJIKEHHe Ha
10 cexynau.

e He pa3knamaiire.

H3reraere 0,5 ml

N3non3BaiiTe cTepuiiHa Uria
Y CTEpUIJIHA CIIPUHIIOBKA, 32
Jla U3TETIINTE SMHAYHA 1032
ot 0,5 ml ot MHOrO1030BHS
¢nakoH (Bk. Touka 4.2).

A OT MHOT0/1030BHS
(y1akoH Mo3Ke 1a ce U3TErJIsiT
Hali-MHOr0 5 103u. U3xBBHpIETe
ocTaHajara BbB (IakoHa
BaKCHHA CJIe]] M3TETJISIHE Ha

5

03HU.

Hnkexrnpaiire 0,5 ml

e [lpunaraiite camo 4ype3
HHTPAMYCKYJIHA
HH/KeKIMSA B JICIITOUTHUS
MYCKYJI Ha TOpHATa 4acT Ha
ppKata (BXK. Touka 4.2).

. ChbxpaHeHuHe cjiel TbPBOTO MYHKTHPaHe

/

OréesieskeTe JaTaTa U yaca,

KOrato (piakoHbT TPsiOBa Na

ce U3XBBPJIH

e (Cnen mbpBOTO MyHKTUPAHE
Ha (rakoHa BEPXY €THKETa
Ha BCEKU ()JIAKOH 3alHUILICTe
naTaTa W Jaca, KoraTto TOH
TpsiOBa J1a ce U3XBBHPIIH.

A3a MIpENopbhYBaHE € 1a Ce
M3II0JI3Ba BEIHATA CIIE]
II'BPBOTO MTyHKTHPAHE.

e. HN3xBbpIIsiHe

e <

Crnen mbpBOTO
MyHKTUpPaHE Ha
(hmakoHa BakcHHATa
MOJKE Jia C€ ChXpaHsBa
mipu 2°C o 8°C no

6 gaca.

Uzxebpnere ¢nakona,
aKO BaKCHHATa HE €
M3M0JI3BaHa B PAMKHUTE
Ha TO3H TIEPHUO/.

e Crnexn mbpBOTO
MYHKTUpaHe Ha (IaKoHa
BaKCHMHATa MOXeE J1a ce
CbXpaHsBa HA CTalHA
TemMmepaTrypa
(MmakcumanHo g0 25°C)
3a €IHOKpATEH NEePHO A0
3 yaca. (Bx. Touka 6.3).

e lI3xBBprere uakoHa,
aKo BaKCHHATa HE €
M3M0JI3BaHa B pAMKHUTE Ha
TO3U TIEPHUO/.

Hewnsnon3panaTa BakCHHA UITH OTIIAABYHUTE MaTCpHaJIn OT HEA TpSI6Ba Ia C€ U3XBBPJIAT B
CbOTBCTCTBUC C MCCTHUTC YKA3aHUS 3a (I)apMaLleBTI/I‘IHI/I OTInaabIH. HpI/I cnyqaﬁHo pa3jinBaHeC,
MACTOTO TpH6Ba Ja ce ,Z[C3I/IH(1)€KLII/Ipa ChC CPEACTBA C BUpHIINIHA aKTUBHOCT CPCIIYy aICHOBHUPYC.
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7. TNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001

EU/1/20/1525/002

9. JIATA HA ITbPBO PA3PEHIABAHE/ITIOJHOBSIBAHE HA PASPEIIIEHUETO 3A
YIIOTPEBA

[ara Ha mBpBO paspemasane: 11 mapt 2021 1.
[ara Ha nocnenHo nogHoBsIBaHe: 3 sHyapu 2022 1.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IToapoGHa uHOpMaLKs 3a TO3M JICKApCTBEH MPOAYKT € NMPEI0CTaBeHa Ha yeOcalita Ha EBponeiickaTta
areHIus 1o JiekapcTBaTa http://www.ema.europa.eu.
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A.

HNPUJIOKEHUE 11
MNNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHOTO
BEIIMECTBO U NTPOU3BOJAUTEJIN, OTTOBOPHH 3A
OCBOBOXKJIABAHE HA ITAPTUIHN

YCJIOBUSA NI OTPAHUYEHUSA 3A TIOCTABKA 1
YIHOTPEBA

APYI'N YCJIOBUA N UBNCKBAHUA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIOBUA NJIN OTPAHUYEHUA 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJIKEHUE 3A UBITbJIHEHUE HA MEPKHN
CJIEJ PA3SPEILIIABAHE 3A YIIOTPEBA 11O YCJIOBHUE
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A. TIPOM3BOJIUTEJIN HA BHUOJOTNMYHO AKTUBHOTO BEIIECTBO U
NMPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKIJABAHE HA ITAPTUIN

Nme n aapEC Ha MPOU3BOJAUTCIIA HA OMOJIOTHYHO aKTUBHOTO BCIICCTBO

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Emergent Manufacturing
Operations Baltimore LLC
5901 East Lombard Street
Baltimore, MD 21224
Crenunenu matu (CAILL)

Biological E. Limited

Plot No. 1, Biotech Park, Phase 11
Kolthur Village, Shameerpet
Medchal-Malkajgiri District,
Telangana-500078

bobarapus

HMe m aapec HA MPOU3BOJMTENS, OTTOBOPEH 3a 0CBOOOIK/IaBaHE Ha MAPTHIAUTE

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV

Turnhoutseweg 30

2340 Beerse

benrus

[leyaTHaTa TUCTOBKA Ha JIGKAPCTBEHHS MPOLYKT TPAOBa a ChABPKa UMETO U ajipeca Ha
MIPOU3BOAUTENSI, OTTOBOPEH 32 OCBOOOXKAaBAHETO HA ChOTBETHATA MApTH/IA.

b. YCJOBUs NJINH OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUAT MPOLYKT CE€ OTITyCKa IO JIEKAPCKO MPEAIUCAHUE.

o O¢unnanno ocBodoKIaBaHE HA MAPTHAN

Coraacuo ui. 114 ot Hupexrusa 2001/83/EO odunmanHoTo 0cBOOOKAaBaHE HA MAPTUINTE CE
M3BBPIIBA OT AbPKaBHA J1a00PAaTOPHsI WK JIAOOPATOPHS, ONPEAETICHa 3a Ta3u Le.

B. JPYI'M YCJIOBUS U N3UCKBAHUS HA PASPEIHIEHUETO 3A YIIOTPEBA
. IlepnoanyHu aKTyaau3upaHu JokJaaam 3a oesonacuocr (ITA/1B)

WznckBanusra 3a nonasane Ha [IAJIb 3a To3u J1lekapcTBEH MPOAYKT ca IIOCOYEHHU B CIIHCHKA C
pedepentHute natu Ha EBponetickus cpro3 (EURD cnuchk), npeasuzacH B wi. 1078, ait. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIIH aKTyIM3aI[|H, TTyOJMKYBaHH HA €BPOICHCKHS

yeOnopTai 3a JIeKapcTBa.
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[IpurexatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsosa na nogane nvpsus ITAIb 3a To3u
HPOIYKT B CPOK OT 6 Mecella ClIel pa3pelIaBaHeTo 3a yrnorpeoa.

r. YCJI0BUA NN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTHBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

. ILnan 3a ynpasJjienue Ha pucka (ITYP)

[MpurexarensT Ha pa3pemienuero 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIBa U3UCKBAHHUTE JICHHOCTH
JEeMCTBUS, CBBP3aHH C IIPOCIIeIsIBaHEe Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHH B ogoopenus I1YP,
npezacraBed B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABALIN 0J00pEHH
akryanusauuu Ha ITYP.

Axrtyammsupan [IYP tpsa6Ba na ce nonasa:

o 0 McKaHe Ha EBporelickaTa areHus o JeKapcTBara;

o BUHArd, KOraTo ce U3MEHs CHCTeMara 3a yIpaBJlIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
nojy4aBaHe Ha HOBa HH(POPMAIIUs, KOSTO MOXKE JIa JIOBEJIE 10 3HAYUMU IPOMEHH B
CHOTHOIIIEHHUETO N0J13a/PHCK, MM CIIe]] IOCTUI'aHe Ha Ba)KEH eTall (BbB Bpb3Ka C IPOCIIE/IIBaHe
Ha JIeKapCTBEeHaTa 0e30MacHOCT MM CBEXaHEe Ha PHCKA 1O MUHUMYM).

A.  KOHKPETHO 3AABJIKEHUE 3A U3IITbJIHEHUE HA MEPKH CJIE]]
PASPEIIABAHE 3A YIIOTPEBA 110 YCJIOBUE

ToBa e paspelieHue 3a yrnorpeda moj yciaoBue U coriacHo wi. 14-a ot Perinament (EO) Ne 726/2004 B
onpexaeneHus cpok [IPY TpsOBa 1a U3ITBIHU CIIETHUTE MEPKH:

Onucanue Cpok

3a 1a ce MOTBBPAU CTAOMITHOCTTA Ha 31 oxtomBpu 2022
MIPOU3BOACTBEHUS NPOLEC HA AKTUBHOTO BELLIECTBO,
[IPY TpsbBa n1a npeaocTaBy JONBIHUTCIHH TaHHH
32 CHIIOCTABUMOCT M BAIMIMPAHE.

3a ;1a ce MOTBBPAU CTAOMITHOCTTA Ha 30 centemBpu 2022 T.
MPOU3BOACTBEHUS NPOLEC HA KPaHUs NPOAYKT,
[IPY TpsbBa na npeaocTaBy ONBIHUTCIHN JaHHH
32 CHIIOCTABUMOCT M BIMIMPAHE.

3a ma moTBBpAY ehUKacHOCTTa U 0€30MaCHOCTTA HA 31 nexemBpu 2023 r.
BakcuHata Ad26.COV2.S COVID-19, IIPY TpsdBa
Jla mojaje OKOHYATEJIEH JOKJIad OT
PaHIOMHU3UPAHOTO, I1J1aIIe00-KOHTPOJIUPAHO,
3acIerneHo 3a HaOMroAaTest KIMHUYHO MMPOYyYBaHe
VAC31518COV3001.
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HPUJIOKEHMUE 111

JAHHU BBbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. NME HA JIEKAPCTBEHUSA ITPOAYKT

JCOVDEN nHXEeKIMOHHA CyCIIEH3Hs
Baxkcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOnHaHTHA))

2.  OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Enna mo3a (0,5 ml) ceappika He mo-manko oT 8,92 log;y nHQEKIMO3H! e TUHUII
Anenosupyc turn 26, komupani SARS-CoV-2 munoB riukonporens (Ad26.COV2-S)

ToBa JlekapcTBO ChIbpPIKa TEHETUIHO MOTUPHUIINPAHN OPTaHU3MHU.

3. CIIUCBK HA TIOMOIIHUTE BELLIECTBA

Onakoska ot 10 ¢rakona

TTomoIHY BelecTBa: 2-XUIPOKCHIPOTUII-B-IIUKIOCKCTPHH, TUMOHEHA KUCEITHHA MOHOXH/TPAT,
€TaHOJI, XJIOPOBOIOPOIHA KHUCENINHA, TIonucopOaT 80, HATPUEB XJIOPHU/, HATPUEB XUIAPOKCH]I,
TPUHATPUEB IIUTPAT JUXHUIPAT, BOJIA 32 MHIKCKIIMU. BYKTE JIMCTOBKATA 32 IOMBJIHUTEITHA
uHGOpMAITHSL.

OnakoBka ot 20 ¢rakoHa
[TomoriHy BemiecTBa: 2-XUAPOKCUIIPOIHII--IIMKIOAEKCTPHH, TUMOHEHA KHCEITMHA MOHOXHIPAT,

€TaHOoJ, XJIOPOBOJOPO/IHA KUCEINHA, mosmcopoat 80, HATPHEB XJIOPUJ, HATPUEB XHUIPOKCH]I, BOJA 32
MHKEKIMH. BUKTe TUCTOBKATA 3a JIONBJIHUTEIHA HH(DOpMAITHUS.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

HMHxek1roHHa CyCeH3Us
10 MHOr01030BH (pr1aKoHA
20 MHOT01030BH (hIIaKOHA
Bceku duakon cuappika 5 qo3u o 0,5 ml

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/JIAHE

MHTpaMyCKyIJIHO IPUIIOKEHHE
ITpenn ynorpeba mpouereTe JINCTOBKATA.
3a noBeue uudopmanus ckanupaire To3u QR kox mim mocerere www.covidl9vaccinejanssen.com.
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6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

‘ 7. APYI'U CHEIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

Bwx "T'onen no" 3a cpoka Ha TOTHOCT TpH chxpaHenwue mnpu -25°C mo -15°C.

3anuieTe HOBaTa AaTa HA U3TUYAHE HAa CPOKaA HA TOAHOCT Ipu chxpanenue mpu 2°C go §°C
(MaxcumaiHo 11 mMecerna): . 3auepTaiiTe mpeauIIHaTa 1aTa Ha U3THYAHE Ha CPOKa Ha
TOJHOCT.

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cexpansBa u TpaHcmoptupa 3ampasena mpu -25°C go -15°C.

Moxe na ce chxpanssa u Ha 2°C go 8°C 3a 11 mecena. 3anuiieTe HoBaTa JaTa Ha U3THYAHE HA CPOKA
Ha TOJHOCT.

He 3ampa3zsiBaiiTe mOBTOPHO clie]] pa3Mpa3siBaHe.

CoxpansBaiiTe GrakoHUTE B OpUTMHAIIHATA KAPTOHEHA OIMaKOBKa, 32 Jla ¢e Ipe/as3saT OT CBETIHHA.
3a morreTHUTEHA HH()OPMAITUS OTHOCHO CPOKa Ha TOAHOCT U ChXPAHEHUETO BUIKTE JIMCTOBKATA.

10. CHELOUAJIHU NPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

Jla ce u3XBBPJIM B ChOTBETCTBUE C MECTHUTE M3UCKBAHUS, OTHACSIIH € 32 (DapMalleBTUYHH
OTIIAIBIIN.

11. HUME U AJAPEC HA IIPUTE/XKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001
EU/1/20/1525/002

13. HNAPTHUIAEH HOMEP

ITapTuna:
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‘ 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHUI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Ipueto e ocHoBaHKe 1a He ce BKIOUM HH(popManus Ha bpaiinosa a3oyka.

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

JBynsmepeH 0apKo ¢ BKJIIOYEH YHUKAIECH HACHTU(HUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA MHOI'O1030B ®JIAKOH (5 103" 110 0,5 ML)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

JCOVDEN wunkeknus
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOuHaHTHA])
im.

2. HAYYH HA ITPUJIOKEHUME

HMHaTpamycKyTHO NPUIIOKEHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

5 mo3u 1o 0,5 ml

| 6. JIPYTO

[Hara/gac 3a U3XBBPIISHE
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b. IUCTOBKA
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JIncroBka: nuH(popManus 3a NOTpedUTENA

JCOVDEN uHkeKIMOHHA CycleH3us
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOuHaHTHA])
COVID-19 vaccine (Ad26.COV2-S [recombinant])

vTOBa JICKapCTBO MOJICKH Ha TOMBIHUTEIHO HabtoeHne. ToBa 11e M03BOIH ObP30TO
YCTaHOBSIBaHE Ha HOBa MH(OpPMAaIIMsA OTHOCHO Oe30macHOCTTa. MoXeTe Ja JaJeTe CBOS MMPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PEeaKIHs, KOSTO CTe MOMyYMIH. 32 HAauWHA Ha ChOOIIaBaHe Ha HEXEIlaH!
peakIny BIDKTE Kpas Ha TOUuKa 4.

IIpoueTeTe BHUMAaTEIHO LSLJIATA JIMCTOBKA, PEIN 1A ce BAKCHHHPATE, Thil KaTO TS ChAbP:XKAa

Ba:kHa 3a Bac ungopmanms.

- 3anazere Ta3u IUCTOBKA. MOXe /1a ce HAIOXKH J1a 5T TPOUYETETE OTHOBO.

- AKO UMare HIKaKBH JIOMBIHATEITHA BBIIPOCH, TTonuTaiiTe Bamus nekap, papmarest ninm
MEIUIMHCKA CEeCTpa.

- AKO TOJIyYHTe HAKAKBH HEXKEJIaHU peakilny, yBeaoMeTe Bamus iekap, GpapmaieBt nim
METUITMHCKA cecTpa. ToBa BKIIIOUBA U BCHUKH BH3MOXKHH HE)KEIaHU PEaKIINH, HEOTUCaH! B
Ta3u JUCTOBKA. BikTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kaxso npencrasnsiBa JCOVDEN u 3a kakBo ce U3M0JI3Ba
Kakso Tps6Ba na 3naere, npeau na Bu ce npuioxu JCOVDEN
Kax ce mpunara JCOVDEN

Bb3MoxkHM HEeXETaHU peakuu

Kak ce cpxpanssa JCOVDEN

ChabpkaHye Ha ONIAaKOBKATa W JOIIBIIHUTEIHA HHPOPMALIUS

AR S e

1. Kaxkgo npeacraiassa JCOVDEN u 3a kakBo ce N310J13Ba

JCOVDEN e BakcuHa, n3nonssana 3a npeanaspane or COVID-19, npuunnen ot Bupyca SARS-CoV-
2.

JCOVDEN ce mpwiara npu Bb3pacTH! Ha 18 u moBeue ToauHm.

Bakcunara cTaBa npuunHa UIMyHHaTa cCUCTeMa (€CTeCTBEHHUTE 3alIUTHH CHJIM Ha OpraHu3Ma) Ja
MIPOM3BEXKa aHTUTENA U CIIEIMATU3UPaHN Ol KPBBHU KJIETKH, KOUTO Ca HAaCOYEHH Cpellly BUpYyCa,
KaTo Taka ce ocurypssa 3amuTta cpeiry COVID-19. Huto eaHa oT chCTaBKUTE Ha Ta3W BAKCHHA HE
Moxxe fa npuunau COVID-19.

2. Kakso TpsadBa na 3Haerte, npeau Aa Bu ce npuioxkun JCOVDEN

He ce BakcuHupaiite, ako

- CTE QJIEPTUYHI KbM aKTHBHOTO BEIIECTBO MM KbM HSKOS OT OCTAHAINTE ChCTABKU HA Ta3H
BakcuHa (M30pOeHH B TOUKa 6)

- CTE UMaJI KPbBEH ChCUPEK, KOWTO € Bh3HUKHAI €THOBPEMEHHO C HUCKH HUBA Ha
TpoMOOLUTHTE B KpbBTa (CHHAPOM Ha TpomOo3a ¢ Tpombonmtonenus, CTT) caen karo cre
MOJTyYMIIH KOSITO U J1a € BakcuHa cpenry COVID-19.

- npeau Bu e mocraBsiHa Auarto3a CHHAPOM Ha HapylIeHa KanisipHa MPOITyCKINBOCT
(chCcTOSIHME, MPUYUHSBALIO H3THYAHE HA TEYHOCT OT MAJIKUTE KPHBOHOCHH CHIIOBE).

Ilpexynpeskaenus U npeanasHu MepKu
I'oBopere ¢ Bamus siekap, papmalieBT Wik MEIUIIMHCKA CECTpa, Mpeau Aa Bu ce npuioxu

JCOVDEN, ako:
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o HAKOra CTC MMaJikd TEXKKa aJICpruiHa pe€aKius CJICa MHKCKTHUPaHE Ha Ipyra BaKCHUHaA,

o HiAKOra CTC npuragain CJIea MHXCKIHA C Urja,

. uMaTe TeXKa MH(EKIMs, MpoTHYaIla ¢ BUCOKa Temmepatypa (Hazx 38°C). Obaue Moxke J1a ce
BaKCHHHUpPATE, aKO UMATe JICKO MOBHUINIEHA TEMITEPaTypa WK Jieka WHPEKIUs Ha TOPHUTE
JIUXaTEeTHA ITBTHIIA KaTO TPOCTYAA,

o umMare npo0JieM, CBbp3aH ¢ KbPBEHE WM HACHHSIBAHE WM MPHEMaTe aHTUKOAryJaHT (3a
MpeIoTBpaTsiBaHe Ha 00pa3yBaHETO HA KPbBHU CHCUPEIH),
o uMyHHata Bu cucrema He pyHKIMOHUpA 100pe (MMaTe UMyHEH Ae(UIINT) HIIH [TpUeMare

JIeKapCTBa, KOUTO OTCJIA0BAT IMyHHATA CUCTEMa (Harp. BUCOKHU JI03U KOPTUKOCTEPOU/TH,
MMYHOCYIIPECOPH WM IPOTUBOPAKOBH JIEKAPCTBA).

o uMarte pUCKOBHU (akTopHu 3a 0Opa3yBaHe Ha KPbBHHU ChCHPELU BB BEHUTE (BEHO3HA
tpomboembonust (BTE))

Kaxkro npu Besika Bakcuna, Bakcunupaneto ¢ JCOVDEN moske Aa He 3alllUTH HAIIbJIHO BCUYKU, KOUTO
s noiay4yaBat. He e U3BeCTHO KOJIKO JBJITO 1IE Tpae 3amuraTa npu Bac.

Hapyumenusi Ha KpbBTa

. Benoszna mpomooembonus: psanxo cien Bakcunaius ¢ JCOVDEN ca HaOnroaBaHu KpbBHU
ChCHpEIH BB BeHUTe (BeHo3Ha TpomboemOomust (BTE)).
. Cundpom na mpomooza c mpomooyumonenusn: Muoro psanko cien Bakcunaius ¢ JCOVDEN

¢ Ha0JIr01aBaHo 00pa3yBaHe Ha TPOMOU B KOMOMHAIUS C HUCKO HUBO Ha TPOMOOIIUTHUTE B
KpbBTa. TOBa BKIIFOUBA TEXKKH CIIy4au ¢ 00pa3yBaHe Ha TPOMOH, BKIIOUNTEITHO Ha HEOOMYaiiH!
MecTa, KaTo HalpuMep MO3bK, YepeH Apo0, YepBa U AajaK, B HIKOU CIydau ChIIPOBOJCHO C
KbpBeHe. Te3H ciydau ca HaCTBIIWIN Hali-Beue B PAMKHTE Ha ITbPBUTE TPH CEAMULH CIIE]
BaKCHHAIIUS U IIPH Juia o 60-roauiiHa Bb3pact. ChoOIIICH € cllydall CbC CMBPTEH U3XO/I.

. Hmynna mpomoéoyumonenus: MHOTO PSIKO ca ChOOIIaBaHU MHOTO HUCKH HUBA Ha
TpOoMOOLUTHTE B KPBBTA (MMyHHA TPOMOOLIMTONIEHHS ), KOUTO MOTaT 1a ObaT CBbP3aHU B
KbpBeHE, 0OMKHOBEHO Mpe3 MbpBHUTE YeTHpH ceaMuiiu cie BakcuHauusi ¢ JCOVDEN.

HOTT)pCCTe He3a6aBHO MCIUIMHCKA IIOMOII, aKO IMOJIYYUTE CUMIITOMU, KOUTO MOT'aT Aa Ca IMMpU3Halu
Ha HapyIICHHUs Ha KPBBTA: TEXKKO WM YIIOPHUTO ITIaBOOOJIHE, IbPUOBE (IPUIaIbLIN), IPOMEHH B
NICUXUYHUSI CTaTyC WK 3aMBIIIEHO 3peHue, HEOOICHUMO KbpPBEHE, aKo 0e3 MpUirHa ce 00pa3yBar
CHHHWHH 110 KOXXaTa U3BBH MACTOTO Ha MHIKCKTUPAHC, KOUTO CC MMOABABAT HAKOJIKO AHU CJIC]
BAaKCHUHALIMATA, TOYKOBUIHU KPBIJIM NIETHA U3BBH MSICTOTO HAa MH)KEKTUPAHE, aKo CE MOSIBH 3ayX,
Oonka B TpbIHMA KOII, 00JIKa B Kpaka, OTOK Ha Kpaka, I yrnopuTa 0onka B kopema. MHdopmupaiite
Bamus nexap, ue Hackopo cre Bakcunupanu ¢ JCOVDEN.

CuHIpOM HA HApYIIeHa KANMMJIAPHA MPOIYyCKJINBOCT

Cro01maBa ce 3a MHOTO PEJIKH CIy4ad Ha CHHIPOM Ha HapylieHa KanmisipHa nponyckiauBocT (CHKIT)
cnen Bakcuaupane ¢ JCOVDEN. Ilone exuH 0T 3acerHatuTe MalMeHTH € UMall AMarHo3a CHHAPOM Ha
HapylIlIeHa KalWwIgpHa MPOITyCKJINBOCT B MUHANIOTO. CHHAPOMBT Ha HapyllIeHa KanwiIgpHa
HPOITYCKJIMBOCT € CEPUO3HO, MOTEHINAIHO (PaTaaHO CHCTOSHUE, IPEIN3BUKBAIIO U3THYAHE HA
TEYHOCT OT MAJIKUTE KPHBOHOCHU CHJI0BE (KaIMWIAPH ), KOETO BOJH 10 OBp30 MOTyBaHE Ha PBIIETE U
Kpakarta, BHE3aITHO HaJIaBaHe Ha TEIJIO U ycelane 3a cnadocT (HUCKO KpbBHO Haysirane). Ilorepcere
He3a0aBHO MEIUIMHCKA IOMOIII, aKO pa3BUETE TE3H CUMIITOMHU B THUTE CJIe]l BAKCHHALMTA.

HeBposoruunu HapymeHus

. Cunopom na Guillain-Barré
[Horbpcere He3a0aBHO METUIIMHCKA ITIOMOII, aKO pa3BUETE CIA0OCT U Mapajiu3a B KpalHUIINTE,
KOUTO MOTraT Jia mporpecupar 1o repaute u aunero (Cunapom Ha ['unen-bape, CI'b). Toga ce
crobmraBa MHOTO psiko cien BakcuHarms ¢ JCOVDEN.

. Bv3nanenue Ha cpbOHaAUHUA MO3BK (MPAHCEeP3aieH Mueium,)
[HorbpceTe He3a0aBHO METUIIMHCKA IIOMOIII IIPH IOsIBa HA c1aboCT Ha PhLETE WM KpakaTa,
KaKTO U Ha CUMIITOMHU, CBbpP3aHU CbC CCTUBHOCTTA (KaTO MpaBYy4KaHEC, U3TPBIIBAHE, 0oJIKa WA
3ary0a Ha ycemniane 3a 00JKa) WK MpoOJIeMH ¢ QYHKIUATA Ha TUKOYHHS MEXYp WJIH YepBara.
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3a BBp3NANICHUE HA TPHOHAYHHSA MO3BK C€ CHOOIaBa MHOTO PSAAKO CJIE/ BAKCHHALIUS C
JCOVDEN.

Puck oT MHOro peaku chouTHS cjieq Oycrep 103a
PuckbT oT MHOTO penku chONTHS (KaTo HApYIICHUS HA KPHBTa, BKIIOYUTEITHO CHHPOM Ha TpoM003a
¢ tpombormronenus, CHKII u CI'B) cinen 6yctep noza ¢ JCOVDEN e Hen3BecTeH.

Jlena ¥ IOHOIIH

JCOVDEN He ce npenopbuBa Ja ce u3noisna npu aena noj 18 rogunu. Ilonacrosiiem auncea
JocTaThuHO HH(popMalus oTHocHO ynorpebdaTa Ha JCOVDEN npu nenia u roHoIwm o 18-roguiinxHa
BB3pACT.

JApyru nekapcrea u JCOVDEN
Tpsi6Ba na kakeTe Ha Barms jgekap win GapmaieBT, ako preMare, HACKOPO CTE MPUEMANTH HUITH €
BB3MOJXKHO J1a TIpUeMaTe JPYTH JIeKapCTBa WM BAKCHUHH.

BpemeHHOCT M KbpMeHe

AKo cTe OpeMeHHa MM KbPMHUTE, CMSTATE, Y€ MOXKe Jja CTe OpeMEeHHa WM TUIaHupaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap, GpapManeBT Hid MEAUIMHCKA cecTpa npeau na Bu 6bae npuioxena
Ta3M BaKCHHA.

Ilo¢pupane u padéora ¢ MaIIMHK

Hsikon ot Hexxenanure peakiuu Ha JCOVDEN, u36poenu B Touka 4 (Bb3MOKHN HEXKeNaHH PEaKIUH),
MOYKe BPEMEHHO Jia TIOBJIHSIAT criocoOHocTTa B 3a modupane uinn padora ¢ mamuau. M3uakaiite
TE3U peaKlny 1a OTMHHAT, IPpeau Aa modupaTe U padoTuTe ¢ MALIHHU.

JCOVDEN cbabp:xa HaTpmii
ToBa jekapcTBO ChABPIKA MO-MaJIKo 0T 1 mmol Hatpuit (23 mg) Ha mo3a 0,5 ml, T.e. MOXKEe Ja ce Kaxe,
Ye MPAKTUYECKU HE ChIbpIKa HATPUH.

JCOVDEN cbabp:ka eTanoJ

ToBa JlekapcTBO ChIBPKA 2 Mg anKoXoJ (eTaHoxI) BBB Besika go3a oT 0,5 ml. KonmnvectBoTo Ha
€TaHoJIa B TOBA JIEKAPCTBO € CKBUBAJICHTHO Ha Mo-Maiko oT 1 ml 6upa uiam BuHO. MankoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HSAMA J]a UMa HAKAKBU 3a0€1eKUMU €PEKTH.

3. Kak ce npuiara JCOVDEN

Bammsar JICKap, (bapMaueBT WM MCAUIIMHCKA CECTpa € NHIKCKTHUPAT BAKCUHATA B MYCKYII -
OOMKHOBEHO B ropHaTa 4acCT Ha pbKaTa.

Konxo BakcHHa 1m1e moJjy4yure
3a mppBUYHA BaKCHUHANNSA e HHXKeKTUpa eaunandHa no3a (0,5 ml) JCOVDEN.

Bycrep no3a (Bropa noza) JCOVDEN mosxke aa ce MpuiIoky Hai-MajKo 2 Meceua cliell IbpBHYHaTa
BaKCHHAIU MPH JIMIA Ha Bb3pacT 18 U mosede roguHM.

JCOVDEN Moske na 0bJie IPUIIOKEHA KaTo eqUHIYHA OycTep /103a Ha OTTOBAPSIIM HAa M3UCKBAHUATA
JUIIa Ha BB3pacT 18 u moBede roAnHM, 3aBHPIIWIN TBPBUYHA BakcuHAIUs ¢ 0100peHa nPHK Bakcuna
cperry COVID-19 unu Bakcuna cperry COVID-19 na 6a3ara Ha aneHOBUpYCeH BekTop. IHTEepBaTbT
3a Mpujlarane Ha OycTep /103aTa € ChIIUAT KaTo pa3pelleHus 3a OycTep J03aTa OT BAaKCUHATA,
W3II0JI3BaHA 32 ITbPBUYHA BAaKCHUHAIIUS.

Crnen vHXeKTHpaHeTo BamusT nekap, hapManeBT Wi MeJUIMHCKa cecTpa e Bu HaOmonaBar 3a
OKOJI0 15 MUHYTH 3a MPU3HAIM HA alepTUYHA PEaKIIHsl.
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AKO MaTe HSIKaKBHU JIOITBJIHUTEIHN BBIIPOCH, CBBP3aHH € YOTpebara Ha Ta3u BaKCHHA, IONHUTATEe
Bammus nekap, papManeBT WM MEIULIMHCKA CECTpa.
4. Bb3MOKHU HexkeJIaHU peaknuu

Kaxro Bcuuku Bakcuan, JCOVDEN Moske na mpenn3BHUKa HEXKEIaHU PEAKIIMH, BBIIPEKU Y€ HE BCEKU
ru noiy4daBa. [ToBe4eTo OT HEKETaHUTE PEAKLIMU CE MOSBABAT | WM 2 THU CJIE BAKCUHUPAHETO.

IToTspcere He3a0aBHO MEIUITMHCKA TTOMOII, aKO B pAMKHUTE Ha 3 CEIMMUIIM CJIE]] BAKCUHAIIAATA
MTOJIYIHUTE HAKOM OT CJIICTHUTE CUMIITOMH:

. MOJIYYUTE TEXKKO WM YIOPUTO II1aBOOOJIKE, 3aMbIJICHO 3pSHHE, IIPOMEHH B TICUXUYHHUS CTaTyC
WM TBPYOBE (IPUTIATBIIH);

. pasBuere 3aayX, 00JKa B TPBIHUS KOIII, OTOK Ha KpaK, 00JIKa B KpaKka WU YIOpUTa 0OKa B
KOpeMma;

. 3a0enexxuTe HeOOWYaHN CHHIHHM 10 KOXKaTa WA TOYKOBUIHU KPBIJIH NIETHA, U3BBH MICTOTO

Ha BaKCHHaIlus.

[MoTbpceTe cnemHa MeIUIIMHCKA TOMOII, aKO MOJIYYUTE CHMIITOMH Ha TEKKa aleprHyHa PeaKIusl.
TakuBa peakliu MOKe JIa BKJIIFOYBAT KOMOWHAIIUS HA HSKOU OT CICTHUTE CUMIITOMHU:
NpUMAIISIBAaHE WK CBETOBBPTEXK

MPOMEHHU B ITyJica

3ayX

CBUPKAIIIH XPHUIIOBE

MOJJyBaHe Ha YCTHUTE, JIULETO WM I'bPIIOTO

YPTHKapUs Ui 00puB

raJicHe WM TOBPbIIaHe

cTomarHa 0oJKa.

CJ'Ie,Z[HI/ITG HCXKCJIaHU PCAKIIUU MOKC a Bb3HHUKHAT CJIC IMMPUIIOKCHHUCTO HAa Ta3u BAKCHHA.

MHoro 4yecTu: MOXe J1a 3acerHat nosede ot 1 Ha 10 gymmu
riiaBoOoJme

rajicHe

MYCKYJTHH OOJIKH

00JIKa Ha MACTOTO HAa MH)KEKTHpaHe

yCellaHe 3a CUIIHA yMopa

YecTu: Moxe ga 3acersar fo 1 Ha 10 xymm

L4 3a4CPBABAHC HA MACTOTO HA MHIKCKTUPAHC
L4 MOAYBAHC HAa MSACTOTO HAa MHIXCKTUPAHC

L4 CTYACHU TPBIIKU

[

IMMOBHUIICHA TEMIICPATYypa

Heuectu: moxe na 3acersat 1o 1 va 100 npymu
o0puB

CTaBHH OOJIKH

MYCKyJTHa c1abocT

0oJKa B pBIIETE WK KpaKaTa
ycelane 3a cabocT

ycelaHe 3a 0010 Hepa3oJI0KEHIE
KalllIyIa

KHUXaHe

BB3MAICHO I'BPIIO0

Oonku B repba
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TpemnepeHe
IAapus
IOBpBIIIAHE
3aMaliBaHe

Penxu: moxe na 3acersat a0 1 nva 1 000 qyum

aJlepruyHa peaxmuus

ypTUKapUs

NPEKOMEPHO MOTEHE

noayTH TUM(HU BB31H (MUM(aaeHOaTHS)

HeoOMYaifHO ycelIaHe 1Mo KoXara, KaTo HapuMep W3TPBhIIBaHE WM MpaBy4KaHe (IapecTe3ns)
HaMaJIeHO yCeLIaHe 3a JOIUP MM CETUBHOCT, OCOOCHO Ha KOXKaTa (XUIIEeCTE3Hs)

MOCTOSIHEH IIYM B YIIUTE (THHHUTYC)

KPBBHU ChCUPEIN BHB BeHHTE (BeHO3HA TpoMboembomnus (BTE))

BpPEMEHHO, OOMKHOBEHO €HOCTPaHHO YBHUCBAHE Ha JIMLETO (BKIIOYUTENIHO Napann3a Ha ber)

MmHoro peaxu: Mmoxe fa 3acertar 70 1 Ha 10 000 gymmu

o KPBBHHU ChCHPEIIH, YECTO Ha HEOOWYaliHN MecTa (Hamp. MO3bK, YepeH Jpo0, yepBa, JajiaK) B
KOMOMHALUS ¢ HICKO HUBO HA TPOMOOLIUTUTE B KPBBTA.
o CEPHO3HO BB3MAaJICHNE HAa HEPBUTE, KOETO MOXKE J1a IPUYNHHM Napajin3a U 3aTpyJHEHO IUIIaHe

(cunapom Ha ['unen-bape (CI'b))

C Hen3BeCTHA 4eCTOTA (OT HaAJIWYHUTC JaHHHU HC MOXKE Ia 6”[),[[6 HaIrpaBCHa OI_IGHKa)

o TEXKa aJIepTUYHA PEAKIIHS

o CHH/IPOM Ha HapyllleHa KausipHa MPOMYyCKINBOCT (ChCTOSHUE, TPUUMHABAIIO H3THYaHE HA
TEYHOCT OT MAJKUTE KPhbBOHOCHHU CHIOBE)

o HHUCKH HUBA Ha TPOMOOLIMUTHUTE B KPBBTa (MIMyHHa TPOMOOLIMTOIIEHHS ), KOETO MOXeE Aa ObJe
CBBP3aHO C KbpBeHe (BWXKTe Touka 2, "Hapymenus Ha kppBTa").

o BB3NANICHUE HA TPHOHAYHHS MO3BK

o BB3MAJICHHE HA MAJIKUTE KPHBOHOCHH ChJIOBE (BACKYJIUT HA MAaJIKUTE ChJIOBE) C KOKEH 0OpHB -
MAaJIKH YEPBEHU WIN JINJIaBH, IIJIOCKH, KPBIVIA IIETHA O] IOBBPXHOCTTA HA KOXKATa WIN
CUHHHH.

Kaxete na Bamms JICKap, (bapMaueBT WM MEANIMHCKA CECTpa, aKO UMATC HAKAKBU HEKCIIaHU
pCaKkuun, KOUTO Bu MNPUTCCHABAT WK HC IPCMHUHABAT.

Chol01maBaHe Ha HesKeJIAHH PeaKIuu

AKO MoNyyHTe HIKaKBH HEXEJIaHU JICKApCTBEHU peaklyy, yBeaomere Bamus nekap, papmanesT nnn
MEIUIMHCKA cecTpa. ToBa BKIIIOUBAa BCUYKU BB3MOXKHU HEONMCAHU B Ta3U JIMCTOBKA HEXKeJaHH
peakiy. MoxkeTe ChIIo a ChOOIIUTE HEeXKENaHH PEeaKIMy JUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 32
cboO1IaBane, mocoueHa B [lpunoxxkenue V, kato BKIIOUNTE NapTUAATa/IAPTUAHUS HOMED, aKo ca
HanuaHu. Kato cpoliiaBare HexXeIaHu peakuy, MOXKETe Ja JaJleTe CBOS NPUHOC 3a MOJy4YaBaHe Ha
noBeve HHPOPMAIHsi OTHOCHO OE30MAaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kaxk na coxpansaBate JCOVDEN
CoxpaHsBaiiTe Ta3u BaKCHHA Ha MSACTO, HEJIOCTHITHO 32 JIeTla.
CroxpansiBaiiTe (h1akoHa B OpUTHHATIHATA KAPTOHEHA OMAKOBKA, 32 JIa ce MPeAINasu OT CBETJINHA.

Bammsar JICKap, (l)apMaL[GBT WM MCAUIIMHCKA CECTpa Ca OTTOBOPHU 3a CbXPAHABAHCTO HA Ta3U
BaKCHHA U IMMPAaBUIIHOTO U3XBBHPJIAHEC HAa HCU3IIOJI3BaHUA IIPOIYKT.
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[la ce cpxpaHsaBa 1 TpaHCHOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTaTta Ha U3THYaHE HA CPOKA Ha
TOAHOCT NpH cbxpaneHue npu -25°C no -15°C e orneuaTan BbpXy (piiaKoHa M BHHIIHATA KAPTOHEHA
omnakoBka cien "EXP/T'oxen no:".

Bakcunara e rotoBa 3a ynorpeba ciex pa3mpassiBane. BakcuHaTta Moke Jja ce 1ocTaBs 3aMpa3eHa
npu -25°C no -15°C nnum pazmpasena npu 2°C go 8°C.

Koraro e cpxpansBana 3ampaseHa npu -25°C no -15°C, BakcuHaTa MoKe 1a ce pa3Mpasu uiu npu 2°C

1o 8°C, wn npy CTaliHa TeMIepaTypa:

. npu 2°C o 8°C mie ca HeoOxoauMu npubau3uTenHo 13 yaca 3a pasmMpassiBaHETO HAa KApTOHEHA
omakoBka ¢ 10 win 20 ¢iiakoHa, a 3a pa3Mpa3ssBaHEeTO Ha eMH (HIAKOH Il ca HEOOXOTUMHU
MpUOIU3UTENTHO 2 yaca.

o Ipu cTaifHa TemnepaTypa (Makcumanto 25°C) me ca HeoOXoJuMH NPUOIN3UTENHO 4 yaca 3a
pa3mpassBaHeTo Ha KapToHeHa onakoBKa ¢ 10 uinu 20 ¢gnakoHa, a 3a pa3MpaszsaBaHETO HA eIUH
(haKoH 111e € HeoOX0AUM IPUOIU3UTEIHO 1 Yac.

CJ'IG,Z[ pa3Mpa3saBaHC BAKCHHATA HE Tpﬂ6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.

BakcuHata MOke CBITIO Taka Jia ce ChXPaHsBa WK TpaHCcHopTHpa B xianuiaHuk mpu 2°C go 8°C 3a
eaHokpaTeH nepuoA 1o 11 mecena, kato He TpsiOBa J1a ce U3MOI3BA ClIe]] TbpPBOHAYAIHATA 1aTa Ha
n3tnyane Ha cpoka Ha ronHocT (EXP/T'onen no:). Cnen nmpemecTBane Ha IPOAYKTa OT YCJIOBHS Ha
cbxpanenue npu 2°C go 8°C akTyanu3upaHaTa JaTta Ha U3THYaHe Ha CPOKa Ha TOJIHOCT TpsiOBa 1a ce
oTOeNexKH Ha BHHITHATA KAPTOHEHA OMTAaKOBKA W BAKCHHATA TPSIOBA J]a ce M3II0JI3Ba WIIK JIa Cce
M3XBBPIH [0 Ta3M farta. [IppBoHavyanHaTa 1aTa Ha U3TUYAaHE HA CPOKA Ha TOAHOCT TPsiOBa Aa ce
3aueprae. Bakcurara Mmoxe na ce Tpancrnoptupa u npu 2°C no 8°C, ako ce OCUTYPST HOIXOISAITUTE
YCIIOBHS Ha ChXpaHEHUE (TeMIeparypa, Bpeme).

6. Cpbabp:kaHue HA ONAKOBKATA M JOMbJIHUTEIHA HHpopManus
Kakso cpabp:xka JCOVDEN
° AKTHUBHOTO BEILLIECTBO € aficHOBUpYC TUN 26, koaupam SARS-CoV-2 mumnos

rakonpotenH*(Ad26.COV2-S), He mo-mainko ot 8,92 logl 0 undekimo3nu eauauny (Inf.U)
BBB Beska j03a ot 0,5 ml.
* IIpomsBenena B kierbuHa JuHUs PER.C6 TetR u upes pekomObunantna JJHK texnomorus.

To3u IpOaYKT ChbpKa reHeTUIHO Mouduuupanu opranuzmu (IMO).

o Hpyrure cbecTaBkH (IOMOIIHY BEIIECTBA) Ca:

- OmnakoBka ot 10 diakona: 2-xuapoxcunponui-f-uukiogekctpun (HBCD), numonena
KHCEITMHa MOHOXHJIPAT, €TAaHOJI, XJIOPOBOAOPOIHA KHCENnHa, oircopoar 80, HaTpues
XJIOpUJ, HATPUEB XHUJIPOKCU, TPHHATPHUEB LIUTPAT AUXUAPAT, BOJA 32 MHIKEKINHU (BIKTE
touka 2 ,,JCOVDEN cpabpxa Hatpuii* u ,,JCOVDEN cbabpxka eraHon ).

- OmnaxkoBka ot 20 ¢urakoHa: 2-xuapokcunponmwi-p-iuknoaekctpud (HBCD), numoHeHa
KHCEIIMHa MOHOXHJIPAT, €TaHOJI, XJIOPOBOJOPOIHA KHCEIHHA, oircopoar 80, HaTpues
XJIOpH]I, HATPUEB XUAPOKCH, BoJa 3a HHKeKIuH (BrxkTe Touka 2 ,,JCOVDEN cbabpxa

X33

Hatpuii“ 1 ,,JCOVDEN cbabpika eTaHon").
Kaxk m3rnexna JCOVDEN n kakBo ChbABPKA 0NIAKOBKATA
Umxexkunonna cycnensust (mmkeknus). CycrnensusTa e 6e31BeTHa A0 0le0XbiTa, OMCTpa A0 CUITHO

onanecuentHa (pH 6-6,4).

2,5 ml cycnien3ust B MHOT0/1030B (pi1akoH (cThKIIO Tun [) ¢ ryMeHa 3amyIanka, aryMrHEeBa OOKaTKa U
CHHBO IIJIaCTMACcOBO Karnaue. Beeku duakon cpabpxka 5 mo3u mo 0,5 ml.

JCOVDEN ce npemiara B onakoBka, cbabpikaia 10 MHOromo308u ¢akoHa.
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He Bcuukn BHUOOBC OITAKOBKHM MOrarT aa 6’B,Z[aT IMyCHATH Ha I1a3apa.

IIpuTexaTes Ha pa3pelIeHHETO 32 YNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrusa

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKATTHUA

NPENCTaBUTEN Ha TIPUTEKATENSI Ha Pa3pelIeHHETOo 3a yrnorpeda:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

+JkoHCBH & JxoHchH Bearapus” EOO/J]
Ten.: +359 2 489 94 00
jisafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282
jacdk@its.jnj.com

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EALada
Janssen-Cilag ®oppokevtikr A.E.B.E.
TnA: +30 210 80 90 000

Lietuva

UAB "JOHNSON & JOHNSON"

Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300



Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bopvépoc Xotinravayng Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
lv@its.jnj.com

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o0.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

I[aTa Ha MOCJECIHO NMpepasrjaeKaaHne Ha JIMCTOBKaTa

Tas3u BakcuHa € pa3pelieHa 3a ynotpebda o T. Hap. cxeMma ,,pa3periaBade mnoj ycuosue™. ToBa

O3HaydaBa, 4€ 3a Ta3u BaKCHMHA CC O4YaKBaT AOIIBJIHUTCIIHU JAHHMU.

EBporneiickaTa areHIus 1o jeKapcTBaTa e U3BbpPIIBaA MPerjel Ha HoBaTa HH(GOPMAITUS 3a Ta3H

BaKCHHA IMOHC BEAHBX 'OAWIIHO U Ta3u JIMCTOBKA CbOTBETHO 1€ CC aKTyaJIu3upa.

Ckanmnpaiite QR koja no-gomny (Haqu4eH U BbpXy KapToHeHaTa onakoBka U QR kaprara), 3a ga

IMMOJIYYUTC JIMCTOBKA HA pa3JIMYHU C3ULH.
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W mocerere URL: www.covid19vaccinejanssen.com

JApyru u3rouynnum Ha uHGopManus
[Hoxpobna nHdopmanys 3a TOBa JEKapcTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBponeiickara areHuus
10 JIeKapcTBaTa: http://www.ema.europa.cu.

Tasu nuctoBka e Hann4yHa Ha Bcuuku e3un Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JIeKapcTBaTa.

INocouyenara no-no1y uHGopManus e NpeJHaA3HAYeHa CaMO 32 MEAMIUHCKH CIICHHATUCTH:

o KakTo Bcnuky WHXEKIMOHHHM BaKCHHH, TPSIOBa BUHATH J]a Ma Ha Pa3NoJI0KEHUE MTOIXOASII0
JedeHue 1 HaOoIeHNe B cilydail Ha aHa(MIIaKTUYHA PEaKIys ClIe/ IPUI0KEHHE Ha
JCOVDEN. Cnen BakcuHUpaHe XopaTa TpsOBa Jia ce IpocieasBaT 0T MEIUIIMHCKH CIICLHATIHCT
B IPOABIDKEHNE HA Hal-Manko 15 MuUHYTH.

. JCOVDEN ne TpsiOBa 1a ce cMecBa ¢ ApyrH JEKapCTBEHU MPOAYKTH WIH Pa3pekia B eHa U
Chlla CIIPUHIIOBKA.

o JCOVDEN He Tps6Ba 11a ce mpuiiara 4pe3 BbTPechI0Ba, UHTPABEHO3HA, TOAKOXKHA UITH
MHTpaJlepMallHa HHXEKLUS IPH HUKAKBU O0CTOSITENICTBA.

o NmynusanusTa TpsOBa Aa ce U3BBPIIBA CAMO Ype3 HHTPaMyCKYyJIHA MHXKEKIINs, 3a
NpeANoYnTaHe B ICITOUAHNS MyCKyJl Ha TOpHAaTa 4acT Ha pbKara.

o [Ipu npunoxeHue Ha BCAKA MHKEKIHMA MOXe Jja Bb3HUKHE CUHKOI (IIpUNaiaHe), BKIFOYUTEIHO

u ¢ JCOVDEN. Tps6Ba aa ce pasmnoiiara ¢ IporeaypH 3a IpeAoTBpaTsIBaHe Ha HapaHsIBaHE MPH
MajiaHe W 3a OBJIAJIBAHE HAa CHHKOIAIHY PEAKIIUH.

IIpocnenumoct

3a Ja ce HOI[O6pI/I IpocCICANMOCTTA Ha OHOJIOTHYHUTE JICKApCTBCHU MMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha MMPUIIOKCHUA IPOAYKT TpSI6Ba SICHO Ja C€ 3aIlIMCBar.

Vkazanus 3a OPUITOKECHNE 1 pa60Ta:

C Ta3u BakcuHa TpHGBa aa pa6OTI/I MCIUIIMHCKHU CIICHIHUAJINCT, KaTO U3II0JI3Ba aCCIITHYHA TCXHHUKA, 3a
Jla Ce OCUTYPH CTEPUIIHOCT Ha BCSIKA 703a.

[a ce cexpansBa u Tpancmoptupa 3ampasena mpu -25°C no -15°C. Jlarara Ha u3THYaHEe Ha CpOKa Ha
TOJIHOCT TpHu chxpanenue npu -25°C 1o -15°C e oTneuaTan BpXy (pjiakoHa U BhHIIHATA KApTOHEHA
omakoBka cien "EXP/T'ogen no:".

Bakcunara e roroBa 3a ynorpe0a ciies pa3mpassiBane. BakciHaTa MoKe Jla ce IocTaBs 3aMpa3eHa
mipu -25°C mo -15°C unm pasmpazena mpu 2°C mo 8°C.

Koraro e cpxpansBana 3ampazena npu -25°C no -15°C, BakcuHaTa Moe /1a ce pazMpasu win npu 2°C

no 8°C, i TIpH CTaifHa TeMIiepaTypa:

. mipu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOIU3UTENIHO 13 yaca 3a pa3Mpa3ssBaHETO Ha KapTOHCHA
onakoBka ¢ 10 niu 20 ¢gnakoHa, a 3a pa3Mpa3saBaHETO HA eUH (DIAKOH IIe ca HeOOXOAUMHU
NpUOTU3UTETHO 2 Yaca.

. npu cTaiiHa Temrepatypa (Makcumanto 25°C) me ca HeoOX0AUMH MPUOIN3UTENHO 4 Yaca 3a
pasmpassBaHeTO Ha KapToHeHa ornakoBka ¢ 10 mm 20 dakoHa, a 3a pa3mMpassBaHETO Ha €IH
(akoH mie e HeoOXoaUM NPUOIM3UTENHO 1 yac.

Crien pa3mpassiBaHe BakcHHATa He TPOBa Jia ce 3aMpa3siBa OTHOBO.

Bakcunara Moske CBIIO Taka /1a ce ChXpaHsaBa WM TpaHCIOpTHpa B xuamuHuK npu 2°C o 8°C 3a
eHOKpaTeH nepuon 1o 11 mecena, kato He TpsiOBa Jja ce U3MOJI3BA CIe]] IbPBOHAYAIHATA JaTa Ha
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n3tnyane Ha cpoka Ha ronHocT (EXP/T'onen no:). Cnen mpeMecTBane Ha IPOAYKTa OT YCJIOBHS Ha
cbxpanenue npu 2°C go 8°C akTyanu3upaHaTa JaTa Ha U3THYaHE Ha CPOKa Ha TOIHOCT TpsiOBa 1a ce
oT0OeneXy Ha BbHIITHATA KAPTOHEHA OIIAKOBKA 1 BAKCHHATA TPSAOBa J1a ce U3I0JI3Ba W Ja ce
U3XBBPJIN JI0 Ta3u jata. [IbpBoHayanHaTa gaTa Ha U3TUYAHE HA CPOKA HAa TOIHOCT TpsiOBa 1a ce
3aueprae. BakcuHaTta Moxke Aa ce Tpancnoptuapa u npu 2°C go 8°C, ako ce OCUTypsAT NOIXOASAIINTE
YCIIOBUS Ha ChbXpaHEHUE (TeMIIepaTypa, Bpeme).

CBXpaHﬂBaﬁTe q)HaKOHI/ITe B OpUTr'MHAJIHATAa KapTOHCHA OIIaKOBKaA, 34 Ja CC NPCANas3siaT OT CBCTINHA U
3a Ja C€ 0oTOCNEXKU CPOKBT HAa T'OAHOCT IIPU PA3JIMYHUTC YCIIOBUS HA CbXPAHCHHUC, AKO € IPUIIOKHUMO.

JCOVDEN e 6e31BeTHa 10 010K bITa, OMCTpa 10 CUITHO OnayieciieHTHa cycrensus (pH 6-6,4).
[Ipenu npunoxeHneTo BaKCHHATA TPSAOBA J1a Ce MPOBEPH BH3YaTHO 33 HATMYKE HAa BUIUMU YaCTHIIH
WK IpoMsiHa Ha 11BeTa. [Ipenu npuioxenue (pIakoHBT TPSAOBA J1a € MIPOBEPH BU3YAIHO 3a HAJTUYNC
Ha MyKHAaTUHU WX HAKAKBU IIPOMCHU BbB BbHIIHUA BHU/, HAIIP. IPU3HAIIA HA OTBApsHE. He
npujiaraiiTe BAKCMHATA TIPY HAIMYKE HA TAKHBA MPU3HAIIM.

[Ipenu npunaraHe Ha 7033 OT BAKCMHATA BHUMATEIHO 3aBbpTETE (PJIaKOHA B U3MPABEHO MOJIOKECHHUE B
npoabkenue Ha 10 cexkynau. [a He ce paskiama. 3nomn3BaiTe cTepruiba Uria u CTepuiIHa
CIIPUHIIOBKA, 32 JIa U3TEeTINTe eAMHNYIHA 1032 OT 0,5 ml 0T MHOT01030BHS (PIIAKOH, KAaTO sI IPHIIOKUATE
caMo Ype3 UHTPAMYCKYJTHA HHKEKITUS B JENTOUIHUS MyCKYJI HAa TOPHATA YacT Ha phKara.

OT MHOTO/1030BUs (hJTAKOH MOXKE JIa Ce M3TETJIAT Hail-MHOTO 5 103u. M3XBBHpIieTe ocTaHanara BbB
(hakoHa BaKCHHA ClIe/] U3TETIITHE Ha 5 103U.

Cren mppBOTO MyHKTHpaHe Ha (h1akoHa BakcuHata ((hrakoHa) Moxe aa ce cbxpansBa mpu 2°C no §°C
10 6 yaca WM Ha cTaiiHa Temneparypa (MakcumanHo 25°C) 3a efHOKpaTeH Mepuoa A0 3 Jaca.
W3xBbprere (akoHa, ako BAaKCHHATA, HE € M3I0JI3BaHa B PaMKHUTE Ha To3U nepuo. Ciel mbpBOTO
NYHKTUpaHe Ha (JlakoHA BEPXY €THKETa Ha BCEKH (DJIAKOH 3aluIIeTe aTaTa | 4aca, KOraTo (JIaKOHBT
TpsiOBa J1a ce U3XBBPIIH.

H3xBBpasiHe
Hewnsnon3Banara BakcrWHa WK OTHAABYHUTE MaTepHalIK OT Hesl TPSAOBa Jla ce U3XBBPIIT B

CBOTBECTCTBHUEC C MCCTHUTC YKa3aHUA 3a Q)apMaHeBTI/I‘IHI/I OTHaabIIH. HpI/I C.Hy‘-IElfIHO pa3iMBaHC
MACTOTO TpSI6Ba Ja ce ):[eSI/IH(i)GKL[I/Ipa CbhC CpCACTBA C BUpUIIUJHA aKTUBHOCT CPCILy aACHOBUPYC.
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