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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. HNME HA JIEKAPCTBEHUSA ITIPOAYKT @b

JCOVDEN HHXeKIMOHHA CYCTIEH3HS &Q
Bakcuna cpeuary COVID-19 (Ad26.COV2-S [pekomOnHaHTHA)) O
COVID-19 vaccine (Ad26.COV2-S [recombinant]) $

o

2. KAYECTBEH U KOJIMYECTBEH CbCTAB O)

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

N

Enna no3a (0,5 ml) ceappika:
Anenosupyc turn 26, konupant SARS-CoV-2 munos (spike) FJII/IKOH&H* (Ad26.COV2-S), ue no-
Maiiko oT 8,92 log;y nadexunosnu eaununu (infectious units, Inf.U%

* IIponsBenen B knervuna uHUA PER.C6 TetR u upes peko anTtHa JIHK TexHomorus.

To3u npoayKT chaAbpKa FEHETUYHO MOAUDULIUPAHH opraﬁnw MO).
ITomMoNIHY BEIECTBA ¢ U3BECTHO ACUCTBHE Q/

~2*

Bceska no3a (0,5 ml) cpapprka npubausurento 2 m@aHon.

3a IIBJIHNSA CIIMCHK HA ITOMOIIHUTE BEIECTBA By®e TOYKa 6.1.

Q

3. JIEKAPCTBEHA ®OPMA ,@
J

WHXeKIMoHHa CyCIIEH3Us (I/IH)KCKfEI/@

besuperHa 10 OaeI0XKBITA, 6I/Xp\a JI0 CHJTHO omasectieHTHa cycnensus (pH 6-6,4).
4. KJIMHUYHU I[@U/l
4.1 TepaneBan@)KamHnﬂ

JCOVDEN e noga3zana 3a akThBHa UMyHu3a1us 3a npesenius Ha COVID-19, npuunnen ot SARS-
CoV-2 npu Hg}{a BB3pacT 18 win noBeue roguHu.

YHOTper&a Ta3u BaKCHHA TPs0OBa Jia Ob/ie B ChOTBETCTBUE C O(UIIMATTHUTE PETIOPHKU.

O

4.2 Q)snpomca U HAYMH HA NPUIIOKEHUe

%;&H[)OBK&

%uua Ha 8v3pacm 18 unu nogeye 200uHU
[IspBUYHA BakCHHAITHS

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



Bycrep noza

Bycrep no3a (Bropa no3a) 0,5 ml JCOVDEN moske i1a Ob1e prIIoskeHa HHTPAMYCKYJITHO 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).

0
Bbycrep noza JCOVDEN (0,5 ml) moxe na 0b/ie priiokeHa Ha JIUIa Ha Bb3pacT 18 u moseue ro @J
KaTO XETepoJIOkKHa OycTep J03a Clie/l 3aBbpIIBaHEe Ha IIbPBUYHATA BaKCHHALMA ¢ o100peHa uP
BakcuHa cperry COVID-19 unu Bakcuna cperry COVID-19 na 6a3ara Ha aneHOBUPYCEH BelgrQ
WuTepBansT 3a npuiiaraie Ha XeTepoJIoKHATa OyCTep /103a € CHIIUAT KaTo pa3pelieHus 3aQ?CTep
Jlo3aTa OT BaKCMHATa, M3MOJI3BaHa 3a IIbPBUYHA BaKCUHAITUS (BXK. CBHIO U Touku 4.4, 4.8@& ).

Ileduampuuna nonyrayus /O

bezomacHocrTa n epukacaoctTa Ha JCOVDEN mpu nera u tonomu (mmox 18-ro Hﬁ{a BB3pacT) Bce
OIlI€ HE Ca YCTaHOBEHU. JIUIMCBAT TaHHU. Q/

Cmapuecka év3pacm &

7

He e HeoOxomuma KOpEKIUs Ha J03aTa IPH JIMIIAa B CTapyecKa BL3p?§65 roauHu. Buxre cbiio u
Touku 4.8 m 5.1. /O

HauuH Ha npuniosxeHue 2
JCOVDEN ce npuiara camo 4pe3 HHTpaMyCKyJIHa I/IH)Ke@M, 3a IPEAIIOYUTAHE B IECITOUIHUS
MYCKYJ B TOpHaTa 4acT Ha pbKarTa.

He HHX(GKTHpaﬁTe BaKCuHaTa BbTPECHA0BO, I/IHT}'_@@OSHO, IMOAKOXXHO WJIN UHTPAACPMAIIHO.

BakcunaTa He TpsiOBa a ce cMecBa B e1Ha U é{ CIIPUHIIOBKA C IPYTH BaKCUHU HIIU JIEKAPCTBEHU
MPOAYKTH. O

3a npeanasHUTe MEPKHU, KOUTO TPsiOBa/, /%’L,Z[aT B3€TH MIPEIU MPUIOKEHNE Ha BAKCHHATA, BIDKTE
Touka 4.4. O

3a YKa3aHus 3a pa60Ta n I/I3XB2II$IHC Ha BaKCHHATa BIXKTE TOUKa 6.6.

4.3 Hpon&nonoxasann&\&'

CBp’bX‘-IYBCTBI/ITe.HHOC AKTUBHOTO BEIICCTBO WM KbM HAKOC OT ITOMOIIMHUTE BCIICCTBA,

nU30pOeHU B TOUKa 0. Q

AmnamMHesa 3a HOTB JIeH CHHIpOM Ha TpomMbo03a ¢ TpombormTonenust (CTT) cier BAKCHHAIHS C KOSITO
hjae BaKana@emy COVID-19 (k. cbImo u Touka 4.4).

Juua, KO}@K MHHAJIOTO Ca UMAJIA €MU3014 Ha CHHIPOM Ha HapyIlIeHa KalujsipHa MPOMYCKIUBOCT
(CHKI’I((} . CBITI0 TouKa 4.4)

4.4/@1‘311143.111{14 Npeaynpe:xIeHns U NpeAnasHu MepPKHU NPH yoTpeda

@OCHGQ!I/IMOCT

3a na ce mogOOpH MPOCIEAMMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHU MPOAYKTH, UMETO U TAPTUIHUAT
HOMeEp Ha MPUIIOKEHUS MPOTYKT TPsIOBa SACHO JIa CE 3am1cBarT.



CBD’BX‘{VBCTBI/ITCHHOCT n aHa(hI/IJ'IaKCI/I?[

CroO1enu ca ciyvan Ha aHadunakcus. Bunaru TpsioBa 1a ©Ma Ha pa3mnoNIoKeHHe OIXO0ISIIO0
MEIHUIIMHCKO JIeYeHHE U HAOJII0ICHUE B Cydail Ha aHa()UIIAaKTUYIHA PEAKIHs CIIe MPUI0KESHUETO Ha
BakcuHara. [IpenoppuBa ce BHUMATEIHO HAOIIOACHHE B TPOIBIDKEHHE HA HA-MaJIKo 15 MUHYTH cneé

BAaKCHHHPAHC. < :

Peakiumn CBBP3aHHU C TPCBOXKHOCT Q®

Peakumu, cBbp3aHu C TPEBOKHOCT, BKIIOYUTEIHO Ba30BaralHU Peakiuy (CUHKOM), xnnep@nmauml
WM PEaKLUK, CBbP3aHU ChC CTPEC, MOTaT Ja Bb3HUKHAT BbB BPb3Ka C BAKCHHALIAS KaTO XOT€HHa
peaknus Ha yOokaaHeTo ¢ uria. BaxkHo e ja ca Hanmulle npeAna3Hy MEpKH, 3a J1a ce I/IZ&{HG

HapaHsIBaHEe IIPH MPUIIOIIaBaHE. /O
ChIIbTCTBAIIO 3a00/s1BaHE \z‘ t
Bakcunanusra TpsOBa J1a ce OTJIOKH IPH JIUIA, CTPAJAIIH OT OCTPO TEKK PUITHO 3a00JsIBaHE

HJIKn OCTpa I/IH(bCKI_II/IH. BaKCI/IHaHI/IHTa obaue He TpH6Ba Ja c¢ oTJilara npu YK Ha JICKa I/IH(beKI_II/IH
W/WIIH JIEKO MOBUIIIEHA TeMIICpATypa. :®

Koarymaimonay HapyeHust /O

. Cunopom na mpomooza c mpomooyumonenusn: Muo OpQﬂKO cnen BakcuHanus ¢ JCOVDEN
ce Habmo1aBa TpoM003a B KOMOHMHAIIHS C TPOMOOIIUTEHEHHS, B HAKOH CITy4an ChIPOBOICHA C
KbpBeHe. ToBa BKIIIOYBA TEXKKH CITydal Ha BeHo3H@JOM603a ¢ HeoOMUaiiHa JTOKAIN3aIHs,
KaTo TpoM0O03a Ha MO3bUYECH BEHO3EH CHHYC, Tpo@bsa Ha CIUIAaHXHUKOBA BEHA, KAKTO U
aprepuaiiHa Tpom003a, CbI'bTCTBaHA OT TpOM@.II/ITOHeHHS{. CpoO01wieH e cinyyaii ¢ neTajieH
u3xox. Te3u ciryyan ca HACTBHITIIH B PaMKHTEHA MbPBHTE TPU CEMHUIM CJIE] BAKCHHAUMSATA U
Hali-Beye npu auia noj 60-roauiiHa Bb3pacT.

[Ipu ciryuaii Ha Tpom603a B KOM6I/IH3.LU®) TPOMOOLIUTONICHUS € HEOOXOIUMO CTICLIHATTM3UPAHO
neueHne. MeIMIIMHCKUTE CTICIIMAINCTH TPSIOBa Jla HANPaBAT CIIPaBKa B ChOTBETHOTO
PBKOBOJICTBO H/WJIH J1a CE KOHcyﬂKﬁ ChC CHEIUAIUCTHU (HAIP. XEMATOJIO3H, CTICIIHAIICTH T10
HapyIIeHUs Ha KPbBOCHhCUPBAHETP), 32 Ja TUATHOCTHLUPAT U JIEKYBaT TOBA ChCTOSHHE.

Jluua, mosy4Yuau CHHAPOM Ha 003a ¢ TPOMOOLIUTONICHUS CIIe]l BAKCHHALMS C KOATO U 1A €
BaKCHHAa CpeILy COVID-19,{%Tp;[6Ba na nonygaBatr JCOVDEN (Bxk. cbmio u Touka 4.3).

. Benoszna mpomooembonus: Psanko cien sakcunanus ¢ JCOVDEN ce Ha0OmtoaBa BeHO3HA
tpomboem6bomnus (BTE O Touka 4.8). ToBa TpsiOBa a ce UMa NPEABU/ IIPH JIMLA C TIOBUIICH

puck ot BTE.

. Hmynna mpomoo %vnemm: Mmoro psako cien BakcuHarwst ¢ JCOVDEN ce cro0maBar
CIIy4ad Ha UMY %OM6OHI/ITOHCHI/I$[ C MHOTO HUCKH HUBA Ha TpombouuTH (<20 000 Ha pl),
OOUKHOBEHO KHUTE Ha IPBUTE YeTUPH cenMuiiu cien nonydaBane Ha JCOVDEN. Tosa
BKJIIOUBa CJ@ C KbPBEHE U CIyYau C JeTaneH u3xo[. Hsakon oT Te3u ciryuan ca Bb3HUKHAIN

npy A alamHesa 3a umyHHa TpomoOoruronenus: (UTIT). Ako nageHo iuie nma aHaMmHe3a

3a UT %egm BaKCHHAIIMATA TPSOBA J]a ce B3eMaT MPEJIBU PHCKOBETE OT pa3BUTHE Ha HUCKH

HUBA, OMOOIUTH, a CJIe] BAKCHHALIUATA CE MPENOpbUBa HAOMIOACHNE HA TPOMOOIIUTHUTE.

Meﬂnu@KnTe CICUATUCTH TPSOBA Ja BHUMABAT 32 MPU3HAIIMUTE ¥ CAMIITOMUTE HA TPOMOOEMOOIHS
I/I/I/IJ‘IQ;OM6OLII/ITOH€HI/I${. Bakcunmnpanute nuna TpsOBa ga ObAaT HHCTPYKTHPAHU 1a TIOTHPCAT
HE BHO MEIUIIMHCKA TIOMOIII, aKO CJIel BAKCHHALMATA Pa3BUAT CUMITOMH KaTo 3aayX, O0ika B
HUsI Kolll, 00JIKa B Kpaka, OTOK Ha Kpaka, MM yropuTa kopeMHa 0oika. OCBeH TOBa BCEKH, KOUTO
€71 BAKCHHALIMS € TOYYHUII HEBPOJIOTUYHN CUMIITOMH, KOUTO BKITIOYBAT TE€XKKO UM YIOPUTO
%na306onne, I'bpYOBE, IPOMEHHU B IICUXUYHUS CTATyC WU 3aMBIVIEHO 3pEHUE, NN KOUTO ClIeN
HSKOJIKO JHU € TIOJTYYHJI CTIOHTAaHHO KbpPBEHE, KOKHU KpbBOHACSIaHUS (ITETEXHUH) U3BBH MACTOTO Ha
WHXKEKTHpaHe, TPsOBa Jia TOThPCH He3a0aBHO METUIIMHCKA TTOMOIII.

Jluta, AMarHOCTUITMPAHU C TPOMOOITUTOIIEHHUS B PAMKUTE Ha 3 CEMMIIN CJIe]] BAKCUHAIIHUATA C
JCOVDEN, Tpsi6Ba 1a ObJaT aKTUBHO M3CJICABAHU 3a IIPU3HAIM HA TpoMmOo3a. ChIIo Taka JIMiaTa,



KOUTO pa3BUAT TpOM603a B PaAMKHUTC Ha 3 CCAMUIM CJIICA BaKCHMHALIMUATA, Tpﬂ6Ba Ja 6’B,Z[aT OIICHCHHU 3a
TpOM6OI_II/ITOH€HI/I$I.

Puck om kvpsene npu unmpamyckyano npunodxcenue

Kakro IIpu Apyru UHTPaMyCKYJIHHA MHXKCKIIUHU, BAKCUHATa TpH6Ba Ja CC IIpujiara BHUMAaTeIIHO IIp @
Jijia, nmojyvdaBaliyd aHTUKOAryJaHTHa TCpariuns 1IN TaKuBa C TpOM60]_II/ITOHeHI/I$I HJIN HAKAKBO %
HapyHIIieHUC HAa KPbBOCHCUPBAHCTO (Hanp. XeMO(l)I/IJ'II/IH), 3a10TO CJICA HHTPAMYCKYJIHO ITPUIIO

IIpH TAX MOKE J1a HACTBIIM KbPBCHC UIIN 06pa3yBaHe Ha CHHHUHH. &

CI/IHIIDOM Ha HApYIICHA KalmuJIIpHa MPOIMYCKINMBOCT Q

Cro01aBar ce MHOTO PEIKH CITy4au Ha CHHIPOM Ha HapyllleHa KanwisipHa nponycigmBoct (CHKIT)
npe3 mepBuTe AHU cien BakcuHaiws ¢ JCOVDEN, B Hskol ciyyaun c neraneH m3xpl? Cpro01iasa ce 3a
HannyHa aHamHe3a 3a CLS. CLS e pagko HapylleHHe, KOETO ce€ XapaKTEpU3Npa,C OCTpHU ENMU30H Ha
OTOK, 3acsrall] IIaBHO KpaHULIUTE, XUIMOTOHUS, XEMOKOHLEHTPALUA 1 XUIOANQYMHHEMUSI.
[Mamuenture ¢ ocTbp enuzo Ha CLS ciieq BakCMHALIMS Ce HYXIAAT OT Ob WarHOCTUILIUPaHE U
neyenne. OOMKHOBEHO ce Hajlara MHTCH3MBHA MOAIbpKalia Tepanus. JI a C yCTaHOBEHA aHaMHe3a
3a CLS He Tps6Ba 12 ce BakCMHHUpAT C Ta3W BakKCHHA. BmxTe chII0 TO 3.

CunapoM Ha Guillain-Barré u tpascBep3ajieH MUEIUT &

MHoro psako cnen Bakcunaius ¢ JCOVDEN ce cpo0miaBa 3 C&JJ;pOM Ha Guillain-Barré (GBS) u
TpancBep3aieH muenut (TM). MeaumuHCcKuTe cneunanncnéﬂ%]aa Ja ObJIaT C TIOBUINICHO BHUMaHUE
3a mpu3Hay U cumnromu Ha GBS u TM 3a na ce rapaHT@} MPaBUIIHA IWArHO34, 32 J1a C& HHULIUHPAT
aJICKBaTHH TIOTbPIKAIY TPIDKU U JICUCHUE, U 1a Ce m@ioan JPYTH TIPUYUHH.

MuokapauT ¥ nepuKapIuT \}?j

CrhlecTBYBa MOBUIIICH PUCK OT MHOKAPIUT ukapaut cien BakcuHanus ¢ JCOVDEN (touka 4.8).
Te3u 3a00151BaHMST MOXKE Ja C€ Pa3BHAT caMQ 3d HAKOJIKO JHHM CJIE]] BAKCUHAIIMATA U Bb3HUKBAT
MpeauMHO B pamKkuTe Ha 14 nuu. Te ce }KﬁonaBaT MO-YECTO MPHU MbKE HA Bb3pacT noa 40 roguHu.
J
MeUIMHCKHUTE CIICIUATNCTH TPSIOB ca HaOJIFOIaTEeITHU 3a MPU3HAIM ¥ CHMITOMH Ha MUOKapIUT
U iepuKapauT. BakcuHupanuTe T a J1a ObJIaT MHCTPYKTUPAHU J1a IOTHPCAT He3a0aBHO
MEIUIMHCKA MTOMOILL, aKO CJIe]] BAKCUHALIMS Pa3BUAT CUMITOMH, ITOKA3aTEIHU 32 MUOKAPAUT WU
MIEPUKAPINT, KaTo (OCTpa U I %Tnpama) 00JIKa B IbPIUTE, 33yX WU ChpIicOHCHE.
MenuIMHCKATE CIEUAIIIC si0Ba J1a HAIPaBAT CIpaBKa ¢ PbKOBOJCTBO /WM Jia € KOHCYJITHPAT
CBC CIICIMATNCTH 3a JTHa WIUpaHe U JICYCHUE Ha Te3W 3200 IBaHMSL.

Puck ot Texkmn HG)KGJIQI CHOMTHSA clie]] 6VCT€D J103a

Bce omre He e OXZl&TCpI/ISI/IpaH PHUCKBT OT TEKKH HEXXETaH! ChOUTHS (KaTO HapyIICHHUs Ha
KPBHBOCHCHPBA , BKITIOYHUTEIHO CHHIPOM Ha TpoMbo3a ¢ Tpomboruronenus, CLS, GBS,
MHUOKapIUT pukapaut) cien oycrep no3a JCOVDEN.

I/IMVHOJAM%JDOMeTnpaHH JIALA
\"4
E @g{ocna, 0e30I1acHOCTTa U UMYHOTEHHOCTTA Ha BaKCHHATA HE Ca OICHEHH TTPH
n OKOMHpOMeTI/IpaHI/I JINIAa, BKIIOYUTCIIHO TC3H, nonyanamM I/IMYHOCynpeCI/IBHa Tepam/m.

@@I/IKaCHOCTTa Ha JCOVDEN mosxe na 0bjie o-HUCKa MPH KMYHOKOMITPOMETHPAHH JIUIIA.

HDOZ[’BJ'I)KI/ITCHHOCT Ha 3aimurara

HpOI['bH)KI/ITeJIHOCTTa Ha oCUT'yp€HaTa OT BaKCHHAaTa 3alluTa € HCU3BECTHA, THI KaTo TS € B mponec Ha
YCTaHOBSABAHC BBB BCC OLIC NPOABIDKABAIIU KIMHUYHU U3ITUTBAHUA.



OI‘DaHI/I‘IeHHH Ha e(beKTI/IBHOCTTa Ha BAKCHHATa

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

ITomomHu BemecTBa brb
Hampuu QQ/

To3u JiekapcTBEH MPOAYKT ChABPXKA Mo-Maiko oT 1 mmol Hatpwii (23 mg) Ha no3a ot 0,5 @ T.€.
MOXeE J]a ce KaKe, Ue MPAKTUIECKU HE ChAbpiKa HATPHUH.

Emanon /O

To3zu nekapcTBEH MPOAYKT ChABPXKA 2 mg ankoxod (eTanoin) Ha 1o3a ot 0,5 ml ManKoTo KOITn4ecTBO
AJIKOXOJI B TO3H JICKAPCTBEH MPOAYKT HiMa Ja OKaXKe HAKAKBU 3a0€IeKIMU @&Tn.

4.5 Bs3amMmopeiicTBHe ¢ IPYIH JIEKAPCTBEHH MPOAYKTH M APyrH (o HA B3anMo/eiicTBHe
JCOVDEN moxke aa ce mpuiara ChIIbTCTBAIIO ChC CE30HHA CTaHﬂapﬁ J103a MHAKTUBUPAHA
MIPOTUBOTPUITHA BaKCHHA. PeakToreHHocTTa e/l ChITbTCTBRAIIO r% ’KEHUE € II0-BUCOKA, OTKOJIKOTO
KOTaToO BaKCHHMTE CE NMPHJIAraT CaMOCTOSITETHO. Q

Wmxektupanero TpsiOBa J1a ce U3BBPIIBA Ha PA3IUIHU MeCT@ﬁ WH)XEKTHpaHe.

CorprerBaioro npunoxenue Ha JCOVDEN c apyru @wI/IHI/I HE € IPOYYBaHO.

4.6 @epTUaUTET, OPEMEHHOCT U KbpMeHe \}?j

Q

BpemeHHocT @

Wma orpannven onut ot ynorpedara Ha '@V DEN npu 6pemennu xenu. [Ipoyusanusita npu
*kuBoTHU ¢ JCOVDEN He noka3Bat W HEMIPEKH BPEIHU ePEeKTH, CBEP3aHU C OpEeMEHHOCTTA,
eMOpHo/(peTanHoTo pa3BUTHE, pamn@ 0 WJIK TIOCTHATAITHOTO pa3BUTHE (BK. TOUKa 5.3).

[Ipunoxenue nHa JCOVDEN npu 6pemenHoCT TpsiOBa 1a ce MMa IpeABH, CaMO KOTraTo
TMOTEHIMATHATE TI0J131 HAIXBEPUAT MOTCHIMAIHATE PHCKOBE 33 MaiKaTa 1 ILIOJA.

Kopmene QA
He e uzBectHo nanu @V DEN ce exckpeTupa B KbpMara.

DepTUnuTer

Hpoy‘{BaHIa@IpH JKUBOTHHU HE TOKa3BaT MPEKH U HEMPEKH BPEIHU €PEKTH, CBhP3aHH C
a{a TOKCHUYHOCT (BK. Touka 5.3).

perpony
4.7 €KTH BbPXY CIIOCOOHOCTTA 32 modupaHe u padoTa ¢ MAIIUHA
J DEN He moByvsiBa WK MOBJIMABA IPEHEOPEKMMO CIIOCOOHOCTTA 3a modupaHe u padboTa ¢

%UMHH. Hskou ot HexxenaHnTe peakiuu, CIIOMEHATH B Touka 4.8, o6aue MoraT BpeMEHHO /1a
QIOBJII/IHHT crocoOHOCTTA 3a mogupaHe U padoTa ¢ MaIIUHU.



4.8 Hexenanun JeKapCTBEHH PeaKINU

Pesrome Ha npodmia Ha 6€30IMaCHOCT

Tlvpsuuna saxcunayus (nvpsuyen coopen ananus)

(%
bezonacHoctTa Ha JCOVDEN ¢ orieHeHa B IbpBUYHUS COOPEH aHAIU3 OT JBOMHOCIIAINATA (a3a
paHIoMu3upaHuTe, manedo-koHTpoaupanu npoyusanus COV1001, COV1002, COV2001, C 01
1 COV3009. O6mro 38 538 Bp3pacTHH Ha Bb3pacT 18 1 moBede rOIMHHM ca MOTYUYHIN Hail-M
IBpPBUYHA BakcuHaIUs ¢ equandHa 103a JCOVDEN. MenuanaTa Ha Bb3pacTTa Ha yqaCTH@aTe e
52 ropunu (auanazon 18-100 rogunn). [Ipu mepBuUHMSA cOOpEH aHATN3 MeAMaHaTa Ha JIesIBaHe
npu nuna, nonyannd JCOVDEN, e npubnusurenHo 4 Mecena ciiesi 3aBbpIIBaHe HA ITbRBUYHATA
BakcHHaIUs. HaaudaHo e mo-abiiro mpocieasBaHe Ha 0€30macHOCTTa >6 Mecera 3a 5136 Bb3pacTHH,
nonyuunu JCOVDEN. /))

Ly € OoJIKa Ha

ca ymopa (38,2%),
THUIUTE c€ HAaOII01aBa
eXKEJIaHN PEaKIUH Ca JICKH
BB3HUKBAT B PAMKHTE Ha

B mppBUuHUS cOOpeH aHanu3 Hail-uecTo choOIIaBaHaTa JIOKaJIHA HeXKeIaHa
MSICTOTO Ha uHXektupane (54,3%). Haii-uectute cucteMHH HEXXETIaHH pea
rimaBo6onme (43,0%), muanrus (38,1%) u ragene (16,9%). [lpu 7,2% ot
nupeKcus (ornpeeneHa KaTo TejaecHa remneparypa >38,0°C). Iloseue

JI0 yMEpEeHHU T10 TeXeCT. B mpoyuBaHusATa MOBEYETO HEXKENAHU pea Q
1-2 nHU cien BaKCHHUPAHETO U ca ¢ KpaTKa MPOIBJIKUTETHOCT (Vgﬂﬂ

PeakToreHHOCTTa OOMKHOBEHO € T0-JIeKa U Ce ChoOIaBa HO-EHZIQ) NIPU BB3PACTHHU B MO-HAIIpeIHATIA
BB3pacT.

IIpodunpt Ha 6e30MACHOCT OOMKHOBEHO € CXOCH TP CTHHIIM ChC WM 0€3 TMPEAXOIHU TaHHU 32
unpexnusa cb¢c SARS-CoV-2 Ha uzxonno HuBo. 06 10,6% ot nuuata, nonyumiu JCOVDEN, ca
SARS-CoV-2 nonoXuTeTHn Ha U3XOAHO HIUBO (B@I@HOBa Ha cepostornuHo i RT-PCR
U3CIICBAHE). Q/

bycmep 0oza (6mopa 0o3za) caeo nbpeulmaéz%uﬂaqwz ¢ JCOVDEN

Besonacnocrra Ha Oycrep n03a (6mopdpo3a) JCOVDEN, npunokeHa NpuOIN3HTETHO 2 MECELA CIIE
I'bPBUYHATA BAaKCHHAIMS, CE OLIEHSIB JTHO MIPOABIKABAII0 B MOMEHTA PaHAOMHU3HPAHO,
JBOHHOCIIATIO, TUIAIe00-KOHTPOIIU npoyuBane ¢asza 3 (COV3009). B usanara ananuszupana rpyma
(full analysis set, FAS) ot 15 708 Bb3pacTthu Ha 18 u moBeue rogunau, nonyuunu 1 noza JCOVDEN,
06110 8 646 My ca momy4npBtopa 103a 1Mo BpeMe Ha JBOHHOCSMATA (asa.

BbezomacHoctTa Ha Oycre a (Bropa n03a) JCOVDEN, npuiiokeHa Hail-Malko 6 Mecera cies
IBPBUYHATA BaKCHUHAIL € OIICHsIBA B €JHO paHIOMU3HUPAHO, ABOHHOCISTIO TIpoyuBaHe (aza 2
(COV2008 Cohort 1 30).

Karo msno npo I/IS Ha aKTUBHO ThbPCCHUTC HCIKCIIAHU PCAKIIMN Ha XOMOJIOXKHATa 6YCTCp J03a €
HO}IO6€H Ha T JICI ITbpBaTa 103a. He ce YCTaHOBABAT HOBU CUTI'HAJIN 3a 0e30I1acHOCT.

bycmep %@med nvpeuyHa saxcunayus c 00oopena uPHK saxcuna cpewsy COVID-19

KaTon npubnu3uteaHo 500 Bp3pacTHY B 3 KIMHUYHHU MPOYYBaHUS (BKIIOUUTEIHO 2 HE3aBUCHMU
p HUS) ca MOJYYHIIN IbpBUYHA BakcuHam ¢ 2 no3u uPHK Bakcuna cpeury COVID-19 u
eaprnaHa Oycrep no3a JCOVDEN naii-manko3 mecena ciell MbpBUYHATA BaKCUHALIUS (ITPOYYIBAHHUS
@@VZOO& COV-BOOST u DMID 21-0012). He ce ycTaHOBsIBaT HOBU CHOOpaXeHHsI, CBBP3aHU C

e3zornacHocTTa. HabmogaBana e o0aue TeHACHIHMS KbM YBEJIMUaBaHEe HA YECTOTATa U TEKECTTa Ha
AKTHBHO THPCEHHTE JIOKAJTHA U CUCTEMHH HEXXEJIaHU CHOUTHS ClIe]] XeTeposIoKHaTa OycTep J03a B
cpaBHEHHE ¢ XoMoJlokHaTa 0ycrep mo3a JCOVDEN.



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

6eKmop

bezonacHocTTa Ha Xereponoxna oycrep n103a JCOVDEN e onienena B mpoyuBaneto COV-BOOST
clle MbpBUYHA BakcHHanus ¢ BakcuHa cperry COVID-19 na 6a3ara Ha ailcHOBUPYCEH BEKTOD.

77 nuu cnen BTopara go3a (menuana; IQR: 72-83 nuu). He ce ycraHOBsIBaT HOBU ChOOpaskeHUs,

YyactHunuTe ca noayunin 2 no3u Vaxzevria (N=108), mocnensanu ot 6ycrep n1oza JCOVDEN b@

CBBp3aHH ¢ 0€30MacHOCTTA.

CruchbK Ha HE)KEJIAHUTE PCaAKIIU B TabIuYeH BUJL

Hexenanu nekapcTBeHn peakiyu, HaOIr0AaBaHU 10 BpeMe Ha TBPBUYHHS COOPEH anaa&e
MMOCTMAPKETHHTOBY U3TOYHHITH, Ca OpTraHU3UpaHu 10 cucTeMo-opraneH kiac (CO

Kareropuurte Ha yecToTaTa ca ONpPEICICHN KaKTO CJIC/IBa:
Mmoro yectu (> 1/10);
Yecru (> 1/100 go < 1/10);
Heuectu (> 1/1000 mo < 1/100);
Penxu (> 1/10 000 go < 1/1 000);
Mmoro peaxu (< 1/1 000);
C Heu3sBecTHA YecTOTa (OT HAJIMYHHUTE JaHHH HE MOXeE J1a Obe Han@

B PAaMKHUTC Ha BCAKO I'PYIUPAHEC 1O YECTOTA HCIKCIIAHUTEC peaxq&l

10 OTHOIICHUEC Ha TAXHATa CEPHUO3HOCT.

Tabdauna 1: Hexenanu peakuuu, Cbo0IIEHH cjie] BAKCHHUPAR

<

2

N

<

a OIICHKA).

6&

nJIn OT

o0 MedDRA.

NpeaACTAaBCHU B HU3XOJAAI PEA

NS

¢ ¢ JCOVDEN
]

C Hen3BecTHA
yecToTa (0T

Qj HAJTUYHHUTE
\)‘ JaHHU He MOKe
Mpmuoro Yectn quecna Peaxn Mmuoro na obae
CucreMo-opranes 4ecTH (=1/100 no @/1 000 10 | (=1/10 000 0 peaxku HalpaBeHa
KJIac (=1/10) <1/10) r,~ <1/100) <1/1 000) (< 1/1 000) OIIEHKA)
Hapymenus na &\"' Jlumdaneno Nmynna
KpbBTa 1 JIMM(pHaTa J& maTus TPOMOOIUTOIICH
crcreMa ust
Hapymenus na \&-v Yprukapus, Anadunakcus®
MMyHHaTa CHCTeMa CBPBXUYBCT
AN BUTEIHOCT?
Hapymenus na [11aB0GO Y= 3amaitBane, | Ilapecresms, | Cunapom Ha | TpaHcBepsaneH
HEpBHATa cucTemMa e A I TpeEMOp XUIEeCTE3Us, Guillain- MUEINUT
Qrs B11311 ()% Barré
O mapannsa
Q (BKIIFOUMTEN
Q HO TIapajm3a
Ha Bell)
Hapymenus na Tunutyc
YXOTO H na6np}‘1_@
Copreunun &‘0 Muoxkapaur,
HapymeHug | TICPUKAPAUT
Cn10B N Benosna Tpombo3a B CungpoM Ha
Hapyw@ TpoMOoeMO0 | KOMOMHALIUS HapyIIeHa
\&_ s c KaIusipHa
@ TPOMOOIIMTO | MPOIYCKIMBOCT;
MeHUS KO>KEH BacKyJIHT
Q Ha MaJKHUTe
CHJIOBE
Pecniuparopu, Kamnuna,
TPBIHHA U opodapunre
MeIMacTUHAIHI ayHa Oorika,
HapyUIeHUs KHXaHe




CromaniHo-upeBHU Tanene Huapus,
HapyIICHUS MTOBPBIIAHE
Hapymenus na O6puB Xunepxuapo
KO)KaTa u 3a
MIOJIKO’KHATA ThKaH
Hapymenus na Muanrus Aptpanrus, @
MYCKYJIHO- MYCKyJIHA b
CKeJICTHATa crabocr; @
cucTeMa Oornka B Q
ChEAMHHUTEIIHATA rep0a, &
THKaH Ooyika B O
KpanHUK . <\
OO0my HapymeHus bonka Ha upexcus; | Hepasmonox \‘\‘
n epexTH HA MSICTOTO epuTeM Ha eHHe,
MSICTOTO Ha Ha MSICTOTO Ha ACTCHUS fb
MPUIOKEHNE WH)KEKTH | MHXXEKTHpaH ,))
pase, e; IoyBaHe sz\
yMopa Ha MSICTOTO Q/
Ha &
4
HWH)XEKTHpa Q
HE; CTYACHH /
TPBIKH A_Q

a
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CBp”bX‘-lyBCTBl/ITeJ'lHOCT CC€ OTHACA 0 AJICPIruiHU pC€aKMX Ha KOKaTa 1 IMOAKO!

Q

Cro0maBane Ha OJO3UPAHU HEXKEJAHU PEAKIIUH @

CpoO111aBaHeTO Ha MOI03UPAHH HEXKEJIaH! Peaklny clepaspeniaBane 3a ynorpeda Ha JeKapCTBEHUS
HPOJIYKT € BaxkHO. ToBa M03BOJIsIBA 1a IPOABIIKN HAOMQNCHNETO Ha CHOTHOIIEHHETO 110J13a/pHUCK 32
JeKapcTBEHUS NpoAyKT. OT MEAULIMHCKUTE CIIEIN TH c€ U3UCKBA J]a ChOOIIaBaT BCSKa
N0JJ03MpaHa HeXeJlaHa PeaKiys upe3 HaHI/IOHaJIHﬁTCMa 3a chOOIIaBaHe, IOCOYCHA B

Q;Q/

O

Hsama cpo01menu cirydau Ha peo3u &B npoyuBaHusATa Pasza 1/2, KpIeTo € mpuiarana no-BUCOKa
no3a (1o 2 metn), JCOVDEN ce r[m@l no0pe, HO BAKCHHUPAHUTE JIMIA ChOOIIaBaT 3a MOBUIIICHA
PCaKTOreHHOCT (3acuiieHa OoJKa HQtM’S[CTOTO Ha BaKCHHHUPaHE, yMOopa, IN1aBo00INe, MUAJITHS, TaJcHEe

EKCHsL).
U TTUPEKCHS) &\

B cnyyait Ha ipego3upane é%f)enopmma HaOJro/IeHNe Ha XKU3HEHUTE (DYHKIIUU U €BEHTYaTHO
CUMITOMAaTHYHO JI€UeHH, \

O

5. (I)APMAKQ&FI/I‘IHI/I CBOMCTBA

5.1 (I)apM@nHaanHn cBOiicTBA

(DapMaKg@nequHa rpyna: COVID-19, Bupycen BekTop, Heperunkupain ce, ATC koxa: JO7BNO2

Ciyuau, OJyYeHHU OT TEKYIIO OTKpUTO mpoyuBane B FOxHa Adpuka.

ITpunoxenue V.

4.9 TIlpeno3mpane

Mexa@ﬂ)M HAa JIeHCTBUE

&‘V DEN e MoHOBajieHTHa BaKCHHA, ChCTaBEHA OT BEKTOP, KOWTO € PeKOMOMHAHTEH, HEPETLTUKHPAII]
YOBEIIKHU aJiecHOBUpYC TUN 26, koaupail SARS-CoV-2 mmmos (S) riIuKonpoTenH ¢ MbJIHA JbIKAHA
% crabunusupana koHpopmarus. Cien npunoxenne S rmukonpotenHsbT HA SARS-CoV-2 ce
eKCITpecHpa MPEexXoaHO, KaTO CTUMYJIUPA KaKTO HEYTpaIM3UpaIUTe, Taka U APYTrd PYHKIIMOHATHU
S cnenuduyHM aHTUTENA, KAKTO U KJIETHhYHA UMYHHU OTTOBOPH, HACOUCHU CPEITy S aHTUTEHA, KOETO
MOJKe Jla JorpuHece 3a 3ammuTa cpenry COVID-19.



Kinanuna edukacHoCT

Eguxacnocm npu nvpsuuna eaxcunayus ¢ eOUHUYHA 0034

Ilvpeuuen ananus

W3BbpIneH e MbpBUYEH aHATU3 (J1aTa Ha 3aKiIoYBaHe Ha AaHHUTe 22 sHyapu 2021 r.) B eqHO b
MHOTOLICHTPOBO, PaHIOMU3UPAHO, IBOMHOCIIAIO, I1aLe00-KOHTPOINPAHO MpoyyBaHe ¢asa 3 Q/
(COV3001) B Crenunenute mary, KOxua Adpuka u appxasu ot Jlatuacka AMepHka 3a o Ha

e(ukacHOCTTa, 0€30IIACHOCTTa U IMYHOTSHHOCTTA Ha ITbPBUYHA BAKCUHAIIUS C SAMHUYHA K034
JCOVDEN 3a npesennus Ha COVID-19 npu Bs3pactau Ha 18 u moBeue roguau. OT Mp@dys¥BaHETO ca
W3KITFOUEHHU JIUIA C OTKJIOHEHHUS BbB (PYHKIUATA HA UIMyHHATA CHCTEMA B CJIJCTBHC HAJIIMHUTHO
3a00JIABaHe, JIMIa HA UMYHOCYITPECUBHU TEPAIlUU B pAMKUTE Ha 6 Mecella KakTo U OPEMEHHHU KCHU.

Yuactauim cwe crabunna HIV undexnus, Kouto ce neKyBart, He ca H3KITIOUSHH. CILICHHU 32
ynoTpeba BaKCHHH, ¢ U3KJIIOUEHHUE Ha KUBH BAKCHHM, MOTAT Jla ce IpuiIaraT nogeyt ot 14 nuu npeau
WM NToBeue OT 14 HU ciies] BAKCMHHPAHETO B Mpoy4BaHeTo. Paszpeienu 3a peda >xuBu

aTEHIONPAHU BaKCHHH MOTAT JIa CE TpUjIarar rmosede ot 28 JHU Mpeau Win ede OT 28 oHH cien
BAKCHHHUPAHETO B IPOYUBAHETO.

0061110 44 325 nuna ca paHIOMHU3HPaHH YCIIOPEIHO B ChOTHOIICHHE I NJ3a oTyuBaHe Ha
untpamyckyiaa umxekiys ¢ JCOVDEN unu mmane6o. O6mio 21 BB3pPACTHU NOJy4yaBaT
JCOVDEN u 21 888 Bp3pacTHH noiay4aBart mianedo. Menuan HMPOJBIDKUTEIHOCTTA Ha
MpOCeIBaHe Ha yYACTHUILIUTE CIIEl BAKCHHUPAHETO € Hpn6n1:§enﬂo 2 Mecera.

[omynanusra 3a mbpBUYEH aHanu3 3a eguxacHocT oT 3932, nuna Bkmousa 38 059 cepoHeraTuBHU
3a SARS-CoV-2 nuua Ha u3xonHo HUBO U 1 262 nuna c@emBeCTeH cepocTaryc.

Jemorpad)ckute TaHHU M U3XOIHUTE XapaKTePHUC ca cxoxau npu aurara, noxyudmwm JCOVDEN,
U noy4muTe miamnebo. B momymanusTa 3a b qu aHanm3 3a e()MKacCHOCT Me/IhaHaTa Ha
BB3pacTTa npu jgurara, noayuw JCOVDE 2 ,0 FO)II/IHI/I (mmamazon: 18 mo 100 rogunn); 79,7%

(N=15 646) ot numaTa ca Ha Bb3pacT oT 1§ 4 ronunu [karo 20,3%, (N=3 984) ca Ha BB3pacT 65
WJIN TIOBeUe ToauHy, a 3,8% (N=755) ca ﬁbSpaCT 75 unu noseue roauHu |; 44,3% ca xxenu; 46,8%
ca ot CeBepHa AMepuKa (CBCHHHGHH@), 40,6% ca ot Jlatuncka Amepuka, a 12,6% ca ot IOxHa
Adpuka (FOxnoadpukancka penyo ). O6mmo 7 830 (39,9%) ot xopaTa UMaT MIOHE €IHO Beue
CBHINECTBYBAIO CHITBTCTBAIIO 320 aHe, CBBbP3aHO C MOBUILEH PUCK OT MPOTrPECHUS KbM TEXKO
npotrdane Ha COVID-19 Ha u3xoaH0 HIBO. CHIIBTCTBAIINTE 3200 sIBAHHS BKIIFOUBAT: 3aTIILCTIBAHE,
onpeaeneHo karo UTM >30 é‘m’*(27 5%), xuniepronus (10,3%), nuadet tun 2 (7,2%),
cTabuitHa/100pe KOHTPOIIH HIV undexuus (2,5%), cepuoznu cwpaednu 3adomsBanus (2,4%) u
actMma (1,3%). dpyru cb BaIllM 3a00JI1BaHUS Ce YCTaHOBABAT MpH <1% oT nuuara.

Crydante Ha COVI ca MOTBBPJCHH OT LICHTPaIHA J1a00paTOPHs Bb3 OCHOBA Ha MOJIOKHUTEIICH
pesynrat 3a SARS -2 supycHa PHK, momyuen ¢ Tect Ha 6a3aTta Ha moimMepasHa BEpHKHA

peaxius (PCR). OOuiara erkacHOCT Ha BAKCHHATA U €()UKACTHOCTTA IO OCHOBHH BBH3PACTOBHU IPYIH
¢ mpejcTaBeHasg Yaonuma 2.

,&
Q’
&Q
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Tabauua 2: Anajan3 Ha epuracHocTTa HA BakcnHara cpemry COVID-19° npu SARS-CoV-2
CepPOHeraTMBHU Bb3PACTHH - NOMYJIALUSA 32 IbPBHYEH AHAJIN3 32 e(PUKACHOCT
cJie/l eIMHUYHA 1032

~

JCOVDEN Ilnane6o
N=19 630 N=19 691
Cayuan Yopexko | Cayyam Ha | Yoseko /C
HA roonuan | COVID-19 | roaunmn % etbmcacnoc@
COVID-19 (n) BAKCHHA
Ioarpyna (n) (95% QQ
14 nuu cjie BAKCHHHPAHETO Q-
Beuuku 116 31166 348 3096,1 6569
y4acTHHIIU® (SAO; 73.,4)
18 o 64- 107 2 530,3 297 2511,2 64,2
TOJIMIIHA Bb3PacT M (55,3; 71,6)
65 1 moBee 9 586,3 51 5849 | 2‘ T 824
TOJIMHH PN (63,9; 92.4)
75 1 oBeue 0 107.,4 8 99§" 100
TOIUHH ~ (45,9; 100,0)
28 aHM cjeJ BAKCHHUPAHETO AU
Benuku 66 3102,0 193 @‘@0,7 66,1
y4acTHHIH® aQy (55,0; 74,8)
18 110 64- 60 25187 170 {3 2490,1 65.1
TOJIMIITHA BH3PAcT o, ! (52,9; 74,5)
65 1 moBee 6 583,3 @V 580,5 74,0
TOIUHH Q) (34,4, 91,4)
75 u roBeue 0 106,4 N3 98,1 -
TOJIMHH i <@

ChIbpBUYHA KpaiiHa TOUKa (KaKTo e JeuHupaHo B

CHMIITOM, UM 2 IPYTd CUCTEMHH IIPU3HAKA WU C

MHOKCECTBCHO TCCTBAHC. I[OBepI/ITCJIHI/ITB )48

JloBepuTenHuTEe UHTEPBAJIH 3a “BCUYKHU Y4

acCT

&

I oJia).
Cumnromatrnuen COVID-19, usucksaii Honommei

e3yntat oT RT-PCR u none 1 pecriupaTopeH npu3HaK WIH
TOMa, KaKToO ca Ae(HHUPAHH MO IIPOTOKOIL.
““ ca KOPUTHPAHHU, 3a J]a Ce IMPHIOKH KOHTPOI Ha Tpemka Tu [ 3a
1 33 BB3PACTOBHUTE IPYIH Ca MPEACTABEHH HEKOPUTHPAHH.

EduxacHocrra Ha BakcuHaTa cpem@lﬂm COVID-19 e npeacrasena B Tabauua 3 mo-goaiy.

Tabéauua 3: AHaau3 Ha ec]m%qlocna Ha BakcuHaTa cpemy Texxbk COVID-19* npu SARS-
a

CoV-2 cepone

BHH BB3PACTHH - MomnyJjJanus, IP1 KOSAATO € HAIIPABCH

NBPBHYEH AHANN3 HA e(PMKACHOCTTA CJIe]l eIMHUYHA /1032
)

IMnanedo %
(O __JCOVDEN N=19 630 N=19 691 epukacHoct
Q Caydan Ha Yogeko Ciay4an Ha Yosexo Ha
Q COVID-19 TOAMHHA COVID-19 TOAMHH BAKCHHATA
Hoarpyna_ (n) (n) (95% CI)®
14 nan cnegﬁkcnﬂupal{eTo
Texcm@v 76,7
,& 14 31251 60 31220 (54,6; 89,1)
28 apar€ie] BAKCHHHPAHETO
BK 85,4
S 5 3106,2 34 3 082,6 (54,2; 96,9)

N\

OKOHUATeNHOTO onpeaensHe Ha TexkuTe caydan Ha COVID-19 e HanpaBeHO 0T He3aBHCHMa apOUTPaKHA KOMHCHS,
KOSITO € OIIpe/IeIIIIa ChII0 U TEXKECTTa Ha 3a00JIIBaHETO criope] JeHHUINATA B PpKOBOACTBOTO HA FDA.
JloBepuTenHUTe HHTEPBAIM Ca KOPUTHPAHY, 32 J1a CE IPUJIOKH KOHTPOJI Ha Ipelka Tull | 3a MHOXKECTBEHO TECTBaHE.

Ot Bp3HUKHANINTE 14 Texku cimydas B rpynata Ha JCOVDEN, ¢ nadano none 14 nHu crnen
BaKCHMHaLuUsATa, cpsiMo 60 B miane0o rpynaTa, XOCIUTaIM3HPaHUTE ca ChOTBETHO 2 cripsiMo 6. Tpuma
MAIMEeHTH ca MOYHMHANIN (BCHUKH B TUTanie6o rpymnara). [loBedeTo oT ocTaHanuTe TEXKH CIydan
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OTrOBapsAT CaMO Ha KPUTEPHS 3a TEKKO 3a0oisiBane — Kuciaopoana catypauus (SpO2) (< 93% na
CTacH BB3AYX).

AKTyanu3upaHy aHaIU3H

AKTyanu3upaHWUTe aHAJIM3U Ha e(UKaCHOCTTA B Kpasi Ha ABOHHOCIANATA (a3a (JaTta Ha 3aKII0YBa @
Ha nanuuTe 09 1o1m 2021 1.) ca U3BBPILIEHHU C JOITBIHUTENHN NOTBBpAeHH ciay4yan Ha COVID-19, %
HATPYIaHH [0 BPEME Ha 3acIIENeHOTO, IAale00-KOHTPOIMPAaHO NpociesiBaHe ¢ MeJaHa Ha @
npocneasBane 4 meceua cnen equauyHa noza JCOVDEN. &Q

Tabauua 4: AHaau3 Ha ePUKACHOCTTA CPelly CHMITOMATHYEH? H TEKbK® COVIDQ— 14 num
W 28 1HU ciiell eAMHUYHA 1032

Q~

JCOVDEN T1ane6o ’fj% epmiacioct
/~1a BaKCHHATA
N=19 577" N=19 608" . 7 (95% CI)
Kpaiina Touka® Cn);qan Cn);qan Q;<\
COVID- | Yoekorogunu | COVID- Hosexo "
19 19 @
() m | 9
14 gHM cjie BAKCHHALMSATA m)

Cumnmomamuuen \d 56,3
COVID-19 484 6685,6 1067h 6440,2 (51.3: 60.9)
18 no 553

RS- 438 5572,0 9 s 5363,6 (49.9: 60.2)
65 u oBeue 63,8
— 46 1113,6 n:z2\3 1076,6 (48.9: 74.8)
75 u moBeue w 48,3
V b}
— 9 198,2 o) 15 170,9 (26.1: 80.1)
Texcvx COVID- 229) 73,3
19 56 6774,6 205 6625,2 (63.9: 80.5)
18 110 Eiévg 74,3
64 roguHu 46 8 175 55314 (64,2; 81,8)
65 u oBeue M 67,5
— 10 \&_ 120,8 30 1093,8 (31.6: 85.8)
75 v oBeue 71,2
— 2 (& \ 199,4 6 172,4 (61.2: 97.2)
28 nHu cien BaKanaun_sﬂ‘s_

Cumnmomamuuen @ 52,9
COVID-19 a 6658,4 883 6400,4 (47.1: 58.1)
18 110 o) 52,2

64 romuHH Q’Q 393 5549,9 790 5330,5 (46.0: 57.8)
65 u moBeu 58,5
— 0\?\ 40 1108,5 93 1069,9 (39.3: 72.1)
75 u n@‘rfe 22,3
o 9 196,0 10 169,3 (-112.8: 72.1)
Teon OVID- 74,6
19,8 46 6733,8 176 6542,1 (64.7: 82.1)
W 1o 75,4
64 rosumu 38 5619,2 150 5460,5 (64.7- 83.2)
65 u oBeue 70,1
— 8 1114,6 26 1081,6 (32.1: 88.3)
65,5
75 u IoBe4e >
— 2 1972 > 170,1 (-110,7: 96,7)
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Cumnromarnuen COVID-19, uzucksai nonoxurenex pesyirar or RT-PCR u noHe equH pecniupaTopeH npu3Hak

WA CUMIITOM HITH 2 JApYyru CUCTEMHU IPU3HAKa UM CUMIITOMA, KaKTO € )Zle(bl/lHPlpaHO B IIPOTOKOJIA.

OKOHUATEIHOTO onpeaensHe Ha TexkuTe caydan Ha COVID-19 e HanpaBeHO 0T He3aBHCHMa apOUTPaKHA KOMHCHS,

KOSITO € OIpe/IeIHia ChIO K TeXKECTTa Ha 3a00JsIBaHETO CIIopes Ae(UHHULUITA B PbKOBOACTBOTO Ha FDA.

XOCHHTANM3UPaHu choTBETHO B rpynata ¢ JCOVDEN cnpsimo minane6o rpynara, KOeTo mpe

IMomynarws 3a eHUKACHOCT 10 MPOTOKOI

ChIrbpBUYHA KpaliHa TOUKA, KAKTO € Je(UHUPaHO B IPOTOKOJA.

(O’O

Cnen 14 aau ot BakcuHanusTa 18 cupsamo 74 ciaydast Ha MoneKyJsipHo noTBepacH COVID-19 CQ/

76,1% (95% CI: 56,9; 87,7) edpuxacHocT Ha BakcuHaTa. O0MI0 5 ciyyas B rpynata ¢ JCOV,

capsimo 17 ciaydas B mane0o rpynara ce HyXIasT OT IPUEM B OTACIICHHE 32 UHTCH3UBH
(OMJI) u 4 coipsimo 8 ciayuast cborBeTHO B rpynara ¢ JCOVDEN u ¢ nnane6o ce Hyxaa

MEXaHWYHa BCHTHUJIAIHA.

EduxacHoctra Ha BakcHHaTa cpemly 0e3CMMITOMHHI WHGEKIMH Hai-MaIko 28 1H

CHHUC
T

o

JCO

JIsiBa

BakcuHarusTa e 28,9% (95% CI: 20,0; 36,8), a cpelny BCHUKHA UHPEKIIUU ChC %RS-COVQ e41,7%
(95% CI: 36,3; 46,7).

[lonrpymnoBure aHann3u Ha IbPBUYHATA KpalfHa TOYKA 3a e()UKACHOCT l@iyn OT0O0OHHU TOYKOBU

OIICHKH 3a e(i)I/IKaCHOCT IIpU Y4aCTHULUTE OT MBIKKHU U )KCHCKH I10J1,
0e3 CbII'bTCTBAIIIA 3a6OJ'I$IBaHI/I$[, CBBP3aHU C BUCOK PUCK OT TCIKKO

o

O0600menue Ha erKacHOCTTa Ha BAKCUHATA CIIOPE]T BapHaHTH’Qe npezacraBeHo B Tabnumna 5 no-

JIOTTY:

Tadauua 5: O60011eHNe HA e(PUKACHOCTTA HA BaK

chzg"a cpely CHMITOMATHYEH® H TEKBK®
COVID-19 cniopen BapuaHTUTE cJel eTMHUYIHA 1032

0 U IIPU YYACTHHIIUTE ChC U
vane Ha COVID-19.

Qj Texkect
\>“ CuMnromaTuyeH
< COVID-19 Tewnk COVID-19
@ % e(puKACHOCT HA % eduKacCHOCT HA

O BaKCHHaTAa BaKCHHaTa

Bapuant Haqa.;lg« (95% CI) (95% CI)
Haii-maiko [4viiu crest 67,5% 88,5%

BaKCHU SITa (56,1; 76,2) (67,7, 97,0)
Haii-Mank023 IIHU CIIe] 58,9% 89,6%

Pedepenten B@KCUHAIUTA (43,4; 70,5) (66,3; 98,0)
Haﬁ@xo 14 1 cexn 70,1% 51,1%

A AKCUHAIAATA (35,1; 87,6) (-241,2; 95,6)
@"av[anxo 28 mHu cien 70,2% 51,4%
Anda (B.1.1.7) (O)° BakcunamusTa (35,3; 87,6) (-239,0; 95,6)

Haii-manko 14 guu cien 38,1% 70,2%

Q BaKCHHAIUATa (4,2;60,4) (28,4; 89,2)
\2\ Hati-manko 28 gau cien 51,9% 78,4%

Bbera (B.1.3§2) BaKCHHAIUATA (19,1; 72,2) (34,5; 94,7)
@v Hait-manko 14 nuu cnen 37.2% 62,4%

T'ama & BaKCHHAITUATA (15,2; 53,7) (19,4; 83,8)
(P.1/R¥%/P.1.x Haii-manko 28 mau cnexn 37,3% 62,6%

X BaKCHHAIUATA (15,4; 53,8) (19,9; 83,9)
s&-u Haii-manko 14 nau cnen 64,6% 91,1%

2/ BaKCHHAITHATA (47,7, 76,6) (38,8; 99,8)
h Haii-manko 28 mau cnexn 64,0% 87,9%

3eta (P.2) BaKCHHAITUATA (43,2; 77,7) (9,4; 99,7)
Haii-manko 14 nau cnen 31,9% 80,4%

BaKCHHAIUATA (-3,3; 55,9) (41,6; 95,1)
Haii-manko 28 mau cnexn 32,0% 80,6%

Mo (B.1.621) BaKCHHAIUATA (-3,1; 55,6) (42,0; 95,2)
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Haii-manko 14 nau cnen 11,2% 60,9%
BaKCHHAIUATA (-34,6; 41,6) (-35,6; 91,0)
Jlam6ma Hait-manko 28 gau cief 11,4% 61,1%
(C.37/C.37.1) BaKCHHAITUATA (-34,3; 41,7) (-34,7;91,1)
Haii-manko 14 naum cnexn 3,7% NE*
[Henra BaKCHHALUATA (-145,0; 62,1) NE* /A/C
(B.1.617.2/AY. Hati-manko 28 nuu cien 3,9% NE* O
X) BaKCHHAIUATA (-144,5; 62,2) NE* ,\Q/
Hati-manko 14 gau cien 73,0% 81,4% N
BaKCUHALUATA (65.4;79,2) (59.8; )
Haii-manko 28 guu cien 69,0% 7@%
Hpyru BaKCHHALUITA (59,3; 76,6) (46&9 90,3)

Cumnromatiaern COVID-19, m3uckpamn nonoxutener pesynrar ot RT-PCR u none enuH pecn Op€H MPU3HAK
WY CUMITTOM WJIH 2 APYTH CHCTEMHH NPH3HAKA WM CHMIITOMA, KaKTo € Je()HHUPAHO B IIPOT!

KOSITO € OTPEIeNInIIa ChIIO U TEKECTTa Ha 3a00JIsIBAHETO criope/ neuHuImsATa B phKoBOLeL{BOTO Ha FDA.
Axo ca HabIrOJaBaHK II0-MAJIKO OT 6 Ciiydasi 3a e[Ha KpaiiHa TOYKa, ToraBa e(puKkacHOC a BaKCHHATa HsAMA J1a
0bae nokazana. NE = He Moke J1a ce OLICHH.

OKOHUATEITHOTO onpeaesiHe Ha TexkuTe caydan Ha COVID-19 e nanpaseHo oT He3aBch§a apOuTpa’kHa KOMHCHS,

Ed¢urxacnocm na ose 0osu JCOVDEN, npunoocenu npes 2 meceya QQI

W3BBpIIIeH € OKOHYATENIeH aHANK3 (J1aTa Ha 3aKJIF0YBaHe Ha ﬂaHH&S tonn 2021 r.) Ha eTHO
MHOTOIICHTPOBO, PaHIOMU3UPAHO, JIBOHHOCIISTIO, MIane00-Ko JIUpaHo poyuBaHe (daza 3
(COV3009), mposeaeno B CeBepra u JlatuHCKa AMepuKa, vKa, EBpona u A3us, 3a OIlcHKa Ha
epukacHocTTa, Oe30nacHocTTa U IMyHOTeHHOCcTTa Ha 2 103U JCOVDEN, mpuioxeHu npes3 HHTepBal
oT 56 nHu. OT OpOYYBAHETO Ca U3KIIOYEHU JIMLIA C HAp a (yHKIHMS HA IMYHHATa CUCTeMa MOpPaIn
KIIMHAYHO 3a00JIs1BaHe, X0pa, JIEKYBaHU C UMYHOCYTIPECUBHY TEpaIiuy B paMKUTE Ha 6 Mecela, KakTo
1 OpeMEeHHH KeHU. Y YaCTHHUIU Che cTabmmaa HIV @)@KL{H}I, MOAJIOKEHA Ha JICUeHHE, HE ca
M3KII0UBAHH. PaspelreHn 3a ynorpe6a BaKCHHH, € ISKIIOUCHHC HA XKUBH BAKCHHH, MOXKE 1a Ce
mpuIaraT moede oT 14 THU mpenu Win moBeye @714 JIHU CJie]l BAKCHHAILIUATA B POYYBAHETO.
Pazpenienu 3a ynorpeba JKUBHU aTCHIOMPAHU WHU MOJKE JIa CE TpUJjIarat mosede ot 28 AHU Mpeau
WJIM OBEYE OT 28 JHU clie] BaKCI/IHaLII/ISIT6®'Ip0y‘lBaHeTO.

0610 31 300 mymu ca paHﬂOanpa}%& IBOMHOCIIANATa (a3a Ha mpoyuBaHeTo. OO0 14 492
(46,3%) mymu ca BKIIOUEHH B TIOI usiTa 332 €PUKACHOCT 1O MPOTOKOI (7 484 nymm ca noxyIuiun
JCOVDEN u 7 008 mymm ca mony®%diin miuane6o0). YUacTHUIMTE ca IPOCIeIsIBaHN B IPOIbIDKEHHE Ha
MepHoJI ¢ Mearana 36 THU (HM’{aQOH: 0-172 gHM) caex BaKCHHAIUATA.

Jemorpadckure u H3XOHH§%&paKTepI/ICTHKI/I ca MOJAO0HH TPH JINIIATA, MOy Hali-MaJIKo JIBE
no3u JCOVDEN, u J]I/Iua? JIYYHIIH TUTane0o0. B momynarusita 3a mbpBUYCH aHAIN3 Ha
e(UKacHOCTTA MPH JIN , monyuwn 2 no3u JCOVDEN, MenuanaTa Ha Bb3pactta € 50,0 ronunu
(mmnamnazon: 18 1m0 99§,ZB[I/IHI/I); 87,0% (N=6512) ot xopara ca Ha BB3pacT 0T 18 10 64 ronuHu [Kato
13,0% (N=972) ¢ 3pacT 65 wiu moBede roauHy, a 1,9% (N=144) na 75 wim noBeye roquHu]|;
45,4% ca xenn;n37,5% ca ot CeBepna Amepuka (Crenuaenute math), 51,0% ca ot EBpoma
(BKITFOUHTET 0eTMHEHOTO KpaycTBo), 5,4% ca ot lOxna Adpuka, 1,9% ot Oununuaute u 4,2%
oT HaTnﬁc&aepHKa. 060 2 747 (36,7%) nymm Ha U3XOJHO HUBO UMAT Hai-Majko €HO
CLHLTCTB&g 3a0osiBaHe, CBbP3aHO C TIOBUIIEH PUCK OT mporpecus Ao Texxbk COVID-19.

Coirb 1HTe 3a00/SBaHUs BKIKOYBAT: 3aTILCTABAHE, onpeaeacHo kato UTM > 30 kg/m? (24,6%),
XUIL Hus (8,9%), ceHHa amHes (6,7%), nnadet i 2 (5,2%), Cepro3HU ChpAeYHY 3a00IIIBaHUS
3 , actMa (1,7%) u ctabunna/moope koutponupana HIV undexmus (1,3%). Apyru cbIrbTCTBALN

@ JISIBAHHSI ca yCTaHOBeHH MpH < 1% ot siumara.

%@HKaCHOCTTa Ha BakcuHata cpemry cumnromatueH COVID-19 u texsk COVID-19 e npencraBena
B TabOnuma 6 mo-momy:
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Tabuuua 6: AHau3 HA e(PUKACHOCTTA HA BAKCHHATA CPelly CHMITOMATHYEH? H TeRBK’
COVID-19 — 14 nnu caen 6ycrep no3ara (BTopa 103a)

{

~

JCOVDEN Placebo
N=7484¢ N=7008"
Cayuan ¢ Cay4an ¢ % edukacHOCT
COVID-19 | Yosexoro COVID-19 Yopeko | Ha BZIKCI/IH%Q
Kpaiina Touka (n) JUHHA (n) TOAUHHU 95% C
CuMnroMaTuycH 75,
COVID-19 14 1730,0 52 1595,0 (54, 6&)
- pie
Texsx COVID-19 0 1730,7 8 1598.,9 (@6 100 0)

PesynraruTte OT OKOHYATETHHS aHATIN3 HAa BAPUAHTUTE C JOCTATHYHQ
3Ha4nMo uHTepnperupane (Anda [B.1.1.7)] u Mo [B.1.621/B.1.

Tomymnamus 3a epUKaCHOCT MO POTOKOJL.

OT 8-Te yYacCTHHIIM C TEKKO 3a00JsiBaHe, | € MPHeT B HHTCH3UBHO OTACIICHHE

no3a JCOVDEN edukacHocTTa 14 nHU ciien 103a 1 (Hewn 15-11

73,8% [95% CI: 49,7; 87,4] n 38,6% [95% CI: -43,9; 75,1]. Cne

CumnromatnueH COVID-19, uzucksani nosoxureneH pesynrar ot RT-PCR u none equn pecrniupa
WM CUMIITOM WJIM 2 IPYTY CUCTEMHU NMPU3HAKA MM CHMITTOMA, KAKTO ¢ Ne(UHUPAHO B TPOTOK

OKOHYATEIHOTO OIpeessHe Ha TexkuTe ciydan Ha COVID-19 e HanpaBeHO OT He3aBHCUMA (‘@
KOSITO € OIpeeiria ChI0 M TEKECTTa Ha 3a00JsIBAHETO criope. 1ehUHUIHSITA B pbxosoag)

H IIPU3HAK

‘Pa’KHa KOMUCHA,

Ha FDA.

I[OBepI/ITeJIHI/ITS HUHTEpBaAJIM Ca KOPUTUPAHHU, 34 Aa CC MIPUIIOKHU KOHTPOJI Ha rpemKa@@d MHOKCECTBCHO TCCTBAHC.

3

WYHH CITyYad, TIO3BOJISBAIIN
MOKa3BaT, Y€ CJie/ IbpBaTa

3a T€3U 2 BapuaHTa € CbOTBETHO
Topata no3a (=71 qHn),

eukacHoctTa 3a Anda u Mio e ceoTBeTHO 83,7% [95% CI: @ 8;97,0] u 53,9% [95% CI: -48,0;

87,6]. Ima camo 7 ciryqas ¢ [enta (crorBeTHO 4 11 3 B
Hsma ciyvaun ¢ peepeHTHHS 111aM HATO B Tpyrara Ha
npociensBaneTo 14 muu cnex Oycrep mo3ara (>71 ).

EdukacHocTTa Ha BaKCHHATA Cpelly O€3CUMIIT
BakcuHamms ¢ 34,2% (95% CI: -6,4; 59,8).

Q

g

ta Ha JCOVDEN u mane6o rpymnara).
DEN, auro B mane0o rpymnaTa npu

O@Z‘ nH(eKIMK Ha-Manko 14 qHu cien Bropara

HUmynoeennocm na 6ycmep 0osza (6mopa /@) cneo nvpeuuna saxcunayus ¢ JCOVDEN

TpsibBa na ce otOenexu, 4e He € YCT.
(aza 2 (COV2001) nuia Ha BB3pa,

NpY M3MOJI3BaHEe Ha KBaH(
ca JaHHM 32 UMYHOTE€HHO
0000111eHn B Tabnuma

Tabauua 7: Hey@

O

u3anusi Ha SARS-CoV-2 quB Tun VNA-VICTORIA/1/2020 (IC50),

€Ha UMyHHA KopeJarys Ha 3amurara. B eHo mpoydyBaHe
18 1o 55 roguuu ¥ Ha 65 ¥ MOBEYE TOJAMHHU Ca TOTYIHIN
oycrep no3a JCOVDEN npuOnm3utenHo 2 Mecera ciell IbpBUYHATa BakcHHaIwsl. IMyHOTeHHOCTTA €
OLICHEHA Ype3 U3MEPBAHE Ha }&TpanmnpamnTe aaTHTena cpemry mam SARS-CoV-2 Victoria/1/2020

aH TeCT 3a HeyTpaiu3alus Ha Bupyc auB Tl (WtVNA). Ilomyuenu
T 39 nuna, ot kouTo 15 ca Ha BB3pacT 65 U moBeue roAUHH, U TE ca

npoyysane COV2001 rpyna 1, rpyna 3a MMYHOT€HHOCT 10 IPOTOKOJI*

\z\ 28 nHu cien pemn 14 num caen | 28 nHu cien
@ H3xoaHo MbLPBUYHATA Oyctep oycrep oycrep
@ HHUBO BaKCHHALMS ao3arta ao3arta no3ara
/_K (den 1) ([en 29) ([en 57) (en 71) ([en 85)
N ~7 38 39 39 39 38
Q@ﬁo <LLOQ 260 (196; 212 (142; 514 (354; 424 (301;
metpuano na |- (<LLOQ, 346) 314) 740) 597)
ZJTHTLpa (95% CI) <LLOQ)
" CpemHo
T€OMCTPUYHO Ha
MOBHUIIICHUETO n/a n/a n/a 2,3 1,8
(95% CI) ot (1,7; 3,0) (1,4;2,4)
npeau OycTep
J03aTta
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Ta6anna 7: Heyrpanuzanusa Ha SARS-CoV-2 auB Tun VNA-VICTORIA/1/2020 (IC50),
npoyuysane COV2001 rpyna 1, rpyna 3a MMyYHOT€HHOCT IO IIPOTOKOJI*

28 1HM caen penu 14 nuu caen | 28 mHu cien
H3xoaHo MbPBUYHATA Oyctep oycrep oycrep
HHUBO BaKCHHAIMSA no3ara no3ara mo3ara
(llen 1) (llen 29) (llen 57) (Jlen 71) (len 850
LLOQ = nonHa rpaHuna Ha KOJMYECTBEHO OMpPEACICHUE w

*
sk

{ambT Victoria/1/2020 ce cuuta 3a pedepeHTeH Q/
I'pyna PPI: [lonynanusTa 3a MMyHOT€HHOCT II0 IIPOTOKOJI BKJIIOYBA BCUUKU PaHIOMU3UPAHH U BAKCUHUPaH Q c
HaJIMYHU JaHHU 32 UMYyHOT'€HHOCT C M3KIIIOUCHHUE Ha JIMIATa C TOJIEMHU OTKJIOHEHHs OT IPOTOKOJIA, 32 Komckgo aKBa
Jla IOBJIMAAT PE3YITATUTE 3@ UMYHOI'CHHOCT. OCBCH TOBa l'IpO6I/I, IOJIYYE€HHU CJIE] MPOITyCHATH BaKCHUHA! JIN OT
nuna ¢ uHdekuus cb¢ SARS-CoV-2, Bh3HHKHATA €CTECTBEHO CIIE CKPUHHUHTA (aKO € IPHIOKIMO), caékmol{eﬂn oT
aHaJm3a.

B nmpoyusanus COV1001, COV1002 u COV2001 npu orpanuyen 6poit y4acTHH %pquBaHI/mTa e
HaOJII01aBaHO CHIIO U MOBUINABAHE Ha HeyTpammsupamure (WtVNA) u cBbp3B n?be aHTuTeNna
(eH3UMHO-CBBp3aH UMYHOCOPOEHTEeH aHanu3) cpeuty pedepentaus mam SARSLCoV-2cnen OycTep
Jl03a, IpUJIoXKeHa cien 2, 3 u 6 Mecena, B CpaBHEHUE ChC CTOMHOCTUTE TIPE ycTep mo3arta. Karto
ISUI0 MTOBULICHUETO Ha CPEIHO T€OMETPUIHNTE TUTPH (geometric mean tifeys, GMTs) npeau Oyctep
nmo3ara 10 1 Mecerr ciien OycTep ao3ara Bapupa oT 1,5 to 4,4 mbTH 3a He@panmnpamme aHTHUTENa U
ot 2,5 10 5.8 mbTH 3a cBBbp3BaKUTe aHTHTENa. Habmoaasa ce 2-kpa amMayiABaHe Ha HHUBATa Ha
aHTuTenata 4 meceua cien Oycrep g03aTa, IOCTaBeHa Ha 2-pHsi M , B CpaBHEHHE C 1 Mecel ciel
OycTep no3ara, mocraBeHa Ha 2-pus Mecell. HuBara Ha aHTHTEN ce OIlE ca T0-BUCOKH OT HUBATa
Ha aHTHTENATa Clie]] SIMHUYHA J103a B TI0JI00HA BpeMeBa TOUYKa. WC3H JJAHHU TOIKPETISAT
NPUIOKEHHETO Ha OycTep 103a, KoraTo ce mpuiara npe3 HHE€pBai 2 Mecena Wil Mo-NpoIbJKUTEIICH
ClIel MbPBUYHATA BAKCUHALHSL. Q/
Hmynozennocm na 6ycmep 003a cied NbpeudHa eak%ﬁwz ¢ 00obpena uPHK eaxcuna cpeuy
COVID-19

N

IIpoyuBanero COV-BOOST e MHOFOHCHTpO%I[OMH?,I/IpaHO npoyuBaHe ¢asza 2, HHUIUUPAHO OT
uzcnenosatenst (NCT73765130), npoBexnano ¥ O0eIMHEHOTO KPAJICTBO, 3a OLICHKA Ha OycTep
BakcuHaius cpemy COVID-19. YuacTh ca Ha Bp3pacT 30 wiM noBeue roauHu. EqHa koxopTa
YYacTHHUIM € mosryumnia nse no3u Comignaty (N=89), mocnensanu ot 6ycrep no3a JCOVDEN.
Menunanata Ha uHTEepBana (IQR) me BTOpaTa J103a u 0ycrep no3ara e 106 (91-144) aum.
JCOVDEN noswuiasa OTFOBOpI/ITe% cBbp3Bamute (N=88), mceBnoBUpyC HEYTpAIU3UPALIUTE
(N=77) u HeyTpanu3upanmre antutena ot aus Tur (N=21) cpeury pedepeHTHHUS 1aM, KaKTo €
HabmomaBano Ha Jlen 28. Ha Agn'84 ciien 6yctepa GMT Bce orrie ca mo-BHCOKH OT CTOMHOCTUTE
npeau 6ycrepa. OcBeH TOBa VDEN noBumiaBa 0TTOBOPHUTE € TICEBIOBUPYC HEYTPATH3HPAIIH
AHTUTEJNA CPEILy BapUaHT nTa, oteHenu Ha Jlen 28 (N=89).

DMID 21-0012, He3 Q/IMO OTKPHUTO KIMHUYHO npoyuBaHe ¢aza 1/2 (NCT04889209), mposeneHo B
CeeanHeHnTe ma&%eﬁfma xerepoinoxkHa 0yctep no3a JCOVDEN. IMyHOreHHOCTTa € OlleHeHa
Ype3 U3I0JI3BaHe Ha, IICEBJOBUPHUOH HeyTpanm3anuoHeH TecT (psVNA), ocHOBaBall ce Ha JICHTUBUPYC,
eKcIpecupar Q%uom/m npotenH Ha SARS-CoV-2 ¢ D614G mytanust. [Topanu orpanudeHus pa3mep
Ha U3BaJKaT JIOJaBaHUTE Pa3IuKU ca caMo onucarenHu. bycrep noza JCOVDEN e npunosxena

, KOUTO Ca 3aBbPIIMIN IbPBUYHA BaKCHHAIUSA ¢ 2-1030Ba cepus Spikevax (N=151),

touBaHe (cpeneH uHTepBal [nuana3on| 20 [13-26] u 21 [12-41] ceqmunm chOTBETHO 32
u Comirnaty) 1 KOuTo He cboOIIaBaT anamHe3a 3a nHpekuus cec SARS-CoV-2. JCOVDEN
aBa OTTOBOPUTE KbM CBHP3BAIUTE U MICEBIOBUPYC HEYTPATUIUPAIINTE aHTHTEIIA CPEIILY
€peHTHHS 11aM U BapuaHTa Jlenrta npu nuua ¢ mbpBUYHA BakcuHauus ¢ 2-1030Ba cepus Spikevax
=49) nnu ¢ 2-no30Ba cepusa Comirnaty (N=50), kakto e HabmogaBano Ha [en 15 cnen Oycrepa.
JCOVDEN mnoBumaBa 0TTOBOPUTE C NICEBIOBUPYC HEYTPATMU3HUPAIl aHTHUTENA CPELTy BapHaHTa
Omukpon BA.1 nipu nuiia ¢ mbpBUYHA BakCHHAIUA ¢ 2-1030Ba cepust Comirnaty (N=50), kakTo ¢
HabOmomaBano B JleH 29.
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Hmynozennocm na oycmep 0o3a cred nvpsuuna eaxcunayus ¢ eaxcuna cpewyy COVID-19 na baszama
HA A0EHOBUPYCEH 8EKMOP

B npoyusanero COV-BOOST (Bk. Au3aiiHa Ha IpOYYBaHETO MMO-TOpe) € OlICHEeHa U OycTep /103a
JCOVDEN npu y4acTHHLIM, KOUTO ca noxydmnd 2 go3u Vaxzevria (N=101). Menuanara Ha

unrepsana (IQR) mexny BropaTa no3a u 6yctep nosara e 77 (72-83) nau. JCOVDEN noBuiasa /O
OTTOBOPHUTE ChC CBBp3BaITy (N=94), ncepnoBupyc HeyTpanuzupamia (N=94) u HeyTpamu3upari b
antutena ot aus tun (N=21) cpemy pedepentaus mam. Ha [len 84 cnen 6ycrepa GMT Bce o
MO-BUCOKH OT cToiHOCTHTE penu Oycrepa. Ocsed ToBa JCOVDEN noBuiaBa oTroBopute S
TICEBAOBUPYC HEYTpaJIU3UpaIIUTe aHTUTEIa Cpelly BapuanTta Jlenta, ouenenu Ha Jlen 28 (@ 0).

Onucarennure aanHu ot npoyuysanero COV-BOOST u npoyusanero DMID 21-0012-agKa3Bar, 4e
6ycrep ¢ JCOVDEN cnen mppBUYHA BaKCHHAIHS ¢ BAKCHHA Ha 6a3aTa Ha aJlcHOBUPYCEH BEKTOP
MIPEIU3BUKBA MMO-HUCKU aHTHUTSIIO-OTTOBOPH B CPABHEHHUE C XETEPOJIOKEH OycTep, obpena nPHK
BaKCHHA CIIe]] TbPBUYHA BAKCUHAIMS C BAKCHHA Ha 0a3aTa Ha aJlecHOBUpYCeH BeKkTop. [IpoyuBanusTa
CBHINIO TaKa MOKAa3BaT, Y€ TUTPHUTE HA HEYTPAITH3UPAIIH aHTHTENA, JOCTUTHAT %eceu ciexn Oyctep ¢
JCOVDEN cnen mepBuyHa BakcuHanms ¢ ”PHK BakcuHa ca cpaBHUMU Ch U ciie] XOMOJIOKEH
oycrep ¢ ”PHK BakcuHa.

Tlonynanus B cTapuecka Bb3pacT ’bQ
JCOVDEN e oneHsBaHa NpH JIMIa Ha Bb3pacT 18 u nmoseye ro . Epuxacnocrra Ha JCOVDEN
MIPU yYaCTHHUIIUTE B CTapyecka Bb3pacT (= 65 roguHm) CBOTB@C Ha Ta3Hy IIpH O-MJIAJIUTE JIULA

(18-64 roguum).

[lenuarpuyna nomyJanus *2‘

EBpomneiickaTa areHuus mo jgekapcraaTa oTJiara 3a, €HHUETO 3a MPEeJOCTaBsHe Ha PEe3yITaTUTE OT
npoyuBanusTa ¢ JCOVDEN B enHa mim noBeugMOATPYyY HA EANATpUYHATA [TOMyIaLlus IpU
npeseniusg Ha COVID-19 (Bx. Touka 4.2 3a pMaIisi OTHOCHO yIoTpeda B MeIuaTpusITa).
5.2 ®apmMaKkoKWHETHYHH CBOJCTBA /@
)
He e nmpuitoxumo. O
5.3 IIpeakJMHUYHU JaHHM 32 0€30MACHOCT
HexnuHnuHUTE TaHHU HE TI BaT OCOOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBCHIIMOHATHUTE

MMpOoy4YBaHUA 3a TOKCUYIH 1 MHOT'OKPATHO MPpUJIAraHe 1 JIOKaJIHa IIOHOCUMOCT, U pCIIPOAYKTUBHA
TOKCHUYHOCT U TOKCHUY Pa3BUTHUCTO.

T'eHoTOoKCHYHOCT P{&L{GDOFGHHOCT

JCOVDEN He@eHﬂBaHa 3a TEHOTOKCHYEH WM KaHIEeporeHeH norenuuan. He ce ouaksa
KOMHOH@HT& a BaKCHMHATa J]Ja UMaT T€HOTOKCUYEH WM KaHLEPOr€HEH MOTEHINAI.

PCHDOH@BHEI TOKCUYHOCT U dJeDTI/IJII/ITeT

Pe KTUBHATa TOKCUYHOCT U (PEPTHIIUTETHT PHU JKEHCKH KUBOTHHU Ca OLICHEHH B €THO
KOMOUHHUPAHO MPOyYBaHe 3a eMOpHO(]ETaATHOTO U Mpe- B MOCTHATAIIHOTO Pa3BUTHE MpH 3ail|. B ToBa
oyuBaHe mbpBo BakcuHupane ¢ JCOVDEN e u3BbpiiieHo HHTPaMYyCKYJTHO Ha KEHCKH 3aillu 7 THU
penu uudTOCBaHE B /1033, CKBUBAJIICHTHA HA 2 IIBTHU MPETIOPHUUTETHATA 103a 33 XOpa, OCIEBAHO OT

JIB€ BaKCHHAIIMU ChC ChINATA 7103 TI0 BpeMe Ha reCTAllMOHHMA epHoJ (T.€. B TECTAlIMOHHU THU 6 1
20). He ce ycraHoBsIBaT HexellaHH €)eKTH, CBbP3aHU C BAKCHHATA, BHPXY KEHCKUS PEPTHIIUTET,
OpeMeHHOCTTa, eMOpHO(deTaTHOTO Pa3BUTHE U PA3BUTHETO HA MaNKuTe. MalKuTe, KAKTO U TEXHHUTE
(eTycH u OKoJICHUE, UMAT TUTPH Ha aHTUTENA, cienuduynn 3a SARS-CoV-2 S nporenna, koeto
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MOKa3Ba, Y€ MallYMHUTE aHTHUTENA Ce PEHACAT BbB (peTycHuTe 1o Bpeme Ha recranusra. Jluncsar
JlaHHU 32 ekckpeuusTa Ha BakcuHata JCOVDEN B MisikoToO.

OcBeH TOBa €JHO KOHBEHIIMOHAITHO MTPOYYBaHE 32 TOKCUIHOCT (MHOTOKPATHO TIpHUJIaraHe) ¢
JCOVDEN mnpu 3aiiun He noka3sa eeKTH BbPXY MBXXKHTE ITI0OJIOBH OPraHH, KOUTO OMXa MOTIIH /1a
YBPEAAT MBXKKUS PepTUINTET. Q

<

6. DPAPMAINEBTUYHU JAHHU &Q

6.1 CHoucbk Ha IOMOLIHHUTE BelIeCTBA Q

Omnakoska ot 10 dhaakoHa /O
2-xuapokcunponui-p-uuknogexcrpud (HBCD) O)
JluMoHeHa KucenrHa MOHOXUIpAT Q;z\

Eranon

XJ0poBOAOpOAHA KHCEIHNHA (3a perynupane Ha pH) &
[Homucop6ar 80 Q/
Harpues xnopun Q
Harpues xunpokcun (3a perynupane Ha pH) /5,)
TpunatpueB IUTPaT IUXUAPAT Q

Bona 3a unkexmun @

OmnaxkoBka ot 20 daakoHa

2-xupapoxkcurponmi-p-uukioaekcrpu (HBCD) stz\
JlumoHeHa KucenTnHa MOHOXUAPAT N

Eranon

X70poBOAOPOHA KHCETHHA (32 peryIupaHe éﬁ)
ITomucopbar 80

Hatpues xmopug O
Hatpues xunpokcun (3a peryiaupane @)
Bona 3a naxkexknuu O

AN
To3u nexapcTBeH MPOAYKT s0Ba /1a C€ CMECBa C IPYTH JIEKaPCTBEHU MPOAYKTH HIIU /1a Ce

pa3pexaa. v

6.3 Cpokna ron@

HeoTtBopen d)HaKOQ

6.2 HecbBMEeCTHMOCTH

2 ronvHy, %@io ce cexpansaBa npu -25°C go -15°C.

Crnen k &e W3BajM OT (pr3epa, HEOTBOPEHUST (IIAKOH MOXKE J]a C€ ChXpaHsBa 3aIlUTCH OT
CBCTI% B xnaauiHuk npu 2°C a0 8°C 3a enHokpareH nepuos ao 11 Mecena, kato He TpsOBa aa ce
mn@e clles oTIieyaTaHaTa Jara Ha u3Tuyane Ha cpoka Ha ronHocT (EXP/Togen no:).

@len pasMpa3saBaHC BaKCHHATa HE TpHGBa Ja C€ 3aMpassaBa OTHOBO.

3a CIICHUATTHUTC YCJIIOBUA HAa CbXPAaHCHUC BUIKTC TOUYKaA 6.4.
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OtBoOpeH ¢aakoH (el MbPBOTO NYHKTUPAHE Ha (hJIaKOHA)

XumuvHa U QU3NYHa CTAOMITHOCT Ha BAaKCHHATA B TIEPHOIa HAa U3IOJI3BaHe, BKIIOUUTEITHO 110 BpeMe
Ha TPAaHCTIOPTUpaHe, € JIoKa3aHa B MpobbkeHne Ha 6 waca npu 2°C go 25°C. OT MUKpoOHOIOrHyHa
IJIeIHA TOYKA 32 MPernopbhuBaHe € IPOAYKTHT Ja ce yHoTpeOu He3abaBHO cliesl bPBOTO IYHKTHpaHE
Ha (prakoHa; MPOAYKTHT 00aye Moke 1a ce chxpansasa Mexay 2°C go 8°C makcumyM 6 yaca win
ocTaHe Ha cTaifHa TemnepaTypa (MakcuManHo 25°C) no 3 gaca ciiefi TbpBOTO ITyHKTHPaHE Ha %

¢makona. Cieqy ToBa BpeMETO M YCIOBHATA HA ChXPaHEHHUE B IIEPHOA Ha U3IIOJI3BaHE Ca OTTO CT
Ha OTpeOuTeIs. A
6.4 CroenuajHu ycJ0BHUSI HA ChXPaHEHUe Q

[a ce cexpansBa u Tpancmoptupa 3ampasena mpu -25°C no -15°C. Jlarara Ha U3TUY@HE Ha CpOKa Ha
TOJIHOCT TpHu chxpanenue npu -25°C 1o -15°C e oTneuaTana Bpxy (pjakoHa U B aTa KapTOHEeHa
omakoBka cien ,,EXP/T'onen no:*. *2‘

Koraro e cpxpansBana 3ampazena npu -25°C no -15°C, BakcuHaTa MOXe [ @pa3Mpa3H i nipu 2°C
1o 8°C, wn npyu CTaliHa TeMIepaTypa:

. npu 2°C o 8°C mie ca HeoOxoanmMu npudimsuTenHo 13 gac Qa3Mpa3ﬂBaHeTo Ha KapTOHEHA
omakoBka ¢ 10 win 20 ¢iakoHa, a 3a pa3Mpa3siBaHETO Ha e@namﬁ 1Ie ca HeOOXOAUMHU
MpUOIU3UTENTHO 2 Yyaca. %0

o npu craiiHa Temrepatypa (MakcumaiHo 25°C) me ca HeoOROAUMU MPHOIM3UTETHO 4 Yaca 3a
pa3mpassBaHeTo Ha KapToHeHa onakoBKa ¢ 10 uiu 20'$sakona, a 3a pa3MpaszsaBaHETO HA eIUH
(h1aKoH 111e € HeoOX0AUM PUOIU3UTEIHO 1 Yac. Q/

Bakcunara Moske ChIIO Taka J1a ce ChXpaHsaBa WIN TpaHCIOpTHpPa B xuaquiHuK npu 2°C no 8°C 3a
efHoKpaTeH nepuoA a0 11 mecena, kato He TpsOB Ce M3M0J3Ba ClIe]] TbpBOHAYaIHaTa JaTa Ha
u3THYaHe Ha cpoka Ha rogHocT (EXP/T'onen 10 JIe]l TPEMECTBAHE Ha MPOAYKTa OT YCJIOBHUSA 3a
cbpxpanenue npu 2°C no 8°C aKTyaJH/BI/IpaHa'@aTa Ha MU3TUYaHE Ha CPOKa Ha FOAHOCT TPsiOBa Aa ce
oT0enexy Ha BbHIIHATA KAPTOHEHA OMAKOBKA U BaKCHHATa TPAOBa Jja ce M3II0JI3Ba WIIK J1a Ce
M3XBBPIM 10 Ta3u Aarta. [IbpBoHavyanHa ﬁ'a Ha M3TUYaHE Ha CPOKA Ha FOJHOCT TPsOBa Ja ce
3aueprae. BakcuHara Moxe J1a ce Tpa prupa u pu 2°C g0 8°C, ako ce OCUTYPSIT MOAXOISAIINTE

YCIIOBHS Ha CbXpaHEHHE (TeMHepaTi@ peme).

Cnen pazmpassiBaHe BaKCHHATa He\TpHGBa Jla ce 3aMpassiBa OTHOBO.

CoxpansBaiiTe QrakoHUTE 3 WTMHATHATAa KapTOHEHA OMaKOBKa, 32 JIa CE MPEeINa3saT OT CBETINHA.
HeotBopenara JCOV ¢ cTabuiIHa B MPOoIbiDKeHKe Ha o010 12 yaca pu 9°C no 25°C. Topa He
ca MPenopbhUNUTEITHN BHS HA ChXpaHEHHNE WM TPAHCIIOPTUPAHE, HO MOXE J1a CITy’KaT 3a YKa3aHHe

IIpY B3€MaHe Ha P € B CJIy4ail Ha BpeMEHHO OTKJIOHEHHUE Ha TeMIlepaTypara mo Bpeme Ha 11-
MECEYHOTO CLX\]?\H ue ripu 2°C n0 8°C.

3a ycnom& ChXpaHEHHE CJIe]l TbPBOTO OTBApSHE Ha JIEKAPCTBEHUS MPOIYKT BHXKTE TOUKa 6.3.
6.5 ]@9 U ChABP/KAHHE HA OIAKOBKATA

2, @grcnemm{ B MHOT'0]1030B (pj1akoH (CTBKIIO THII I) ¢ ryMeHa 3amymaika (XJopoOyTHI ¢
POTIOJIMMEPHO TIOKPUTHE), aTyMHHHEBA 0O0KAaTKa U CHHBO IJIACTMACcOBO Kamade. Beeku diakon

Q bpka 5 go3u ot 0,5 ml.

Omnakorka ot 10 min 20 MHOT0Z1030BH (hJIaKOHU.

He Bcuukn BHUIOBC OITAKOBKHM MOrart aa 6’[:)_'LaT IMyCHATH Ha mma3apa.
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6.6 CrnenuajaHu nNpeanasHu MepKH NMPH U3XBbPJIsiHEe H padoTa

Vka3zauus 3a paboTa ¥ IPWIOKEHUE

C Ta3u BakcuHa Tpﬂ6Ba Ja pa60TI/I MCIUIIMHCKHU CIICOUAJIMCT, KaTO M3II0J3Ba aCCIITUYHA TCXHUKA, 3a

Jla ce OCUTYpH CTEPHIIHOCTTA Ha BCAKA J103a.

o Bakcunara e rotoBa 3a ynotpe0a ciies pasmMpassiBaHe. b

. Bakcunara mose na ce nocrass 3aMpaszeHa npu -25°C o -15°C unu pazMpaszena npu 29
8°C. A

o Crnen pa3mpassiBaHe BaKCHHATa He TPsAOBa J1a ce 3aMpassiBa OTHOBO. O

o CopxpansBaiiTe (prakoHUTE B OpUTMHAIIHATa KAPTOHEHA OIAKOBKa, 3a 71a Ce Ipex @T oT
CBETJIMHA U 3a Ja ce OTOENIe)KH CPOKBT Ha TOAHOCT MPH Pa3IMUHUTE yCIOBUS H paHeHue,
aKoO € NMPHIIOKUMO. fb

a. CpraHeHne cjIel mojayvyaBaHe Ha BAKCHMHaATa

AKO IIOJYYUTE BAKCUHATA 3AMPA3EHA IIPH -25°C no -@, MO3Ke Ja:

(%

1
1 WIH
1

E = 4 KZ

chXpaHsiBaTe BbLB (ppusep Q/ ChbXpaHfAABaTe B XJAAUWIHUK

e BakcuHaTa MOXeE Ja ce @ e BakcuHara MOXe Jia C€ ChXpaHsiBa U
CbXpaHsABa U TPAHCIIOPTUPA O Tparcnoptupa mpu 2°C no 8°C 3a
3ampasena npu -25°C go - J & enHoKpareH nepuon Ao 11 mecena, kato
15°C. O¢ He TpsAOBa J1a Ce U3IO0JI3Ba ClIe]

IIbpBOHAYa/IHATA JaTa Ha U3TUYAaHC Ha

e JlaTara Ha U3THYAHE HA CPOKA, !
cpoka Ha ronHocT (EXP/Tonen no:).

Ha I'OJHOCT € OTII€4HaTaHa

BBPXY (prakona u BLHHJH@(Q \ e (e mpeMecTBaHETO Ha MPOIYKTa B
KapTOHEHA OIMaKOBKa cne&- xaaguanuk npu 2°C no 8°C
»EXP/T'onen no:“ (e aKTyaJlu3upaHaTa JjaTa Ha CpoKa Ha
Touka 6.4). TOJHOCT TPpsAOBa Ja ce 3amullie BbpXy
O BBHHIIHATA KAPTOHEHA KyTHS U
Q BaKCUHATa TpsiOBa J1a ce U3MOJI3Ba WIIH
Q W3XBBPJIM KbM aKTyallM3UpaHaTa jara Ha
‘2\ M3THYaHE Ha CPOKA HA TOAHOCT.
@ [InpBoHaya/iHATA 1aTa HA CPOKA HA
@ rOIHOCT TPsAOBA Ja ce 3auepTae. (BXK.
& TouKa 6.4).

,DQ(J
&
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AKO ITIOJIYYUTE BAKCUHATA PASMPA3EHA TIPH 2°C no 8°C, TpsioBa na 51
ChbXpPaHsBATe B XJAAUJIHUK:

AHe 3aMpazsBaiiTe OTHOBO, aKO MPOAYKTHT € MOTYUYeH BeUe pa3Mpa3ecH HpQS"C mo 8°C.

3alenexka: AKo BaKCHHATa ce NOMy4H B XnaqwiHUK mpu 2°C no 8°C, @nonyanaHeTo
MpoBepeTe Jajiy aTaTa Ha U3THYaHE Ha CPOKA Ha TOJTHOCT € aKTyalu a OT MECTHHUS
JOCTaBYMK. AKO HE MOXKETE 1a HAMEPUTE HOBA aTa Ha U3THYaHE Hgoxa Ha TOJHOCT CJeN

,»1 OJIEH 10:%, CBBpP)KETE CE€ C MECTHHUS AOCTaBYHK 3a TOTBBPIKIABA JaraTta Ha U3THYaHe Ha
CpoOKa Ha roJfHOCT ciief ,,I ofeH 10:“ Ha MPOAyKTa B XJIaJUITHU MUIIeTe HOBATA 1aTa Ha
H3THYAHe HA CPOKA HA TOHOCT BbPXY BHHIITHATA KAPTOHEHAQIIAKOBKA MPEAN Ja 3all0YHe
ChXpAaHCHUETO Ha BAKCHHATA B XJIA[IMUITHUKA. H'prOHa'-IaJI@a JAaTa HA CPOKA HA T'OJHOCT
TpsiOBa Ja ce 3auepTae. (BX. Touka 6.4). Q/

AKo e 3amMpa3eH, pa3Mmpasete ¢uiakoHa(MTe) B XJIAJWIHUK MU HA CTaiiHa TeMmepaTypa

Npeu NpUJIoKeHUe

B & O

&0
i | | | J¢
@) WIn Pazmpasere Pasmpasere

3a 3a
“& 4 yaca
Pasmpasere 1 uac

3a 13 yaca & \ n
oJ
3

Pa3mpa3sere B xnazn@;lc Pa3mpa3sere Ha cTaiiHa TeMnepartypa

e Koraro e cbxp, \@Caﬁa 3aMpas3eHa e Koraro e cbxpaHsBaHa 3aMpa3eHa
pu -25°C 1o , IIe ca mipu -25°C no -15°C, kapToHeHaTa
HEo0Xxou pubausurento 13 gaca onakoBka ¢ 10 unu 20 grakona umu
3a pa3M AQHEeTO Ha KapTOHEeHaTa otaenHure GuakoHu TpsOBa 1a ce
ona1<o® ¢ 10 wiu 20 daakona, a 3a pa3MpassT Ha CTaifHa TeMIeparypa
oT, Te (JIaKOHU IIIe ca Makcumanso 25°C.
OJUMHM NPUOTU3UTENHO 2 yaca, e [lle ObpaaT HEOOXOMMYU TTPUOTHZUTEITHO
a ce pazmpazsat nmpu 2°C o 8°C. 4 gaca, 3a 1a ce pa3Mpa3u KapTOHEHa
KO BaKCHHaTa HE Ce U3I0JI3Ba omakoBka ot 10 umu 20 ¢urakona.
Q/ BEJlHara, BWJKTE yKa3aHUATa B TOYKaTa o [lle Ob1c HEOOXOIUM IPUOITUIUTEITHO
Q »CBXpaHsIBaTE B XJIAAUIHUK . 1 yac, 3a fa ce pa3MpassT OTACITHUTE
e @nakoHbBT TPsAOBA Aa ce ChbXPaHIBA B (makoHH.
OpuUrHHATHATA KApTOHEHA OTMAKOBKA, e Baxkcunara e crabuina 3a o0mo 12 yaca
3a J1a ce Ipe/Ia3y OT CBETJIMHA U 3a J1a npu 9°C no 25°C. Tosa He ca
ce oTOeNeXXH AaTaTa Ha U3THYAHE Ha MIPETIOPBUYUTETHN YCIOBHS Ha

CpOKa Ha TOAHOCT IpH Ppa3JINIHUTC ChbXPAaHCHUC NI TPAHCIIOPT, HO MOXKC
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YCJI0BHs Ha CbXPAaHEHHE, aKO € Jla CILy>KaT 3a YKa3aHue IIPU B3€MaHe Ha
HIPUIIOKUMO. pelieHne B ciTydail Ha BpEMEHHU
TEMIIEpaTypHU OTKIIOHEHUSI.

A a HC CC 3aMpa3ssBa IIOBTOPHO CJIC,
I[ P p A e AKO BakCHHATa HE CE M3II0JI3Ba BEaHara,

pa3MpassiBaHe.
BHWI)KTC YKa3aHUATA B TOYKaTa
,»CbXpaHsIBaTe B XJIQJUIHHUK . C:/O
A Jla He ce 3aMpa3siBa IOBTOPHO cneQ/
pa3MpassiBaHe. &
IIpoBepete 1akoHa U BAKCHHATA
e JCOVDEN e 6e3nBerHa 10 0J€10KbITA, OUCTpa IO CHUITHO OmayeclieHTHa cycrieH3us (pH 6-
6,4).

e [lpenu npunokeHne BakCHHATa TPAOBa Ja ce MPOBEPU BU3YaTHO 3a HaanI/Ie@9 BUIAMMU
YacTUIM U TPOMSHA Ha LIBETa.

o [lIpenu npunoxxkeHne GIAKOHBT TPsIOBA J1a ce IPOBEPH BU3YaITHO 32 Ha Ha IyKHATUHU WIN
HSAKaKBY IIPOMEHU BbB BBHIIHNS BUJI, HAIIP. IPU3HALIA HA OTBApsHE. puiaraiite BakcuHaTa
IIpY HAJIMYUE Ha TAKUBA IIPU3HALY. Q/

N Q

Ceky
O

3aBbpTeTe BHUMATEJIHO ns /%wre 0,5 ml Hnskextnpaiire 0,5 ml
(piraxona O\¥3HOH3BaﬁTe crepwiHa uria e Ilpunaraiite camo ype3
e [Ipenn npunarane Ha 103a ‘&‘ U CTEpWJIHA CIIPUHIIOBKA, 32 HHTPAMYCKYJIHA

OT BaKCMHAaTa BHUMATCIIHO Ja U3TCTJINTEC €AMHHUYHA 1034 HHKCEKIMUSA B JCIITOUIHUA

3aBppTeTe (hI1akoHa B & \ ot 0,5 ml ot MHOTOZ030BUS MYCKYJI Ha TOpHATa 4acT Ha

H3IPABEHO I0JI0KeH ¢nakoH (Bk. Touka 4.2). pbKara (BX. Touka 4.2).

TIPOALIKEHHUE HA & Ot MHOTrO1030BHUSA

10 cexynau. 9”

O (y1aKoH MokKe 1a ce M3TerJIAT

Hall-MHOr0 5 103u. 3xBBHpIeTe
ocTaHayata BbB (JiakoHa
\2\ BaKCHHA CJIe]] U3TETTIsTHE Ha

@ 5 no3mu.
L

e He pasKnamaﬁTQ

’OQ(J
QQ}—
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. CbxpaHeHue cJjie]l MbPBOTO MYHKTHPaHe

(%
nimn b

\ |

QQJ
- A &
----- B U AN
OTto0ese:xeTe JaTaTa u yaca, e Ciiest MbPBOTO e Clem IHPBOTO
KOrato (piakoHbT TpsiOBa Na MYHKTUpPaHE Ha nymcvl?e Ha QrakoHa
ce U3XBBPJIH (bnaxona BakcHHATa BaKGHHATA MOXKE J1a ce
e Crnex mbpBOTO MYHKTHPAHE MOJKE /1a C€ ChXpaHsIBa c&mga Ha cTaiiHa
Ha (aKoHa BBPXY €THKETa npu 2°C o 8°C no neparypa
Ha BCEKU ()JIAKOH 3alHUILICTe 6 gaca. &axchaﬂﬂo a0 25°C)
Jarara 1 yaca, Korato TOH ° I/I3XB’LpJ‘[eTe (1) JTAaKOHA, 3a CAHOKPATCH Nepuoa 10
TpsiOBa J1a C€ U3XBBPJIM. aKo BakCHHAaTa HE ¢ Q 3 yaca. (Bx. Touka 6.3).
A 3a nperopbuBane € 11a ce M3II0JI3BaHA B PAMKHUTE éb e lI3xBBprere QrakoHa,
T —— Ha TO3U NEPUO. Q aKO BaKCHHAaTa He €
ITBPBOTO TTYHKTHPAHE. @ M3II0JI3BaHA B PAMKHUTE Ha
TO3U TIEPHO/I.
(/

e. HN3xBbpIIsiHe

<O

Hewusmnon3Banara BakcHHA WU OTHAABYHATE Maf%ﬂann OT Hesl TPsIOBa J1a Ce U3XBBHPIAT B
CHOTBETCTBHE C MECTHUTE YKa3aHHS 32 (hapm, TUYHM OTIanblH. [lpu cirydaiino pa3nuBaHe,
MSICTOTO TpsiOBa Jia ce Ae3uH(EKIIpa ChC CPSICTBA C BUPHIIMIHA aAKTUBHOCT CPEIIy aJICHOBUPYC.

L&

7. INPUTEXATEJI HA PA3PE@HI/IETO 3A YIIOTPEBA

Janssen-Cilag International NV \i-
Turnhoutseweg 30 & \
B-2340 Beerse \&_

benrus A
¥

8. HOMEP(A) lQ PA3PEIIEHUETO 3A YIIOTPEBA
EU/1/20/1525/
EU/1/20/1525/002

9. &" A HA I'bPBO PA3PEINABAHE/IIOJJHOBABAHE HA PAPEIHIEHUETO 3A
/b OTPEBA

Ta Ha MMOCJIeAHO oAHOBABaHe: 3 aHyapu 2022 r.

&}%5 Ha IBpBO paspemraBane: 11 mapt 2021 r.
a

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
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IMoxpoOHa uHpopMans 3a TO3U JEKAPCTBEH MPOIYKT ¢ MPeJ0CTaBeHa Ha yebcaiiTa Ha EBporneiickata
areHIMs 10 JiekapcTBaTa http://www.ema.europa.eu.
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A.

MIPUJIOKEHHUE 1/

MPOU3BOJUTEIU HA BI/IOIL%]?ﬁ‘IHO AKTUBHOTO
BEILIECTBO U IPOU3BOIUTEINA, OTTOBOPHU 3A
OCBOBOKJIABAHE HA APA UM

YCJIOBUA NJIN OFPA&{IEHI/IH 3A JOCTABKA 1
YIIOTPEBA

O

APYI'N YCHOB% N3NCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA 0

YCJIOBUS NI OTPAHUYEHHS 3A BE3OIACHA M
E®EKTHBHA YIIOTPEBA HA JIEKAPCTBEHUS ITPOJYKT

25



A. TIPOM3BOJIUTEJIN HA BHUOJOTNMYHO AKTUBHOTO BEIIECTBO U
NMPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKIJABAHE HA ITAPTUIN

Nme n aapeC Ha MPOU3BOAUTCIIA HA OMOJIOTHYHO aKTHBHOTO BCIICCTBO

Janssen Biologics B.V. 60

Einsteinweg 101
2333 CB Leiden Q/
N

Hunepnannus

Emergent Manufacturing $O

Operations Baltimore LLC

5901 East Lombard Street /O
Baltimore, MD 21224 ,))
Crenunenu matu (CAILL) Q*

Biological E. Limited Q/
Plot No. 1, Biotech Park, Phase 11 &
Kolthur Village, Shameerpet Q/
Medchal-Malkajgiri District, Q
Telangana-500078 &

bobarapus Q

Mme u aapec Ha IPOU3BOAUTENSL, OTTOBOPEH 34 oc3060>1<11a3@é Ha [NAPTHJIATE
Janssen Biologics B.V. ‘2?/

Einsteinweg 101

2333 CB Leiden \}?j

Hunepnannus Q/

Janssen Pharmaceutica NV @

Turnhoutseweg 30 /@

2340 Beerse J&

benrus O
\&_

IleuaTHaTa 1UCTOBKA Ha JICKApCTBCHUS TPOAYKT TpH6Ba Aa CbAbpiKa UMCTO U aipeCa Ha
IIPOU3BOJUTCIIA, OTTOBOPEH 3 ]&)6OX<I[aBaHeTO Ha CbOTBCTHATA MapTruaa.

b. YCJOBUs HJ@TPAHI/I‘IEHI/IH 3A TOCTABKA U YIIOTPEBA
JlekapCTBEHUST n%&q ce OTITyCKa IO JIEKapPCKO MpelicaHue.
o quumrzho 0CBO0OKIaBaHEe HA MAPTHIN

CT»FHaCH%@ 114 ot Jupextusa 2001/83/EO odunuaaHoTo 0cBOOOKIaBaHE HAa MAPTUAUTE CE
Hstpu@ T ABPKaBHA JTa00PaTOPHS WK JIAOOpaTOpHs, ONpeAesIcHa 3a Ta3u L.

]Q}./&- APYT'U YCJIOBUA U UBUCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
Qo Ilepnonnynu akTyaau3upaHu AokJaam 3a oesonacuocr (ITA/1B)

WznckBanusra 3a nonasane Ha [IAJIb 3a To3u J1lekapcTBEH MPOAYKT ca IIOCOYEHHU B CIIHCHKA C

pedepentHute natu Ha EBponetickus c¢pio3 (EURD cnuchk), npeasuiceH B wi. 1078, ait. 7 ot

Hupextupa 2001/83/EO, 1 BbB BCUUKH CIIC/IBAIIH aKTyaIN3aI[|H, TTyOJIHUKYBaHH HA €BPOICHCKHS
yeOropTain 3a JeKapcTaa.
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[IpurexatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsosa na nogane nvpsus ITAIb 3a To3u
HPOIYKT B CPOK OT 6 Mecelia ciell pa3pelIaBaHeTo 3a ynorpeoa.

r. YCJI0BUA NN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YHOTPE]%@
HA JIEKAPCTBEHUSA ITPOAYKT @

. ILnau 3a ynpasJjienue Ha pucka (ITYP) &Q

[MpurexarensT Ha pa3pemienuero 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIBa N3NCKBAHUTE NEHHOCTH U

JeHCTBUS, CBBP3aHH C IPOCIIEsIBaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHH B ogedpenus [1YP,
npencrased B Mozayn 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCUUKH cngﬁamn 0J100peHH

akTyanu3anuu Ha [TVP. /))

Axrtyammsupas I[IYP tpa6Ba na ce mopasa: Q;b

o 10 UCKaHe Ha EBpornelickarta areHmus 1o JeKkapcTBara;

o BHHArH, KOTaTo c€ U3MEHs CHCTEMAaTa 3a yIpaBJIeHNE Ha PUCKa, O, HO B pe3yJITaT Ha
HOJTyyaBaHe Ha HOBA MH(GOPMAIHKs, KOSITO MOXKeE J1a TOBEJIE JI0 MU [IPOMEHHU B

CbOTHOIICHUETO Hon3a/p1/1c1<, WJIN CJIEA JOCTUTAHC Ha BAXKCH (BTJB BpBb3Ka C IMMPOCICAABAHE
Ha JICKapCTBCHATAa 0e30IMacHOCT WIIH CBCIKIAaHC HA pHUCKaA 1 -II/IMYM)
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A. IAHHU BbPXY OMAKOBKATA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA
—
1. WME HA JEKAPCTBEHMS TPOJYKT (~Y]
2
JCOVDEN HHXeKIIMOHHA CYCIIEH3US] Q
Baxkcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOnHaHTHA)) &

2.  OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A) N\ |
[ 4

Enna mo3a (0,5 ml) ceappika He mo-manko oT 8,92 log;y nHOEKIMO3HN e TUHUII 0)

AneHoBupyc Tumn 26, konupaini SARS-CoV-2 munos rimkonpotenH (Ad2 .®V2-S)

ToBa JeKapcTBO ChABPIKA TCHETUYHO MOAU(PHUIIMPAHN OPraHU3MHU. Q/
3. CHUCHK HA IOMOUIHUTE BEUIECTBA ~7

~
Omnaxkorka ot 10 ¢urakoHa @

HOMOH_[HI/I BCIICCTBA: 2—XI/II[pOKCI/IHPOHI/IJ'I—B—LII/IKJ'IO,Z[G WH, JUMOHCHA KHUCCJIMHA MOHOXUAPAT,
CTAaHOJI, XJIOPOBOAOPOJHA KHUCCIINHA, nonncop6aT 8 HATPUCB XJIOPUA, HATPUCB XUAPOKCUL,
TPUHATPHUECB LUTPAT JUXHUAPAT, BOAA 3a MHKCKIIUU KTC JIMCTOBKATA 3a JOIIBJIHUTCIIHA

uHGOpMAITHSL. Q/

Q
O

TTomomrHu BemecTsa: 2—XI/I;[pOKCano@—uHKHOQeKcmHH, JMMOHEHA KUCEINHA MOHOXHIPAT,
€TaHOJI, XJIOPOBOAOPOIHA KHCEINHA ncopbar 80, HATPUEB XJIOPHI, HATPUEB XUAPOKCHI, BOJA 32
AHKEKIMA. BrkTe TucToBKaTa 3a JIHUTEJIHA MH(DOpMAIIH.

AN

4. JJEKAPCTBEHA QWA N KOJIMYECTBO B EJJTHA OITAKOBKA

OnakoBka ot 20 ¢rakoHa

HMnxeknroHHa cycie
10 MHOr01030BH }I1,
20 MHOT'0JI030BH Ha

Bceku duakon \?;1113 ka 5 mo3u 1o 0,5 ml

<

On
| 5. HAYUWH HA IPUJIOKEHUE U MbT(MIIA) HA BbBEXKIAHE
@]
NHt ‘QyCKynHO NIPUJIOKEHUE
H@ yroTpeba mpodyeTeTe JIUCTOBKATA.
@ oBeue nHpopmanus ckanupaiTe To3u QR ko nim nocerere www.covidl9vaccinejanssen.com.

Q
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6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

Vo N
‘ 7. JAPYI'M CHEHUAJIHU NPEAYHOPEXIEHUS, AKO E HEOBXOIUMO (f\u|
Qo
‘ 8. JATA HA UBTUYAHE HA CPOKA HA TOAHOCT /\k) |
2
Bwx "T'onen no" 3a cpoka Ha TOTHOCT TpH chxpaHenwue mnpu -25°C mo -15°C.

3anuiiere HOBaTa AaTa HA U3TUYAHE HA CPOKA HA TOAHOCT IPU ChXPaHEHUE MIPU 2"@0 8°C
(MaxcumaiHo 11 Mecera): . 3auepTaiiTe mpeauIIHaTa 1aTa Ha U3TWUAHE Ha CPOKa Ha

TOJHOCT. Q/
O

‘ 9. CIHELUAJIHA YCJIOBUSI HA CbXPAHEHUE ‘Q/V
[a ce cexpansBa u TpaHcIIopTHpa 3aMpasena mpu -25°C 1o -15°C)§Q
Moxe na ce chxpanssa u Ha 2°C no 8°C 3a 11 mecerna. 3amurn 0BaTa JaTa Ha U3THUYaHE Ha CPOKa
Ha TOJHOCT. PQ

He 3ampa3zsiBaiiTe mOBTOPHO clie]] pa3Mpa3siBaHe. @

CoxpansBaiiTe (pakoHUTE B OpUTHHAIHATA KAPTOHCHA 0@}031@, 3a Ja ce Mpe/a3sT OT CBETIHHA.
3a momreHUTEHA HH(DOPMAIIS OTHOCHO CPOKa Ha rom@c Y CbXPaHEHUETO BUKTE JINCTOBKATA.

Y

10. CHELOUAJIHU NPEAITAZHA MEP&?I/I MN3XBBPJIAHE HA HEU3IIOJI3BAHA

YACT OT JIEKAPCTBEHUTE IIP KTH WJIN OTIIAABYHU MATEPUAJIN OT

TSX, AKO CE UBUCKBAT TAKHUB
\J

Jla ce U3XBBPIIU B CHOTBETCTBHE C Me@ﬂﬂe W3UCKBaHWsI, OTHACSIIM Ce 3a (hapMalleBTHYHH
OTITAIBIH. O

S

11. HUME U AJPEC HA {ﬁiI/I‘I‘E)KATEJIH HA PASPEHIEHUETO 3A YIIOTPEBA
N

Janssen-Cilag Intematio@V
Turnhoutseweg 30 o

B-2340 Beerse Q

benrus
X

(oD
12. HOI (A) HA PABPEIIEHUETO 3A YIIOTPEBA

~

A
EU/1/ 525/001
EU, 1525/002
0‘,&'

N3. TAPTHJIEH HOMEP

ITapTuna:
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| 14.

HAYMH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

&

2
\%

| 16.

HH®OPMAIIMSA HA BPAJIOBA A3BYKA

AN
o\
N
[Ipueto e ocHOBaHKE 12 HE ce BKIOUM HH(popManus Ha bpaiinoBa a3Oyxka.

L0

| 17.

v

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

L\

JBynsmepeH 0apKo ¢ BKJIIOYEH YHUKAIECH HACHTU(HUKATOD §/

| 18.

YHUKAJIEH UIEHTUDOUKATOP — JJAHHHU 3A YETEHEOT XOPA

PC
SN
NN
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MHUHHUMYM JAHHU, KOUTO TPABBA JJA CbABP/KAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

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

(0
1. HUME HA JEKAPCTBEHMS NPOAYKT M MBT(MILA) HA BBBEKIAHE |
JCOVDEN wunkeknus &Q

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

O
im. AQ
o

2. HAYYH HA TPUJIOKEHUE L)
HMHaTpamycKyTHO NPUIIOKEHNE &Q;z\
<
‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT AQ
4 9 ~
EXP Q’O
<
4. HNAPTUJAEH HOMEP Q)
Lot Qj
N
<
5. CBABbPKAHUE KATO MACA, OI@/I HWJIN EJUHULN
5 no3u o 0,5 ml ‘)&'«O
O
| 6. JIPYTO Dy
AN

Jlata/yac 3a U3XBBpIIHE \&,
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B. JMCTOBKAQ)
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JIncroBka: nH(popManusa 3a NOTpedUTENA

JCOVDEN nH:KeKIMOHHA CyCleH3Usl
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOuHaHTHA])
COVID-19 vaccine (Ad26.COV2-S [recombinant]) /O
vTOBa JICKApCTBO MOJICKH Ha TOIMBIHUTEIHO HaboeHne. ToBa 11e M03BOIH ObP30TO Q/
YCTaHOBSIBaHE HA HOBAa MH(OPMAITUSA OTHOCHO Oe3o0macHocTTa. Moxere /1a TaeTe CBOS npm&\cQaTo
CHOOIINTE BCSIKA HEXENAaHA PEaKIIHs, KOSATO CTE MONYYMIH. 3a HaYMHA Ha ChOOIIaBaHe Ha enaHH
peaKIny BIKTE Kpas Ha Touka 4. A

IIpoueTeTe BHUMATEHO USJIATA JIMLCTOBKA, PN /1a € BAKCMHHUPATE, Thil Kazb,m ChAbpiKa

BakHa 3a Bac nndgopmanmus. l'))

- 3amasere Ta3u IUCTOBKA. MOJKe /1a ce HAJIOXKH Jia 5 IPOYETeTe OTHOBO.

- AKO MMate HIKaKBH JAOMBIHUTEIHH BBIPOCH, ONKTaNTe Bammus nex@}@apMaueBT WITH
MEIMIIMHCKA CECTpa.

- AKO TIOJTyYHTe HAKAKBU HEXEJIaH! peaklny, yBeaoMeTe Bamms , hapMareBT wiu
MEAMIIMHCKA cecTpa. ToBa BKJIIOUBA M BCHUKH B3MOXKHU HEX peakiuu, HeOHCaH! B
Ta3H JIMCTOBKA. Bikte TOUKa 4. /b

KakBo cbabp:ka Ta3u JUCTOBKA Q/O

1. Kaxso npencrasnsgBa JCOVDEN u 3a kakBo ce U3Mon3sa

2. Kakso Tps6Ba na 3naere, npeau na Bu ce mpuioxu J DEN

3. Kax ce npunara JCOVDEN

4. Bb3MoxkHM HEeXETaHU peakuu sz*

5. Kak ce cpxpanssa JCOVDEN

6. ChbabpixaHue Ha ONIAKOBKATA U J0NbIHATEIHA HH(OpMarys

1. Kakgpo npeacrasiassa JCOVDENGa KaKBO ce U3I10/13Ba

JCOVDEN e BakcnHa, H3M0/I3BaHa 3a‘)@¢euna3BaHe ot COVID-19, npuunnen ot Bupyca SARS-CoV-
2. {-O
JCOVDEN ce mpuiara npu B%a{:mn Ha 18 1 moBede roIMHHU.

Baxcunara ctaBa npuunHa *YHHaTa cucTeMa (eCTeCTBEHUTE 3alllUTHHA CHJIM Ha OpraHu3Ma) 1a
MIPOU3BEXkKa aHTHUTENA U %&mnmnpaﬂn 0enu KpbBHHU KJIETKH, KOUTO Ca HACOUEHH CpEeIly BHpYCa,
KaTO TaKa ce OCUTyps %ﬂm cpenry COVID-19. Huto enHa OoT CbCTaBKHUTE Ha Ta3H BaKCHHA HE
MOX€E J]a TPUIUHHU -19.

<

2. Kaxnoﬁna Ja 3Haete, npeau Aa Bu ce npuinoxku JCOVDEN

He ce Ba&%npaﬁTe, aKo
- c(symepmqm/l KBbM aKTHBHOTO BEIIECTBO MJIM KbM HSKOS OT OCTAHAIUTE ChCTABKU HA Ta3H
%KCI/IH& (u30poeHH B TOUKa 6)
- € UMaJIi KPBBEH ChCUPEK, KOWTO € BH3HUKHAN €THOBPEMEHHO C HUCKU HUBA Ha
\&' TpoMOOLUTHTE B KpbBTa (CHHAPOM Ha TpomOo3a ¢ Tpombonmtonenus, CTT) caen karo cre
Q/ TIOJTyYMIIA KOSITO U J1a € BakcuHa cpenry COVID-19.
Q npeau Bu e mocraBsiHa Auarto3a CHHAPOM Ha HapylIeHa KanisipHa MPOITyCKINBOCT
(chCcTOSTHME, MPUYUHSBALIO H3THYAHE HA TEYHOCT OT MAJIKUTE KPBBOHOCHH CHIOBE).

IIpexynpe:xkaenust U npeana3sHu MePKH
T'oBopere ¢ Bamus siekap, hpapmalieBT Wik MEIUIIMHCKA CECTpa, Mpeau Aa Bu ce npuioxu

JCOVDEN, ako:
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o HSIKOTa CTE UMAJTM TEXKa ajlepruiHa peakiys clie/l MH)KEKTHpaHe Ha Jpyra BaKcHHa,

o HSIKOTA CTE MPHIIAIAIH CJIC WHXKEKIUS C UTrJa,

. uMaTe TeXKa MH(EKIMs, MpoTHYaIla ¢ BUCOKa Temmepatypa (Hazx 38°C). Obaue Moxke J1a ce
BaKCHHHpATE, aKO UMaTe JIEKO MOBHILICHA TEMIIEpaTypa WM JieKa HHPEKIHs Ha TOPHUTE
JUXaTeJTHU ITbTHUILA KaTo MPOCTY/a,

o umMare npo0iieM, CBbpP3aH ¢ KbpBEHE WM HACHHSBAHE WM MPHEMaTe aHTUKOaryJaHT (3a bro
MpeIoTBpaTsiBaHe Ha 00pa3yBaHETO HA KPbBHU CHCUPEIH),

o uMyHHata Bu cuctema He QpyHKIIMOHMpa 100pe (MMaTe UMYHEH Ae(UINT) UK aneMa'Q
JIeKapCcTBa, KOUTO OTCJIA0BAT IMyHHATa CUCTEMa (Harp. BUCOKHU JI03U KOPTHKOCTEPOH
MMYHOCYTIPECOPH MM IPOTHBOPAKOBH JIEKAPCTBA).

o uMare pUCKOBHU (akTopu 3a 0Opa3yBaHe HA KPbBHH ChCUPELH BB BEHUTE (BEHO
tpomboembonus (BTE))

Kaxkro npu Beska Bakcuna, Bakcunupaneto ¢ JCOVDEN moxe aa He 3a1uTu HaIQ}Ho BCUYKH, KOUTO
st noiay4yaBat. He e U3BECTHO KOJIKO JBJITO LIE Tpae 3amuTaTa npu Bac. Q\

Hapymenusi Ha KpbBTa Qj

. Benoszna mpomoéoemoonusn: psako cnen Bakcunanus ¢ JCOVD Ha0JII0/JaBaHU KPbBHU
ChCHpEIH BB BeHUTe (BeHo3Ha TpomboemOomust (BTE)).

. Cundpom na mpomooza c mpomooyumonenusn: MHOTO pﬂﬂ@%ea BakcuHanus ¢ JCOVDEN
¢ Ha0JIr01aBaHO 00pa3yBaHe Ha TPOMOU B KOMOMHAIIHUSA C H@O HUBO Ha TPOMOOIUTUTE B
KpbBTa. TOBa BKIIIOYBA TEIKKHU CIIy4an ¢ 00pa3yBaHe Ha 0u, BKIIFOYUTEIHO HA HEOOMUYaHU
MecCTa, KaTo HallpuMep MO3BK, YepPeH Jpo0, YepBa U J@iaK, B HIKOH CIy4Yau ChIIPOBOJIEHO C
KbpBeHe. Te3u cirydau ca HaCTHITWIIM Hali-Beue B PAMKUTE HA IBPBUTE TPU CEIMUITU CIIE]T
BaKCHHAIIUS Y IIPH JIUIA 1o 60-roauiiHa Bb3pactd@’b00I1ICH € Cllydali CbC CMBPTEH U3XO/I.

. Hmynna mpomooyumonenus: MHOTO PSIKO C&%)6HI3B3HI/I MHOT'O HUCKH HHBA Ha
TPOMOOIIUTUTE B KPHBTA (MIMyHHA Tp0M60uH@1eHHﬁ), KOUTO MOTaT J1a ObJaT CBbP3aHH B
KbpBeHE, 0OOMKHOBEHO Npe3 IbPBUTE YETH nmuiy cien BakcuHaius ¢ JCOVDEN.

HOTBpCCTe He3a6aBHO MECIUIIMHCKA ITOMOIII, E@HOHY‘H/ITC CUMIITOMH, KOUTO MOT'aT Aa Ca IIpu3Halnu
Ha HapYIIeHHs Ha KPbBTa: TEXKKO WIIN yno@o riaBodonue, repuoBe (IPUMAABIN), TPOMEHH B
MICUXUYHMSI CTATYC WIIH 3aMBIJICHO 3P #e, HEOOSICHUMO KbpBEHE, ako 0e3 Mpu4rHa ce 00pazyBar
CHHUHMU II0 KO’KaTa N3BbH MACTOTO H %(CKTI/IpaHe, KOHUTO C€ MMOABABAT HAKOJIKO JHU CJIC
BaKCHHAIUATA, TOUKOBUIHU KPBIII gﬂa M3BBH MSCTOTO HA MHXKEKTUPAHE, aKO CE MOSBU 3a/yX,
00JKa B TPBIHUS KOIII, 00JIKA B Kp%: OTOK Ha Kpaka, WId yrnopura 0onka B kopema. Mapopmupaiite
Baruus nexap, e nackopo cre pakcunupanu ¢ JCOVDEN.

CunapoM Ha HapylIeHa %\%ﬂﬂpﬂa NMPONYCKJIMBOCT

Cro01aBa ce 3a MHOTO CIIy4ad Ha CHHIPOM Ha HapylleHa KanwigpHa nporrycknuocT (CHKIT)
cJesl BAKCUHUpaHe ¢ J @ DEN. IloHe enuH OT 3aCErHaTUTE NAMEHTH € UMAJI AMArHo3a CUHAPOM Ha
HapylleHa KaHI/IHHpIleOHYCKHI/IBOCT B MUHaJI0TO. CHHAPOMBT Ha HapyllIeHa KawIgpHa
MPOITYCKJIMBOCT € €¢PHU03HO, TOTEHIUAIHO (HaTaTHO ChCTOSHUE, MPETU3BUKBAIIIO0 H3THYAHE Ha
TEYHOCT OT MaJIdTe KPHbBOHOCHU CHJIOBE (KalMIAPH), KOETO BOJH 10 OBp30 MOAyBaHE Ha PBIETE U
KpakaTa, BHE 0 Ha/JJaBaHe Ha TETJIO U ycelaHe 3a ciadbocT (HUCKO KpbBHO Hasrane). [lorspcere
He3a6aBHoQ9aHuHHCKa [TOMOIII, aKO pa3BHETE TE3H CUMIITOMHU B JTHUTE CIIE] BaKCHHALUATA.

Hesp WYHHY HAPYLICHUS
. ,b HOpom na Guillain-Barré
\&_ [HoTbpcere He3a0aBHO METUIIMHCKA ITOMOII, aKO pa3BUETE CIA0OCT U Mapajin3a B KpalHUIINTE,
Q/ KOUTO MOTraT Jia mporpecupar Ao repaute u aunero (Cunapom Ha ['mnen-bape, CI'b). Tosa ce
Q crobmraBa MHOTO psiko cien BakcuHarms ¢ JCOVDEN.

o Bv3nanenue na 2pvonaunua mo3vK (mpanceepsanen muenum)
[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 ycemane 3a 00Jka) Win npoOsieMH ¢ GYHKIUATA Ha TUKOYHHS MEXYp HJIH YepBara.
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3a BBp3MAJICHUE HAa TPHOHAYHHS MO3BK CE CHOOIIaBa MHOTO PSAAKO CIIE/ BAKCHHALUS C
JCOVDEN.

MHuUOKAPAUT U MEPUKAPIUT

ChlnecTBYBa OBHIICH PUCK OT MUOKAPAUT (Bb3MaIEHUE HA ChPACYHUS MYCKYJI) U TIEPUKAPTUT
(BB3MAJICHNE HA BHHIITHATA OOBUBKA Ha ChpIETO), ciref BakcuHanus ¢ JCOVDEN (BuxTe Touka 4). /O
Te3u 3a00s151BaHMsI HACTHIIBAT MO-YE€CTO MPU MbXKe Ha Bbh3pacT noj 40 roguuu. [Ipu mosevero oT,

XOpa CUMITTOMHUTE 3aII0YBaT B paMKuTe Ha 14 nHU ciiel] BakcuHanuATa. TpsaoBa He3a0aBHO Aa
MOTHPCUTE MEAUIIMHCKA ITOMOLLI, aKO CJIE MOCTABIHETO HAa BAKCUHATA UMATE HSKOU OT CJie Q
cUMIITOMU: OOJTIKa B TBP/NTE, 33/1yX, YCEIIaHe 3a YUECTEeH MyJIC, TPENTEHE WIIA CHITHO 6He}@a

CBPIIETO. Q
PucCK 0T Te:KKHU He:KeJIaHU ChOMTHS el OycTep 103a

PHCKBT OT TeXXKM HEXXETaHU CHOUTHS (KaTo HapYyIIECHHs Ha KPBBTA, BKIIOUUTETH JpOM Ha
Tpombo3a ¢ Tpombonuronenus, CHKII, CI'b, muokapaut u nepukapaur) cien Qyctep gosa c
JCOVDEN e HeunsBecTeH. Q/

Jena u 1oHOIIH &

JCOVDEN He ce npenopbuBa Jia ce U3M0JI3Ba Ipu aeua nox 18 rogu OHACTOSIIEM JIMIICBA
JnoctaThuHo HH(popMaIs oTHocHO ynorpebata Ha JCOVDEN npu A) Y 1oHOIH 1071 18-roauiHa

BB3pacT. /O

JApyru nekapcrea u JCOVDEN Q
Tps0Ba na kaxere Ha Bamus nexap wmu gapmareBT, ako np@MaTe, HACKOPO CTe MPHEMANH WU €
BB3MOXKHO J1a TIpUeMaTe JPYTH JIeKapCTBa WK BAKCHUHH. Q/

JCOVDEN Moxke aa ce mpuiara 1o eIHO U ChIIO0 BPpeMe ¢ IPOTHUBOTPUITHA BaKCHHA. HKEKTHpaHETO
TpsiOBa J]a ce U3BBHPIIBA Ha Pa3INYHU MeCTa 3a UH upane. BeposTHocTTa 2 n3nuTare 6onka
OKOJIO MAICTOTO Ha MH)KEKTHpaHEe, yMOpa, rnarso@me 1 MYCKYJIHH OOJIKH € IO-TOJIsIMa, KOTaTo
JCOVDEN ce mpuiara e THOBPEMEHHO C npo@ TPUITHA BaKCHHA.

BpemMeHHOCT M KbpMeHe O
AKo cTe OpeMeHHa WITH KbpMUTE, cwd@g, 4ye MOXKe Jia cTe OpeMeHHa WK TUIaHupaTe OpeMeHHOCT,
nochBeTBalTE ce ¢ Bamus nekap, (1)9@ LIEBT WJIM MEIUIIMHCKA cecTpa mpeau n1a Bu Obje npuioxeHa
Ta3u BaKCHHA. \ﬁ_

Ilopupane u padora ¢ Mal&)ﬂﬁn\

Hsixou ot HexxenaHuTe pea Ha JCOVDEN, u36poenu B Touka 4 (Bp3M0OXKHN HEKEIAaHH PEAKIUH),
MO’K€ BPEMEHHO [1a TOBJL cnocobHoctTa Bu 3a modupane unu padora ¢ mamuay. M3dakaiite
TE3H peaKIny J1a OTMI/IB peau na modupate U pabOTUTE ¢ MAIIMHH.

JCOVDEN cbab Q{anm“a
ToBa JekapcTBO cgpma mo-manko ot 1 mmol Hatpwuii (23 mg) Ha mo3a 0,5 ml, T.e. MOXe Ja ce Kaxe,

e HpaKTqucmzﬁe ChABpXKA HATPUI.
JCOVD ABbPKA €TaHOJI
Tosa 1 TBO CHIBpKA 2 Mg amKoxoJ (eTaHoi) BB Beska 1032 oT 0,5 ml. KonmndectBoto Ha

eTaHQfTa B TOBA JIGKAPCTBO € CKBUBAJIICHTHO Ha MMO-Masko oT 1 ml Gupa unu BUHO. MankoTo
Kon@e BO JIKOXOJI B TOBA JICKAPCTBO HsIMa /1a MMa HIKaKBH 3a0€JIeKUMHU e(DeKTH.

%. Kak ce npuiara JCOVDEN

Bamusat nexap, apMmaiieBT WM MEAMIIMHCKA CECTPa IIE MHKEKTUPAT BaKCHHATA B MYCKY.JI -
OOMKHOBEHO B TOpHATA YacT HA PHKaTa.
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Konxo BakcHHa 1mie nmoJjy4yure
3a mrppBUYHA BaKCHUHANNA ce HHXKeKTUpa eauandHa no3a (0,5 ml) JCOVDEN.

Bycrep nosza (BTopa no3a) JCOVDEN Moxe na ce mpriioku Hai-Majako 2 Mecella Ciiel IbpBUYHATA
BaKCHHALIMS MPH JIMLA Ha BB3PAcT 18 u moBede roanHH. /O
JCOVDEN moxe fa 0b/ie MPHIIOKEHA KaTo eJMHUYHA OycTep 1032 Ha OTrOBapsIIIA Ha U3UCKBA

JMLa Ha BB3pacT 18 1 moBeye rofMHM, 3aBbPLIMIN IbPBUYHA BakCHHAIMA ¢ ogoopena n”PHK Ha
cpemry COVID-19 unu Bakcuna cpermry COVID-19 na 6a3ara Ha aneHoBUpyceH BekTop. Un BT

3a MpuJIarane Ha OycTep J03arTa € ChIIUAT KaTo pa3pelieHus 3a Oycrep n103aTa ot BAKCHHATE)
M3I0JI3BaHa 3a IIbPBHYHA BAKCHHAIIHA. Q

Crnen nHxekTHpaHeTo Bammsar nekap, GpapMarieBT Wik MEIUIIMHCKA cecTpa e Bu ’56n1011aBaT 3a

OKOJI0 15 MUHYTH 32 MPU3HAIM HA AIEPTUYHA PEaKIIHSL. /))

AKO UMaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yroTpedara Ha Ta%ﬁccnﬂa, MTOTUTANTE
Bamms nekap, ¢papMarieBT WM MEUIIMHCKA CECTpa. &

4. Bb3MOKHM HeKeTaHU peakiuu ’bQ

Kaxkro Bcuuku Bakcunu, JCOVDEN Moxke 1a mpein3BUKa HEX /gl pEaKUrH, BBIPEKU Y€ HE BCEKU
ru noirydaBa. [ToBedeTo OT HeXKETaHUTE PEAKIINK CE TOSABABAT | WK 2 THU CJIe BAKCHHUPAHETO.

HOT’LpCCTC He3a0aBHO MCIUIIMHCKA IIOMOII, aKO B paMKI/@Ha 3 CCaAMHUIM CJIICA BaKCHMHaALMATa
IMOJIy4YuTe HSIKOU OT CJIICAHUTC CUMIITOMU:

o MOJIYYHTE TEXKKO WM YIOPUTO TiIaBodonue, %LFJ‘IGHO 3peHHe, IPOMEHHU B ICUXUYHUS CTATYC
WIH T'bpPUOBE (MIPUMAIBIIH);

o pas3BHeTe 3a]1yX, 00JKa B TPBIHUS KOIII, 0@( Ha Kpak, 00JIKa B Kpaka WIH yIopuTa 00Jika B
Kopema,

o 3a0enexuTe HeoOMYaiiH CHHUHH ntsomaTa WJIA TOYKOBUIHU KPBIJIH MIETHA, U3BBH MSCTOTO
Ha BaKCHHAIMS.

J
Iorbpcete cnemHa MeaMUMHCKa MOJOLL, aKO NOJyYNTE CHMIITOMH Ha TEKKA ANEPrUYHA PEAKLHSL.
TaxuBa peakLuy MOKE J1a BKJIIOY OMOMHAIMS HA HAKOHU OT CICIHUTE CUMIITOMHU:

npuMaIsiBaHC UIIN CBCTOKLRTCXC
IMPOMCHHU B ITyJICA !

3a0yX A
CBHPKAIIH XPHUTIO
H0/lyBaHe Ha yc&et JHMLETO WX T'bPIOTO
ypTHKapuUs @6@@
rajieHe Win MoBphILaHe
CTOMamgzéonKa.

<

CHCI{HHTC&@(GH%}HI/I PCAKIUM MOKE Ja Bb3HUKHAT CJIC/ ITPUJIIOKCHUETO HAa Ta3W BaKCHHA.

MHOQSJCTH: MO3Ke J1a 3acerHaT noseue ot 1 Ha 10 gymm
. ,b aBoOome

o\&. rajieHe
MYCKYJIHH OOJKH
Q 0oJIKa Ha MSICTOTO Ha MHXKEKTUPAHE

o yCeIllaHEe 3a CUIIHA yMopa

Yecru: Mmoxe na 3acerHat a0 1 Ha 10 gymm
° 3a4epBSIBaHE Ha MICTOTO Ha MH)KCKTHPAHE
° MOIyBaHE HA MSACTOTO HA MH)KCKTHUPAHE
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o CTYJEHH TPBIIKH
. MOBHILIEHA TEMIIEpaTypa

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

o o0puB

o CTaBHHU OOJIKK b’b

o MYCKyJIHa ciaabocT Qj

o 0onKa B phIIETE UM KpaKaTa Q

o ycellane 3a ci1abocT &

o ycellane 3a 00110 Hepa3noyIoKeHHE O

o KaIInmna Q

o KHUXaHe A

o BB3MAJICHO I'BPIIO fb

o Oonku B repba O)

o TpernepeHe sz‘

o Iuapust Q/

o NOBpBLIaHE &

° 3aMaiBaHe QQ/

Penxu: moxe na 3acersat a0 1 mva 1 000 qymum /65

o aJlepruyHa peaKius

o YpTHKApUs Q

o MPEKOMEPHO MOTEeHE @

o noayTH TuMQHU BB31H (TUMQaeHOTIATHS) Qj

. HEOOMYalHO ycellaHe 1Mo KoXKaTa, KaTo HaHpMM@HpLHBaHe WM MpaBy4KaHe (IapecTe3uns)

. HaMaJIeHO yCEIaHe 3a JOIUP WU CCTHBHOCT@O6CHO Ha KO’kaTa (XUIecTe3ns)

. MOCTOSIHEH IIYM B YIIUTE (THHUTYC) N

o KPBHBHH ChCUPEIU BHB BEHUTE (BEHO3HA ’I%M6oeM6OJII/I$I (BTE))

o BpPEMEHHO, OOMKHOBEHO €IHOCTPaHHO }@CBaHe Ha JIMIETO (BKJIIOYMUTEHO Mapanu3a Ha be)

MHuoro peaku: MOXe 12 3acerHar 1o } 0 000 mymu

o KPBBHHU ChCHPEIIH, YECTO HA H YaliHU MecTa (HaIlp. MO3BK, YepeH Apo0, uepBa, ajak) B
KOMOUWHAIINS ¢ HUCKO HUBO §0M6OHI/ITI/ITG B KPBBTA.

o CEpUO3HO Bh3IMAIICHNE HA HEPBUTE, KOSTO MOKE JIa MPUUYMHY Tapajin3a U 3aTPyTHEHO JTUIIaHe

(curmpom Ha I" I/IJICH—B&K(QFB))

C Hen3BeCTHA 4eCTOTA
. TEXKa ajepruyHa
. CHUHJIPOM Ha H

TEYHOCT OT

QJ*EUII/IT-IHI/ITG JTAaHHHM HE MOXe J1a ObJIe HalpaBeHa OICHKA)

€Ha KalluJisipHa NPOITyCKINBOCT (CBCTOHHI/IG, IIPpUYMNHABAIIO U3TUYAHC Ha
T€ KPBbBOHOCHH Ch/IOBE)

o HHUCKH HUBA Ha TPOMOOIIMTUTE B KPBBTA (MIMyHHA TPOMOOITUTOIIEHHS ), KOETO MOXKeE Ja ObJe
CBLp3aHQzM<LpBeHe (BwxTe Touka 2, "Hapyiienust Ha KppBTa").

. an&lﬁﬂle Ha TphOHAYHUS MO3BK (HAIIPEUSH MUCIIHT)

o Bb HHUE Ha MaJKUTE KPbBOHOCHHU ChAOBE (BACKYJIHUT Ha MAJIKUTE ChIOBE) C KOXKEH OOPHB -

YCPBCHHU WUJIU JINJIaBU, IIJIOCKU, KPBIJIM IIE€THA MO MTOBBPXHOCTTA HA KOXKaTa U

QHHHH.
. ’bB 3MajeHue Ha ChPJCYHHS MYCKYJI (MAOKAp/INT) U Bb3MaJIeHUE HA BHHIIHATA OOBUBKA Ha
s&' CHpLETO (ePUKAPANT)

%ameTe Ha Baius nekap, papMaiieBT Wi MEIUIIMHCKA CeCTPa, ako UMAaTe HAKAKBU HEXKETaHU
peakuuu, kouto Bu mpuTecHsSBaT WK HE TPEeMHUHABAT.

Cho01aBaHe HA HesKeJIAHHU pPeaKIuu

Axo NOJIYYUTC HAKAKBU HCIKCIIAHU JICKAPCTBCHU PCAKIINU, YBCIOMCETC Bamms JICKap, (l)apMaL[CBT N
MCIUIIMHCKA CeCTpa. ToBa BK/II0YBa BCUUKH BH3MOKHH HEOIMCAHH B Ta3U JINCTOBKA HEXKEJIAHU
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peakuuu. Mosxere ChIIo Aa ChOOIINUTE HEXKETAHN PEeaKINy AUPEKTHO Ype3 HAITMOHAIHATA CHCTEMA 32
choOIIaBane, mocodyeHa B [Ipumokenue V, kaTo BKIIIOYUTE MMapTHATA/TIAPTUIHUS HOMED, aKO ca
HaymnyHu. Karo choOIiapare HeXXeIaHH PeaKIMK, MOYKETE Jia 1aJeTe CBOS IPUHOC 3a MOTyJYaBaHe Ha
nmopeue HHPOpPMaIIKsS OTHOCHO 0€30IaCHOCTTa Ha TOBA JICKAPCTRO.

5. Kaxk na coxpansiBate JCOVDEN b

CobxpansBaiiTe Ta3u BaKCUHA Ha MACTO, HETOCTBIIHO 32 JeLa. &Q

O

CobxpansiBaiite (rakoHa B OpHUIMHAJIHATA KAPTOHEHA OIIAKOBKA, 32 JIa Ce IPE/a3y OT CBETRIHA.

Bammwsr siekap, ¢papmaieBT Wil MEAUITUHCKA CECTpa ca OTTOBOPHHU 33 ChXpaHsIBaHEEQ Ha Ta3H
BaKCHHA U NMPABUIIHOTO U3XBBPIISIHE HA HENU3ION3BAHMS IPOTYKT. /))

[la ce cpxpansaBa 1 TpaHcHOpTHpa 3ampaseHa npu -25°C go -15°C. Jlatata H@%}anﬂe Ha CpPOKa Ha
TOJTHOCT TpHU chxpanenue npu -25°C no -15°C e oTneyaran Bbpxy (QIakoH bHIIIHATA KAPTOHEHA
onakoBka cnen "EXP/T'onen no:". Q/&

Bakcunara e roroBa 3a ynotpe6a ciies pa3mpassiBane. BakcuHaTa n%) Jla ce JI0CTaBs 3aMpa3eHa
mipu -25°C mo -15°C unm pasmpazena mpu 2°C mo 8°C. /O

Koraro e cpxpansBana 3ampazena npu -25°C o -15°C, BaKCI/IH% MOJKe Ja ce pa3Mpaszu i npu 2°C

no 8°C, wim TIpH CTaifHa TeMIiepaTypa:

. mpu 2°C 10 8°C 111e ca HEOOXOIUMHU HpM6nH3HTen@/13 yaca 3a pa3Mpa3sBaHETO Ha KapTOHEHA
onakoBka ¢ 10 unu 20 ¢nakoHa, a 3a pasMpass{Bs.@ro Ha e1H (IIaKOH LIe ca HEOOXOIUMH
NpUOTU3UTETHO 2 Yaca.

. npu cTaiiHa TemIepaTtypa (MakcuMaiHo 25° e ca HeoOxoauMu npuoIM3uTeNHO 4 Yaca 3a
pa3mpassiBaHeTo Ha KapToHeHa onakoBka(@ |0 nim 20 dakoHa, a 3a pa3mMpassBaHETO Ha €MH
(hakoH e e HeoOX0AUM HpI/I6J'II/I3I/ITeJ'® yac.

Crien pa3mpa3ssiBaHe BaKCHHATA HE TpHGQ@ ce 3ampassiBa OTHOBO.
J

Bakcunara Mose chIIO Taka Jia ce ¢ &mBa WIH TpaHcHopTHpa B XaaauinHUK rpu 2°C mo 8°C 3a
eaHoKpaTeH nepuoa 1o 11 mecena 0 He TpsOBa J1a ce U3MOJ3Ba Cle]] IbpBOHAYAIHATA 1aTa Ha
u3Tn4aHe Ha cpoka Ha rogHocT (EXP/T'onen n0:). Cien nmpemMecTBaHe Ha MPOAYKTa OT YCJIOBHS Ha
cbxpanenue npu 2°C go 8°C greyanusupanata JaTta Ha U3THYAHE Ha CPOKa Ha TOIHOCT TpsiOBa 11a ce
oT0eNeKy Ha BHHIIIHATA Ka €Ha OMaKOBKa M BaKCHMHATa TPsiOBa J1a ce U3M0I3Ba WIH A2 Ce
M3XBBPIH 10 Ta3U Jata. OHaYaJiHaTa JlaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT TpsiOBa J1a ce
3adeprae. BakcuHara na ce Tpancnoprtupa u npu 2°C mo 8°C, ako ce OCUTYPSIT MOAXOISAIINTE
YCIIOBUS Ha ChXpaHe TeMIIepaTypa, Bpeme).

<

6. Cuu;@me HA ONMAKOBKATA M JONBJHUTEJHA HH(POPMALHA

Kakso c&%ma JCOVDEN
. A@VIBHOTO BEIIECTBO € afeHoBUpYycC THM 26, koaupanl SARS-CoV-2 munos
QI/IKOHPOTGHH*(Ad26.COV2—S), He no-mMaiko ot 8,92 log10 unpexnmoszan equnauiy (Inf.U)
B Besika go3a ot 0,5 ml.
\&' * TIpomsBenena B kinerbyHa uHUsE PER.C6 TetR u upes pekomOunantha JIHK texnomorus.

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

o Jpyrure cbecTaBky (TIOMOIIHU BEIIECTBA) Ca!
- OmnaxkoBka ot 10 ¢urakoHa: 2-xuapokcunponuwi-p-iuknoaekctpud (HBCD), numoHeHa
KHCEJIMHA MOHOXHIPAT, €TaHOJI, XJIOPOBOIOPOIHA KHCENIHHA (32 perynupane Ha pH),
nonucopdar 80, HaTpueB XJIOpHU, HATPUEB XUAPOKCH] (3a perynupane Ha pH),
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TPUHATPUEB LUTPAT AUXHUIPAT, BOJAA 3a MHXKeKuuu (Buxkre Touka 2 ,, JCOVDEN chabpxka
Hatpuii“ 1 ,,JCOVDEN cbabpika eraHon ).

- OmnaxkogBka ot 20 ¢urakoHa: 2-xuapokcunponmwi-p-iuknoaekctpud (HBCD), numoHeHa
KHCEIMHAa MOHOXUPAT, €TaHOJI, XJIOPOBOJAOPOIHA KHUCENHHA (3a perynupane Ha pH),
nonucop6at 80, HaTpHUeB XJIOPUA, HATPUEB XUAPOKCH] (3a perynupane Ha pH), Boga 3a

nmkekimn (Brkrte Touka 2 ,,JCOVDEN cpubpxa vHatpuii u ,,JCOVDEN chabpka b

eTa”on"). @
Kaxk m3rnexna JCOVDEN n kakBo ChbABPKA 0NIAKOBKATA Q
Wmxexkunonna cycrieH3us (umkekus). CycneHsusra e 6e31uBeTHa 10 01e0XKbITa, 6HCTp@ CUJIHO
onanecrenTHa (pH 6-6,4). Q

2,5 ml cycnieH3us B MHOT0/1030B (bj1akoH (CTHKIIO TuIl I) ¢ ryMeHa 3amyianika, anyysHieBa oOKaTKa 1
CUHBO ITACTMACOBO Kanade. Beeku ¢urakoH chabpxa 5 mo3u no 0,5 ml. /))

JCOVDEN ce nmpeanara B OIakoBKa, chabpskama 10 MHOr01030BU (bnaKOHaQ‘jz\

He BcHYKH BHOBE OMAKOBKK MOTAT Ja OBAAT MyCHATH Ha ma3apa. ®&
IIpuTexaTes Ha pa3pelIeHHETO 32 yoTpeda Q
Janssen-Cilag International NV fgb
Turnhoutseweg 30 Q

B-2340 Beerse

benarus @
Q

IpoussoauTen *2‘
Janssen Biologics B.V.

Einsteinweg 101 \}?j
<

2333 CB Leiden

Hunepnannus @
Janssen Pharmaceutica NV ,@
Turnhoutseweg 30 J&

2340 Beerse O

benrus \Q_

3a gonbaHATENHA HHQOPMAIEAAOTHOCHO TOBA JTEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
npefCcTaBUTeN Ha npmencaz Ha pa3pelIeHreTo 3a yrnorpeda:

Belgié/Belgique/Bel%Q Lietuva
Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 6@11 Tel: +370 5 278 68 88
janssen@jacbfé'ilj. om It@its.jnj.com
Bbarapn @ Luxembourg/Luxemburg
,,Z[)KOH(@ JlxoncwH bearapus” EOO/] Janssen-Cilag NV
Ten.: 2 489 94 00 Tél/Tel: +32 14 64 94 11
jjsat@@its.jnj.com janssen@jacbe.jnj.com
4 republika Magyarorszag

nssen-Cilag s.r.0. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858

janssenhu@its.jnj.com
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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

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

O

Ireland

J
O
Janssen Sciences Ireland UC

Tel: 1 800 709 122 AN

medinfo@its.jnj.com A\&'

island

Janssen-Cilag AB o
c/o Vistor hf. Q
Simi: +354 535 7000
janssen(@yvistoy.

Italia ,<

Janssep-Cilag SpA
Tel: 860.688.777 / +39 02 2510 1
ja@e ita@its.jnj.com

Aconpos

Bopvépoc Xoatinmavaynig Atd
TnA: +357 22 207 700

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V. @

Tel: +31 76 711 1111
&

janssen@jacnl.jnj.com

Norge O
Janssen-Cilag AS $
TIf: +47 24 12 65 00 ’O
jacno@its.jnj.com /))
Osterreich ‘z\
Janssen-Cilag Pharma H

Tel: +43 1 610 300

Polska

Janssen-Cila, ska Sp. z o.0.
Tel.: +48 60 00

Por 1

Jaq?en—Cilag Farmaceéutica, Lda.
éjel: +351 214 368 600

N

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

Slovenija

Johnson & Johnson d.o.o.

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
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Latvija United Kingdom (Northern Ireland)
UAB "JOHNSON & JOHNSON" filiale Latvija  Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444
lv@its.jnj.com medinfo@its.jnj.com
JlaTa Ha MOCJIeIHO NMpepa3srJiekIane Ha JNCTOBKATA b

<

Ckanupaiite QR xona no-gony (HaquueH U BbpXy KapToHeHaTa onakoBka 1 QR kaprarta), 3@@
IIOJIy4YUTE JIMCTOBKA HA PA3IIMYHU €3ULU. O

<
,,)’O

2

N

<

W nmocerere URL: www.covid19vaccinejanssen.com

JApyru n3royHuny Ha uHGpopmanus Q
[TonpoOHa nHOpMaIKs 3a TOBA JIEKAPCTBO € NPeJ0CTaBeHa Ha ypégm Ha EBpornelickaTta areHuus
1o Jekapcrsara: http://www.ema.europa.eu. Q

Ta3u nrcToBKa e HanuyHa Ha Bcnukd e3uin Ha EC/EUIT na %Gcaf/'na Ha EBporielickaTta areHuus 1o
JieKapcTBara. Q

<
Z

IHocouenaTa no-g0J1y MHGpOpPMaLKS € NPeIH \>'—:EHa €aMo 32 MeAMIUHCKH CIIeNHATUCTH:

° KakTo BCHUKY MHKEKIIMOHHNI B&lKCI/IHI/I@;{GBa BUHArM J1a ©Ma Ha pa3nojI0XeHUE NOAXO0IAI0
JieyeHHe U HaOJIroeHNe B Cllyyail Hg-aHA(QUIAKTHYHA PEAKLHs Ccie]] MPUIOKEeHNE Ha
JCOVDEN. Cnen BakcHHHpaHE xﬁl@: TpsiOBa Ja ce MpOoCIICAsSBAT OT MEIUIIMHCKH CIICIIUATUCT
B MIPOAB/IKCHUEC HA HAU-MAJIKO HHYTH.

o JCOVDEN He tpsibBa na ce C@Ba C IpYTH JIEKapCTBEHU MPOAYKTH WU pa3pek/a B €HA U
ChIl[a CIIPUHIIOBKA.

. JCOVDEN ne tpsioBa [ CQUIpHIara 4pe3s BETPECHI0BA, HHTPABCHO3HA, IOAKOXKHA MK
WHTpaZiepMalHa HHKe TIpY HUKAKBH OOCTOSITEIICTBA.
o UmyHnuzanusra Tpsd8awa ce u3BbpIIBa CaMO UYpe3 HHTPAMYCKYJTHA HHKEKIHS, 32

IIPEANIOYUTAHE B

. IIpu npunoxex
uc JCOVDE
MaJaHe u 3

IIpocne gHMoexzs

3a nace 1&6@4 MPOCIETUMOCTTa Ha OHOJIOTUYHUTE JICKAPCTBEHH MPOIAYKTH, IMETO U MAPTUIHUAT
HOMCE PHIIOKEHHUS TIPOJYKT TPsIOBA SICHO J1a CE 3aIliCBar.

JIHUS MYCKYyJI Ha TOpHATa 4acT Ha pbKaTa.

BCSIKA MHIKEKIMS MOXKE J]a Bb3HUKHE CUHKOM (IIPUIIajaHe), BKIIOYUTEIHO
ps0Ba ma ce pasmosiara ¢ MpoLeIypH 3a NpeAOTBpaTsIBaHE Ha HApaHIBAHE MPH
JIIBAHE HA CUHKOIIAIHU PEaKLIUH.

Ym@am 3a OPIUIOKEHHE U paboTa:

Q@JTQ_BI/I BaKCHHa TpH6Ba Ja pa6OTI/I MCIUIIMHCKHU CIICHHUAJIMCT, KaTO M3I10JI3Ba ACCIITHYHA TCXHHKA, 3a
Ja C€ OCUTYpH CTCPUIITHOCT Ha BCAKA 403a.

[la ce cpxpaHsaBa U TpaHCHOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTata Ha U3THYaHE HA CPOKA Ha

TOJHOCT Npu cbxpaneHue npu -25°C no -15°C e orneuaTan BbpXy (iaKoHa M BHHIIHATA KAPTOHEHA
omnaxoBka cien "EXP/T'oxen no:".
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Bakcunara e rotoBa 3a ynotpeba ciex pa3mpassiBane. BakcuHaTta Moke Jia ce 1ocTaBs 3aMpa3eHa
npu -25°C no -15°C nnum pazmpasena npu 2°C go 8°C.

Koraro e cpxpansBana 3ampasena npu -25°C no -15°C, BakcuHaTa Moke /1a ce pazMpasu uin npu 2°C

1o 8°C, win npy CTaliHa TeMIepaTypa:

. mpu 2°C 10 8°C 111e ca HeOOX0IUMH MPUOIU3UTENHO 13 yaca 3a pa3MpassiBaHETO Ha KapTor%b
onakoBka ¢ 10 niu 20 ¢grakoHa, a 3a pa3Mpa3sBaHETO HA eOUH (DIaKOH IIe ca Heo6xoz[HM1Q/
MpUOIU3UTENHO 2 yaca.

o IIpH cTaifHa TemnepaTypa (MakcumanHo 25°C) mie ca HeoOXOAUMH MTPUOIU3UTETHO 4 ;Q&sa
pa3sMpa3sBaHETO Ha KapToHeHa onakoska ¢ 10 um 20 pmakona, a 3a pasmpasspaneTq ja euH
(akoH 1e e HeoOXoauM NPUOIM3UTENHO 1 Yac. A

Crien pa3MpassiBaHe BakcHHATa He TPsOBa Jia ce 3aMpa3siBa OTHOBO. /O

BakcrHata MOKe CBITIO Taka Jia Ce ChXPaHsBa I TpaHCTIOPTHpa B xmanuaHukIph 2°C 1o 8°C 3a
eIHOKpaTeH nepuoj 1o 11 Mecena, karo He TpsiOBa J1a ce U3MOI3Ba CiIe] ITh aJajHaTa JjaTa Ha
n3THdaHe Ha cpoka Ha roaHoct (EXP/T'onen no:). Cnen npemecTBane Ha KTa OT YCIOBHS Ha
cpxpanenue npu 2°C no 8°C akTyanusupaHaTa JaTa Ha U3THYaHE Ha Cp a rogHOCT TpsAOBa 1a ce
oTOeNeKH Ha BHHITHATA KAPTOHEHA OMTAaKOBKA W BAaKCHHATA TPOBa I 3110J13Ba WJIH J1a ce
M3XBBPIM 0 Ta3u Aarta. [IbpBoHavyanHaTa qaTa Ha U3THYAHE HA CP a TOMHOCT TpAOBa 1a ce
3aueprae. Bakcunara Moe na ce Tpancnoptupa u npu 2°C no 8°% 0 C€ OCUTYPAT MOAXOISAIINTE
YCIIOBHS Ha ChXpaHEHUE (TeMIeparypa, Bpeme). Q

CoxpansBaiiTe (1akOHUTE B OpUTHHAIHATA KAPTOHEHA onalgn'lca, 3a Jja ce IpEeanassaT OT CBETINHA U
3a J1a ce 0TOeNeKH CPOKBT Ha FOAHOCT MPHU Pa3IHIHUTE }@)OBM;[ Ha ChXpaHEeHHe, aKko € MPIII0KUMO.

JCOVDEN e 6e3nBetHa 10 61e10KbATa, OUCTpA I JTHO orajnecieHTHa cycnensus (pH 6-6,4).
[Ipenu npunoxeHneTo BaKCHHATA TPSOBA J1a Ce nggpn BH3YAJTHO 32 HAJTMYWE HAa BUIUMU YACTHIIH
WK TTpOMsiHa Ha 11BeTa. [Ipenu npunoxenue ¢ HBT TPsI0Ba Jia ce MPOBEPU BU3YAJTHO 3a HAJTMUIUE
Ha MMyKHATUHYU WM HIKaKBU IPOMEHH BB BL@HI/M BUJI, HAITp. IPU3HANIX Ha oTBapsHe. He
npuiaraiiTe BAKCMHATA TIPY HAIIMYKE HA T66Ba MIpHU3HAIIH.

IIpenu npunarane Ha 03a OT BaKCHH HUMATEJIHO 3aBbpTeTe (IaKOHA B M3IPABEHO ITOJIOKEHUE B
npoabkenue Ha 10 cexynau. [a He@ aszknama. M3nons3Baiite CTepuiiHa UTJa U CTEPUITHA
CIIPUHIIOBKA, 32 Ja U3TETIUTE €U a no3a ot 0,5 ml oT MHOTO1030BUs (hJIAKOH, KATO 5 IPUIIOKHUTE
caMo Ype3 HHTPAMYCKYJTHA I/IH)KCK\HI/IS[ B JICITOUHUS MYCKYJI HAa TOPHATA YacT Ha phKara.

OT MHOTO/1030BUS (hJTaKOH e Ja ce U3TErJIAT Hail-MHoro 5 n1o3u. M3XBbpIieTe ocTaHanata BbB
(hmakoHa BaKCHHA CJIC] % sIHE Ha 5 [103H.

Crnen mbpBOTO IMYHK e Ha ¢akoHa BakcuHaTa (¢iakoHa) Moke J1a ce cbxpansisa pu 2°C no 8°C
1o 6 gaca Wiy Ha a Temneparypa (Makcumairao 25°C) 3a eTHOKpaTeH epuoy 10 3 Jaca.
Uzxebpriere (iakoha, ako BAaKCHHATA, HE € U3M0JI3BaHa B paMKUTE Ha To3u nepuo/l. Ciel mbpBOTO
MYHKTHpaHEe aKOHa BBbPXY €THKETa Ha BCEKH (DJIaKOH 3amMIIeTe JaTaTa U 4aca, Korato (IakOHbT

TpH6Ba Ja % BBPJIA.

I/I3XB’BIZ_)@$I&}-_16

H f@o 3BaHaTa BAaKCMHA WM OTIAIbUHUTE MaTepUaIl OT Hesl TpsIOBa J1a ce U3XBBHPIAT B
5 €TCTBUE C MECTHHUTE YKa3aHus 3a (hapManeBTUYHU OoTHa blu. [Ipu ciryyaitHo pa3nuBaHe
Q CTOTO TpsIOBa Aa ce Ae3uH(EKIUpa ChC CPEACTBA C BUPHLIUAHA AKTUBHOCT CPEILy aJleHOBUPYC.
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