INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTo31/1 JISKaPCTBEH MPOAYKT IOJUICHKH Ha JOMBJIHUTEIIHO Ha0moaeHue. ToBa 111e mo3Boiu Obp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMAaIKsA OTHOCHO Oe30macHOCTTa. OT MEIUIIMHCKUTE CICIIMATUCTH Ce
M3HCKBa J]a ChOOIIaBaT BCsAKa MMOI03MpaHa HekellaHa peakius. 3a HauiHa Ha ChoOIaBaHe Ha
HEXEJIAaHU PEaKLUU BHXKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COVID-19 Vaccine Janssen HHKEKIIMOHHA CYCIICH3HS

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

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

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOTO1030B (hJ1aKOH, KOMTO chabpxa 5 no3u o 0,5 ml.

Enna no3a (0,5 ml) chaspixka:

Anenosupyc turn 26, komupant SARS-CoV-2 mumos (spike) rimukonporenn™® (Ad26.COV2-S), He mo-
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 reHeTUIHO Moauduuupanu opranuzmu ('MO).

TIoMOIITHH BellecTBa C U3BECTHO JIECTBUE

Bcesika nosa (0,5 ml) chabpika mpuOIU3UTEIHO 2 Mg €TaHOI.

3a IIBJIHNSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
UmkekunoHHa cycrieH3ust (MHKEKIHA).

besnpetHa 10 OJe10XKbaTa, OUCTPa O CHITHO ONalieclieHTHA cycnen3us (pH 6-6,4).

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHN NOKA3ZAHNUS

COVID-19 Vaccine Janssen e moka3aHa 3a akTHBHa UMyHH3aIusl 32 npeBeHnms Ha COVID-19,
npuuuHeH oT SARS-CoV-2 nmpu auna Ha Bb3pacT 18 uiu nosede roguHM.

Ynorpebara Ha Ta3u BaKCUHA TPsOBa Ja ObJIc B CHOTBETCTBHE C OPHUIMATHUTE TPETOPHKH.
4.2 Jl03MpOBKa M HAYMH HA IPUWJIOKEHHE

Jlo3upoBka

Jluya na ev3pacm 18 unu nogeue coounu

[IspBUYHA BakCHHAITHS

COVID-19 Vaccine Janssen ce mpuiara kato eana no3a mo 0,5 ml camo upe3 uHTpamMmycKyiHa
MH)KEKLHSI.



Bycrep nosa

Bycrep no3za (Bropa no3a) 0,5 ml COVID-19 Vaccine Janssen Moxe fa ObJie MpUioxeHa
MHTPaMYCKYJIHO Hali-MaJIKo 2 Mecela ciie]] IbpBUYHATa BAKCHHALIMS MIPH JIMLA Ha Bb3pacT 18 u
MOBEYC F'OJAMHM (BXK. CBIIO M TOUKH 4.4, 4.8 u 5.1).

Bycrep no3a COVID-19 Vaccine Janssen (0,5 ml) moxe na Ob1e Mprito’KeHa KaTO XETEPOI0KHA
OycTep 703a ciell 3aBbpIBaHE HA IbpBUYHATA BakcuHAIMs ¢ onoopeHa nPHK Bakcuna cpemry
COVID-19. UnTepBanbT 3a mpujlaraHe Ha XeTeposoKHaTa OycTep 103a € ChIUIMAT KaTo pa3peiieHus
3a OycTep mo3aTa OT BaKCHMHATA, M3TIOJI3BaHa 3a ITbPBUYHA BaKCHHAIMS (BXK. CHINO U TOUKH 4.4, 4.8
us.1).

Ileouampuuna nonynayus
BezonacnoctTa n eduracHoctra Ha COVID-19 Vaccine Janssen npu nena u roomu (mox 18-
TOJMIIIHA BB3PACT) BCE OILE HE Ca yCTaHOBEHHM. JIMIcBaT naHHM.

Cmapuecka ev3pacm
He e HeoOxoauma KOpeKIyst Ha 103aTa MpH JHLA B cTapyecka Bb3pacT =65 roauau. BikTe cbiio u

Touku 4.8 m 5.1.

Hauun na OPHUITOKECHUC

COVID-19 Vaccine Janssen ce mpuiara caMo 4pe3 HHTPaMyCKyJTHa WHXKEKIIUS, 32 IPEANIOYUTAHE B
JENTOUAHUS MYyCKYJ B TOpHATa 4acT Ha pbKara.

He HH)I(GKTHp&ﬁTG BakKCHUHaTa BbTPECHA0BO, HHTPABCHO3HO, ITOJKOXKXHO WK UHTpaACpMalIHo.

Bakcunara He TpsOBa a ce cMecBa B €/1Ha U ChlIa COPUHIIOBKA C APYTH BAKCUHH WX JIEKAPCTBECHH
MIPOIYKTH.

3a mpennazHuTe MEPKH, KOUTO TPSOBa J1a OBbIaT B3E€TH MPEAN MPUIOKEHUE HA BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHus 3a paboTa M U3XBBHPIISHE HA BAKCHHATA BIDKTE TOYKa 6.0,
4.3 IIpoTuBomoKa3zaHus

CBpPBXYyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO HJIM KbM HAKOE OT IIOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

AHaMHe3a 32 TIOTBBPJIEH CHHAPOM Ha TpoMbo3a ¢ Tpombonuronenus (CTT) criex BakcHHAINS C KOATO
u na e BakcuHa cperry COVID-19 (Bx. cbImo u Touka 4.4).

Jlura, KOUTO B MHHAJIOTO Ca UMAJIM €H30/{1 Ha CHHAPOM Ha HapyIeHa KaMIspHA POITYCKIUBOCT
(CHKII) (Bx. cpmio Touka 4.4)

4.4 ChenuanaHu npeaynpesxaeHus U NpeANasHu MePpKH NPU ynoTpeda

IIpocnenumoct

3a Ja ce HOILO6pI/I mpocIcANMOCTTA Ha OHOIOTUYHUTE JICKApCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha MPUIIOKCHUA IPOAYKT TpSI6Ba SICHO Ja C€ 3aIlIMCBar.



CBD’BX“IVBCTBHT@J’IHOCT n aHad)I/IJ'IaKCI/Iﬂ

CroO1enu ca ciyvan Ha anadunakcus. Bunaru TpsiOBa 1a uMa Ha pa3moyiosKeHHEe TIOAXOISIIO0
MEIHUIIMHCKO JIeYeHHE U HAOJII0ICHUE B Cydail Ha aHa()UIAKTUYHA PEAKIHs CIIe MPUI0KEHUETO Ha
BakcuHara. [IpenoppuBa ce BHUMATEIHO HAOMIOCHUE B IPOIBIDKEHHE HA Hali-MaKko 15 MUHYTH ciiest
BaKCHHHpAHE.

Peakmun CBBP3aHHU C TPCBOXKHOCT

Peakumu, cBbp3aHU C TPEBOKHOCT, BKIIOUUTETHO Ba30BarajlHU PEaKkIMy (CHHKOI), XUIIEPBEHTHIIAII
W PeaKIfH, CBbP3aHU ChC CTPEC, MOTAaT Ja Bh3HUKHAT BB BpBh3Ka C BAKCHHAIUS KaTO IICUXOTeHHA
peaknus Ha yOokaaHeTo ¢ uria. BaxkHo e 1a ca Hanmuie npeAna3Hud MEepKH, 3a J1a ce n30erne
HapaHsABaHEe IpY IpUJIOIIaBaHe.

C’BH’BTCTBaH_IO 3a00IIIBaHe

Bakcunanusra TpsOBa 1a ce OTJIOKHU IPH JIMLA, CTPAJAIH OT OCTPO TEXKO (HeOPUITHO 3a00IsIBaHE
win octpa uH(pekius. BakcuHanuata obade He TpsAOBa Ja ce OTiara NPy HAJTMYKE Ha Jieka HHOEKITUsS
W/WITK JIEKO TIOBHUIIICHA TeMIIepaTypa.

KO&FVJI&UI/IOHHI/I HapyHIICHUA

. Cundpom na mpomooza ¢ mpomooyumonenusn: Muoro psagko cien Bakcudanus ¢ COVID-19
Vaccine Janssen ce HabmroaBa TpoM003a B KOMOWHAIIUS C TPOMOOIIMTOTICHHUSI, B HAKOW CITydau
CBIIPOBOJICHA C KbpBeHe. ToBa BKITIOUBA TE)KKH CIIydad Ha BEHO3HA TPOMO03a ¢ HeoOuJaiiHa
JIOKaJIM3auus, KaTo TpoM003a Ha MO3bUYCH BEHO3EH CUHYC, TpoMO03a Ha CIUIAaHXHUKOBA BEHa,
KaKTO U apTepHaiHa TpoM003a, CbIIbTCTBaHA OT TpoMOonuToneHus. ChoO1IeH e ciayydaid ¢
neTaneH u3xoa. Te3u ciayyan ca HACTBIIWIM B paMKHUTE HA IIbPBUTE TPU CEIMUITU CIIE]
BaKCHMHALIMATA U Hali-Bede MpH Juna noj 60-roaumisHa Bb3pact.

[Ipu ciryuaii Ha TpoM603a B KOMOUWHALKS C TPOMOOLIUTONICHHS € HEOOXOAUMO CIIEHUATU3UPAHO
nedeHne. MeIMIIMHCKUTE CTICIAIMCTH TPSIOBa Jla HANPaBAT CIIPaBKa B ChOTBETHOTO
PBKOBOJICTBO H/WJIH Jia C€ KOHCYJITUPAT ChC CHEIUAIUCTH (HAIP. XEMaTOI03H, CIICIIUAIICTH T10
HapyILIeHUs1 Ha KPbBOCHCHUPBAHETO), 32 Ja TUATHOCTHLIUPAT U JIEKYBaT TOBA CHCTOSHHE.

Jluua, momy4YHIN CHHAPOM Ha TPOMO03a C TPOMOOLIMTONICHHUS ClIe BAKCHHALIUS C KOSITO U /1 €
BakcuHa cperry COVID-19, ve tps6Ba na momyuaBatr COVID-19 Vaccine Janssen (BX. CbIIO U
Touka 4.3).

o Benosna mpomboembonusn: Psnko cnen Bakcunaiyst ¢ COVID-19 Vaccine Janssen ce
HabmoqaBa BeHo3Ha Tpomboembonus (BTE) (Bxk. Touka 4.8). Toa TpsiOBa 1a ce nMa npeaBuI
IIpH JIMLA ¢ OoBUILIEH puck oT BTE.

. HUmynna mpoméboyumonenusn: Muoro psako cien Bakcunanust ¢ COVID-19 Vaccine Janssen
ce chOoOIIaBar Cirydyad Ha HMyHHA TPOMOOIIMTOIICHHSI C MHOTO HUCKHM HUBA HA TPOMOOIIUTH
(<20 000 Ha pl), OOMKHOBEHO B paMKUTE Ha IBPBUTE YETUPHU CEIMHULIM CIIE] IMOJyyaBaHe Ha
COVID-19 Vaccine Janssen. ToBa BKJIOUBa CIIy4au C KbPBEHE U CIy4au C JICTAJICH U3XO/I.
Hsikou ot Te3u ciydau ca Bb3HUKHAIN TIPH JIMIIAa C aHAMHE3a 32 HIMYyHHA TPOMOOIIMTOTICHUS
(UTII). Axo naneno nuiie nma anamuesa 3a UTII, mpenu BakcuHanmsita TpsaOBa 1a ce B3eMaT
NpeaBH] PUCKOBETE OT Pa3BUTHE HA HUCKU HHMBA HAa TPOMOOLIUTH, a CJIe]] BAKCHHALIMATA Ce
npenopbyBa HabJroIeHHE Ha TPOMOOIIUTHTE.

MenunuHCKUTE CICUATUCTH TPAOBa Ja BHUMABAT 3 MPU3HALUTE U CHMITOMHTE Ha TPOMOOeMOOIHs
u/unmi TpoMbonHToneHus. BakcuanpanuTe nuia Tpsidsa n1a ObIaT HHCTPYKTUPAHH Ja TOTBPCAT
He3a0aBHO METUITMHCKA TIOMOIIL, aKO CJIe/I BAKCHHAIIUATA Pa3BHAT CUMIITOMH KaTo 3ayX, 00Jka B
IpBAHUS Kolll, 00JIKa B Kpaka, OTOK Ha Kpaka, WJIM yIopHuTa KopeMHa 0ojika. OCBeH TOBa BCEKH, KOWTO
CJIeJl BAKCUHALMA € T0Jy4nsI HEBPOJIOTMYHU CUMIITOMH, KOUTO BKJIFOYBAT TEKKO WU YIIOPUTO
ri1aBo0oJve, rbpUYoBe, MPOMEHH B ICUXUYHUS CTATyC WIH 3aMbBIIICHO 3pEHUE, WK KOUTO Cle]T
HSKOJIKO JTHH € TOJIy4YHJI CIIOHTAHHO KbPBEHE, KOKHHU KPbBOHACAAAHUS (IETEXUH) U3BBH MACTOTO Ha
MH)KEKTHpaHe, TPsIOBa Aa NOThPCcH He3a0aBHO MEIUIIMHCKA TIOMOLII.



Jlura, AMarHOCTUITMPAHU C TPOMOOITUTOIIEHHUS B PAMKUTE HA 3 CEJMUIIN CJIe]] BAKCHHAIIUATA C
COVID-19 Vaccine Janssen, Tpsi6Ba qa Ob/1aT aKTHUBHO U3CJEIBaHU 3a TPU3HAIM HAa TpoM003a. ChIo
Taka JIMIaTa, KOUTO pa3BUAT TpoMOO03a B paMKUTE Ha 3 CEJIMUIIH Clie]] BAKCHHAIIMATA, TPSOBa 1a
OBJaT OLIEHEHHU 32 TPOMOOIIUTOIICHHS.

Puck om xvpeene npu unmpamyckyino npuiodiceHue

KaxTo npu apyru HHTpaMyCKyJIHA WH)XKEKIIMH, BaKCHHATa TpsiOBa Ja ce mpuiiara BHUMATEIHO PU
JUIA, TIOy4YaBalld aHTHKOATyJIaHTHA TepaIisl UM TaKUBa C TPOMOOIIMTOIICHHUS WII HIKAaKBO
HapylleHne Ha KPbBOCHCUPBAHETO (HAIp. XeMO(HiIns), 3a110TO cliel HHTPaMyCKYJIHO PUIOKEHHE
IIPU TSAX MOXKE Ja HACTHIIM KbPBEeHE WM 00pa3yBaHe HA CHHUHHU.

CunapoMm Ha HapyliCHa KalmnuJisipHa MPOMYyCKIMBOCT

Cro0ImaBaT ce MHOTO PEJIKH CIy4ad Ha CHHIPOM Ha HapyleHa KamuisipHa npomyckiuBocT (CHKIT)
npe3 mepBUTe AHA cien BakcuHalws ¢ COVID-19 Vaccine Janssen, B HSKO# ciy4au ¢ JIeTaleH U3XO/.
CrobmaBa ce 3a HannyHa anamHe3a 3a CLS. CLS e pagko HapymieHne, KOeTo ce XapaKTepu3upa ¢
OCTpPH €TIM30H Ha OTOK, 3acsTalll TJIABHO KpaWHUIIUTE, XUTIOTOHHSI, XeMOKOHIIEHTpALlUs U
xunoandoymunemust. [lanuenture ¢ octep enuzon Ha CLS cie BakcuHaNus ce HYXIasT OT Obp30
JuarHocTuiupane u jedeHrne. OOMKHOBEHO ce Hajlara MHTEH3UBHA NOAbpXxKalia Tepanus. Jlunara c
ycraHoBeHa aHamHe3a 3a CLS He TpsOBa Jla ce BAKCHHUPAT ¢ Ta3u BakcWHa. Brkre chIno Touka 4.3.

CunapoM Ha Guillain-Barré un tpancsep3ajieH MUEIUT

MHoro psiako cinen Bakcuraius ¢ COVID-19 Vaccine Janssen ce cbo011aBa 3a CHHAPOM Ha
Guillain-Barré (GBS) u Tpancsep3anes muenut (TM). MenuuHCKUTe CENUANINCTH TpsAOBa Aa Obaar
C TIOBHIIEHO BHUMaHHME 3a pu3Hany U cuMntoMu Ha GBS u TM 3a na ce rapanTupa npaBHiIHa
JIMarHO3a, 3a J1a ce MHUIIMHUPAT aJIeKBaTHH MOAIBbPKAIIY TPIKY U JISUSHHE, U J]a ce U3KITI0YaT ApyTU
NPUYHHY.

Puck oT MHOTO peaku CHLOUTHS clien Oycrep j03a

Bce ome He e oxapakTepu3upaH PUCKBT OT MHOTO PEIKU ChOUTHS (KaTo HapyIIeHUs Ha
KPBHBOCHCHUPBAHETO, BKIFOYUTEITHO CHHIPOM Ha TpoMOo3a ¢ Tpombonmronenus, CLS u GBS) cien
oycrep no3a COVID-19 Vaccine Janssen.

I/IMVHOKOMHDOMCTI/IDaHH JIMIa

EdukacHoctTa, 6€30MacHOCTTa © IMYHOTEHHOCTTA HAa BAKCHHATA HE Ca OICHEHH MTPH
UMYHOKOMIIPOMETHPAHH JIUIA, BKIFOUUTEITHO TE3H, MOJyJaBald UMYHOCYTIPECUBHA TCPAITHSL.
Edukacnocrra Ha COVID-19 Vaccine Janssen Moke fa ObJi¢ TIO-HUCKA PH KMYHOKOMITPOMETHPAHH
JIMIIA.

HDOZ[’BJ'DKI/ITCHHOCT Ha 3aimuTara

HpO,I[’LJ'DKI/ITeJ'IHOCTTa Ha OCUTypCHAaTa OT BAKCHMHATA 3allluTa ¢ HCU3BCCTHA, TBH KaTo TS € B mnmponec Ha
YCTAaHOBSABAHC BBB BCC OLIC NPOABIDKABAIIIU KIIMHUYHU U3ITUTBAHUA.

OFDaHI/I‘IeHI/IH Ha edJeKTI/IBHOCTTa Ha BaKkCHHaTa

3ammrara 3amo4yBa okoJjio 14 nHu cien BakcuHUpaHeTo. KakTo mpu BCHYKH BaKCUHU, BAKCHHUPAHETO
¢ COVID-19 Vaccine Janssen Moke Jia He OCUTYPH 3all[UTa Ha BCUYKH PEIIMITMCHTH HAa BaKCHHATA
(Bk. Touka 5.1).



Tlomonrau BCIICCTBA

Hampuii

To3u JiekapcTBEH MPOAYKT ChABpPXKA Mo-Maiko ot 1 mmol Hatpwii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOXe J]a ce KaXKe, 4e MPAaKTUUECKU He ChAbPKa HATPHil.

Emanon

To3zu nekapcTBEH MPOAYKT ChABbPXKa 2 mg aakoxod (eraHoi) Ha 1o3a ot 0,5 ml. MankoTo KoIn4ecTBO
AJIKOXOJI B TO3H JICKAPCTBEH NPOIYKT HAMA Ja OKa)Ke HAKAKBH 3a0€TICKUMU €PEKTH.

4.5 Bs3amMmopeiicTBHE ¢ IPYTrH JeKaApCTBEHH MPOAYKTH M APYru (popMH Ha B3auMojeiicTBHe

He ca mpoBexxaanu npoydBanus 3a B3auMoieicTBusATa. ChbTCTBAIOTO Npuiioxkenne Ha COVID-19
Vaccine Janssen ¢ Ipyry BAaKCHHU HE € TPOYYBAHO.

4.6 DepruauTer, O)PEeMEHHOCT U KbpPMeHe

Bbpemennoct

Wma orpannyen onut ot ynotpedara Ha COVID-19 Vaccine Janssen mpu OpeMeHHH KEHH.
[poyuBanwusita npu kuBoTHU ¢ COVID-19 Vaccine Janssen He 1moka3Bar NpeKy U HETIPEKH BPEIHH
edexTH, CBbp3aHu ¢ OpPeMEHHOCTTa, eMOPHO/(PETaTHOTO pa3BUTHE, PAsKAAHETO WM OCTHATAIHOTO
pasBuTHe (BX. Touka 5.3).

[Ipunoxenne nHa COVID-19 Vaccine Janssen npu OpeMeHHOCT TpsiOBa a ce uMa MpeaBHl, CaMo
KOIaTo MOTEHIMATHHUTE TIOJI3M HaAXBBPIIAT NOTEHIIMATHUTE PUCKOBE 32 MaliKaTa M IUIOAA.

Kopmene

He e uzBecto nanmu COVID-19 Vaccine Janssen ce ekckpeTrpa B KbpMaTa.

DepTUnuTer

[IpoyuBanusiTa IPH )KUBOTHU HE TIOKA3BAT MPEKH U HETIPEKH BPETHH €(PEKTH, CBBP3aHH C
PEeNpOaYKTUBHA TOKCUYHOCT (BX. TOUKa 5.3).

4.7 Ed¢exTn BbpXy cnoco0HOCTTA 32 modupaHe u padoTa ¢ MAIIUHA

COVID-19 Vaccine Janssen He MOBIUsIBA WIK HOBJIHABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a MIO(pUpaHe
u pabora ¢ MamHU. HsIKoW OT HexXeNaHuTe peakiyuu, CIoMeHaTH B Touka 4.8, o6ade Morat BpeMEeHHO
Jla TIOBJIMSIST CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MaIlIMHU.

4.8 Hexenanu JeKapCTBEHH PeaKINU

Pesrome Ha mpodmiia Ha Oe30macHOCT

ITvpsuuna saxcunayus (nvpeuien anaius)

Bbezonacnoctra Ha COVID-19 Vaccine Janssen e olieHeHa B €JHO TEKYILO MPOYYBaHE

(aza 3 (COV3001). O6mmio 21 895 Bb3pacTHU HA Bb3pacT 18 U MoBede roJUHM Ca MOTYYHIN MbPBUYHA
BakcuHanus ¢ eauaudHa 1o3a COVID-19 Vaccine Janssen. Meananara Ha Bb3pacTTa Ha yYaCTHUIIUTE
e 52 ronunau (quamnazoH 18-100 rognan). AHanMU3 Ha 6€30MTACHOCTTA € U3BBPIIEH CIIe/ JOCTUTaHe Ha
MenuaHaTa Ha IpOIBIDKUTETHOCTTa Ha pociensBaHe 2 Mecena ciiesl BakcuHupaneto. Hannuno e no-
JIBIITO TIpociie/isiBaHe Ha Oe3zomacHocTTa >2 Mecena 3a 11 948 pw3pactau, nonyumwmu COVID-19
Vaccine Janssen.



B npoyusane COV3001 Haii-uecto cho0IaBaHaTa JOKaJIHA He)KEJIaHa Peakuus € O0IKa Ha MACTOTO
Ha WHKekTupane (48,6%). Hali-uecture ciucTeMHN HeXXenaHU peaknuu ca riiaBodonwue (38,9%), ymopa
(38,2%), muanrus (33,2%) u ragene (14,2%). [pu 9% oT ygacTHUITUTE ce HAOIIOAaBa TUPEKCHS
(ompenenena kato TesnecHa temieparypa >38,0°C). [ToBeueTo HEXXENaHU PEaKIIiy BH3HUKBAT B
pamkuTe Ha 1-2 THU ciiesl BAKCHHAPAHETO | €a JIEKH 0 YMEPEHHU IO TEXKECT U ¢ KpaTKa
npoabIKkuTeTHOCT (1-2 mHM).

PeakTorennocTTa 0OMKHOBEHO € MO-JIeKa U ce ChoOI1aBa MO-PsIKO MPH Bb3pACTHH B MO-HAIIPEHATIA
BB3pacT (763 BB3pacTHU =65 TOANHN).

[IpodunbT Ha 0€30IACHOCT OOMKHOBEHO € CXOCH MPH YUYACTHHIIN ChC WM 03 IPEAXOIHHU JaHHU 3a
uHpeknus cbec SARS-CoV-2 Ha m3xomuHo HEBO. 0010 2 151 BB3pacTHH, CEPOMO3UTHBHU HA U3XOTHO
HuBo, ca nonyuwiu COVID-19 Vaccine Janssen (9,8%).

bycmep 0o3a (emopa do3a) cned nvpsuuna eaxcunayus ¢ COVID-19 Vaccine Janssen

bezonacHocTTa Ha OycTep n03a (6émopa oosa) COVID-19 Vaccine Janssen, npuioxxeHa
NpUOTU3UTETHO 2 Mecela Clell IbPBUYHATAa BAKCHHALUS, CE OLICHSBA B €JHO MPOIbKABAILO B
MOMEHTa PaHAOMH3HPAHO, JBOWHOCIAIO, IIale00-KOHTpoIupaHo npoyusane ¢aza 3 (COV3009). B
1stata aHanusupana rpymna (full analysis set, FAS) ot 15 708 Bb3pacTau Ha 18 1 moBeue rouHH,
nonyumu 1 go3a COVID-19 Vaccine Janssen, 00110 8 646 ayIium ca Moxy4uaid BTOpa J03a [0 BpeMe
Ha JBoiHocAnaTa dasa. B moarpynara 3a peaktorensHoct ot 3 016 gymmu, nomyyunu 1 nosa COVID-
19 Vaccine Janssen, 1 559 aymiu ca moiay4uiid BTopa J103a 110 BpeMe Ha JBOMHOCANAaTa (asa.
Menuanarta Ha Bh3pacTTa Ha ygactHuiute € 53,0 rogunu (muamnas3on: 18-99 ronunn). Kem narara Ha
3aKirouBaHe Ha naHauTe (25 rorn 2021 1.) MeuaHaTa Ha MPOIBIDKUTEITHOCTTA Ha TIPOCIeAsiBaHe CIIe]T
oyctep nozara COVID-19 Vaccine Janssen e 38 quu. IIpodnnbT Ha akTHBHO THPCEHUTE HEXKETaHU
peakuu 3a OycTep J1o3ara € moJo0OCH Ha TO3H e/l IbpBaTa 103a. He ce ycTaHOBSIBAT HOBU CHT'HAJIH
3a 6€30MacHOCT.

bycmep 0o3a cneo nvpsuuna eaxcunayus ¢ oooopena uPHK eaxcuna cpewyy COVID-19

BbezomacHoctTa Ha OycTep n03a COVID-19 Vaccine Janssen, mputoskeHa Hali-Manko 12 ceqMuIu
cien mbpBUYHATa BakcuHauus ¢ ogqoopena nPHK Bakcuna cpeury COVID-19 vaccine, e oueHena cien
2 no3u Spikevax (49 nmymm) uiau Comirnaty (51 gymm), niu 1 roza COVID-19 Vaccine Janssen

(50 mymm). Meananata Ha Bp3pactTa Ha ydactHUImTe € 55,0 ronuan (quamazon: 20-77 roguan). Kem
JaTaTa Ha 3aKito4yBaHe Ha ganHuTe (24 cenremBpu 2021 1.) 98,7% OT y4acTHUIIUTE Ca HAPaBHIN
Busutata B Jlen 29 cien OycTep BakcuHaIMATa (HUKOM OT TAX He ¢ qocturaan Jen 91). Craen
xereposioxkHara Oycrep g03a COVID-19 Vaccine Janssen npodwrbT Ha aKTUBHO THPCEHUTE
HEeXeTIaHW PeakIuy e moo0eH Ha To3u cien mbpBuyHa BakcuHanus ¢ COVID-19 Vaccine Janssen
WJIM CIIe]T XOMOJIOKHA OycTep J03a.

CruchbK Ha HEXKCIIAHUTE PCAKIINHU B TaOIMYEH BU

Hexenanu iekapcTBeHH peakinu, Ha0roaaBanu o Bpeme Ha npoyduBade COV3001 mau ot
MOCTMAaPKETHHIOBU U3TOYHHIIY, Ca OpraHu3upany no cuctemo-opranet kiaac (COK) mo MedDRA.
Kareropuure Ha yecToTaTa ca ONpeNeNeHN KakTo CIEABA:

MHoro uectu (> 1/10);

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

Heuectu (= 1/1000 mo < 1/100);

Penxu (= 1/10 000 o < 1/1 000);

Mtuoro penku (< 1/1 000);

C HeusBecTHa yecToTa (OT HATMYHUTE JaHHHU HE MOJKe J1a ObJie HallpaBeHa OLICHKA).

B paMxuTe Ha BCSKO TpyNHpaHe IO YSCTOTA HEXKEIAHUTE PEAKITUHN Ca MPECTAaBEHN B HU3XOJISII PEJT
110 OTHOIIICHHE Ha TAXHATA CEPUO3HOCT.



Tadauna 1: Hexenanu peakuuu, cbo0umenu ciaen Bakcuaupane ¢ COVID-19 Vaccine Janssen

C Hen3BecTHA
yecToTa (0T

HAJTUYHHUTE
JaHHU He MOKe
MHoro Yectu HeuecTn Penxu MHoro aa 0bae
CucreMo-opranes 4ecTH (=1/100 no =1/1 000 1o | (=1/10 000 o peaKu HalpaBeHa
KJIac (=1/10) <1/10) <1/100) <1/1 000) (< 1/1 000) OIICHKA)
Hapymenus na Jlmmpaneno Nmynna
KpBBTa U TUM(pHaTa naTus TpOMOOIUTOTICH
crcreMa ust
Hapymenus na CBpBX4yBCT Anadunaxcus’®
MMYHHATa CHCTEMA BUTEITHOCT?;
yYpTHKApHs
Hapymenus Ha I'maBoGomnu Tpemop; Xunecre3usa | CunapoM Ha | TpaHcBepsaneH
HEpBHATa cCUCTEMa e 3aMaliBaHe; Guillain- MHUEITUT
napecTe3us Barré
Hapymenus na Tunutyc
YXOTO M JTaOHUpHHTA
CpoBu Benosna Tpombo3a B Cunapom Ha
HapyIlIeHUs TpoMO0oeMO0 | KOMOWHAIIHS HapylleHa
s c KaIllWIsIpHa
TPOMOOIIMTO | TPOITYyCKIMBOCT
TICHUS
Pecniuparopuu, Kanuima Kuxane;
TPBIHYA U opoctapunre
MeIaCTHHAITHH ayHa Gonka
HapyIICHHs
CroMalHo-4peBHU Tl'anene Huapus [HoBpbuiane
HapyHIeHHs
Hapymenus na O06pus;
KO)KaTa u XHUIIEPXUAPO
MIOJIKO’KHATA ThKaH 3a
Hapymenus na Muanrus Aptpanrus Myckynna
MYCKYJTHO- ciabocr;
CKEJICTHAaTa Ooinka B
CHCTEMA U KpalHUK;
CHhEIUHHUTEIHATA Ooska B
THKaH repoa
OO0my HapymeHus VYmopa; IMupekcus; AcreHus;
U e(heKTH Ha Oonka Ha €pUTEM Ha | HEpasIoJIoX
MSICTOTO Ha MSICTOTO MSICTOTO Ha eHne
MPWIOKECHUE Ha WH)KEKTHPaH
UIKEKTUD | €; ITo/yBaHe
aHe Ha MSICTOTO
Ha
HH)KEKTHUPaH
e; CTyJleHH
TPBIKH

CBp’LX‘IyBCTBI/ITeHHOCT CC OTHACA A0 aJICPIruiHU PEaKIMU Ha KOKaTa U MMOAKOKHATa ThbKaH.
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Ciyuau, OJyYeHHU OT TEKYIIO OTKpUTO mpoyuBane B FOxHa Adpuka.

C’BO6H_IaBaH€ Ha IMoa03HupaHn HEKCJIIAaHU PCAKITUN

C’BOGH_IaBaHeTO Ha IOAO3UPAHU HCKCIIAHU PCAKIIUU CJIICT pa3pClIaBaHC 3a yHOTpeGa Ha JICKApCTBCHUSA
IMPOAYKT € BaXXHO. Tora no3BossBa Ja IpoaBbJIKA Ha6JIIO]leHI/IeTO Ha CBbOTHOIICHUETO HOH3a/pI/ICK 3a
JICKApCTBCHUSA TPOAYKT. Or MECIUIMHCKUTEC CIICHUAJINCTHU CEC U3MCKBA Ja C’LO6H_[aBaT BCsiKa

Imoao3rpaHa HEXKEJIaHa pe€aKusa Ype€3 HallHOHAJIHA CUCTEMA 3a CT>O6H.IaBaHe, IIOCOYCHA B

ITpunoxenue V.




4.9 TIlpeno3mpane

Hsima cro0Omienn ciryuan Ha nipefio3upane. B npoyuBanusita dasa 1/2, kpaero e npuiaraHa mo-BUcoka
no3a (o 2 metr), COVID-19 Vaccine Janssen ce monacs 1o0pe, HO BAKCHHUPAHUTE JIMIA ChOOIIaBaT
3a IMOBUIIIEHA PEaKTOTEHHOCT (3acwiieHa 00JIka Ha MSICTOTO Ha BAKCHHHpPaHEe, yMOpa, TIaBo0oIue,
MUAIITHS, TaJICHE U TUPEKCHS).

B cnyuait Ha ipeno3upaHe ce npenopbuBa HAOMIOACHUE Ha )KU3HEHUTE (DYHKIIMU U €BEHTYaTHO
CUMITOMATHYHO JICUCHUE.

5. DAPMAKOJIOI'MYHU CBOUCTBA

5.1 ®apmakoaMHAMUYHHU CBOWCTBA

®dapMakoTepaneBTHYHA rpyna: Bakcunu, npyru BupycHu Bakcunu, ATC koxa: JO7BX03

MexaHu3bM Ha IEWCTBUE

COVID-19 Vaccine Janssen € MOHOBaJICHTHA BaKCHHA, ChCTaBEHA OT BEKTOP, KOWTO €
PEKOMOHWHAHTEH, HEPEIUTMKUPAIIL Ce YOBEIIKH aicHOBUpYC TUN 26, koaupa SARS-CoV-2 mmmnos (S)
TJIMKONPOTEHH C ITbJIHA IBJDKKMHA B cTa0mIn3upana koHpopmarus. Ciael npuiioxKeHne

S rmukonporenHsT HA SARS-CoV-2 ce ekcrpecrpa MpexoaHo, KaTo CTUMYJIUpPa KaKTo
HEYTpaIU3UPALINTE, TaKa U APYTH QYHKIIMOHATIHU S crieluUIHN aHTUTENa, KAaKTO U KIIEThYHN
MMYHHH OTTOBOPH, HACOUEHH CPELIy S aHTHI'€Ha, KOETO MOXKE /1a IOTIPHHECE 3a 3aIIUTa CPELLY
COVID-19.

Kinnnnuna edukacHocT

Eguxacnocm npu nvpeuuna saxcunayus ¢ eOUHUYHAa 003a
Ilvpeuuen ananus

W3BbpIneH e mbpBUYEH aHATU3 (J1aTa Ha 3aKiIIouBaHe Ha gaHHuTe 22 sHyapu 2021 r.) B eqHO
MHOTOLIEHTPOBO, PaHIOMHU3UPAHO, ABOMHOCIIAIO, I1aLe00-KOHTPOIMPAHO NMpoyyBaHe ¢asza 3
(COV3001) B Crenunenurte martu, KOxna Adpuka u gppxasu ot JlatnHcka AMepuka 3a OlleHKa Ha
epuKacHOCTTa, 0E30IIACHOCTTa U IMYHOTEHHOCTTA Ha ITbPBUYHA BAaKCHHAIIUS C €MHUYHA /1032
COVID-19 Vaccine Janssen 3a npeBennust Ha COVID-19 npu Bp3pacthu Ha 18 u nosede roxuau. Ot
NPOYYBAaHETO Ca U3KJIIOUEHH JIMLA C OTKJIOHEHHUS BbB (DYHKIMATA HA HIMyHHATa CUCTEMa B CIIEICTBUE
Ha KIIMHUYHO 3200J1s1BaHe, TUIa HAa UMYHOCYTIPECUBHU TEPAITUK B paMKUTE Ha 6 Mecela KakTo U
OpeMeHHU JKeHH. YdacTHHUIHN cbe cradbunaa HIV uHbekus, KouTo ce JiekyBar, He ca N3KII0UYCHH.
Paspemienn 3a ynorpeda BakCHHHM, C N3KIIIOUEHUE HA KUBH BAKCHHM, MOTAT J1a c€ IPUJIaraT moBeye oT
14 nuu npeau niM noseve ot 14 qHM ciier BAKCHHUPAHETO B MpoyyBaHeTo. Pasperienu 3a ynorpeda
’KWBH aTEHIOMPAHU BaKCMHHU MOTaT Jia ce IIpuIiiarar mosede ot 28 THU MpeId WK IoBeYe OT 28 THU
clle]l BAKCHHUPAHETO B IIPOYYBAHETO.

0061110 44 325 nuia ca paHIOMHU3HPAHK YCIIOPEIHO B ChOTHOIICHKE 1:1 3a moyyBaHe Ha
uHTpamyckyiaHa nixekims ¢ COVID-19 Vaccine Janssen wiu miane6o. O61o 21 895 pb3pacTHu
noxyuaBaT COVID-19 Vaccine Janssen u 21 888 Bp3pacTHu noiyuasaTt mianebo. Menuanara Ha
NPOIBIDKUTEIIHOCTTA HA MTPOCIIE/IABaHEe HA YYACTHHUIIUTE CJIE] BAKCHHUPAHETO € MPHOIN3UTEITHO
2 Mecera.

[omynanusara 3a mMbpBUYEH aHaNu3 3a euxacHocT oT 39 321 nuna Bkimtousa 38 059 cepoHeraTuBHU
3a SARS-CoV-2 nuna Ha u3xoaHo HUBO U 1 262 nHiia ¢ HEU3BECTEH CepOCTaTycC.

Hemorpadckure faHHN U U3XOAHUTE XapaKTEPUCTUKH ca CXOIHM Npu JTunara, noayunian COVID-19
Vaccine Janssen, 1 mony4uiute miamne6o. B momynanusita 3a mbpBUYeH aHAIH3 32 €PUKACHOCT



MeIuaHarta Ha Bb3pacTTa npu juuata, noxydmin COVID-19 Vaccine Janssen, e 52,0 roguaun
(mmamnazon: 18 no 100 rogunm); 79,7% (N=15 646) ot nuiata ca Ha BB3pacT oT 18 1o 64 roauan
[xaTo 20,3%, (N=3 984) ca Ha BB3pacT 65 Wi noBeue roauHy, a 3,8% (N=755) ca Ha BB3pacT 75 wiu
noBede roaunn|; 44,3% ca sxenn; 46,8% ca ot CerepHa Amepuka (Cprenunenu marn), 40,6% ca ot
Jlatuncka Amepuka, a 12,6% ca ot IOxna Adpuka (FOxxHoadprkancka pemyoianka). O6mo 7 830
(39,9%) ot xopaTa UMaT MOHE €AHO BEYE CHLICCTBYBALIO CHIIBTCTBALIO 3a00IBaHe, CBBP3aHO C
MIOBHILIEH PUCK OT MpOrpecHs KbM Texko mpotudane Ha COVID-19 Ha u3xoaH0 HHUBO.
CoubreTBanuTE 3a00JABaHKs BKIIOUBAT: 3aTIbCTIBAHE, onpeaeiaeHo karo UTM >30 kg/m? (27,5%),
xunepronus (10,3%), muadet tum 2 (7,2%), crabunnaa/moope kouTponupana HIV nadexnus (2,5%),
CepUO3HU ChpacyHM 3a0oaBanus (2,4%) u actMma (1,3%). Ipyru cbnbTcTBAIIM 3200 ISIBAaHMS CE
ycTaHoBsBat npu <1% ot immara.

Crydante Ha COVID-19 ca moTBBpIeHN OT IIEHTpaJIHA JTab0paToOpusl BH3 OCHOBA Ha MOJIOKHUTEIICH
pesynrar 3a SARS-CoV-2 Bupycua PHK, monyden ¢ tect Ha 6a3aTa Ha monmMepa3Ha BEpHKHA

peakuus (PCR). O6mara epukacHOCT Ha BaKCHHATA B €(h)UKACTHOCTTA 110 OCHOBHH BH3PAcTOBU IPYITH
e mpezacraBeHa B Tabnwmma 2.

Tabuuua 2: Auanu3 na epukacHocTra Ha Bakcunara cpemy COVID-19° npu SARS-CoV-2
CepOHEeraTHBHM Bb3PACTHH - NMOMYJIalys 32 MbPBUYEH aHAJIN3 32 eUKACHOCT
cjael eIHHUYHA 1032

COVID-19 Vaccine

Janssen Inauedo
N=19 630 N=19 691
Cayuyau Ha | Yoeko | Cayuyau Ha | YoBeko % e(puKacHoOCT HA
COVID-19 TOANHH COVID-19 TOANHH BaKCHHAaTa
Ioarpyna (n) (n) (95% CI)*
14 nHu cjeq BAKCHHHPAHETO
Beuuku 116 3116,6 348 3096,1 66,9
YYacTHUIIH® (59,0; 73,4)
18 mo 64- 107 2530,3 297 25112 64,2
TOJIMIIIHA BB3pPacT (55,3, 71,6)
65 u nopeye 9 586,3 51 5849 82,4
TOJMHU (63,9; 92,4)
75 u 1IoBCUC 0 107,4 8 99,2 100
TOJUHHA (45,9; 100,0)
28 nHM cJeq BAKCHHHPAHETO
Beuuku 66 3102,0 193 3070,7 66,1
yYyacTHUIH® (55,0; 74,8)
18 mo 64- 60 25187 170 2490,1 65.1
TOJIMIITHA BB3PacCT (52,9; 74,5)
65 u nopeye 6 5833 23 580,5 74,0
TOJUHHA (34,4, 91,4)
75 u 1IoBCUC 0 106,4 3 98,1 -
TOMUHN

CooppBUYHA KpaiiHa TOYKaA (KaKTO € AeHUHHPAHO B IPOTOKOIA).

Cumnromatiaern COVID-19, m3uckpam nonoxutenex pesynrat or RT-PCR u none 1 pecriupaTopeH Mpu3HAK HITH

CHMIITOM, WJIH 2 APYTY CUCTEMHH IPH3HAKA WM CHMITOMA, KaKTO ca Ae(DHHUPAHU 110 TIPOTOKOIL.

JloBepHUTETHNTE HHTEPBANIH 32 “BCHUKH YIACTHUIN* ca KOPUTHPAHH, 3a 1a C€ IIPIIIOKH KOHTPOJI Ha Ipemika Tvl [ 3a

MHOXCCTBCHO TCCTBAHC. HOBCpI/ITGHHI/ITC HUHTEPBAJIU 3a Bb3PACTOBUTE I'PYIIH Ca MPEACTABEHU HEKOPUTUPAHU.

Eduxacnocrra Ha BakcuHaTta cperty Texbk COVID-19 e npencrasena B Tabauua 3 mo-goamy.
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Tabanna 3: AHan3 Ha e(PUKACHOCTTA HA BakcHuHaTa cpemy TexxbKk COVID-19* npn SARS-
CoV-2 cepoHeraTHBHHM Bb3PACTHH - NOMYJIAIHAS, IPH KOATO € HANPaBeH
I'bPBMYCH AHAJIM3 HA e(PUKACHOCTTA cJle]l eIMHMYHA 1032

COVID-19 Vaccine IInaneoo
Janssen N=19 630 N=19 691 %
Ciy4an Ha Yogeko Ciy4an Ha Yosexo epuxacHoct
COVID-19 TOANHH COVID-19 rOAUHH Ha BaAKCHHATAa
Hoarpyna (n) (n) (95% CI)°
14 paM cjieg BAKCHHHPAHETO
TexnbK 76,7
14 3125,1 60 3122,0 (54,6; 89,1)
28 1HM cjiel BAKCHHHPAHETO
Texbk 85.4
5 3106,2 34 3082,6 (54,2; 96,9)

OKOHUATENHOTO ompesieisiHe Ha TexkuTe crydan Ha COVID-19 e HanpaBeHO 0T He3aBHCHUMa apOUTpakHA KOMHCHS,

KOATO € onpeaciniia CbIlo U TEKECTTAa Ha 3a00/I51BaHETO cropea Heq)I/IHI/IIII/I}ITa B PBKOBOACTBOTO Ha FDA.

JloBepuTenHUTE UHTEPBAIHN Ca KOPUTHPAHH, 32 Ja CE MPUJIOKU KOHTPOJI Ha IPeIlKa TUI | 32 MHOXECTBEHO TECTBaHE.

Ot Bp3HuKHanUTE 14 Texku cinyyas B rpynata Ha COVID-19 Vaccine Janssen, ¢ Hagasno noHe 14 nau
cllell BaKCHHALUATA, cpsiMo 60 B ruranebo rpymara, XOCIUTAIM3UPAaHUTE ca CbOTBETHO 2 CHPSIMO 6.
Tpuma nmarnueHTy ca MoYnuHamu (BCHUYKH B I1anedo rpymnara). [loBed4eTo OT OCTaHAINTE TEXKKH CITydan
OTrOBapAT CaMoO Ha KPUTEPHS 3a TEKKO 3a0oisiBane — KuciaopoaHa catypanus (SpO2) (< 93% na

CTaeH BB3IYyX).

AKTyaau3upaHy aHaJIH3H

AKTyalu3upaHUTe aHAJIM3K Ha €PUKACHOCTTA B Kpas Ha JBOWHOCIANATA (a3a (1aTa Ha 3aK/IFOUBaHE
Ha nanauTe 09 romm 2021 1.) ca U3BBPIICHU C IOMMBIHATETHA NOTBEPAeHU cirydan Ha COVID-19,
HATPYyTaHU IO BpEMe Ha 3aCJIeTIeHOTO, IIane00-KOHTPOIMPAHO MPOCIeIsIBaHe C MeIuaHa Ha
npocnensBane 4 mecena cien ennanyHa 103a COVID-19 Vaccine Janssen.

Tabauua 4: Anaan3 Ha ePUKACHOCTTA cpeuty cumnTomMaTnden® u Texkbk’ COVID-19 — 14 quu
U 28 1HU cjell eAMHUYHA 1032

COVID-19 Vaccine % eduxacHoct
ILnanme6o
Janssen HA BAKCHHATA
N=19 577" N=19 608" (95% CI)
Kpaiina Touxa® C.u);qan C.n);qau
COVID- | Yosexkoroguun | COVID- | YoBexoroguuu
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
T E— 438 5572,0 944 5363,6 (49.9: 60.2)
65 u oBeue 63,8
S 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)
Tescvrx COVID- 73,3
19 56 6774,6 205 6625,2 (63.9: 80.5)
18 mo 74,3
T E— 46 5653,8 175 5531,4 (64.2: 81.8)
65 u oBeue 67,5
S 10 1120,8 30 1093,8 (31.6: 85.8)
2 199.4 6 172,4 71,2
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75 u oBeue (-61,2: 97.2)
TOIUHU

28 nHU cjex BAaKCHHAIMATA

Cumnmomamuuen 52,9

COVID-19 433 6658.,4 883 6400,4 (47.1: 58.1)
18 no 52,2
PR — 393 5549,9 790 5330,5 (46.0: 57.8)
65 ¥ oBeye 58,5
— 40 1108,5 93 1069,9 (39.3: 72.1)
75 1 moBeue 22,3
TOJUHHA ? 196,0 10 169,3 (-112,8; 72,1)

Teaxncvk COVID- 74,6

10 46 6733,8 176 6542,1 (64.7: 82.1)
18 no 75,4
64 rommum 38 5619,2 150 5460,5 (64.7: 83.2)
65 ¥ oBeye 70,1
— 8 1114,6 26 1081,6 (32.1: 88.3)
75 n noseue 2 1972 5 170,1 02
TOIVHU ’ ’ (-110,7; 96,7)

Cumnromarnyen COVID-19, nzuckpaiy nonoxurener pesyirar or RT-PCR u none enuH pecnipaTopeH npusHaxk
WA CUMIITOM HITH 2 Apyru CUCTEMHU IIPpHU3HAKa UK CUMIITOMA, KaKTO € )Ie(bl/lHPIpaHO B IPOTOKOJIA.
OKOHYATENHOTO OIpeesiHe Ha TexKkuTe cirydan Ha COVID-19 e HanpaBeHO OT He3aBHCUMa apOUTPaKHA KOMUCHSI,
KOSITO € OIpe/IeNIHia ChIIO K TeXKECTTa Ha 3a00JIsIBaHETO Criopes AeUHULUITA B PHKOBOACTBOTO Ha FDA.
ChrrppBHYHA KpaliHa TOYKA, KAKTO € Je(UHUPAHO B IPOTOKOIA.

IMonynauus 3a epUKacHOCT MO MPOTOKOI

Cnen 14 aau ot BakcuHanusATa 18 cnpsamo 74 ciaydas Ha MoneKysipHo noTBepacH COVID-19 ca
XOCHHUTANN3UPAaHU chOTBETHO B rpynaTta ¢ COVID-19 Vaccine Janssen cripsiMo miane6o rpynara,
KoeTo npeactasisiBa 76,1% (95% CI: 56,9; 87,7) ebukacHoct Ha BakcuHata. OOII0 5 ciiy4as B
rpynata ¢ COVID-19 Vaccine Janssen cripsimo 17 cityuast B muiane6o rpymnata ce Hy>KAaaT OT IPHEM B
otaeneHue 3a naTeH3uBHo Jeuenne (ONJI) u 4 cnupsmo 8 ciryyas crotBeTHO B rpynara ¢ COVID-19
Vaccine Janssen u ¢ miane0do ce HyXKJIasT OT MeXaHUYHa BEHTUIIALINA.

EdukacHocTTa Ha BakcHHATA Cpelly 0€3CHMITTOMHN WH(EKITNU Hali-MallKo 28 THU clie/
BakcuHaiuaTa € 28,9% (95% CI: 20,0; 36,8), a cperny Bcuuku uHbpekimu ¢cb¢ SARS-CoV-2 e 41,7%
(95% CI: 36,3; 46,7).

[lonrpymnoBure aHaiM3u Ha IbPBUYHATA KpaliHa TOUYKA 3a €()UKACHOCT IOKa3BaT MOA00OHU TOUKOBH
OIICHKH 32 e(h)MKACHOCT NPU YIACTHHUIIUTE OT MBXKKHU U )KEHCKH T10J1, KAKTO U TIPU YYACTHUITUTE ChC U
0e3 ChIIBTCTBAIIM 3a00JIABaHU, CBBP3aHH C BUCOK PUCK OT TeXK0 npotudane Ha COVID-19.

O000mieHre Ha ePUKACHOCTTA Ha BaKCHHATA CIIOpPEl BapUAHTUTE € TpejicTaBeHo B Tabnuna 5 mo-
J0Iy:

Tabauua 5: OGo6uieHne Ha ePUKACHOCTTA HA BAKCHHATA CPelly CHMITOMATHYEH? H TeKbK®
COVID-19 cniopea BaApHAHTHUTE e/l eTMHUYHA 1032

TexecT
CuMnromaTuyeH
COVID-19 Texbk COVID-19
% eduxacHocT Ha % eduxacHocT Ha
BaKCHHaTa BaKCHHaTa
Bapuant Hauano 95% CI) 95% CI)
Haii-manko 14 nau ciien 71,5% 89,7%
BaKCHHAIUATA (57,3; 81,4) (57,3; 98,8)
Haii-manko 28 nHu cien 58,2% 93,1%
Pedepenten BaKCHHAIUATA (35,0; 73,7) (54,4; 99,8)
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Haii-manko 14 nau cien 70,1% 51,1%
BaKCHHAIUATA (35,1; 87,6) (-241,2; 95,6)
Haii-manko 28 nHu cien 70,2% 51,4%
Anda (B.1.1.7) BAaKCHHAITUATA (35,3; 87,6) (-239,0; 95,6)
Haii-manko 14 nau cien 38,1% 70,2%
BaKCHHAIUATA (4,2; 60,4) (28,4; 89,2)
Haii-manko 28 nHu cien 51,9% 78,4%
beta (B.1.351) BaKCHHAIUATA (19,1; 72,2) (34,5; 94,7)
Haii-manko 14 nau cien 36,4% 63,3%
BaKCHHAIUATA (13,9; 53,2) (18,3; 85,0)
Haii-manko 28 nHu ciien 36,5% 63,6%
'ama (P.1) BAKCHHALUATA (14,1; 53,3) (18,8; 85,1)
Haii-manko 14 nau cien 64,8% 91,1%
BaKCHHAIUATA 47,3;77,0) (38,8; 99,8)
Haii-manko 28 nHu ciiex 64,1% 87,9%
3era (P.2) BAKCHHALUATA (42,5; 78,3) (9.4; 99,7)
Haii-manko 14 nau ciien 35,8% 79,4%
BaKCHHAIUATA (1,5; 58,6) (38,1; 94,9)
Haii-manko 28 nHu ciieq 35,9% 79,5%
Mro (B.1.621) BaKCHHAITIATA (1,7; 58,7) (38,5;94,9)
Haii-manko 14 nau ciien 10,0% 67,4%
BaKCHHAIUATA (-39,5; 42,0) (-30,6; 94,3)
Haii-manko 28 naU ciien 10,1% 67,6%
Jlambpma (C.37) BAKCHUHALUATA (-39,2;42,1) (-29,8; 94.4)
Haii-manko 14 nau cien -6,0% NE*
Henra BaKCHHAIMATA (-178,3; 59,2) NE*
(B.1.617.2/AY. Haii-manko 28 qHu cien -5,7% NE*
1/AY.2) BaKCHHAIUATA (-177,7; 59,2) NE*
Haii-manko 14 nau cien 73,2% 81,4%
BaKCHHAIUATA (65,4; 79,4) (59,8; 92,5)
Haii-manko 28 nHu citen 69,0% 75,7%
Hpyru BaKCHHAIUATA (59,1; 76,8) (46,2; 90,3)

Cumnromarnuen COVID-19, nzuckpai nonoxuresex pesyiarar or RT-PCR u none enuH pecnipaTopeH npusHak
WIIH CHUMIITOM WK 2 IPYTH CUCTEMHH MPU3HAKA WA CUMIITOMA, KaKTo ¢ Ae(GUHUPAHO B IPOTOKOJIA.

OKOHYATEeJIHOTO oIpeessiHe Ha TexkuTe ciaydan Ha COVID-19 e HanpaBeHo OT He3aBUCHUMa apOUTPaXKHA KOMUCHS,
KOSITO € OIpe/IeIHia ChIIO K TeXKECTTa Ha 3a00JIsIBaHETO CrIopes AeUHULUITA B PHKOBOACTBOTO Ha FDA.

*  AKo ca HaOJIF0aBaHH MO-MaJIKo OT 6 cliydas 3a eHa KpaliHa TO4YKa, TOraBa ¢(uKacHOCTTa Ha BAKCHHATA HIMa J1a
Ob1e nokazana. NE = He MOXe J]a ce OLCHH.

Eduxacnocm na ose oosu COVID-19 Vaccine Janssen, npunodicenu npes 2 meceya

W3BbpIleH e OKOHYATEeNIeH aHaNu3 (J1aTa Ha 3aKkiItouBaHe Ha JaHHuTe 25 roun 2021 1.) Ha egHO
MHOTOLICHTPOBO, PaHIOMU3UPAHO, ABOMHOCIIAIO, I1aLe00-KOHTPOIMPAHO MpoyyBaHe ¢asa 3
(COV3009), nposeneno B Ceepna u Jlarnncka Amepuka, Adpuka, EBpona u A3usi, 3a oLeHKa Ha
epukacHoCTTa, Oe30nmacHOCTTa U IMyHOTeHHOCTTa Ha 2 103U COVID-19 Vaccine Janssen,
NPUIOKEHH Mpe3 HHTepBall OT 56 aau. OT MpOydYBaHETO ca M3KIIIOYCHH JIUIA ¢ HapylIeHa GpyHKIHS Ha
MMYyHHATa CHUCTeMa MOpaay KJIMHUYHO 3a00JsIBaHE, XOPa, JIEKyBaHU C UMYHOCYTIPECUBHH TEPAIlHH B
paMKuTe Ha 6 Mecella, KakTo U OpeMEHHH JKeHHU. Y4JacTHHUIM ¢be cTabminna HIV nndexmus,
MOJITIOKEHA Ha JIeYeHHe, He ca U3KJII04YBaHU. Pa3pemnieHu 3a ynorpeda BakCHHH, ¢ U3KIIOYEHNE Ha
JKUBU BaKCUHH, MOKE Ja C€ MpuiIaraT rnosede ot 14 nHU npeau UM nosede ot 14 nHu cien
BaKCHMHALIMATA B Ipoy4BaHeTo. Paspemenn 3a ynotpeda )KMBU aTeHIOMPaHU BAKCHHH MOXeE Ja €
MpHJIaraT moBede OT 28 THU IPeay WK MoBeUe OT 28 JHU Clie]] BAKCHHAIUSITA B IIPOYYBAHETO.

O6mo 31 300 gymu ca panAOMHU3MpaHU B ABOMHOCHAMNATa (as3a Ha mpoyuBaneTo. O6mo 14 492
(46,3%) ny1u ca BKJIFOUEHH B MOMYJIAKUATA 33 SPUKACHOCT 110 IpoToKo (7 484 nyiu ca moayduin
COVID-19 Vaccine Janssen u 7 008 myiu ca nmoytyquiu miamne0o). YYaCTHALIUTE ca IPOCIICAIBaHH B
MPOABIDKEHUE Ha Iepro ¢ Meanana 36 muu (quama3on: 0-172 qHU) ciieq BakCHHAIHATA.
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Jemorpadcknure 1 H3XOMHATE XapaKTEPUCTUKH Ca TIOJOOHH MIPH JTUIATa, TOTYUIIN Hali-MallKO JIBE
no3u COVID-19 Vaccine Janssen, u nuiata, moryquiy miamne6o. B momynanusra 3a mbpBUYEH
aHaJIM3 Ha e(UKACHOCTTA IpH Juiara, noiay4dwiu 2 go3u COVID-19 Vaccine Janssen, MeanaHnaTta Ha
BB3pactTa ¢ 50,0 ronuau (nquamazon: 18 no 99 rogunamn); 87,0% (N=6512) ot xopara ca Ha BB3pacT OT
18 no 64 ronunau [karo 13,0% (N=972) ca Ha BB3pacT 65 niu nmoBede roauny, a 1,9% (N=144) Ha

75 unu noseue rogunu]; 45,4% ca xenu; 37,5% ca or CeepHa AMepuka (CbeAMHEHUTE LATH),
51,0% ca ot EBpoma (BkmtounTtenno OO6eTMHEHOTO KpalicTBO), 5,4% ca ot FOxHa Adpuka, 1,9% ot
Oummnuante U 4,2% ot Jlatuacka Amepuka. O61mo 2 747 (36,7%) mymu Ha U3XOTHO HUBO UMAT Haii-
MAaJIKO €HO CHITBTCTBAIO 3a00JIsIBaHe, CBhP3aHO C MOBHUIIIEH PUCK OT nporpecus a0 Texsk COVID-
19. CropTeTBamMTE 3a00/9BaHUs BKIIOYBAT: 3aTILCTABAHE, onpeaeacHo kato UTM > 30 kg/m?
(24,6%), xunepronus (8,9%), ceHHa amHes (6,7%), nuadet tun 2 (5,2%), cepruo3HH ChpJeUYHN
3a0oisaBanus (3,6%), actMa (1,7%) u cradunna/noope koutpoaupana HIV undekrus (1,3%). Apyru
CBITBTCTBAIIM 3200JIIBaHMS ca ycTaHOBeHH NpU < 1% oT numarta.

Eduxacnocrra Ha Bakcunata cpemty cumnromatudeH COVID-19 u texxsk COVID-19 e nmpencrasena
B Tabnuma 6 mo-momy:

Tabauua 6: Anajan3 Ha e(PUKACHOCTTA HA BAKCHHATA CPeIly CAMIITOMATHYEH? H TEKbK®
COVID-19 — 14 nuu caen 6ycrep no3arta (BTopa 103a)

COVID-19 Vaccine
Janssen Placebo
N=7484°¢ N=7008"
Cayuau ¢ Cayuau ¢ % eduxacHocT
COVID-19 | Yosexoro COVID-19 Yopeko | Ha BaKcHMHaTa
Kpaiina Touka (n) JAMHHU (n) TOAUHH 95% CI)"
CuMnroMaTuicH 75,2
COVID-19 14 1730,0 52 1595,0 (54.6: 87.3)
100
- pis
Texsx COVID-19 0 1730,7 8 1598.9 (32,6: 100,0)

Cumnromarnaer COVID-19, uzucksam nmonoxureneH pesynrar or RT-PCR u nmone enuH pecrimpatopeH npu3HaK
WY CHMIITOM HJIM 2 APpYTH CHCTEMHH IIPU3HAKA MM CUMIITOMA, KaKTo € Ae()MHUPAHO B IIPOTOKOIIA.

OKOHYATEeJIHOTO oIpeessiHe Ha TexkuTe ciaydan Ha COVID-19 e HanpaBeHo OT He3aBUCHUMa apOUTPaXKHA KOMUCHS,
KOSITO € Olpe/IeiIniia ChIL0 U TEKECTTa Ha 3a00JIBaHETO cropen AeGUuHUIMATA B PPKOBOICTBOTO Ha FDA.
IMomynarnus 3a epUKaCHOCT MO IPOTOKOJI.

JloBEepUTEIHUTE HHTEPBAIM Ca KOPUTUPAHH, 3a JIa Ce IIPUIIOKH KOHTPOJI Ha rpemika THI | 3a MHOXKECTBEHO TeCTBaHE.
Ot 8-Te y4acTHHUILM C TEXKKO 3ab0isiBaHe, | € IpUeT B MHTCH3UBHO OT/ICIICHHUE.

[Ipu To3n ananus (ronmu 2021 1.) ca cCeKBEeHUPaHU MPHOIU3UTENTHO 68% OT HEHTPAIHO MOTBHPIACHUTE
mamMoBe. Pe3yiTaTure oT npenBapuTeNTHIs aHAJN3 Ha BADUAHTUTE C JOCTAThYHO HAJIMYHU CIIyYad,
MO3BOJIABAIIM 3HaUuMO uHTepnperupane (Anda [B.1.1.7)] u Mro [B.1.621]), moka3Bar, ue ciies
nbpBara g03a COVID-19 Vaccine Janssen edukacuoctra 14 nuu ciexa no3a 1 (Jen 15-/Ien 56) 3a
Te3M 2 BapuaHTa € choTBeTHO 71,6% [95% Cl: 43,2; 86,9] 1 43,9% [95% CI: -43,4; 79,6]. Cnen
BTOpaTa no3a (=71 gum), epuxacHocTtTa 32 Anda u Mro e crorBeTHO 94,2% [95% CI: 62,9; 99,91
63,1% [95% CI: -27,9; 91,6]. CiaenoBaTeaHO CTATUCTUYECKH 3HaYMMa e(hUKacHOCT 3a Mio He ¢
neMoHcTpupana. Mima camo Hskomko ciydas ¢ lenra (cpotBeTHO 2 1 1 B rpynara Ha COVID-19
Vaccine Janssen u miane6o rpynara) v HiMa ciiydau ¢ peepeHTHHs aM HUTo B rpynara Ha COVID-
19 Vaccine Janssen, HuTO B mJarie0o0 rpymnara mpu npocieasiBaieTo 14 nHu cien Oycrep no3ara
(>71 num).

EdukacHocTTa Ha BakCHHATa cpelny 0€3CHMITOMHU HHPEKIIUU Hali-Maiko 14 THU ciiel BTopaTa
BakcuHarms € 34,2% (95% CI: -6,4; 59,8).
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Hmynoeennocm na 6ycmep 0o3za (emopa 0o3a) cieo nvpsuuna gaxcurnayusi ¢ COVID-19 Vaccine
Janssen

TpsiOBa 1a ce oTOENekH, Ue HE € yCTaHOBEHA MMYHHA KOpealus Ha 3aiuTara. B eqHo npoyusane
¢aza 2 (COV2001) nuua Ha BB3pact ot 18 10 55 rogunu u Ha 65 U MoBeYe FOAMHU ca MOIYYUIN
oyctep no3a COVID-19 Vaccine Janssen npubau3uresnto 2 Mecena ciell IbpBUYHATA BAKCHHALIHA.
HIMyHOTEHHOCTTA € OlleHEHa Ype3 U3MEPBaHE Ha HEYTpATU3UpaIIUTe aHTUTeNa cpenry mam SARS-
CoV-2 Victoria/1/2020 mpu u3non3BaHe Ha KBadH(pUIUpaH TECT 3a HEyTpaIU3alHs Ha BUPYC TUB THUI
(WtVNA). Iony4deHu ca 1aHHU 32 UMYHOTE€HHOCT OT 39 nm1a, oT KOUTO 15 ca Ha BB3pacT 65 u moBeue
TOIMHM, U T ca 00001eHu B Tabmuia 7.

Ta6mna 7: Heyrpanuzanusa Ha SARS-CoV-2 nuB tun VNA-VICTORIA/1/2020 (IC50),
npoyusane COV2001 rpyna 1, rpyna 3a MMYHOT€HHOCT 110 POTOKOJ*

28 nuu caen penu 14 nuum caen | 28 aHm ciaexn
HN3xoano IbPBUYHATA oycrep Oycrep Oycrep
HUBO BaKCHHAIHSI no3ara a03aTa a03aTa
(Hden 1) (en 29) ([en 57) (Hden 71) (en 85)
N 38 39 39 39 38
Cpenrio <LLOQ 260 (196; 212 (142; 518 (354; 424 (301;
T€OMETPUYHO Ha (<LLOQ, 346) 314) 758) 597)
tuthpa (95% CI) <LLOQ)
Cpemno
reOMETPUYHO Ha
MMOBUIIICHUETO 2.3 1,8
(95% CI) ot na na n/a (1,7: 3,1) (1,4; 2.,4)
npenu Oycrep
J03arta

LLOQ = nonHa rpaHuIia Ha KOJHIECTBEHO ONPEACICHHE

* TI'pyna PPI: ITomynamusra 3a IMyHOI'€HHOCT I10 TIPOTOKOJI BKJIIOUBA BCHYKH PAaHJOMHU3UPAHU M BAKCUHUPAHU JIMLA C
HAJIMYHU JaHHH 32 IMYHOT€HHOCT C U3KJIIOUYEHHE Ha JIMLATa C FOJIEMH OTKJIOHEHHUS OT MIPOTOKOJIA, 32 KOUTO CE OYaKBa
Jla MOBJIMAAT PE3YIITATUTE 38 UMYHOI'CHHOCT. OcBeH ToBa l'lp06l/l, OJIYYCHH CJIE IMTPOITYCHATU BaKCUHALIUU UJIA OT
nuua ¢ uadekius cb¢ SARS-CoV-2, Bb3HHKHAIA €CTECTBEHO CJie]] CKPUHUHTA (aKO € MPUIIOKHUMO), Ca H3KIFOYSHH OT
aHanm3a.

B nmpoyusanus COV1001, COV1002 u COV2001 npu orpanuyeH Opoi y4acTHHLIM B IPOYYBAHHUSATA €
HaOJII01aBaHO CHIIO M MOBUILABAHE HA HEYTPATIM3UPAILIUTE U CBBP3BALIUTE aHTUTENA CPELLY
pedepentnus mam SARS-CoV-2cnen Oycrep 103a, mpuiiokeHa cien 2, 3 u 6 Mecella, B CpaBHEHUE
ChC CTOMHOCTUTE MIpeau OycTep ao3ara. KaTo 1510 MOBUIIEHHETO HA CPETHO T€OMETPUUHUTE TUTPH
(geometric mean titers, GMTs) npeau O6yctep go3ata 10 1 mecen cien Oycrep go3aTta Bapupa ot 1,5 to
4,4 mpTH 32 HEYTPATU3UPAIIUTE aHTUTENA U OT 2,5 10 5.8 MbTH 3a CBBP3BAILNTE aHTUTENA.
HabmroaBa ce 2-kpaTHO HaMaJIsIBaHE Ha HHMBATa Ha aHTUTEIaTa 4 Mecelia ciiea OycTep J03aTa,
NOCTaBeHa Ha 2-pusi Mecell, B cpaBHeHUE ¢ 1 Mecer ciie Oycrep Jo3aTta, HOCTaBeHa Ha 2-pusi Mecell.
Hupara Ha anTHTENaTa BCe OIIE ca MO-BUCOKH OT HUBATa Ha aHTUTeJNaTa cjell eAMHUYHA 71033 B

o o0Ha BpeMeBa Touka. Te3u TaHHU TOAKPEISIT NPUIIOKEHHETo Ha OycTep 1032, KOraTo ce Ipuiiara
npe3 UHTEpBaJl 2 Mecela WK MO-MIPOABIDKUTEIICH ClIe/ IbPBUYHATA BAKCHHALIMSL.

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

He3zaBucumo otkputo kimHUYHO M3nutBaHe daza 1/2 (NCT04889209), nposeneno B CheIMHEHUTE
IaTH, OLIEHABA XeTeposiokHa 0yctep A03a COVID-19 Vaccine Janssen. IMyHOreHHOCTTa € OI[CHEHA
Yype3 U3N0I3BaHe Ha MCEBIOBUPHOH HeyTpaiau3aunoHeH TecT (psVNA), ocHOBaBall ce Ha JCHTUBHUPYC,
ekcrpecupaill munosus nporenH Ha SARS-CoV-2 ¢ D614G myranus. [lopaau orpanndeHus paMep
Ha U3BaJKaTa HaOJI0JaBaHUTE PAa3/IMKH Ca CaMo OIucaTeTHH. B ToBa nmpoydBaHe BB3pacTHHU, KOUTO ca
3aBBPIIMIN TEPBUYHA BaKCHHAIHSA ¢ 2-1030Ba cepusi Spikevax (N=151), equangna nqoza COVID-19
Vaccine Janssen (N=156) wiu 2-no30Ba cepus Comirnaty (N=151) Haii-manko 12 ceamMuu npeau
BKIIIOYBaHE M KOMTO HE ChOOIABaT aHaMHe3a 3a nHdpekus cbe SARS-CoV-2, ca panmoMu3upanu B
choTHomeHue 1:1:1 3a moy4aBaHe Ha OycTep J103a OT eHa OT TpuTe Bakcuuu: Spikevax, COVID-19
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Vaccine Janssen min Comirnaty. Tutpure Ha HeyTpalu3upalIuTe aHTHTENA ca oleHeHu B [en 1
Tpeu mpriiokeHne Ha Oycrep no3ara u B [en 15 u len 29 ciieq Oycrep mo3ara. OTroBop KbM OycTep
no3ara COVID-19 Vaccine Janssen ce JeMOHCTpUpPa HE3aBUCUMO OT I'bpBHYHATA BAKCUHAITHS.
HuBoTo Ha aHTHTENa Ha 15-THs JIeH ciiel xeTeposioxkHa Oycrep no3a ¢ COVID-19 Vaccine Janssen ¢
MO-HHUCKO, OTKOJIKOTO CJIe/l XeTepoJioxkHa Oyctep no3a ¢ onobpena nPHK Bakcuna, nokaro Ha 29-tus
JIeH TUTPHUTE Ha HEYTPAIM3UPAIINTE aHTHTENA Ca NPUOIU3UTEIHO CXOAHU NIPH ABETE cXeMHu. JlaHHuTe
NoKa3Bar, ue xoMolnoxnara cxema ¢ COVID-19 Vaccine Janssen nHIynmpa no-mMairbK aHTHTSUIIO
OTrOBOp B CPaBHEHHE C XETEPOIokHa Oycrep no3a ¢ onoopena uPHK Bakcuna. Knuanunata
3HaYMMOCT Ha TOBa € Hen3BecTHA. VMiMa caMo KpaTKOCPOUYHHU JaHHM 32 HIMYHOTE€HHOCT, ABJITOCPOYHATA
3alIMTa U UMYHOJIOTUYHATa TaMeT MTOHACTOSIIEM Ca HEM3BECTHH.

CTaD‘{eCKa nonmyjganusa

COVID-19 Vaccine Janssen e orieHsiBaHa ITpH JIMIa HA Bb3pacT 18 u nmoBeue roauHu. EQukacHocTTa
Ha COVID-19 Vaccine Janssen rpu yyacTHULIMTE B CTapyecKa Bb3pacT (= 65 roJuHn) ChOTBETCTBA Ha
Ta3u npu no-mnagute auna (18-64 roguHm).

HGZ[I/IaTDI/ILIHa nonmyjganusa

EBpomneiickaTa areHuus mo jgekapcTBaTa oTJiara 3a{bJDKEHHETO 3a MPEIOCTaBsIHE Ha PE3yNTaTUTE OT
npoyuBanusita ¢ COVID-19 Vaccine Janssen B eiHa WM [TOBeYE NOArPYNHU Ha MeIUaTpUIHATA
nomynanys npu npeseHiust Ha COVID-19 (Bx. Touka 4.2 3a nHpOpMaLUs OTHOCHO yHOTpeda B
MeANATPHTA).

Paspemanane moJ1 ycioBue

To3u JiekapcTBEH MPOAYKT € pa3pellieH 3a yrnorpeda Mo T. Hap. cXeMa ,,pa3peliaBaHe moJi yCiIoBue .
ToBa 03HaudaBa, 4e 3a TO3M JIEKAPCTBEH MPOIYKT C€ OYAKBAT JOMBIHUTEIHHU TaHHH.

EBpomneiickaTa areHIys 1o JieKapcTBaTa Iie U3BbPIIBa Iperje] Ha HoBaTa HHPOpMAIHs 3a TO3U
JIEKapCTBEH MPOAYKT TMOHE BeAHBX rogumHo 1 Tazu KXII choTBeTHO 1I1e ce akTyanusupa.

5.2 ®apmMaKkoKWHETHYHH CBOJCTBA

He e mpuioxumo.

5.3 IlpeakJMHUYHU JaHHM 32 0e30IaCHOCT

HexknuanuHuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a X0Opa Ha 0a3zaTa Ha KOHBEHIIMOHATHHUTE
MIPOYYBAHUS 338 TOKCHYHOCT NMPU MHOTOKPATHO MpWIaraHe M JIOKaJIHa IOHOCUMOCT, U pENPOAYKTHBHA

TOKCUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

T'eHOTOKCHYHOCT M KaHIICPOTCHHOCT

COVID-19 Vaccine Janssen He € OlicHsIBaHa 3a TCHOTOKCUYEH WIIM KaHIIEpOoreHeH noTeHnuai. He ce
OYaKkBa KOMIIOHEHTUTE HA BAKCMHATA J]a UMAT T€HOTOKCUYEH WIIM KaHI[EPOTE€HEH IMMOTeHITAA.

PCHDOZ[VKTI/IBHa TOKCHUYHOCT U d)eDTI/IJII/ITeT

PenponykTuBHATa TOKCHYHOCT M (PEPTUIUTETHT MPH )KEHCKHU KUBOTHH Ca OLICHEHH B €IHO
KOMOWHHpPAHO MpOoyYBaHe 32 eMOpHO(ETATHOTO U Mpe- U MOCTHATATHOTO Pa3BUTHE MPH 3aiI|. B ToBa
npoyuBaHe mepBo BakcuHupane ¢ COVID-19 Vaccine Janssen € W3BBPIICHO HHTPAMYCKYJIHO Ha
KEHCKHU 3aiiiy 7 AHM npeny YuTOCBaHE B 103a, CKBUBAJIICHTHA HA 2 IBTH MPENOPBhUUTEIHATA 1034 32
X0pa, TOCJIEABAHO OT JAB€ BAKCHHALIMH ChC ChIIATA 103a [0 BpeMe Ha TeCTalMOHHUS Nepuo (T.e. B
recraionau aHU 6 1 20). He ce ycraHOBsBaT HexXeNaHu eeKTH, CBbP3aHu C BAKCUHATA, BHPXY
KEHCKHUS (PEPTIITUTET, OPEMEHHOCTTA, eMOPHO(ETATHOTO Pa3BUTHE U PA3BUTHETO HA MAJIKHTE.
MaiikuTe, KakTo u TeXHUTE QEeTyCcH U MOKOJICHUE, UIMaT TUTPU Ha aHTUTeNa, cneunpuanu 3a SARS-
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CoV-2 S mporenHa, KOETO IMOKa3Ba, 4Ye MAHYMHUTE aHTUTENIA CE MTPEHACAT BB (PETyCHTE IO BpeMe Ha
recranusTa. Jluncear qaHam 3a ekckperuaTa Ha BakcuHata COVID-19 Vaccine Janssen B MIISIKOTO.

OcBeH TOBa €1HO KOHBEHIIMOHAIHO MPOYYBaHE 32 TOKCHYHOCT (MHOTOKpaTHO npuiarane) ¢ COVID-
19 Vaccine Janssen npu 3aiiiiu He 1moka3Ba e()eKTH BbPXY MBKKUTE MIOJIOBU OpraHu, KOUTO Onxa
MOTJIM 14 YBPEISAT MBKKUS (PePTHIIUTET.

6. ®APMAIEBTUYHU JAHHU

6.1 Choucbk Ha NIOMOIIHHUTE BelIECTBA

OmaxkoBka ot 10 daakoHa

2-xuapoxcunponui-p-uukioaexctpud (HBCD)
JluMoHeHa KHCcenrHa MOHOXUAPAT

ETtanon

XJI0pOBOJOPOAHA KUCETHHA

[omucopOar 80

Harpues xnopun

Harpues xunpoxcun

TpunatpueB IUTPaT IUXUAPAT

Bona 3a nnxeknuun

OmaxkoBka ot 20 daakoHa

2-xupapoxkcurponmi-p-uukioaekcrpu (HBCD)
JlumoHeHa KucenTnHa MOHOXUAPAT

Etanon

XII0pOBOAOPOIHA KHCEIMHA

ITonucop6at 80

Hatpues xmopug

Hatpues xunpokcng

Bona 3a nmxeknuu

6.2 HecbBMEeCTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Jja ce cMecBa ¢ APYTH JIEKApCTBEHU MIPOAYKTH HIIH J1a Ce
pa3pexna.

6.3 Cpok Ha roaHOCT

HeortBopen duiakon

2 rouHM, KOraro ce cbxpansasa mpu -25°C o -15°C.

Cren xato ce U3Baau OT Gpu3epa, HEOTBOPEHUAT (PIAKOH MOXKE J1a Ce ChXPaHsIBa 3alUTEH OT
cBeTiMHA B XaamiHuk npu 2°C no 8°C 3a eHOKpaTeH mepuoa 10 4,5 Mecella, Kato He TpsiOBa Ja ce
M3I0J13Ba cJie]l OTIeyaTaHaTa AaTa Ha u3Th4dane Ha cpoka Ha rogHocT (EXP/T'oxen no:).

Crien pa3mpassiBaHe BakcHHATa He TPsIOBa Jia ce 3aMpa3siBa OTHOBO.

3a CIICIIUAJIHUTEC YCJIOBUA Ha CbXPAHCHUC BUIKTC TOUKA 6.4.
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OtBOpeH ¢aakoH (ciel IbPBOTO NYHKTUPaHe Ha ¢JIaKkoHa)

XuMHUYHa U QU3NYHA CTAOMITHOCT Ha BAKCHHATA B TIEPHOJIa HAa U3IONI3BaHe, BKIIOUYUTEITHO 110 BpEMe
Ha TPaHCIIOPTUpaHe, € T0Ka3aHa B MpoJbbkeHne Ha 6 waca mpu 2°C g0 25°C. OT MUKpOOHOTIOTHYHA
IJIeIHA TOYKA 32 MPernopbhuBaHe € MPOAYKTHT Ja ce YHoTpeOu He3abaBHO cliell TbPBOTO IyHKTHPaHE
Ha (prakoHa; MPOAYKTHT 0baue Moxe z1a ce cbxpanssa Mexay 2°C no 8°C makcumyM 6 yaca uiu aa
ocTaHe Ha cTaifHa Temnepatypa (MakcuMainHo 25°C) no 3 gaca ciiefl MbpBOTO IMyHKTHpaHe Ha
¢nakona. Cien ToBa BpEMETO U YCIOBHATA HA ChXPaHEHHUE B IIEPHOA Ha U3IIOJ3BAaHE Ca OTTOBOPHOCT
Ha MOTPeOUTETIS.

6.4 Crhenuananm ycjaoBHs HA CbXpaHeHHe

[a ce cexpansBa u TpaHcmoptupa 3ampasena mpu -25°C go -15°C. Jlarara Ha u3THYaHe Ha CpOKa Ha
TOJTHOCT Ipu chxpanenue npu -25°C 1o -15°C e oTneyarana Bbpxy (hjIaKoHA U BBHITHATA KAPTOHEHA
omakoBka cien ,,EXP/I'onen no:*.

Koraro e cpxpansBana 3ampazena npu -25°C no -15°C, BakcuHaTa Moke /1a ce pazMpasu uin npu 2°C
1o 8°C, wu npH cTaliHa TeMIeparypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 vyaca 3a pasmMpa3siBaHETO Ha KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢iiakoHa, a 3a pa3Mpa3siBaHETO Ha eIMH (HIIAKOH IIe ca HEOOXOTUMHU
MpUOIU3UTENTHO 2 Yyaca.

o Ipu cTaifHa TemnepaTypa (MakcuManHo 25°C) me ca HeoOX0IUMH MPUOIU3UTENHO 4 yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBKa ¢ 10 uinu 20 gnakoHa, a 3a pa3MpassaBaHETO HA eIUH
(h1aKoH 111e € HeOOXOAUM IPUOIU3UTEIHO 1 Yac.

Bakcunara Moske CBIIIO Taka J1a ce ChXpaHsaBa WK TpaHcopTHpa B xuaguiHuk npu 2°C no 8°C 3a
eHOKpaTeH nepuoA 1o 4,5 Mecela, Kato He TpAOBa [1a ce M3II0JI3Ba CJIE IbPBOHAYAIHATA JaTa Ha
nu3tndane Ha cpoka Ha rogHocT (EXP/T'oxen n0:). Cien mpemecTBaHe Ha MPOAYKTa OT YCJIOBHS 3a
cpxpanenue npH 2°C go 8°C akTyanu3upaHaTa AaTa Ha H3THYaHE Ha CPOKa Ha TOIHOCT TpsiOBa J1a ce
oTOeNeKy Ha BHHIITHATA KAPTOHEHA OMaKOBKA U BaKCHHATA TPsOBa Jja ce M3II0JI3Ba WIIH 1A ce
W3XBBPIM JI0 Ta3u jarta. [[bpBoHaYaHaTa 1aTa Ha U3TUYaHe Ha CPOKa Ha TOJHOCT TPsOBa 1a ce
3auepTae. Bakcurara Moxe na ce Tpancroptupa u mpu 2°C mo 8°C, ako ce OCUTYPST MOIXOISIINTE
YCIIOBUS Ha ChbXpaHEHHE (TeMIIepaTypa, BpeMe).

Cren pa3mpassiBaHe BakcHHATa He TPsIOBa Jla ce 3aMpassiBa OTHOBO.

CoxpaHsBaiiTe (TaKOHUTE B OPUTHHATHATA KAPTOHEHA OMAKOBKA, 32 J]a CE MPE/a3sT OT CBETIHMHA.
Heoteopenara COVID-19 Vaccine Janssen e crabuiHa B poabbkeHue Ha 001110 12 gaca npu 9°C 1o
25°C. ToBa He ca NPENOPHUUTEIIHU YCIOBUS Ha ChXPAHCHUE WITH TPAHCTIIOPTUPAHE, HO MOXE 12
CITy’KaT 3a yKa3aHue IPH B3eMaHe Ha pellieHHe B cy4ail Ha BpeMEHHO OTKJIIOHEHUE Ha TeMIleparypaTa
o BpeMme Ha 4,5-MeceqHoTo cbxpanenue mpu 2°C qo 8°C.

3a ycoBUsATA HA ChXPAaHEHHE CIIE] TBPBOTO OTBAPSHE HA JICKAPCTBEHHS MPOIYKT BUKTE TOUKa 6.3.
6.5 Buau cbabpkaHue HA ONTAKOBKATA

2,5 ml cycrnieH3us B MHOT0/1030B (bj1akoH (CTHKIIO Tull 1) ¢ rymeHa 3amymanka (XJopoOyTui ¢
(hiryoponoauMepHO MOKPUTHE), ATyMHHUEBAa 00KAaTKa U CHHBO IUIACTMACOBO Karade. Beeku dnakon
cpabpka S gosu ot 0,5 ml.

Omnakorka ot 10 win 20 MHOT01030BH (pJIAKOHHU.

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

Vka3zauus 3a paboTa ¥ IPWIOKEHUE

C Ta3u BakcuHa TpH6Ba Ja pa6OTI/I MECIUIIMHCKHU CIICUAJIMCT, KaTO M3II0JI3Ba ACCIITHUYHA TCXHUKA, 3a
Ja €€ OCUTYpH CTCPUIIHOCTTA Ha BCAKa N034.

. Baxkcunara e rotoBa 3a yrorpeba cies pasMpassiBaHe.

. Bakcunarta Moxke Ja ce noctaBs 3aMmpasena npu -25°C no -15°C unu pa3mpasena npu 2°C 1o
8°C.

o Cren pazmpassBaHe BakcHHATa He TPsIOBa Jla ce 3aMpassiBa OTHOBO.

. CoxpansBaiiTe QpakoHUTE B OpUTMHAIHATA KAPTOHEHA OMAaKOBKa, 3a Jia ¢e MPEAa3sT OT

CBCTJIMHA U 3a Ja C€ OTOENEKH CPOKBT Ha TOJAHOCT IIPU PA3JIMIHUTEC YCIIOBUA HAa ChbXPAHCHUC,

aKO € IPHUJI0XKUMO.

a. CLXpaHe}me cjIel mojayvyaBaHe Ha BAKCHMHaATa

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

@ -25°C npo -15°C

C 1
—=3 | -

chbXpaHsiBaTe BbB (pusep

e BakcuHara MOXe z1a ce
CBXpaHs;IBa U TPAHCIIOPTHPA
3aMpaseHa npu -25°C go -
15°C.

e JlaraTa Ha U3THYaHE HA CPOKa
Ha TOJJHOCT € OTIeYaTaHa
BBpXY (hJIaKOHA M BBHITHATA
KapTOHEHA OIaKOBKa Clie
»EXP/T'onen no:*“ (Bx.
Touka 6.4).

nJjim
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@ 2°C no 8°C

o

—

CbXpaHsaABaTE B XJIaJUJTHUK
e Bakcunara Moxe Ja CC CbXpaHiABa U

Tpancnoptupa mpu 2°C no 8°C 3a
€IHOKpATeH mepuon a0 4,5 mecena,
KaTo He TpIOBa Jla ce M3MOJI3Ba CIe]]
IIbpBOHAYAIHATA JaTa Ha U3TUYAaHC Ha
cpoka Ha rogHocT (EXP/T'omen no:).
Cren mpeMecTBaHETO Ha MPOIYKTa B
xaagwiHuK npu 2°C go 8°C
aKTyaJM3upaHaTa JaTa Ha CpOKa Ha
TOAHOCT TPsIOBa Ja ce 3amuIie BbPXY
BBHHIITHATA KApPTOHEHA KYTHS U
BaKkcHHaTa Tps0Ba Jia ce U3M0JI3Ba WIH
HU3XBBPJIM KbM aKTyaJlu3upaHaTa JaTa Ha
W3THYaHE Ha CPOKa Ha TOAHOCT.
ITbpBoOHAYaJHATA aTA HA CPOKA HA
rOHOCT TPsIOBA 1a ce 3ayepTae. (BXK.
Touka 6.4).



AKO ITIOJIYYUTE BAKCUHATA PABMPA3EHA ITPH 2°C no 8°C, TpsioBa na 51

@ 2°C go 8°C

CbXpaHsABaTE B XJIaJJUJTHHUK:

A He 3ampa3siBaiiTe OTHOBO, aKO MPOIYKTHT € MOIydeH Beue pazmpaser mpu 2°C go 8°C.

3alenexka: AKo BakCHHATa ce MOy4YH B XJIaIuIHUK pu 2°C o 8°C, npu noiaydyaBaHETO
IIpoBepeTe Ay JaTaTa Ha U3TUYaHE HA CPOKA Ha FOAHOCT € aKTyalu3upaHa OT MECTHHUS
JOCTaBUUK. AKO HE MOXKETE Jla HAMEpUTE HOBA JlaTa Ha U3THYaHE HA CPOKA Ha FOAHOCT ClIe]L

,»] OZIEH 10:%“, CBBP)KETE CE C MECTHHUS JOCTABYMK 3a MOTBBPKIaBAHE HA JaTaTa Ha U3THYAHE Ha
CpOKa Ha F'OJTHOCT cief ,,l'oieH 10:“ Ha IpoAyKTa B XJIaJUIHUKA. 3alUIlIeTe HOBATA AaTa HA
H3THYaHe HA CPOKA HA TOAHOCT BbPXY BHHIITHATA KAPTOHEHA OMaKOBKA MPEAH Ja 3alovHe
ChXPAHEHUETO Ha BaKCHHATA B XJIaaAniaHuKa. [IbpBoHaYa/iHaTa 1aTa HA CPOKA HA TOAHOCT
TpsidBa 1a ce 3a4eprae. (BX. Touka 6.4).

0. AKo e 3ampa3zeH, pasmpasere guiakoHa(UTe) B XJIAJUIHUK UJIH HA CTallHA TeMIepaTypa

Npeu NpUJIoKeHUe

| |
=T NIn P33M3paa3eTe PagM:?azBe"[e
Pasmpasere -1 1 uac
3a 13 yaca |11 _D_
7
Pa3mpazere B XnnagnJIHuK Pa3mpaserte Ha cTaiiHa TemInepaTypa
e Koraro e cpxpaHsBaHa 3aMpa3eHa e Koraro e cbxpaHsBaHa 3aMpa3eHa
pu -25°C mo -15°C, mie ca mipu -25°C no -15°C, kapToHeHaTa
HeoO0XoauMH NpuOIM3UTENHO 13 yaca onakoBka ¢ 10 unu 20 ¢rakona uiu
3a pa3MpassBaHeTO Ha KapTOHEeHaTa otaenHuTe GruakoHu TpsOBa 1a ce
omakoBka ¢ 10 wiu 20 diakona, a 3a pa3MpassIT Ha cTaifHa TeMIleparypa
oTAeNHHATE (PIAKOHU IIE ca Makcumanso 25°C.
HEOO0X0IUMH PUOIU3UTEIHO 2 yaca, e [lle ObaaT HEOOXOMMYU TTPUOTHZUTEITHO
3a na ce pazmpazsat npu 2°C no 8°C. 4 yaca, 3a Ja ce pa3Mpasu KapTOHEHa
e AKO BakCHHAaTa HE ce U3I0JI3Ba omakoBka ot 10 wiu 20 ¢uakona.
BEJIHAra, BIDKTE yKa3aHMATA B TOUKATA e Ille Obae HEOOXOAMM IPHOIUUTETHO
»CBXpaHsIBaTE B XJIAAUIHUK . 1 yac, 3a ga ce pa3Mpassr OTACITHUTE
o @nakoHBT TPsAOBA 1A CE CHXPaHIBA B (akoHH.
OpHUTMHAJIHATa KApTOHEHA OIIaKOBKa, e Baxkcunara e crabuinna 3a o61o 12 yaca
3a J1a ce Mpena3y OT CBeTJIMHA U 32 J1a npu 9°C go 25°C. Tosa He ca
ce oTOeNeXXH AaTaTa Ha U3THYAHE Ha NPENOPHYUTENHU YCIOBHS Ha
CpOKa Ha TOJHOCT MPU Pa3IHYHUTE ChXpaHEHHE WM TPAHCIIOPT, HO MOKE
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YCJI0BUA HAa CbXPAaHCHUC, aKO €
MMPUITIOKHUMO.

Jla CITy’KaT 3a yKa3zaHHe NP B3eMaHe Ha
peleHue B ciy4ail Ha BpeMEHHH

Jla He ce 3ampazsBa MOBTOPHO CIIE] TEMIIEpaTypHU OTKIIOHEHU.

pa3MpassBaHe.

e AKO BakCHHATa HE C€ M3II0JI3Ba BEaHAra,
BIDKTE YKA3aHMSITA B TOUKATA
,»CbXpaHsIBaTe B XJIAJUIHUK".

Jla He ce 3aMpa3siBa TOBTOPHO CIIE]T
pa3mpassBaHe.

B. IIpoBepete iakoHa U BAKCHHATA

e COVID-19 Vaccine Janssen e 6e31BeTHa 10 OJ€105KbITa, OUCTpa IO CHITHO OTAJIECIICHTHA

cycnensus (pH 6-6,4).

° HpC,Z[I/I IMMPUJIOKCHUC BaKCHUHATA TpH6Ba Aa €€ MPOBCPU BU3YAJIHO 34 HAJIMYNUC Ha BUAUMHU

YaCTHIM U ITPOMsHA Ha IBCTA.

o [lpeau npunoxkenne GakOHBT TPSIOBa 1a c€ MPOBEPH BU3YATHO 38 HAIMYKE HA TyKHATHHU HIIH
HSIKaKBU MPOMEHHU BBB BBHHIIHUS BHI, HAIIp. IPU3HAIM Ha oTBapsHe. He nmpunaraiite BakcnHaTa
MY HaJIMYUe HA TaKWBa MPU3HALIM.

I. HpHFOTBeTe U IMIPUIOKETEC BAKCHHATA

Y10
Ceky

3aBbpTeTe BHUMATEIHO

(piraxona

e [lpenu npunarade Ha 1032
OT BaKCHHATa BHUMATEITHO
3aBppTeTe (IIakoHa B
U3NPaBEHO NOJI0KeHUE B
NMPOIbJIKEHHE HA
10 cexynau.

e He pa3knamaiire.

H3zreraere 0,5 ml Hnskextupaiite 0,5 ml

e l3non3Baiite crepuiiHa uriia o Ilpunaraiite camo upe3
Y CTEpUJIHA CIIPUHIIOBKA, 32 HHTPaAMYCKYJHa
J1a U3TETJINTE eINHUYHA WHIKEKIUSA B TSI TOVTHUS
no3a ot 0,5 ml ot MYCKYJI Ha TOpHaTa 4acT
MHOT0/I030BHS (PIIaKOH (BK. Ha pbKaTa (BXK. Touka 4.2).
Touka 4.2).

A OT MHOT0/1030BHS
(y1aKkoH Moke 1a ce U3TErJIsIT
HAW-MHOTO0 5 103H.
N3xBBprieTe ocraHanara BbB
(h1aKkoHa BaKCHHA CJIe]
M3TETIISIHE Ha 5 103u.
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A.  CbxpaHeHue cjeJl MbPBOTO MyHKTHPaHe

a ce CbXpaHsBa 10 6 yaca
A p A Jla ce cbxpansiBa 10 3 yaca

\ |

njimn
2oen  peel ﬁ
-t > =] U
OTto0ee:xeTe 1aTaTa u yaca, e (Cnen mbpBOTO e (Cnen mbpBOTO
Korato (puiakoHbT TPAOBA 12 MMyHKTHpPaHE Ha MMyHKTHpaHe Ha (IaKoHa
ce U3XBbPJIU (hmakoHa BakcHHATa BaKCHHaTa MOKE J1a Ce
e (Cren mbpBOTO MYHKTUPAHE MOXKE J1a C€ ChXpaHsIBa ChXpaHsABa Ha CTAlHA
Ha (rakoHa BEPXY €THKETa mipu 2°C o 8°C no TeMIepaTypa
Ha BCEKH (PJIAKOH 3aIUIIeTe 6 yaca. (MmakcumaHo 10 25°C)
Jarara 1 yaca, Koratro TOH ) I/I3XB”LpJ'IeTe (I)J'IaKOHa, 3a CAHOKPATCH II€pruoa 10
TpsiOBa J1a C& U3XBBPJIM. aKo BaKCHHATa HE € 3 yaca. (Bk. Touka 6.3).
A 3a mpenophuBane ¢ 1a ce M3M0JI3BaHa B PAMKHUTE o 3xBbprere dakona,
Ha TO3U MEPUOJ. aKo BaKCHHaTa He €

H3I0J13Ba BEAHara CJICa

M3I0JI3BaHa B PAMKUTE HA
II'bPBOTO IIyHKTUPAHE.

TO3U TIEPUO/I.

e. HN3xBbpIIsiHE

Hewusnon3BanaTta BakcHHA WK OTHAIBUYHUTE MaTEPUANIN OT Hesl TPSIOBA Jia ce U3XBHPIIAT B
CHOTBETCTBHE C MECTHUTE yKa3aHHMs 3a GpapManeBTHUHH oTrnaabiu. [lpu coydaiiHo pasnuBane,
MSICTOTO TpsiOBa Jia ce Ae3uH(EKIpa ChC CPECTBA C BUPHIIMIHA AKTUBHOCT CPEIIy aJICHOBUPYC.

7. HPUTEXKATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPELLIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001

EU/1/20/1525/002

9. JATA HA TbPBO PA3SPELHIABAHE/IMMOJHOBSBAHE HA PASPELHIEHUETO 3A

YIIOTPEBA
[ara Ha mBpBO paspemasane: 11 mapt 2021 1.

[ara Ha nocnenHo nogHoBsBaHe: 3 stHyapu 2022 1.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
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IToapoOHa uHpOpMaLKs 3a TO3M JICKApCTBEH MPOAYKT € NMPEI0CTaBeHa Ha yeOcalita Ha EBponeiickaTa
areHIuUs 10 JiekapcTBaTa http://www.ema.europa.eu.
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A.

HNPUJIOKEHHUE I1
MNNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHOTO
BEIIMECTBO U NTPOU3BO/JUTEJIU, OTTOBOPHHU 3A
OCBOBOXKJIABAHE HA ITAPTUIHN

YCJIOBUSA NI OTPAHUYEHUSA 3A TIOCTABKA 1
YIHOTPEBA

APYI'UN YCJIIOBUA U UBNCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

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

KOHKPETHO 3AABJIKEHUE 3A UBITbJIHEHUE HA MEPKHN
CJIEJ PA3SPEILIHABAHE 3A YIIOTPEBA 11O YCJIOBHUE
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A. TIPOU3BOJIUTEJIM HA BUOJOTMYHO AKTUBHOTO BEIIECTBO U
NNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKIABAHE HA ITAPTUIN

Nme n aapeC Ha MPOU3BOAUTCIIA HA OMOJIOTHYHO aKTHBHOTO BCIICCTBO

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Emergent Manufacturing
Operations Baltimore LLC
5901 East Lombard Street
Baltimore, MD 21224
Crenqunenu martu (CAILL)

HMe m aapec HA MPOU3BOJMTENS, OTTOBOPEH 3a 0CBOOOIK/IaBaHE HAa 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 1a ChABPKa UMETO U ajipeca Ha
MIPOU3BOAUTEINSI, OTTOBOPEH 32 OCBOOOXKAaBaHETO HA ChOTBETHATA MApTH/IA.

b. YCJOBUs NJIU OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOAYKT C€ OTITYCKa IO JIEKAPCKO MPEANUCAHUE.

o O¢unnanno ocBodoKIaBaHE HA NAPTHAN

Csraacno ui. 114 ot Hupexrusa 2001/83/EO oduumanHoTo 0cBOOOKAaBaHE HA MAPTUANTE CE
M3BBPIIBA OT ABPKABHA JTa00PATOPHS WK JIAOOpaTOpHs, ONpEAesICHa 3a Ta3u Le.

B. JPYI'M YCJIOBUS U N3UCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepnonnyHu akTyaau3upaHu aokJjaam 3a oesonacuoct (ITA/1b)

WznckBanusrta 3a nonasane Ha [IAJIb 3a To31 J1lekapcTBEH MPOAYKT €A IIOCOYECHHU B CIIHCHKA C
pedepentHute natu Ha EBponetickus c¢bio3 (EURD cnuchk), npeasuzacH B wi. 1078, ait. 7 ot
Hupextupa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyIM3aI[MH, TTyOJMKYBaHH HA €BPOICHCKHS

yeOnopTai 3a JIeKapcTBa.

[MpurexatensT Ha pa3penienuero 3a ynorpeda ([IPY) Tpsdsa na nogane nbpus [TAIB 3a To3u
HPOIYKT B CPOK OT 6 Mecela ciIell pa3pelIaBaHeTo 3a yrnorpeoa.
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r. YCI0BUA NN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTHBHA YIIOTPEBA
HA JIEKAPCTBEHUA ITPOAYKT

. IInan 3a ynpasBiaenue Ha pucka (ITYP)

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tps6Ba na u3BbpIIBa H3UCKBAHUTE ICHHOCTU U
JIEiCTBUS, CBBP3aHH C IPOCIIe/sIBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT, ocoueHH B 0J100peHus [TYP,
npezacraBed B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCUUKH CIIC/IBAIIH 0JJ00pEHH
akTyanu3anuu Ha [TYP.

Axryanmmsupan [TVP Tps6Ba na ce monasa:

. 10 MCKaHe Ha EBponelickara areHIus 1o JeKapcTBaTa;

o BUHAry, KOraTo ce U3MEHs cUcTeMara 3a yIpaBjIeHHE Ha pUCKa, OCOOEHO B pe3yiTaT Ha
NoJy4yaBaHe HAa HOBa HH(POPMALUS, KOSTO MOXKE /1a I0BeJIe 10 3HAYMMH IPOMEHHU B
CHOTHOILIEHHETO MOJ3a/PUCK, WK ClIeA AOCTUT'aHE Ha BaXKEH eTaln (BbB BPb3Ka C IpOCieIsIBaHe
Ha JIeKapcTBeHaTa 0e30IaCHOCT WM CBEXKAAaHE Ha PUCKA 10 MUHUMYM).

E. KOHKPETHO 3AJBbJKEHUE 3A U3ITBJIHEHUE HA MEPKU CJIEJ
PA3PEHIABAHE 3A YIIOTPEBA 110 YCJIOBHUE

Toga e paspelieHue 3a yrnorpeda moji ycjaoBue U cbriacHo wi. 14-a ot Perimament (EO) Ne 726/2004 B
onpenencHus cpok [IPY TpsOBa qa U3NBIHU CICTHUTE MEPKU:

Onucanune Cpok

3a 1a ce MOTBBPAN CTaOMIIHOCTTA Ha 31 HoemBpu 2021 r.

MPOU3BOJICTBEHHUSI IPOLIEC HA AKTUBHOTO BEIIECTBO, Mexaunen noknaz: 03 asryct 2021 r.
[IPY TpsibBa na mpeaocTaBy NOMBIHUTETHH JaHHH Mexnunen noknaz: 13 asryct 2021 r.

3a ChIIOCTABUMOCT UM BAJIUJUPAHE.

3a ;1a ce MOTBBPAU CTAOMITHOCTTA Ha 30 rorm 2022 T.

IIPOU3BOACTBEHUS NIPOLIEC HA KpallHUS IPOAYKT, Mexnunen nokmnan: 15 nexemBpu 2021 r.
[IPY TpsibBa na mpeaocTaBu NOMBIHUTETHH JaHHH Mexaunen noknaz: 20 nexkemBpu 2021 r.
3a CBIIOCTaBUMOCT U BAJIUJUPAHE. Mexnunen noknan: 31 suyapu 2022 .

Mexaunen noknan: 31 sayapu 2022 T.

3a ma noTBBpU eukacHOCTTa U Oe3omacHocTTa Ha | 31 mekemBpu 2023 .
BakcuHata Ad26.COV2.S COVID-19, IIPY tpsoBa
J1a TI0/1a/1e OKOHYATEJICH IOKJIa ] OT
PaHIOMU3UPAHOTO, IIAIE00-KOHTPOIUPAHO,
3acyerneHo 3a HaOMI0AaTeNs KIIMHIUYHO TPOYYBaHEe
VAC31518COV3001.
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INPUJIOKEHHUE I11

JAHHU BBPXY 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

COVID-19 Vaccine Janssen HHXEKIIMOHHA CYCHEH3HS
Baxkcuna cpery COVID-19 (Ad26.COV2-S [pekoMOnHaHTHA])

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

Enna mo3a (0,5 ml) ceappika He mo-mManko oT 8,92 log;g nHOEKIMO3HN eTUHUTI
Anenosupyc turn 26, konupani SARS-CoV-2 munos rimukonporent (Ad26.COV2-S)

ToBa JlekapcTBO ChIbpIKa TEHETUYHO MOTUPHUIIMPAHN OPTaHU3MHU.

3. CIIMCBK HA ITIOMOIIHUTE BELLIECTBA

Onakoska ot 10 ¢rakona

TToMoIIHH BelecTBa: 2-XUIPOKCHIPOTUII-B-IIUKIOCKCTPHH, THUMOHEHA KUCEITHHA MOHOXH/IPAT,
€TaHOII, XJIOPOBOIOPOIHA KHCENINHA, TIonucopOaT 80, HATPUEB XJIOPHU/I, HATPUEB XUAPOKCHU]I,
TPUHATPUEB LIUTPAT JUXHUIPAT, BOJIA 32 HHKCKIIMU. BYKTE JIMCTOBKATA 32 IOMBJIHUTEITHA
uHGOpMAITHSL.

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

€TaHOoJ, XJIOPOBOOPOIHA KUCEINHA, IoJmcopOat 80, HATPHEB XJIOPUJI, HATPUEB XHIPOKCH]I, BOAA 32
MHKEKITMH. BUXKTe JTMCTOBKATA 3a TOMBIHUTEIHA HH(OPMAITHSL.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

HMHxek1roHHa CyCeH3Us
10 MHOr01030BH (pr1aKoHa
20 MHOT01030BH (hIIaKOHA
Bceku duakon cwappika 5 qo3u mo 0,5 ml

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEK/IAHE

MHTpaMyCKyIJIHO IPUIIOKEHHE
[penu ynotpeba npouyereTe IMCTOBKATA.
3a noBeue uHpopmanus ckanupaire To3u QR kox mnu nocerere www.covidl9vaccinejanssen.com.
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6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT NOTJVIEJA U TOCEI'A HA IELTA

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

Bwx "T'omen 10" 3a cpoka Ha TOTHOCT TpH chxpanenue mnpu -25°C mo -15°C.

3anuiieTe HOBaTa AaTa Ha U3TUYAHE HAa CPOKa HA TOAHOCT Ipu cbxpanenue mnpu 2°C go §°C
(MaxcumaiHo 4,5 Mecena): . 3auepraiiTe MpeUIIHATA AaTa HA U3THYaHE HA CPOKa Ha
TOJHOCT.

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa u TpaHcmopTupa 3ampasena mpu -25°C go -15°C.

Mosxe na ce cbxpansaBa u Ha 2°C no 8°C 3a 4,5 Mecera. 3anuiieTe HoBaTa JaTa Ha U3TUYaHe Ha CPOKa
Ha TOJTHOCT.

He 3ampa3zsiBaiiTe mOBTOPHO clie]] pa3MpassiBaHe.

CroxpansiBaiiTe (IaKOHHUTE B OpUTHHAIHATA KAPTOHEHA OIMAaKOBKa, 32 Jia Ce MPE/Ia3siT OT CBETIMHA.
3a gompiIHATeHA HHPOPMALHMI OTHOCHO CPOKA HA TOJHOCT U ChbXPAaHEHUETO BHKTE 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 U3MCKBAHUs, OTHACSIIH Ce 32 (DapMalleBTUIHH
OTIAIBIIN.

11. HUME U AJPEC HA ITIPUTEKATEJISA HA PASPEIIIEHUETO 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 2 HE ce BKIOUM HH(opMmarus Ha bpaiinoBa a3Oyka.

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

JBynsmMepeH 0apKoA ¢ BKIIOYEH YHUKAIEH HACHTU(DHUKATOD

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

PC
SN
NN

31



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

ETUKET HA MHOI'O030B ®JIAKOH (5 1031 110 0,5 ML)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXK/JIAHE

COVID-19 Vaccine Janssen HHXEKIHAS
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekomOuHaHTHA])
1.m.

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 H3XBBPIISHE
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b. IUCTOBKA
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JIncroBka: nuH(popManus 3a NOTpedUTENA

COVID-19 Vaccine Janssen HHKeKIINOHHA CyCHIeH3Us
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekomOuHaHTHA])
COVID-19 vaccine (Ad26.COV2-S [recombinant])

vTOBa JICKApPCTBO TOJICKH Ha JONBIHUTEIHO HaboaeHne. ToBa 11e M03BOIH ObP30TO
YCTaHOBSIBaHE Ha HOBa MH(OpPMAaIIMsA OTHOCHO Oe30macHOCTTa. MoXeTe Ja JaJeTe CBOS MMPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETaHA PEeaKIIHs, KOSTO CTe MOMyYMIH. 3a HAaYWHA Ha ChOOIIIaBaHe Ha HEXellaH!
peakIny BIDKTE Kpas Ha TOUuKa 4.

IIpouyeTeTe BHMMATEIHO LS1JIATA JIUCTOBKA, NMPEIM 14 c€ BAKCUHUPATE, Thil KATO TS ChAbP:KAa

Ba:kHa 3a Bac ungopmanms.

- 3anaszere Ta3u IUCTOBKA. MOXe /1a ce HAOXKH J1a 5T TPOUYETETE OTHOBO.

- AKO UMate HIKaKBH JIOBIHUTEIHHA BBIIPOCH, MonuTaiTe Bamms nekap, papmareBt nin
MEIUIMHCKA CEeCTpa.

- AKO TIOJTyYHTe HAKAKBU HEXKEJIaHU PeaKIluy, yBeJoMeTe Baius nekap, GpapMmarieBT uiu
METUITMHCKA cecTpa. ToBa BKIIIOUBA U BCHUKH BH3MOKHH HEXKETaHU PEaKIINH, HEOTTUCaH! B
Ta3u JUCTOBKA. BikTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npeacrasnsiBa COVID-19 Vaccine Janssen u 3a KakBO ce M310JI3Ba
Kakso Tps6Ba na 3naere, npeau na Bu ce npunoxu COVID-19 Vaccine Janssen
Kak ce mpunara COVID-19 Vaccine Janssen

BBb3MOXkHN HEeXENNaHU peakuu

Kaxk ce cpxpanssa COVID-19 Vaccine Janssen

ChabpkaHye Ha ONIAaKOBKATa W JOIIBIIHUTEIHA HHPOPMALIUS

AR S e

1. Kaxkgo npeacraiassa COVID-19 Vaccine Janssen u 3a KakBO ce U3M0J3Ba

COVID-19 Vaccine Janssen e BakcuHa, n3noi3Bada 3a npeanaszpade or COVID-19, npuunnen ot
Bupyca SARS-CoV-2.

COVID-19 Vaccine Janssen ce mpuiiara mpu Bb3pacTHU Ha 18 1 moBede rognHM.

Bakcunara ctaBa npuunHa UIMyHHaTa cCUcTeMa (€CTeCTBEHHUTE 3allUTHY CHJIM Ha OpraHu3Ma) Ja
NPOU3BEXKA aHTUTENA U CIICIUATN3UPaHH OelTM KPhBHU KJIETKH, KOUTO ca HACOYCHHU CpEIly BUpYcCa,
KaTo Taka ce ocurypsaaa 3ammuTa cpeiry COVID-19. Huto eaHa oT chCTaBKUTE Ha Ta3W BAKCHHA HE
Moxxe na mpuunau COVID-19.

2. Kakso TpsioBa na 3naere, npeau a1a Bu ce npuioxkn COVID-19 Vaccine Janssen

He ce Bakcunupaiite, ako

- CTE QJIEPTUYHU KbM aKTHBHOTO BELIECTBO MJIM KbM HSKOSI OT OCTAHAINUTE CHCTABKU HA Ta3H
BakcuHa (M30pOeHH B TOUKa 6)

- CTE UMaJll KPbBEH ChCUPEK, KOWTO € Bh3HUKHAI €THOBPEMEHHO C HUCKH HUBA Ha
TpoMOOLUTHTE B KpbBTa (CHHAPOM Ha TpomOo3a ¢ Tpombouutonenus, CTT) cien karo cre
MIOJTyYIIA KOSITO ¥ J1a € BakcuHa cpenry COVID-19.

- npeau Bu e mocraBsiHa Auarso3a CHHAPOM Ha HapylIeHa KaisipHa MPOITYCKINBOCT
(chCcTOSTHME, MPUYUHSBALIO H3THYAHE HA TEYHOCT OT MAJIKUTE KPBBOHOCHH CHIOBE).

Ilpexynpeskaenus U npeanasHu MepKu
I'oBopere ¢ Baius nekap, papmarieBT Uil MeIUIIMHCKA cecTpa, npeau aa Bu ce npunoxu COVID-19

Vaccine Janssen, ako:
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o HAKOra CTC MMaJikd TEXKKa aJICpruiHa peakKus CJICa WHKXCKTUPAHE Ha Ipyra BaKCHUHA,

o HAKOra CTC npurnagain CJICa MHXCKIHA C Uria,

. uMaTe TeXKa MH(EKIHs, IpoTHYaIla ¢ BUCOKa Temmepatypa (Hazg 38°C). Obaue Moxe 11a ce
BaKCHHHUpATE, aKO UMATe JIEKO ITOBUIIIEHA TEMITEpPaTypa WK JieKa WHPEKIUS Ha TOPHUTE
JIUXaTEeTHA IBTHIIA KaTO TPOCTYAa,

o umMare npooiieM, CBbpP3aH ¢ KbpBEHE WM HACHHSIBAHE WM MPHEMaTe aHTUKOAaryJanT (3a
npeaoTBpaTsIBaHE Ha 00pa3yBaHETO Ha KPBBHU ChCUPEIIH),
o uMyHHata Bu cucrema He pyHKIMOHMpa 100pe (MMaTe UMyHEH Ae(UINT) UK [IpUeMare

JIeKapcTBa, KOUTO OTClIadBaT IMyHHATa CHCTEMa (HaIlp. BUCOKH JT03M KOPTHUKOCTEPOUIH,
MMYHOCYTIPECOPH MM IPOTHBOPAKOBH JIEKAPCTBA).

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

Kakro mpu Bcsika Bakcuna, Bakcuaupanero ¢ COVID-19 Vaccine Janssen Moske J1a HE 3aILUTH
HaI'bJIHO BCUYKH, KOUTO 5 oay4yaBaT. He € H3BECTHO KOJIKO IBJITO Il Tpae 3amurara npu Bac.

Hapyumenusi Ha KpbBTa

o Benosna mpomboembonusa: psanxo cnen BakcuHanusi ¢ COVID-19 Vaccine Janssen ca
HaOJII01aBaHU KPBbBHU ChCHPELH BbB BeHUTe (BeHo3Ha TpomOoembonus (BTE)).
. Cundpom na mpoméoza c mpomooyumonenusn: Muoro psagko cien Bakcunanus ¢ COVID-19

Vaccine Janssen ¢ HaOo1aBaHO 0Opa3yBaHe Ha TPOMOHM B KOMOMHAIIMS ¢ HUCKO HUBO Ha
TPOMOOIIMTUTE B KPBhBTA. TOBa BKIIIOYBA TEXKKHU ClIydau ¢ 0Opa3yBaHe Ha TpOMOH,
BKITFOUUTEITHO HA HEOOMYaitH! MecTa, KaTo HallpruMep MO3BK, YepeH Ipo0, YepBa U Jaiak, B
HSIKOM CITy4aH CHIIPOBOJICHO C KbpBeHE. Te3u ciaydyan ca HaCTHITWIN Hail-Bede B paMKHUTE Ha
IEPBUTE TPU CEAMHUITH CJIE]] BAKCHHAIIMS U TIPH JnTia o 60-rogumiaa Bb3pact. ChoOIIeH e
CITy4ail ChC CMBPTEH H3XO/I.

. Hmynna mpomoéoyumonenus: MHOTO PSIKO ca ChOOIIaBaHW MHOTO HUCKH HUBA Ha
TPOMOOIIUTUTE B KPHBTA (MMyHHA TPOMOOIIMTOIICHHS ), KOUTO MOTaT J1a ObJaT CBhP3aHH B
KbpBeHe, 0OMKHOBEHO Tpe3 MbPBUTE YeTHPH ceaMuIy ciell BakcuHamus ¢ COVID-19 Vaccine
Janssen.

[MotbpceTe He320aBHO METUIIMHCKA TTOMOIII, aKO TIOIYYUTEe CUMITTOMHU, KOUTO MOTAT J1a ca PU3HAIH
Ha HapyIIeHHUs Ha KPBBTA: TEKKO WM YIOPHUTO TIIaBOOOJIHE, IbpUOBE (IPUTIAIBIIN), IPOMEHH B
NICUXUYHUSI CTaTyC WK 3aMbIJICHO 3peHUe, HEOOSICHUMO KbpPBEHE, ako 0e3 mpuirHa ce o0pa3yBar
CUHHMHH I10 KOXaTa U3BBH MACTOTO HA MHKEKTHPAHE, KOUTO CE MOSIBSIBAT HAKOJIKO JTHH CIIEN
BaKCHHAIUATA, TOUKOBUAHN KPBIVIM METHA N3BBH MACTOTO HA HHXKEKTUPAHE, aKO CE MOSBHU 3ayX,
Oonka B TpbIHMA KOII, 0OJIKa B KpaKa, OTOK Ha Kpaka, HJIi yropuTa 0onka B kopema. MHdopmupaiite
Bammus nekap, ue Hackopo cre Bakcunupanu ¢ COVID-19 Vaccine Janssen.

CuHIpPOM HA HApYIIeHA KAMJIAPHA MPOIYCKJIHBOCT

Cro011aBa ce 3a MHOTO PEJIKH CIIy4ad Ha CHHAPOM Ha HapylleHa Kammisipaa npomycknusoct (CHKIT)
cnen Bakcuaupane ¢ COVID-19 Vaccine Janssen. [ToHe equH OT 3acerHaTUTE HMAIIMEHTH € UM
Auardosa CMHAPOM Ha HapylI€Ha KalmujIsApHa MpomnyCKINBOCT B MUHAJIOTO. CI/IHIIpOMT)T Ha HapymcHa
KaIlmIsipHA TPOIYCKIMBOCT € CEPHO3HO, MOTEHIUAIHO (aTaaHO ChCTOSHIE, IPEIN3BUKBAIIO
W3THYaHE Ha TEYHOCT OT MAJKUTE KPHbBOHOCHU CHJI0BE (KaIWIAPH ), KOETO BOJH 10 OBP30 MO yBaHE
Ha pBLETE U KpaKaTa, BHE3ITHO HA/IJaBaHe Ha TETJIO U yCellaHe 3a cadocT (HUCKO KPHBHO
Hasrade). [loTbpceTe He3a0aBHO MEIUIIMHCKA TTOMOIII, aKO Pa3BHETE T€3W CUMIITOMU B JTHUTE CIIE]T
BaKCHHAIUATA.

HeBpoJsiornynu HapymeHust

. Cunopom na Guillain-Barré
[Horbpcere He3a0aBHO METUIIMHCKA TTOMOIL, aKO pa3BUETE CIA0OCT U Mapajiu3a B KpalHUIINTE,
KOUTO MOTraT Jia mporpecupar Ao repaute u aunero (Cunapom Ha ['unen-bape, CI'b). Tosa ce
ch0OIIaBa MHOTO psko cies BakcuHanus ¢ COVID-19 Vaccine Janssen.
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. Bv3nanenue Ha cpbOHaAUHUA MO3BK (MPAHCEEP3AIeH Mueium)
IToTbpcere He3a0aBHO MEIUIIMHCKA TIOMOII] IPX TIOSIBA HA CIA00CT HA PHIIETE WU KpaKara,
KaKTO ¥ Ha CUMIITOMH, CBbP3aHH ChC CETUBHOCTTA (KaTO MpaBydYKaHe, H3TPhIIBaHe, OOJIKA WITH
3ary0a Ha ycemniane 3a 00JKa) WM poOJIeMH ¢ QYHKIUATA Ha TUKOYHHS MEXYp WJIH YepBara.
3a BB3MajcHUE Ha rPbOHAYHUSA MO3BK C€ ChOOIIaBa MHOTO psKO cien BakcuHaius ¢ COVID-
19 Vaccine Janssen.

Puck ot MHOro peaku ch0uTHS cJieq Oycrep 103a
PuckbT OT MHOTO penku chOUTHS (KaTo HapyLIeHUs! Ha KPbBTa, BKIIOUUTEHO CHHAPOM Ha TpomOo3a
¢ tpom6onuronenust, CHKII u CI'B) cnen 6ycrep noza c COVID-19 Vaccine Janssen e Hen3BecTeH.

Jlena u roHOIIM

COVID-19 Vaccine Janssen He ce npenopbyBa J1a ce U3M0I3Ba Ipu Aeua nox 18 rogunu.
[MonacTosmiem muIrcBa JocTaTbuyHo uHpopManus oTHOocHO ynorpedara Ha COVID-19 Vaccine Janssen
TIpH JIella ¥ IOHOIH 1oy 18-romuimHa BB3pacr.

JApyru aexapcrsa 1 COVID-19 Vaccine Janssen
Tpsi0Ba 1a kaxere Ha Bamms ekap wim GapMaiesT, ako puemMare, HaCKOpO CTe MPUEMAalTH WU €
BB3MOKHO J1a TIpUeMaTe JpyTH JIeKapcTBa WX BaKCHUHM.

bpemMeHHOCT M KbpMeHe

AKko cTe OpeMeHHa WM KbPMHTE, CMSTATe, Y€ MOXKE J]a CTe OpeMEeHHA MM TUTaHUupaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bammus nekap, ¢papmManeBT Wi MEAUIMHCKA cecTpa npeau na Bu 6bae nmpuioxena
Ta3M BaKCHHA.

lodupane u padora ¢ MalIUHU

Hsikon ot Hexxenanute peakiuu Ha COVID-19 Vaccine Janssen, n36poenu B Touka 4 (Bp3mMoxHaM
HEXXEJIaHU PEeaKIliu), MOXKe BPEMEHHO J1a TMOBJIUSAT cIocoOHOCTTa BU 3a modupane wim padbota ¢
MaluHy. M34akaiiTe Te3u peakuuu Ja OTMUHAT, Ipeau Ja modupare 1 paboTHTE C MAILIUHH.

COVID-19 Vaccine Janssen cbabp:ka HATpHUil
ToBa jekapcTBO ChABPIKA MO-MaJIKo 0T 1 mmol Hatpuit (23 mg) Ha mo3a 0,5 ml, T.e. MOKe Ja ce Kaxe,
Ye MPAKTUYECKU HE ChIbPIKa HATPUH.

COVID-19 Vaccine Janssen cbIbpa eTaHOJI

ToBa ekapcTBO ChIBPKA 2 Mg aNKOXO0J (eTaHoI) BBB Besika go3a oT 0,5 ml. KonnuectBoTo Ha
€TaHoJIa B TOBA JIGKAPCTBO € CKBUBAJICHTHO Ha Mo-Maiko ot 1 ml 6upa niam BuHO. MankoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HSAMA J]a MMa HAKAKBU 3a0€1eKMHU ePEKTH.

3. Kak ce npuiara COVID-19 Vaccine Janssen

Bammsar JICKap, (l)apMaL[CBT WM MCAUIIMHCKA CECTpa IC NHIKCKTHUPAT BAKCUHATA B MYCKYII -
OOMKHOBCHO B TOpHaTa 49acCT Ha pbKaTa.

Konxo BakcuHa 11e moJjy4ure
3a mppBUYHA BaKCHHALKS ce MHXKeKTHpa equanyHa go3a (0,5 ml) COVID-19 Vaccine Janssen.

Bycrep no3za (Bropa no3a) COVID-19 Vaccine Janssen Moske J1a ce TIPUIIOKH Hall-MaJKo 2 Mecela
Ccllell MbPBUYHATA BAKCHHALIMS TIPH JIMLA HA BB3pacT 18 v moBede roAnHU.

COVID-19 Vaccine Janssen moxe 1a Ob/ie MpUiIoKeHa KaTo eMHNYHA OycTep /1032 Ha OTTOBapSIIU
Ha M3MCKBaHUITA JINIA, 3aBbPIIMIN IbPBUYHA BakcuHauus ¢ onoopeHa nPHK Bakcuna cpeury
COVID-19. UuTepBanbT 3a npuiarane Ha OycTep o3ara € ChIIUIT KaTo pa3peuieHus 3a 0ycrep
Jo3aTa OT BaKCHHATA, U3M0JI3BaHa 3a MbPBUYHA BaKCHHAIIHA.
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CJ'IC,I[ HWHKCKTHUPAHCTO Bammsr JICKap, (bapMaueBT HJIM MCAUIIMHCKA CECTpa 1Ie Bu Ha6J'IIO,Z[aBaT 3a
okoJIo 15 MUHYTH 3a [IPU3HAIU Ha aJICPrudHa pCaKkuus.

AKO UMaTe HAKaKBH JOMBIHUTEITHHN BBIIPOCH, CBBP3aHM ¢ yIoTpebara Ha Ta3u BaKCHUHA, MTOMTUTANTE
Bamus nekap, gpapmarieBT uiu MEIUIIMHCKA CECTpa.

4. Bb3MOKHHU HexkeJIaHU peaknuu

KakTo Bcnuku Bakcuau, COVID-19 Vaccine Janssen Mojke Jia peIM3BHKa HEXKEJIaHU PEaKIIny,
BBIIPEKU Y€ HE BCEKU TH MoTydaBa. [loBeueTo oT HEKEIaHUTE PEAKITUH CE MOSBSIBAT 1 WK 2 THU Cliel

BAKCHUHHUPAHCTO.

IToTspcere He3a0aBHO MEIUITMHCKA TTOMOII, aKO B pAMKHUTE Ha 3 CEIMMIIM CJIE]] BAKCUHAIIAATA
MOJIYYUTE HAKOU OT CIIEAHUTE CUMITOMM:

. MOJIYYUTE TEKKO MM YIOPUTO II1aBOOOJIHME, 3aMbIJICHO 3pSHHE, IIPOMEHH B IICUXUYHUS CTATyC
WM TBPYOBE (TIPUTIAIBIIN);

. pasBuere 33ayX, 00JKa B IPbIHUS KOIII, OTOK Ha KpaK, 00JIKa B KpaKka WiIH YIOpUTa 0OJKa B
KOpeMma;

. 3a0eeKnuTe HeOOMYAHN CHHUHHM 10 KOXKaTa WA TOYKOBUIHU KPBIJIM MIETHA, U3BbH MIACTOTO

Ha BaKCHHAaIIUs.

[MoTepceTe cmeumHa MEAUITMHCKA TTOMOII], aKO MOJTYYUTE CHMITOMH Ha TEXKa alepruuHa peaKiiusl.
TakuBa peaklii MOKe JIa BKJIIOYBAT KOMOUHAIIMS HA HSKOU OT CIETHUTE CUMIITOMH:
NpUMAIISIBAaHE WM CBETOBBPTEK

MPOMEHH B ITyJica

3ayX

CBUPKAIIIH XPHUIIOBE

MOJIyBaHe Ha YCTHUTE, JIULETO WK I'bPIIOTO

YPTHKApUs Ui 00puB

raJicHe WM TOBPbIIaHe

cTomarHa 0oJjKa.

CJICI[HI/ITC HCXCIJIaHU PCAKIIUN MOKE Ja Bb3HUKHAT CJIC/ IMTPUIIOKCHHUETO HA Ta3W BaKCHHA.

MHoro yecTH: MOXe 1a 3acerHar noseue ot 1 Ha 10 gymm
riaaBoboime

rajeHe

MYCKYJTHH OOJKH

00JKa Ha MACTOTO HAa MH)KEKTHpaHe

yCelllaHe 3a CUITHA yMopa

Yectu: Mmoxe ga 3acersar g0 1 Ha 10 xymm
3a4CPBABAHC Ha MACTOTO Ha MHKCKTHUPAHE
IMOAyBaHC HAa MACTOTO Ha MHKCKTUPAHE
CTYACHU TPBIIKU

CTaBHH OOJIKH

Kaluimna

MIOBHILIEHA TEMIIEpaTypa

Heuectu: moxe fa 3acersar 10 1 va 100 apymu

o o0puB

o MYCKYJIHa C1a00CT

J 0oJka B pBIIETE WM KpaKaTa
J ycemiaHe 3a cnabocT
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yCellaHe 3a 00110 Hepa3loJIoKeHHe

KHXaHe

BB3MAJICHO I'BPIIO0

00J1KH B IbpOa

TperepeHe

OOWJTHO M3MOTSABaHE

HEOOMYalHO ycelllaHe 1Mo KoXKaTa, KaTo HallpuMep U3TPBIIBaHE WM MpaBy4YKaHe (IapecTe3ns)
Iuapus

3amaliBaHe

Penxu: moxe na 3acersat no 1 Ha 1 000 qyum

aJlepruyHa peaxuus
ypTHKapuUs

noayTH TUM(HU BB3IH (MUMQaaeHOATHSA)

HaMaJIeHO yCelIaHe 3a JOMUP MK CETUBHOCT, OCOOCHO Ha KOXKaTa (XUIIEeCTE3Hs)
MOCTOSIHEH IIYM B YIIUTE (THHHUTYC)

NOBpBLIaHE

KPBBHU ChCUPEIN BB BeHHTE (BeHO3HA Tpomboembomnus (BTE))

MmHoro peaku: Moxe fa 3acertar g0 1 Ha 10 000 gymu

KPBBHHU ChCHPEIIH, YECTO Ha HEOOMYaliHN MecTa (Hamp. MO3bK, YepeH Jpo0, yepBa, JajiaK) B
KOMOMHALUS ¢ HUICKO HUBO HAa TPOMOOLIUTUTE B KPBBTA.

CEpHO3HO BB3MAaJICHNE Ha HEPBUTE, KOETO MOXKE J1a IPUYMHH NTapain3a U 3aTpyJHEHO IUIIaHe
(cunapom Ha ['unen-bape (CI'b))

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

TEXKa aJlepTUYHA PEaKIIHS
CUH/IPOM Ha HapyllIeHa KanusipHa MPOMYyCKINBOCT (ChCTOSHUE, TPUUMHABAIIO H3THYaHE Ha
TEYHOCT OT MAJIKUTE KPbBOHOCHH CBIOBE)

HHUCKH HUBA Ha TPOMOOLIUTHUTE B KPBBTa (MIMyHHa TPOMOOLIUTOIIEHUS ), KOETO MOXKeE Aa Oble
CBBP3aHO C KbpBeHe (BWXKTe Touka 2, "Hapymenus Ha kppBTa").

BB3NAJICHUE Ha TPHOHAYHHS MO3BK.

Kaxere na Bamms JICKap, (bapMaueBT WM MCAUIIMHCKA CECTPaA, AKO UMATC HAKAKBU HCKCIIAaHU
pC€aKknumn, KOUTO Bu IMPUTCCHABAT WK HE IPpEMHUHAaBAT.

Cho0maBaHe HA HeJKeJIAHU PeaKINA

AKO TIOJTyYMTE HAKAKBU HEXKEJIaHH JICKAPCTBCHH PeaKivy, yBenomMere Barus nekap, papManeBT Win
MEAMIIMHCKA cecTpa. TOBa BKIIFOUBAa BCHYKH BH3MOYKHH HEOMCAHU B Ta3H JIUCTOBKA HEXKEIaHH
peakuuu. Mosxere chIIo Aa ChOOIINUTE HEXKETAaHN PeaKIUy AUPEKTHO Ype3 HAITMOHAIHATA CHCTEMA 32
choOIIaBane, mocoyeHa B [Ipumokenue V, kaTo BKIIIOYUTE MApPTHIATA/TIAPTUIHUS HOMED, aKo ca
HanmuyHu. Karo choOlIapare HeXXeIaHH PEaKIMK, MOYKETE Jia NaJeTe CBOs PHUHOC 3a MOJTy4YaBaHe Ha
noBeue MHPOpPMAIUsI OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTRO.

5.

Kak na coxpansBate COVID-19 Vaccine Janssen

CobxpansBaiiTe Ta3u BaKCHHA HAa MSACTO, HEIOCTBITHO 32 JIEIa.

C’BXpaHHBaﬁTe q)HaKOHa B OpUI'MHAJIHATA KAPTOHCHA OIIaKOBKA, 3a Jia CC MPCAIa3u OT CBCTIIMHA.

Bamusr JICKap, (bapMaueBT WM MEAWIMHCKA CECTpa ca OTTOBOPHU 3a ChbXPAaHABAHCTO HA Ta3u
BAaKCHHA U MPABUIIHOTO U3XBBPJIAHC HAa HCU3IIOJI3BAHUA IIPOAYKT.
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[la ce cpxpaHsaBa U TpaHCHIOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTara Ha U3TMYaHE HA CPOKA Ha
TOJHOCT NpH cbxpaHeHue npu -25°C no -15°C e orneuaTan BbpXy (prakoHa v BHHIIIHATA KAPTOHEHA
omnakoBka cieq "EXP/T'oxen no:".

Bakcunara e rotoBa 3a ynorpeba ciex pa3mpassiBane. BakcuHaTta Moke Jja ce 1ocTaBs 3aMpa3eHa
npu -25°C no -15°C nnu pazmpasena mpu 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, wu npH CTaiiHa TemrepaTypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 vyaca 3a pasmMpa3siBaHETO HAa KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢iiakoHa, a 3a pa3Mpa3ssBaHETO Ha eIMH (HIAKOH I ca HEOOXOTUMHU
MpUOIU3UTENTHO 2 yaca.

o Ipu cTaifHa Temnepatypa (MakcuManHo 25°C) me ca HeoOXoguMH MPUOIN3UTENHO 4 yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBKa ¢ 10 uinu 20 gnakoHa, a 3a pa3MpassaBaHETO HA eIUH
(haKoH 111e € HeoOX0AUM IPUOIU3UTEIHO 1 Yac.

CJ'IC,Z[ pa3Mpa3saBaHC BAKCHMHATA HE Tpﬂ6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.

Bakcunara Moke CBITIO Taka Jia Ce ChbXpaHsIBa WK TpaHcropTupa B xiaauwaauk mpu 2°C go 8°C 3a
€IHOKpaTeH nepuoA 1o 4,5 Mecela, Kato He TpAOBa [a ce M3M0JI3Ba CJIE IbpPBOHAYAIHATA JaTa Ha
n3tnyane Ha cpoka Ha ronHocT (EXP/T'onen no:). Cnen nmpemecTBaHe Ha IPOAYKTa OT YCJIOBHS Ha
chxpanenue npu 2°C no 8°C akTyanusupaHaTa JaTa Ha H3THUAHE HAa CPOKa Ha FOJTHOCT TpAOBa ja ce
0TOeJIe)KM Ha BHHITHATA KAPTOHEHA OMIAaKOBKA W BAKCHHATA TPSIOBA J]a ce M3II0JI3Ba WITH 1A ce
M3XBBPIIM J10 Ta3u farta. [IppBoHavyanHarTa 1aTa Ha U3TUYAaHE HA CPOKA Ha TOAHOCT TPsOBa Aa ce
3adepTae. Bakcuaara Moxe na ce Tpancroptupa u mpu 2°C mo 8°C, ako ce OCUTYPST MOIXOISIINTE
YCIIOBHS Ha ChXpaHEHUE (TeMIieparypa, Bpeme).

6. Cun)pma}me Ha OMAaKOBKAaTa U JO0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

Kakso ceabp:xka COVID-19 Vaccine Janssen

. AKTHBHOTO BEIIECTBO € afieHoBUpYyC THII 26, kogupan] SARS-CoV-2 munos
rakornpotenH*(Ad26.COV2-S), He no-maiko ot 8,92 log;y uadekuozan eaunauiy (Inf.U) BbB
Bcska no3a ot 0,5 ml.
* IIpousBenena B kierbuHa JuHust PER.C6 TetR u upes pekomObunantna JJHK texnomorus.

To3u IpOAYKT ChIbpKa reHETUIHO Mouduuupanu opranuzmu (IMO).

o Hpyrute cbcTaBKH (TIOMOIITHH BEIIECTBA) Ca:

- OmnaxoBka ot 10 diakona: 2-xuapoxcunponui-f-uukiogekctpu (HBCD), numonena
KHCEJIMHA MOHOXHUPAT, €TAaHOJI, XJIOPOBOIOPOIHA KHUCEINHA, morcopoar 80, HaTpueB
XJIOPHUJI, HATPUEB XUIPOKCHJI, TPHHATPUEB IUTPAT TUXUAPAT, BOJIA 32 MHKEKIIUH (BUKTE
touka 2 ,,COVID-19 Vaccine Janssen cpappika HaTpuii* u ,,COVID-19 Vaccine Janssen
CBABPKA CTAHOT ).

- OnakoBka ot 20 ¢nakona: 2-xuapoxcunponui-p-uuknogaekctpuna (HBCD), numonena
KHCEJIMHA MOHOXHIPAT, €TaHOJI, XJIOPOBOJIOPOIHA KHUCENHHA, monucopOat 80, HaTpueB
XJIOpUJ], HATPUEB XHUIIPOKCHU]I, BOJa 32 WHKeKIuH (BrxkTe Touka 2 ,,COVID-19 Vaccine
Janssen cpappixa HaTpuii“ u ,,COVID-19 Vaccine Janssen chabpika eTaHOI™).

Kaxk m3rnexna COVID-19 Vaccine Janssen u KakBO CbhIbpka 0NIAKOBKAaTAa
Wmxkekunonna cycrien3ust (mmkekius). CycrnensusnTa e 6e31BeTHa 10 01e/J0KbITa, OUCTpa 10 CUITHO

onanecuentHa (pH 6-6,4).

2,5 ml cycrnieH3ust B MHOT0/1030B (hi1akoH (CTHKIIO THII [) ¢ r'yMeHa 3amymianka, aryMUHUeBa 00KaTKa 1
CHHBO IJIacCTMAcOBO Kanaue. Beeku duakon cpabpka 5 mo3u mo 0,5 ml.

COVID-19 Vaccine Janssen ce mpeuiara B OnakoBka, cbabpskaima 10 MHOromo308u ¢uiakoHa.
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He Bcuukn BHUOOBC OITAKOBKHU MOrarT aa 6’B,Z[aT ITyCHATHU Ha I1a3sapa.

IputexaTes Ha pa3pelIeHUETO 32 yNoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoagureJ
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrusa

3a KOHKPETHUSA IPOU3BOJUTEIT HA BAKCUHATA, KOATO CTC MOJYUUIIN, IPOBEPCTE MAPpTUAHUA HOMEP Ha
KapTOHCHATa OIlAKOBKAa UJIK Ha q)HaKOHa 1 CC CBBPIKCTC C JIOKATTHHUA NPCACTABUTCII HA IPUTCIKATCIIA

Ha pa3penIeHneTo 3a yrnorpeoda.

3a JOIIBJIHUTCIIHA I/IH(i)OpMaI_II/IH OTHOCHO TOBa JICKApCTBO, MOJIS, CBBPIKCTC CC C JIOKAJTHUSA
MNpEACTABUTCII HA MPUTCIKATCIIA Ha Pa3pCICHUCTO 3a yrIOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +3233939323/0080056540088

Bbarapus
»PKOHCBHH & JI)xoHchH brarapus” EOO/
Temn.: +35928008028/080018192

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420225296622/0080056540088

Danmark
Janssen-Cilag A/S
TIf: +4535158573/0080056540088

Deutschland
Janssen-Cilag GmbH
Tel: +4932221863163/0080056540088

Eesti
UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +3728804474/8002642

EAlLGoo
Janssen-Cilag ®@appoakevtikn A.E.B.E.
TnA: +302119906006/0080056540088

Lietuva
UAB "JOHNSON & JOHNSON"
Tel: +37052142002/0080056540088

Luxembourg/Luxemburg
Janssen-Cilag NV
Tél/Tel: +35227302815/0080056540088

Magyarorszag
Janssen-Cilag Kft.
Tel.: +3614292336/0080056540088

Malta
AM MANGION LTD
Tel: +35627780004/80065007

Nederland
Janssen-Cilag B.V.
Tel: +31880030701/0080056540088

Norge
Janssen-Cilag AS
TIf: +4723500417/0080056540088

Osterreich

Janssen-Cilag Pharma GmbH
Tel: +43720380110/0080056540088
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Espaiia
Janssen-Cilag, S.A.
Tel: +34912158005/0080056540088

France
Janssen-Cilag
Tél: +33185169327/0080056540088

Hrvatska
Johnson & Johnson S.E. d.o.o.
Tel: +38518848011/0800806027

Ireland
Janssen Sciences Ireland UC
Tel: +353212356806/0080056540088

Island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +3545390674/0080056540088

Italia
Janssen-Cilag SpA
Tel: +390699748520/0080056540088

Kvnpog
Bapvépoc Xatinmovayng Atod
TnA: +35725654186/0080056540088

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +37163138821/0080056540088

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48225123915/0080056540088

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351220608007/0080056540088

Romania
Johnson & Johnson Romania SRL
Tel: +40311305128/0800672516

Slovenija
Johnson & Johnson d.o.o0.
Tel: +38616009336/0080056540088

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421250112534/0080056540088

Suomi/Finland
Janssen-Cilag Oy
Puh/Tel: +358981710294/99080056540088

Sverige
Janssen-Cilag AB
Tfn: +46851992561/0080056540088

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC
Tel: +441494 567444

I[aTa Ha MOCJIEAHO MpepasrjacKaaHe Ha JTUCTOBKaTa

Ta3u BakcuHa ¢ pa3peleHa 3a ynorpeba mo T. Hap. cxema ,,pa3peiiaBade moj yciosue. ToBa
O3HaydaBa, 4€ 3a Ta3u BaKCHHA CC O4YaKBaT AOIIBJIHUTCIIHU JaHHU.

EBporeiickaTa areHIus mo JiekapcTsaTa Iie U3BbPINBa Mperie/] Ha HoBaTa HHPOPMAIHS 33 Ta3u
BaKCHHA MTOHE BEIHBX TOAWIITHO M Ta3H JMCTOBKA CHOTBETHO IIE CE€ aKTyaIU3Hpa.

Ckanupaiite QR xona mo-gony (HaquueH U BbpXY KapToHeHaTa ornakoBka 1 QR kaprara), 3a n1a

MOJIYYUTC JIMCTOBKA HA pa3JIMYHU C3ULU.

W nmocerere URL: www.covid19vaccinejanssen.com

JApyru n3royHuny Ha uHGpopmanus

Ho;[p06Ha HH(l)OpMaI_[I/IH 3a TOBa JICKAPCTBO € MPECAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa arCHIus

1o Jekapcraara: http://www.ema.europa.eu.




Tasu nuctoBka e Hann4yHa Ha Bcuuku e3u Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JIEKapcTBaTa.

IlocouenaTra nmo-xoJ1y MH(popManus e NpeIHA3HAYEHA CAMO 32 MEAUIMHCKH CIIeIAATACTH:

o KakTo BcHiky HHXEKIMOHHHU BaKCHHH, TPSIOBAa BUHATH J]a KMa Ha Pa3NoJI0KEHUE MOIXOASII0
JedeHne 1 HaOoieHe B ciIydail Ha aHa(MIIaKTUYHA PEaKIUs CJIe/l IPHIIOKEHHE Ha
COVID-19 Vaccine Janssen. Crnes BakcuHHpaHe XopaTa TpAOBa Jia ce MpociesBar oT
MEAMLIHMHCKH CIEIUATINCT B MPOABIDKEHNE HA HAal-MaJIKo 15 MUHYTH.

o COVID-19 Vaccine Janssen He Tpsa0Ba Jja ce cMecCBa € APYTH JIEKapCTBEHH MIPOAYKTH WIN
paspex/ia B €IHa U Chlla CIPUHIIOBKA.

. COVID-19 Vaccine Janssen He Tps0Ba 1a ce mpuiiara ype3 BbTpech0Ba, HHTPAaBEHO3HA,
MIOJIKOYKHA WJIM MHTpPaJiepMaliHa WHXKEKIUS TIPH HUKAKBU 0OCTOSATEIICTRA.

o Nmynuzanmsra TpsOBa 1a ce u3BbpIIBa CaMO Ype3 HHTPAMYCKYJTHA HHXKEKITHSI, 32
NpEeANoYnTaHe B JSITOUAHUS MYCKYJI HAa TOpHATa YacT Ha pbKara.

o [Ipu npunoxeHre Ha BCAKA HHKEKIHS MOXe Jja Bb3HUKHE CHHKON (IIpUNafaHe), BKIIOYUTEIHO

u ¢ COVID-19 Vaccine Janssen. TpsiOBa fa ce pasmosiara ¢ MpoLeAypH 3a MPeI0TBpaTsIBaHe Ha
HapaHABAaHC IIPU MMagaHC U 3a OBJIaAABAHC HAa CUHKOIIAJIHHU PCaKIIH.

IIpocnenumoct

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

Yka3aHus 3a IpUIIOKEHHUE U padoTa:

C Ta3u BakcuHA Tpfl6Ba Ja paGOTI/I MCIHUIIMHCKHU CIICOUAJINCT, KaTO MU3II0JI3Ba aCCIITUYHA TCXHUKA, 3a
Jla Ce OCUTYPH CTEPUIIHOCT Ha BCSIKA 703a.

[la ce cpxpaHsBa 1 TpaHcHopTHpa 3ampaseHa npu -25°C no -15°C. [laTata Ha U3THYaHE HA CPOKA HA
TrOJIHOCT Ipu chxpanenue npu -25°C 1o -15°C ¢ oTneuaTtan BpXy (jiakoHa U BhHIIIHATA KApTOHEHA
omakoBka ciien "EXP/T'onen mo:".

Bakcunara e roroBa 3a ynotpe6a ciies pa3mpassiBane. BakciHaTa MoKe Jia ce TocTaBs 3aMpa3eHa
mipu -25°C mo -15°C nnm pasmpazena npu 2°C mo 8°C.

Koraro e cpxpansBana 3ampasena npu -25°C no -15°C, BakcuHaTa Moe J1a ce pazMpasu uin npu 2°C

no 8°C, wim TIpH CTaifHa TeMIiepaTypa:

. nipu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOIU3UTEIIHO 13 yaca 3a pa3Mpa3ssBaHETO Ha KapTOHCHA
onakoBka ¢ 10 unu 20 ¢grakoHa, a 3a pa3Mpa3saBaHETO HA eUH (DIAKOH IIe ca HeOOXOAUMHU
NpUOTU3UTETHO 2 Yaca.

. npu cTaiiHa Temreparypa (Makcumanto 25°C) me ca HeoOX0AUMH MPUOIN3UTENHO 4 Yaca 3a
pasmpassBaHeTO Ha KapToHeHa ornakoBka ¢ 10 mmm 20 dakoHa, a 3a pa3mMpassiBaHETO Ha IMH
(akoH e e HeoOXoauM NPUOIM3UTENHO 1 yac.

Crien pa3mpassiBaHe BakCHHATa He TPsIOBa Jia ce 3aMpa3siBa OTHOBO.

Bakcunara Moske CBIIO Taka J1a ce ChXpaHsaBa WK TpaHCopTHpa B xuamuiHuk npu 2°C no 8°C 3a
€HOKpaTeH nepuoi 1o 4,5 Mecela, Kato He TpAOBa [1a ce M3II0JI3Ba CJIEC IbPBOHAYAIHATA JaTa Ha
u3Tn4aHe Ha cpoka Ha rogHocT (EXP/T'oxen no:). Cien nmpemMecTBaHe Ha MPOAYKTa OT YCJIOBHS Ha
cpxpanenue npH 2°C go 8°C akTyanu3upaHaTa JaTa Ha U3THYaHE Ha CPOKa Ha TOIHOCT TpsiOBa 11a ce
0TOene)Xn Ha BhHIITHATA KAPTOHEHA OMaKOBKA U BaKCHHATa TPsOBa Jja ce M3I0JI3Ba WIIH 1A ce
U3XBBPIM JI0 Ta3u jarta. [[bpBoHavYaHaTa 1aTa Ha U3THYaHe Ha CPOKa Ha TOJHOCT TPsOBa Ja ce
3adepTae. Bakcurara Moxe na ce Tpancroptupa u mpu 2°C mo 8°C, ako ce OCUTYPST MOIXOISIINTE
YCIIOBUS Ha ChbXpaHEHHE (TeMIIepaTypa, BpeMe).
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CBXpaHﬂBaﬁTe q)HaKOHI/ITe B OpUIrMHa/JIHATa KapTOHCHA OIIaKOBKaA, 3a 1a CC NPCANa3siaT OT CBCTIMHA U
3a Ja C€ 0oTOCNEXKU CPOKBT HAa T'OAHOCT IIPU PA3JIMIHUTC YCIIOBUS HA ChbXPAHCHHUC, AKO € IPUIIOKHUMO.

COVID-19 Vaccine Janssen e 6e31iBeTHa 10 0JIe0KBIITA, OUCTPA JI0 CHITHO OTANECIICHTHA CYCIECH3HS
(pH 6-6,4). Ilpeau npunoxeHNETO BakCHHATa TPsiOBa 1a ce MPOBEPH BU3YaAJIHO 32 HAJMYUE HA BUIUMHU
YacTUIIM WK poMsiHa Ha uBeta. [Ipeau npunokenue (rakoHbT TpsOBa Aa ce MPOBEPH BU3YalHO 32
HaJIMYKUC Ha IMYKHAaTUHU WM HAKAaKBHU IIPOMCHU BLB BHHINHUA BU/, HAIIP. IIPU3HAIW HAa OTBapsAHEC. He
npuiIaraitTe BaKCHHATa IPU HANWYHME HAa TaKUBa MPU3HALIY.

[Ipenu npunarase Ha 703a OT BAKCMHATA BHUMATEIHO 3aBbpTETe (pilakoHa B U3MPABEHO IOJIOKEHHE B
npoabokenue Ha 10 cexynau. [a He ce paskiiama. M3monsBaiiTe cTepriiHa urjia U CTepUITHA
CIIPUHIIOBKA, 32 J1a U3TEeTINTe eAMHNYIHA 71032 OT 0,5 ml 0T MHOT01030BHS (PIIAaKOH, KAaTO ST IPHIIOKUATE
CaMO 4Ype€3 UHTPaAMYCKYyJIHAa MHXXCKIWA B ACITOUIHUA MYCKYJI Ha TOpHaTa 4aCT Ha pbKarta.

Ot MHOI'0JJO30BHA (I)J'IaKOH MOXKE Ja C€ U3TCTIIAT Hali-MHOTO 5 J031. I/I3XB’LpJ'I€TC oCTaHallaTa BbB
(I)J'IaKOHa BaKCHHa CJICI U3TCTIIAHC Ha 5 J03M1.

Cren mbpBOTO MyHKTHpaHe Ha (1akoHa BakcuHata ((hrakoHa) Moxe aa ce cbxpaHsBa rnpu 2°C mo §°C
10 6 yaca WM Ha cTaiiHa TeMneparypa (MakcumanHo 25°C) 3a eTHOKpaTeH MepHoa A0 3 Jaca.
W3xBbprere (iakoHa, ako BAKCHHATA, HE € M3II0JI3BaHa B paMKHUTE Ha To3U nepuo. Cien mbpBOTO
NYHKTUpaHe Ha (JlaKoHa BEPXY €THKETa Ha BCEKH (DIIAKOH 3amuIIeTe laTaTa | 4aca, KoraTo (JIaKOHBT
TpsiOBa J1a ce U3XBBPIIH.

H3xBBpasiHe
Hewnsnon3Banara BakcWHa WU OTHAABYHUTE MaTepHAIIU OT Hesl TpsIOBa Ja ce U3XBBPIIAT B

CBOTBETCTBHUEC C MCCTHUTC YKa3aHU 3a (I)apMaIleBTI/IT-IHI/I OoTIaabLu. HpI/I CHy‘IaﬁHO pasiiMBaHC
MSICTOTO TpsiOBa 1a ce Ae3uH(EKIpa CbC CPECTBA C BUPUIIMIHA AKTUBHOCT CPEIILy aJICHOBUPYC.
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