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

gOBH[)OBKa

Jluya na ev3pacm 18 unu nogeue coounu
COVID-19 Vaccine Janssen ce mpuiara kato eina no3a mo 0,5 ml camo upe3 uHTpamMmycKyiHa
MH)KEKLHSI.



Tleouampuuna nonyrayus
bezomacHocrTa n epukacaoctTa Ha COVID-19 Vaccine Janssen npu gena u roHomw (o 18-
TOJIMIITHA BB3PACT) BCE OIIE HE ca yCTAaHOBEHHM. JIMTICBAT TaHHM.

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

Touku 4.8 m 5.1.

Hauun na OPHUITOKECHUC

COVID-19 Vaccine Janssen ce mpuiara caMmo 4pe3 HHTPpaMyCKyJTHa WH)KEKIIUS, 32 IPEANOYUTAHE B
JEeNTOUAHUS MYyCKYJ B TOpHATa 4acT Ha pbKara.

He PIH)KGKTI/IP&fITG BakKCuHaTa BbTPECHA0BO, HHTPABCHO3HO, ITOJKOKXHO WK UHTpaACpMalIHo.

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

3a mpennazHuTe MEPKU, KOUTO TPSOBa Ja OBbIaT B3€TH MPEAN MPHUIIOKEHNE HA BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHus 3a paboTa ¥ U3XBBHPIISTHE HA BAKCHHATA BIDKTE TOYKa 6.0,
4.3 IIpoTuBomokazaHus

CBpPBXYyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO WIIM KbM HAKOE OT IOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

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

4.4 CroenuajaHu npeaynpesxaeHust U NpeANa3sHil MEePKH IIPH ynoTpeda

IIpocnenumoct

3a na ce mogoOpHU MPOCIEAUMOCTTa HA OMOJIOTMYHUTE JIEKAPCTBEHU MPOAYKTH, UMETO U APTUIHUAT
HOMEDp Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J]a ce 3alncBart.

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

CroO1enu ca ciyvan Ha anadunakcus. Bunaru TpsiOBa 1a uMa Ha pa3moyiosKeHHE TIOAX OISO
MEIUIMHCKO JeYeHHe 1 HaOIoIeHue B ciIydail Ha aHa(UIIaKTHYHA PeaKHs CIIeT PHI0KEHUETO Ha
BakcuHara. [IpenopbuBa ce BHUMATEIHO HAOMIOCHUE B IPOABIDKEHHE HA Hali-MaKko 15 MUHYTH ciiest
BaKCUHHPAHE.

Peakmun CBBP3aHHU C TPCBOXKHOCT

PeaKHI/II/I, CBBpP3aHU C TPECBOXHOCT, BKIIIOYUTCIIHO Ba30Barajiii peakKinu (CI/IHKOH), XUIICPBCHTUIIALIUA
WIN PEaKIivy, CBbP3aHU ChC CTPEC, MOTaT J]a Bh3HUKHAT BHB BPh3Ka ¢ BAKCHHAITUS KaTO MCHXOTCHHA
peakiys Ha yOOX/IaHeTo ¢ Urina. BaxkHo e Jia ca HajwIle pena3Hu MEpKH, 3a Ja ce n3berHe
HapaHsBaHe MPH MPHIIOIIABAHE.

C’BH’BTCTBaH_IO 3a00IIIBaHe

Bakcunanusra TpsiOBa 1a ce OTJIOKH IPH JIULA, CTPAJAIH OT OCTPO TEXKO (HeOPUITHO 3a00IsIBaHEe
win ocTpa uHpekius. BakcuHanusata obaue He TpsAOBa Ja ce OTiara NPy HATMYKE Ha Jieka HHOEKITUsS
W/WIJTH JICKO TIOBMIIICHA TEMIIEpaTypa.



KO&FVJ'IaLII/IOHHI/I HapyInICHHUA

. Cundpom na mpoméoza c mpomooyumonenusn: Muoro psgko cien Bakcudanus ¢ COVID-19
Vaccine Janssen ce HabmroaBa TpoM003a B KOMOWHAIUS C TPOMOOIIMTOIICHHUSI, B HAKOW CITydau
CBIIPOBOJICHA C KbpBeHE. TOBa BKIIIOUBA TEKKHU CIydad Ha BEHO3HA TPOoMO03a ¢ HeoOuvaiiHa
JIOKaJIM3auus, KaTo TpoM003a Ha MO3bUYCH BEHO3€H CUHYC, TpoMO03a Ha CIUIAaHXHUKOBA BEHa,
KaKTO W apTepraiHa TpoM003a, ChIIBTCTBaHa OT TpoMOonuToneHus. ChoOIIeH € ciy4dai ¢
neTaneH u3xol. Te3u ciaydan ca HACTBIIMIM B PAMKUTE Ha IIbPBUTE TPU CEIMHLH CIIE]
BaKCHHALIMATA U Hal-Bede MPHU >KeHH 110 60-roAnIIHa Bb3pacT.

[pu ciryuait Ha TpoMO03a B KOMOWHAIUS C TPOMOOIIMTOTICHHST € HEOOXOIUMO CIICITUATU3UPAHO
nedeHne. MeIMIIMHCKUTE CTICIAIMCTH TPSIOBa Jla HANPABAT CIIPaBKa B ChOTBETHOTO
PBKOBOJICTBO M/HMJIH Jja C€ KOHCYJITUPAT ChC CIIECHUATUCTH (HAIP. XEeMaTOJIO3H, CIICLUATUCTHU 110
HapyIIeHNs] Ha KPbBOCHCUPBAHETO), 32 JIa TUATHOCTHIIUPAT U JIEKYBAT TOBA ChCTOSHHE.

o Benozna mpomooembonusn: Psaxo cnen Bakcunauus ¢ COVID-19 Vaccine Janssen ce
Ha0Iro1aBa BeHO3Ha TpoMboeMOouus (Bxk. Touka 4.8). Toa TpsiOBa 1a ce MMa NpeaBH/I IPH
nuna ¢ nosueH puck ot BTE.

. Hmynna mpomooyumonenus: Muoro psiaxo cien Bakcunaius ¢ COVID-19 Vaccine Janssen
ce choOImaBar cirydyad Ha IMyHHA TPOMOOIIMTONICHHSI C MHOTO HUCKH HUBA HA TPOMOOIIMTH
(<20 000 Ha pl), OOMKHOBEHO B paMKHUTE Ha IIPBUTE YETUPU CEMHUIIU CIIE]T TIOTyYaBaHe Ha
COVID-19 Vaccine Janssen. ToBa BkiII04Ba cityuau ¢ KbpBEHE U CIy4au C JETAICH U3XO.
Hsikon ot Te3u ciydau ca B3HUKHAIM IPH JIMIA C aHAMHE3a 32 UIMYyHHA TPOMOOIIMTOTICHHS
(UTII). Axo naneHo nuiie nMa anamue3a 3a UTTI, npenu BakcuHalusTa TpiOBa 1a ce B3eMaT
NPEBH] PUCKOBETE OT Pa3BUTHE HA HUCKW HHBA HAa TPOMOOIIUTH, a CJIe]] BAKCHHAIIMATA Ce
npenopbyBa HabJIroAEeHHE Ha TPOMOOLIUTHTE.

MeauIMHCKHUTE CIICIUAINCTH TPSOBa 1a BHUMABAT 3a IIPU3HALIMTE U CUMIITOMHUTE Ha TPOMOOEMOOIHSI
u/unu TpoMOoruToneHus. Bakcuaupanute uia TpsoBa 1a ObJaT MHCTPYKTHPAHU J1a IOTHPCAT
He3a0aBHO MEIHUIIMHCKA TIOMOIII, aKO CJIe]] BAKCHHAIIMATA PA3BUAT CUMIITOMH KaTo 33ayX, OOIIKa B
IrpBAHMS KOIII, 00JIKa B Kpaka, OTOK Ha KpakKa, WM yrnopurta kopeMHa 0ojika. OCBeH TOBa BCEKH, KOHTO
Cclie]] BAKCUHAIIHS € TIOJTYYHIT HEBPOJIOTUYHHU CUMIITOMH, KOUTO BKJIFOUBAT TEKKO WU YITOPUTO
rJ1aBoOoIHe, THPUOBE, TPOMEHH B IICHXUYHUS CTATYC WM 3aMBITICHO 3pEHHE, WK KOUTO Clie]
HSKOJIKO JIHH € TIOJIYYHJI CIOHTAaHHO KbPBEHE, KOKHU KPbBOHACSIAHUS (IIETEXHUH) U3BBH MACTOTO Ha
UHKEKTHpaHe, Tpsi0Ba Ja MOThPCH He3a0aBHO MEAMIIMHCKA TTOMOIII.

JIvna, TMarHOCTUIMPaHH C TPOMOOIIMTONICHUS B PAMKHTE Ha 3 CEIMHIM CJIe/] BAKCHHAIIUSATA C
COVID-19 Vaccine Janssen, TpsiOBa j1a Ob1aT aKTUBHO U3CJICABAHU 32 MPHU3HAIU HA TpoMO03a. ChIIo
TaKa JIMIara, KOUTO pa3BUAT TpoM003a B paMKUTE Ha 3 CEAMUIIM CIie]l BAKCHHAIMATA, TPSAOBA 1a
OB/IaT OLIEHEHU 32 TPOMOOLIUTOTICHHSI.

Puck om kvpsene npu unmpamyckyano npunodxcenue

Kakro npu apyru HHTpaMyCKyJITHH HHXKEKIMH, BAKCHHATA TPAOBa Ja ce Mpujiara BHUMAaTEIHO MPH
JIIIA, TTOJTyYaBally aHTHKOATyJIaHTHA TEPAITUsl WM TAKKBA C TPOMOOIIMTOIICHHS WIIK HIKAKBO
HapyIIeHne Ha KPhbBOCKCUPBAHETO (HAIp. XeMOo(MIHs), 3alI0TO cIie]l HHTPaMYCKYJIHO MPUIOKEHUE
IPU TAX MOXKE /14 HACTBIIM KbPBEHE MM 00pa3yBaHe HA CHHUHH.

CI/IHJIDOM Ha HApYIICHA KalnWJIIpHa MPOIMYCKINMBOCT

CpoOmaBaT ce MHOTO PEJIKU CIIyYad Ha CHHAPOM Ha HapyleHa kanmisspaa npomyckimsoct (CHKIT)
npe3 mepBHUTe AHU cien BakcuHaus ¢ COVID-19 Vaccine Janssen, B HIKOMH cllydau ¢ JIETaJCH U3XO/I.
Cro011aBa ce 3a HamyHa aHamHe3a 3a CLS. CLS e pajziko HapyIlIeHHe, KOETO CE XapaKTepu3upa ¢
OCTPH €TM30H Ha OTOK, 3acsTalll TJIABHO KpaWHUIINTE, XUTIOTOHWSI, XeMOKOHIICHTPAIUs 1
xunoanoymuneMus. [lanuenture ¢ octbp enuzon Ha CLS cien BakcHHAIMS ¢e HYXKAaiT 0T ObP30
JMarHOCTULIMpaHe U JieueHrne. OOMKHOBEHO Ce Hajlara MHTCH3MBHA MObprKalia Tepanus. Jlunara ¢
ycTaHoBeHa aHaMHe3a 3a CLS He TpsiOBa fa ce BakCHHUpAT C Ta3u BakcHHA. Bukre chio Touka 4.3.



CunapoM Ha Guillain-Barré

MHoro psako cinen Bakcuaaius ¢ COVID-19 Vaccine Janssen ce cbo0I1aBa 3a CHHAPOM Ha
Guillain-Barré (GBS). MeauIMHCKHATE CIICIUAIMCTH TPsAOBa 1a ObAAT C TOBUIIICHO BHUMAHHUE 3a
npu3Hanu 1 cumntomu Ha GBS 3a ma ce rapanTupa npaBuiHa [UarHO3a, 3a J1a Ce HHUITHHPAT
aJICKBaTHH TTOIIbPIKAIIY TPYDKU U JISYCHUE, U Ja C€ U3KII0YAT APyTH IPUIHHH.

I/IMVHOKOMHDOMCTI/IDaHH JIMIa

EdukacHocTTa, 6€30MacHOCTTa U UMYHOTEHHOCTTA Ha BAKCHHATA HE Ca OI[CHEHU IPH
MMYHOKOMIIPOMETHPAHH JINLIA, BKIIOYUTEIHO TE€3H, MOTyYaBallld UMYHOCYIIPECHBHA TepaIHsl.
Eduxacnocrra Ha COVID-19 Vaccine Janssen Mosxe 1a Obzie MO-HUCKA IPH UMYHOKOMIIPOMETHPAaHU
JMLa.

HDOZ[’BJ'DKI/ITCHHOCT Ha 3amuTrara

HpOI['I)JDKI/ITeJIHOCTTa Ha oCUrype€HaTta OT BaKCHHAaTa 3aluTa € HCU3BECTHA, THH KaTo TS € B mpouec Ha
YCTAaHOBSABAHC BBB BCC OLIC NPOABIDKABAIIIU KIIMHUYHU U3ITUTBAHUSA.

OFDaHI/I‘IeHI/IH Ha ereKTI/IBHOCTTa Ha BakCHHaTa

3ammraTa 3ano4ysa okojio 14 quu ciiex BakcuHUpaHeTo. KakTo mpu BCHYKHM BaKCHHH, BAKCHHUPAHETO
¢ COVID-19 Vaccine Janssen Moxe Jia He OCUTYPH 3al[UTa Ha BCUYKH PEIUITUEHTH Ha BaKCUHATA
(Bk. Touka 5.1).

Tlomonrau BCIICCTBA

Hampuii
To3zu nexkapcTBeH MPOAYKT ChABpPXKa Mo-Maiko oT 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOJKeE /1a C€ Kake, 4e MPAKTUYECKH HE ChABPKa HATPHIA.

Emanon
To3u nexapcTBEeH NPOAYKT ChIbpxkKa 2 mg ajakoxo (eraHoin) Ha 103a ot 0,5 ml. MankoTo KoIn4ecTBo
AJIKOXOJI B TO3H JICKAPCTBEH MPOYKT HAMA J1a OKAXKE HAKAKBH 3a0€ICKUMU €PEKTH.

4.5 BsamMmopeiicTBHe ¢ IPYIH JeKAPCTBEHH NPOAYKTH M APYrH (pJopMH Ha B3auMojelicTBHe

He ca mpoBexxaanu npoydBanus 3a B3auMoeicTBusATa. ChIbTCTBAIOTO npuiioxkenne Ha COVID-19
Vaccine Janssen ¢ qpyru BakCUHHU HE € IPOYYBAHO.

4.6 @epTUaAUTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct

Wma orpannuen onut ot ynorpebara Ha COVID-19 Vaccine Janssen npu OpeMeHHH KEHU.
[IpoyuBanusta npu xuBoTHH ¢ COVID-19 Vaccine Janssen He moka3Bat Npeku U HEIPEKH BPEIHU
e(eKTH, CBbP3aHu ¢ OPEeMEHHOCTTa, EMOPHO/(PETATHOTO Pa3BUTHE, PAKIAHETO WIIH IIOCTHATATHOTO
pasBuTHE (BX. TOUKa 5.3).

[Ipunoxenue Ha COVID-19 Vaccine Janssen npu OpeMeHHOCT TpsiOBa fia ce MMa MPEIBUI, CaMo
KOraTo nmoTCHUUAIHUTE IMOJI3U HAAXBBPJIAT MMOTCHIHUAJIHUTE PUCKOBE 3a Maukara u Ioaa.

Kopmene

He e uzsecto nanmu COVID-19 Vaccine Janssen ce ekckpeTrupa B KbpMaTa.



DepTUnuTer

[IpoyuBaHusiTa IPH )KUBOTHU HE TIOKA3BAT MPEKH U HETIPEKH BPETHH €(PEKTH, CBHP3AHH C
PENpPOIYyKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy cnioco0HOCTTA 32 oupaHe u padoTa ¢ MAIIUHA

COVID-19 Vaccine Janssen He MOBIUsIBA WIX TOBIHSABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a MIO(pUpaHe
u paborta c MamuHu. HsKou OT HeXeaHuTe peakuyu, CloMeHaTu B Touka 4.8, obade Mmorat BpeMEeHHO
Jla TIOBJIMSISIT CIIOCOOHOCTTA 3a Iodupane U padoTa ¢ MaIlIMHU.

4.8 Hexenanun JeKapCTBEHH PeaKINU

Pesrome Ha npoduia Ha 6€30IMaCHOCT

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

(aza 3 (COV3001). O6mio 21 895 Bb3pacTHU HA Bh3pacT 18 u nmoseue rofunau ca nonyunan COVID-
19 Vaccine Janssen. MenuaHata Ha Bb3pacTTa Ha y4aCTHUIIUTE € 52 ToanHU (nuana3oH 18-

100 romuamM). AHanm3 Ha 0€30MaCHOCTTA € U3BBPIIEH Clel JOCTUTaHe Ha MeJraHaTa Ha
MPOIBIDKATETHOCTTA Ha TIPOCIIeAsIBaHe 2 Mecela ciiel BaKCHHUpaHeTo. HamuaHo e mo-a6iro
mpocleasiBaHe Ha Oe3omacHocTTa >2 Mecena 3a 11 948 Bw3pacthu, monyunan COVID-19 Vaccine
Janssen.

B nmpoyusane COV3001 Haii-uecTo cho0IIaBaHaTa JIOKAJTHA HEXKEJIaHa Peakius € O0JIKa Ha MACTOTO
Ha uHKekTupane (48,6%). Hali-uecture ciucTeMHN HeXXenaHU peaknuu ca riiaBodonwue (38,9%), ymopa
(38,2%), muanrus (33,2%) u ragene (14,2%). [Ipu 9% ot ydacTHUIIHTE Ce HAOIIO1aBa TTHPEKCHUS
(ompenenena kato TenecHa temieparypa >38,0°C). [ToBedeTo HeXXENaHU PEaKIIU BH3HUKBAT B
paMkwuTe Ha 1-2 JHU clie]l BAKCHHAPAHETO | €a JIEKH JI0 YMEPEHH IO TEKECT U ¢ KpaTKa
npoabIKUTEHOCT (1-2 mHM).

PeaxToreHHOCTTa OOMKHOBEHO € 10-JIeKa U ce ChOOIIaBa MO-pAIKO P Bb3PACTHH B NTO-HAINIPEAHANIA
BB3pacT (763 BB3pacTHU =65 TOANHN).

IMpodunsT Ha Ge30mMaCHOCT OOMKHOBEHO € CXO/IEH IIPU YYAaCTHHILH ChC MIIH 0€3 IPEeIX0IHH JaHHHU 3a
uHdexnusa cb¢ SARS-CoV-2 Ha u3xonHo HuBo. 0610 2 151 BB3pacTHH, CEPONO3UTHBHU HA U3XOIHO

HUBO, ca nonyumwtu COVID-19 Vaccine Janssen (9,8%).

CuchbK Ha HEXKEIIAHUTE PCaKIIU B TabInYEH BUJT

Hexenanu iekapcTBeHH peakiuu, Ha0roaaBanu o Bpeme Ha npoyduBade COV3001 uau ot
MOCTMAaPKETHHTOBU M3TOYHHIIY, ca OpraHu3upany 1o cucrtemo-opranet kinac (COK) mo MedDRA.
Kareropuure Ha yectoTrara ca onpeeieH! KakTo CleBa:

Mmoro yectu (> 1/10);

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

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

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

Mtuoro penku (< 1/1 000);

C HensBecTHa yecToTa (0T HATMYHUTE IaHHU HE MOJKe J1a ObJie HallpaBeHa OIeHKa).

B pamkuTe Ha BCSIKO TpylUpaHe M0 YECTOTA HEXKEIIAHUTE PEAKIIMU Ca MPEJICTABEHN B HU3XO IS PET
110 OTHOIIIEHUE Ha TSAXHATa 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 na I'maBoGomnu Tpemop; Xunecre3usa | CuHAPOM Ha
HEpBHATa cCUCTEMa e 3aMaliBaHe; Guillain-
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.

6

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

B mMomenTa ce nmpoBesx/a eTHO MHOTOLIEHTPOBO, PAaHIOMU3UPAHO, ABOWHOCISTIO, II1aneo-
KOHTpOJIMpaHo mpoy4Bane ¢aza 3 (COV3001) B Coenunenure matu, FOxna Adprka u 1bpKaBu OT
JlatnHcka AMepuKa 3a OlleHKa Ha e(pUKaCHOCTTa, 0€30IaCHOCTTa U IMyHOT€HHOCTTA HA €IUHUYHA
no3a COVID-19 Vaccine Janssen 3a npesennus Ha COVID-19 npu Bb3pacTthu Ha 18 1 moBeue
rogauad. OT MPOYYBAHETO ca M3KIIFOYCHH JIUIA C OTKJIIOHEHUS BbB (DYHKIUATA HA UMyHHATa CHCTEMa B
CJICZICTBME HA KIIMHUYHO 3a00JIs1BaHe, IMIa HA IMyHOCYIIPECHBHHU TE€PAIlMU B PaMKHUTE Ha 6 Mecena
KaKkTO U OpeMeHHHM KeHHU. YdacTHULM cbe cTabmina HIV nndexnus, kouTto ce JeKyBaT, He ca
u3KIoveHu. Paspenienu 3a ynorpeda BaKCHHH, ¢ M3KITIOUCHHE HA )KUBU BAaKCHHHU, MOTAT Ja ce
MpuIaraT mosede oT 14 mHu mpenu win mosede ot 14 qHu ciie]] BAKCHHHPAHETO B IPOYYBAHETO.
Paspemenn 3a ynorpeba ’XUBU aTeHIOMPAaHU BAKCHHHM MOTaT Ja Ce puiiarat IoBeve oT 28 JHU Ipean
WJIY TIOBEYE OT 28 JHU clie]l BAKCHHUPAHETO B IPOYYBAHETO.

O06m10 44 325 nuua ca paHAOMH3MPAaHU YCIOPEIHO B ChoTHOIIeHHE 1:1 3a monmyuyBaHe Ha
uHTpamyckyiaHa naxekius ¢ COVID-19 Vaccine Janssen wmu mnane6o. O61mo 21 895 pp3pacTau
nosydaBaT COVID-19 Vaccine Janssen u 21 888 Bb3pacTHH mosy4aBar miane0o. Meauanara Ha
NPOIBJDKUTEIIHOCTTA Ha MPOCIIEAIBaHE HA YYaCTHULIUTE CJIeA BaKCHHUPaHETo € 58 nHu (quama3oH: 1-
124 num).

[Tonynamnusra 3a mbpBUYCH aHaU3 3a epukacHocT oT 39 321 nuna Bitousa 38 059 cepoHeraTUBHH
3a SARS-CoV-2 nuna Ha u3X0AHO HUBO U 1 262 nHlia ¢ HEU3BECTEH CEPOCTATYC.

Jemorpadckute TaHHN ¥ U3XOAHUTE XapaKTEPUCTUKH ca CXOHH NpH Juiara, nonyuuan COVID-19
Vaccine Janssen, 1 mony4yuiure miane6o. B momynanusita 3a mbpBUYeH aHAIN3 32 €PUKACHOCT
MeuaHarta Ha Bb3pacTrta npu juuata, norydmin COVID-19 Vaccine Janssen, e 52,0 roguau
(mmamazon: 18 mo 100 roxgunn); 79,7% (N=15 646) ot numara ca Ha B3pacT oT 18 1o 64 rogunu
[xaTo 20,3%, (N=3 984) ca Ha BB3pacT 65 Wiau noBeue roauHy, a 3,8% (N=755) ca Ha BB3pacT 75 wiu
noBeue roauHu |; 44,3% ca xenu; 46,8% ca ot CeBepHa Amepuka (Cheaunenu matu), 40,6% ca ot
JlatuHcka AMepuka, a 12,6% ca ot FOxna Adpuka (FOxxunoadpukancka peny0ivka). Q6o 7 830



(39,9%) ot xopaTa UMaT MOHE €AHO BEYE CHLICCTBYBALIO CHIIBTCTBALIO 3a00JIBaHe, CBBP3aHO C
MOBHILIEH PUCK OT Iporpecus KbM TeXKo mpotrudane Ha COVID-19 Ha u3xoaHo HUBO
(chbTCTBaANMTE 3a00ISBAHKA BKIKOYBAT: 3aTILCTABaHE, onpeneneHo karo UTM >30 kg/m? (27,5%),
xunepronus (10,3%), nuadet tun 2 (7,2%), crabunna/noope koutponupana HIV nndexuus (2,5%),
cepuo3Hu chpaeyHu 3abonsaBanus (2,4%) u actma (1,3%)). pyru chIrbTCTBAIM 3200IIBaHUS CE
yCTaHOBSABAT Npu <1% oT nunara.

Cayuante Ha COVID-19 ca noTBBbpACHHU OT LIEHTpaIHa J1a00paTopusi B3 OCHOBA HA MOJOKHUTEIICH
pesyarar 3a SARS-CoV-2 Bupycna PHK, nonyden c Tect Ha 6a3ara Ha noJauMepa3Ha BEpH>KHA
peaknust (PCR). Obmiara ehukacHOCT Ha BakcWHATa ¥ €()UKACTHOCTTA IO OCHOBHHU BB3PacTOBH IPYITH
e mpencraBeHa B Tabnuma 2.

Tabauua 2: Ananu3s Ha epuKacHOCTTa Ha BakcuHaTa cpemry COVID-19° npu SARS-CoV-2
CepOHEraTHBHU Bb3PACTHU - MOMYJIALMS 32 MbPBUYEH aHAJIN3 32 epUKaACHOCT

COVID-19 Vaccine
Janssen Inauedo
N=19 630 N=19 691
Cayuyau Ha | YoBeko | Cayuyau Ha | YoBeko % e(uKacHOCT HA
COVID-19 | roguan | COVID-19 | rogunm BaKCHHATA
Ioarpyna (n) (n) (95% CI)*
14 nHHU cjen BAKCHHHUPAHETO
Beuuku 116 3116,57 348 3096,12 66.9
yYyacTHUIH® (59,03; 73,40)
18 mo 64- 107 2 530,27 297 2511,23 64,2
TOJIMIITHA BB3PACT (55,26; 71,61)
65 u noBeye 9 586,31 51 584,89 82,4
TOJIUHHA (63,90; 92,38)
75 u 11IoBCUE 0 107,37 8 99,15 100
TOJMHHA (45,90; 100,00)
28 nHM cJeq BAKCHHHPAHETO
Benuku 66 3102,00 193 3 070,65 66,1
yYyacTHUIH® (55,01; 74,80)
18 mo 64- 60 2 518,73 170 2 490,11 65.1
TOJIMIITHA BB3PACT (52.91; 74.45)
65 u noBeue 6 583,27 23 580,54 74,0
TOJUHHA (34,40; 91,35)
75 u moBeye 0 106,42 3 98,06 --
TOMUHN

CroppBHYHA KpaliHa TOYKA (KaKTO € Ae(UHIpaHO B IPOTOKOIA).

Cumnromatiaern COVID-19, m3uckpamn nonoxutenex pesynrat ot RT-PCR u none 1 pecriupaTopeH Mpu3HAK HITH
CHMIITOM, WK 2 APYTH CUCTEMHH IPH3HAKA WM CHMIITOMA, KaKTO ca Ae(HHUPAHH MO IIPOTOKOJL.

JloBepuTeTHUTE HHTEPBAJIM 32 “BCHYKH YYaCTHULU ca KOPUI'MPAHH, 3a Ja ce MPUJIOKU KOHTPOJ Ha rpelka TuI | 3a
MHO>KECTBEHO TeCTBaHe. JIOBEpHTEITHUTE HHTEPBAIIN 32 BE3PACTOBHUTE IPYIH Ca IPEACTABCHN HEKOPUTUPAHH.

Eduxacnocrra Ha BakcuHaTta cperty Texbk COVID-19 e npencrasena B Tabauua 3 mo-goamy.

Tabanna 3: AHaIN3 Ha e(PUKACHOCTTA HA BakcHuHAaTa cpemy TexbKk COVID-19* npun SARS-
CoV-2 cepoHeraTHBHHM Bb3PACTHH - NOMYJIALHASI, IPH KOATO € HANPaBeH
MbPBHYEH aHAJTU3 HA epMKACHOCTTA

COVID-19 Vaccine Inauedo
Janssen N=19 630 N=19 691 %
Ciy4an Ha Yogeko Ciay4an Ha Yosexo epuxacHoct
COVID-19 rOANHH COVID-19 rOAUHH Ha BaAKCHHATAa
Hoarpyna (n) (n) (95% CI)°
14 puM cjieg BAKCHHHPAHETO
TexrbK | 14 | 312505 | 60 | 3122,03 | 76,7




28 1HM ciiel BAKCHHMPAHETO
Texbk

| (54,56; 89,09)

85,4
5 3 106,15 34 3 082,58 (54,15; 96,90)

OKOHUATENHOTO olpesiesisiHe Ha TexkuTe crydan Ha COVID-19 e HanpaBeHO 0T He3aBHCHUMa apOUTPasKHA KOMHCHS,
KOSITO € OIpe/esInia ChII0 M TeKECTTa Ha 3a00JIIBaHeTO cropes AeUHHULUITa B PHKOBOACTBOTO Ha FDA.

I[OBCpI/ITCJIHI/ITB HUHTEpBaAJIM Ca KOPUTUPAHH, 34 Oa CC IIPUIIOKHU KOHTPOJI Ha I'PEIIKa TUIL I 3a MHOXXECTBEHO TECTBAHE.

Ot Bp3HUKHANUTE 14 Texku ciydas B rpynata Ha COVID-19 Vaccine Janssen, ¢ Hauano noxe 14 qau
cliesl BakcHHanusTa, cpsmo 60 B ruiane0o rpymnaTa, XOCIUTaTu3NpaHUTe ca ChOTBETHO 2 CIIPSIMO 6.
TpruMa nanueHTH ca moYnHaIM (BCHYKH B TuTaeOo rpymnara). [loBedeTo oT ocTaHANNTE TEKKU CITydan
OTTOBApPST CaMO Ha KPUTEPHSI 3a TEKKO 3a0oisiBaHe — kucimopoaHa carypamust (SpO2) (< 93% na
CTaeH BB3IyX).

[Ipenu pascnensBane IOMBIHUTEIHN aHATH3H, CUUTAHU 32 post hoc, Ha TIOJIOKUTEIHH CIyYau,
notebpacHU upe3 PCR TectoBe, HE3aBHCUMO OT MOTBHPKACHUETO HA IIEHTPAIHATA JTA00PATOPHSL,
KaTo LAJI0 MOJKPENAT pe3yATaTUTE OT IbPBUYHMSI aHAJIN3.

Ot 14-Tus neH ciaen BaKCHHAITMATA HATAThK Ca XOCHUTAIM3UPAHA CHOTBETHO 2 CITydas Ha
MmoiekysspHo noteepaeH COVID-19 B rpynata va COVID-19 Vaccine Janssen cripsimo 8 ciay4as B
rurane0o rpymara. EquH cinyyail B mame0o rpynara € H3UCKBaN MIPUEM B OT/ICJICHHE 32 HHTEH3UBHO
nedenue (ONJI) m mexaHnyHa BeHTHIAIMS. ToBa € MOJKperneHo oT post hoc aHaM3 Ha BCUYKH
xXocnuTanusanuu, cebp3anu ¢ COVID-19, ¢ npunarane Ha mo-IKMPOKO ThPCeHE BB OCHOBA HA IIsj1aTa
HaM4YHa WH(OPMAITUS OT BCUYKH U3TOYHUIM (2 cripsiMo 29 citydast B pa3mInpeHus Habop OT JaHHH).

[MonrpymnoBuTe aHaNIM3W HA TBPBUYHATA KpalfHa TOUYKA 32 €()UKACHOCT MOKa3BaT MOJ00HU TOUKOBH
OIICHKH 32 e(h)MKACHOCT MPH YYACTHHUIIUTE OT MBKKHU U )KEHCKH T10J1, KAKTO U TIPU YYACTHHUIIUTE ChC U
0e3 ChIIBTCTBAIIM 3a00JIABaHU, CBBP3aHH C BUCOK PUCK OT TeXK0 npotudane Ha COVID-19.

[IpoBeneHu ca ekcIIOpaTOPHH NOATPYIOBH aHANN3H 32 ehUKacHOCT Ha BakcuHara cperry COVID-19
u Texxbk COVID-19 3a bpazunus, FOxxna Adpuxa nu CAL (Bx. Tabnuna 4). B moarpynosure
aHAIIM3H| ca BKJIIOYeHU BcuikH ciaydan Ha COVID-19, cp0panu 10 gaTaTta Ha 3aKIFOYBaHE HA JAHHUTE
3a IbPBUYEH aHAIN3 32 €(PUKACHOCT, BKIIOUYUTEITHO CITyYau, IOTBBPACHH OT [IEHTpaHAaTa
naboparopwusi, i cIydau ¢ JoKyMeHTupad nonoxuteneH SARS-CoV-2 PCR ot mectHa naboparopwus,
KOHUTO BCE OIIle 0YaKBaT MOTBBPXKJECHUE OT IIEHTpaTHaTa J1adopaTopHsl.

Tabamnua 4: O6001eHne HA JTaHHUTE 32 e(pUKACHOCT HA BakcuHaTa cpemy COVID-19 n
Teskbk COVID-19 3a ctpanu ¢ >100 cp0011eHu cayyast

TexecT
H COVID-19 Texpk COVID-19
a4aJ10
ToukoBa OlleHKA TouykoBa OlleHKA
(95% CI) (95% CI)

CAIIL noHe 14 gHM cileq BakKCUHAIIMATA 74,4% (65,00, 81,57) 78,0% (33,13; 94,58)
NoHe 28 AHMU ciie] BaKCHHAIMATA 72,0% (58,19; 81,71) 85,9% (-9,38; 99,69)

bpazmius noHe 14 qHU cieq BakCHHALMATA 66,2% (51,01; 77,14) 81,9% (17,01; 98,05)
IoHe 28 AHHU ciie BaKCHHAIMITA 68,1% (48,81; 80,74) 87,6% (7,84; 99,72)

ﬁ)’;ﬁ( . none 14 i CICA BAKCHHAIATE | 55 50 (30 76: 67.44) | 73,1% (40,03; 89,36)

rmone 28 qHM ciieq BaKCHHALMATA

64,0% (41,19; 78,66)

81,7% (46,18; 95,42)

[Ipu mbpBUYHMS aHATTU3 ca CeKBEHUPaHU npodute oT 71,7% OT NOTBBPAECHUTE OT LIEHTpaIHATa
naboparopus ciyudau [CAILL (73,5%), IOxxna Adpuka (66.9%) u Bpazunus (69,3%)]. Ot
CEKBEHHpaHUTE poOu € HauIle JucOaianc B IbJIHOTaTa Ha Habopa ot ganuu Mexay COVID-19

Vaccine Janssen u mnaue6o. B CALL 96,4% ot mamoBete ca uaeHTHUIMpany KaTo Bapuant Wuhan-
H1 D614G; B HOxna Adpuka 94,5% ot mamMoBeTe ca uaeHTUUIMpanu karo BapuanT 20H/501Y.V2
(mmuans B.1.351); B Bpasunus 69,4% ot mamoBeTe ca HASHTU(DHUIIPAHU KaTO BapHaHT Ha TUHHS P.2 u
30.6% ot mwamoBeTe ca uaeHTHGUIUpanu kato Bapuant Wuhan-H1 D614G.
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CTaD‘{eCKa nonyjganusa

COVID-19 Vaccine Janssen e olieHsBaHa ITpH JIMIa HA Bb3pacT 18 u moBeue ronunn. EdukacHoCcTTa
Ha COVID-19 Vaccine Janssen mpu yyacTHHULIMTE B CTapuecKka Bb3pacT (= 65 roJuHn) ChOTBETCTBA Ha
Ta3u npu no-mnagute auna (18-64 roguHm).

HGZ[I/IaTDI/ILIHa nonmyjganusa

EBpomneiickaTa areHuys mo jgekapcTBaTa oTJiara 3abJDKEHHETO 3a MPEIOCTaBsIHE Ha PEe3yNITaTUTE OT
npoyuBanusita ¢ COVID-19 Vaccine Janssen B efHa WM [MOBeYe NOAIPYNH Ha MMEeIUaTPpUIHATA
nomynanys npu npeseHiust Ha COVID-19 (Bx. Touka 4.2 3a nHpOpMaLusl OTHOCHO yHOTpeda B
MIeANATPHTA).

PaspemaBane moJ1 yciioBue

To3u JekapcTBEH MPOAYKT € pa3pellieH 3a yrnorpeda Mo T. Hap. cXeMa ,,pa3peliaBaHe moJl yCIoBue .
ToBa 03Ha4aBa, 4ye 3a TO3M JEKAPCTBEH MPOIYKT CE€ OUYAKBAT AONBIHUTEIHHN JaHHHU.

EBpomneiickaTa areHIys 1o JIeKapcTBaTa 1ie U3BbPIIBa Nperje] Ha HoBaTa HHPOPMAIHs 3a TO3U
JIEKapCTBEH MPOAYKT TMOHE BeAHBX rogumHo 1 Tazu KXII choTBeTHO 1I1e ce akTyanusupa.

5.2 ®apmMakoKWHEeTHYHH CBONCTBA

He e mpuiioxumo.

5.3 IIpeakJMHUYHU JaHHM 32 0€30IACHOCT

HexknuanunuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHIIMOHATHUTE
MIPOYYBAHUS 338 TOKCHYHOCT NMPU MHOTOKPATHO MpWIaraHe M JIOKaJIHa IOHOCUMOCT, U pENPOAYKTHBHA

TOKCUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

T'eHOTOKCHYHOCT U KaHIICPOTCHHOCT

COVID-19 Vaccine Janssen He € OlicHsIBaHa 3a TCHOTOKCUYEH WIIM KaHIIEpOoreHeH noTeHmnuai. He ce
OYaKBa KOMIIOHEHTUTE HA BAKCMHATA J]a UMAT T€HOTOKCUYCH MIIM KaHI[EPOTECHEH IMOTeHITAA.

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- H MOCTHATATHOTO Pa3BUTHE MPH 3aiI. B ToBa
npoyuBaHe mepBo BakcuHupane ¢ COVID-19 Vaccine Janssen € W3BBPIIEHO HHTPAMYCKYJIHO Ha
KEHCKHU 3aiiiy 7 AHM npeny YuTOCBaHE B 103a, CKBUBAJIICHTHA HA 2 IBTH MPENOPBhUUTEIHATA 103a 32
X0pa, TOCJIEABAHO OT JAB€ BAKCHHALIMH ChC ChIIATA 103a [0 BpeMe Ha TeCTalMOHHUS Nepuoy (T.e. B
recrauuonnu auu 6 u 20). He ce ycTaHOBsABAT HE)KeNaHU €PeKTH, CBbP3aHH ¢ BAKCUHATA, BbPXY
KEHCKUS PepTHIUTET, OpEMEHHOCTTa, eMOpPHO(ETAITHOTO Pa3BUTUE U PA3BUTHETO HA MAJIKHTE.
MaiikuTe, KakTo u TeXHUTE QEeTyCcH U MOKOJIEHHE, UIMaT TUTPU Ha aHTUTeNa, cneunpuanu 3a SARS-
CoV-2 S nporenna, K0eTO TIOKa3Ba, Ue MalYMHUTE aHTUTENA CE MPCHACST BbB EeTycUTe Mo BpeMe Ha
recranusra. JlurncsaT qanHu 3a ekckpenusita Ha BakcuHata COVID-19 Vaccine Janssen B MIISIKOTO.

OcBeH TOBa €1HO KOHBEHIIMOHAIHO MPOYYBaHE 32 TOKCHYHOCT (MHOTOKpaTHO npuiarane) ¢ COVID-

19 Vaccine Janssen npu 3aiii He IOKa3Ba eEKTH BbPXY MBKKHUTE ITOJIOBH OPTaHH, KOUTO Orxa
MOTJIU J1a YBPEISAT MBKKUS PEPTHIIUTET.
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6. DOAPMAIIEBTUNYHHU JAHHU
6.1 Choucbk Ha NIOMOIIHHUTE BElIECTBA

OmaxkoBka ot 10 daakoHa

2-xuapoxkcurponi-p-uukioaekcrpu (HBCD)
JInMoHeHa KucennHa MOHOXUAPAT

Etanon

XII0pOBOAOPOIHA KHCEIMHA

ITonucop6at 80

Hatpues xmopug

Harpues xunpoxcun

TpuHaTpueB MUTPAT AUXHUIPAT

Bona 3a nmxexnun

OmaxkoBka ot 20 dakoHa

2-xuapoxcurponui-p-uukioaekctpud (HBCD)
JluMoHEeHa KHCEeNHHA MOHOXUAPAT

ETtanon

XJI0pOBOJOPOAHA KUCETHHA

ITonucop6at 80

Harpues xnopun

Hatpues xunpokcun

Bopa 3a umxexuun

6.2 HecbBMEeCTHMOCTH

To3u nexapcTBeH NPOAYKT HE TpsiOBa Jja ce cMecBa ¢ APYTH JIEKAPCTBEHU MTPOAYKTH HIIH J1a Ce
paspexaa.

6.3 Cpok Ha roaHOCT

HeortBopen duiakon

2 roauHM, KoraTo ce chxpansasa mpu -25°C go -15°C.

Crnen kaTo ce u3Baau OT Pppusepa, HEOTBOPESHUAT (IIAKOH MOXKE JIa Ce ChXpaHsBa 3aIlUTEH OT
cBeTiMHA B XaaawiHuk npu 2°C no 8°C 3a eHOKpaTeH mepuoa 1o 4,5 Mecella, Kato He TpsiOBa Ja ce
W3II0JI3BA CJIe] OTIIeYaTaHaTa JaTa Ha u3Tu4aHe Ha cpoka Ha rogHocT (EXP/Tonen mo:).

Crnen pa3mpassiBaHe BaKCHHATa He TPsiOBa fa ce 3aMpassiBa OTHOBO.

3a CIICIIMAJTHUTEC YCJIOBUA Ha CbXPAHCHUC BUIKTC TOUKaA 6.4.

OTtBopeH ¢akoH (el IbPBOTO NYHKTUPaHe Ha ¢JIaKkoHa)

XuMHUYHa U PU3NYHA CTAOMITHOCT HA BAaKCHHATA B IEPUOA Ha U3IIOJI3BaHE, BKIIOUNUTEIHO 110 BpEMe
Ha TPaHCTIOPTUpaHe, € T0Ka3aHa B MpobbkeHne Ha 6 waca npu 2°C g0 25°C. OT MUKpOOHOIOTHYHA
rJIeJTHa TOYKA 3a MPEeTnopbhUYBaHe € MPOAYKTHT Ja ce yoTpeOu He3a0aBHO e/ TbPBOTO MyHKTHPaHE
Ha (prakoHa; MPOAYKTHT 0baue Moxe J1a ce cbxpanssa Mexxay 2°C no 8°C makcumyM 6 yaca uiu aa
ocTaHe Ha cTaifHa TeMmneparypa (MakcumanHo 25°C) 1o 3 daca cieq mbpBOTO IyHKTHPAHE Ha
¢naxona. Ciex; TOBa BPEMETO U YCIIOBHUSATA HA ChXPAaHEHHUE B IIEPUO/ia Ha U3IOJI3BAHE Ca OTTOBOPHOCT
Ha MOTpeOuTEe.
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6.4 Crnenuananm ycJa0BHs 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 (JjIaKoHA U BBHITHATA KAPTOHEHA
omakoBka cien ,,EXP/I'ogen no:“.

Koraro e cpxpansBana 3ampasena npu -25°C no -15°C, BakcuHaTa Moe /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 HAa KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢uiakoHa, a 3a pa3Mpa3siBaHETO Ha eIMH (HJIAKOH IIe ca HEOOXOTUMHU
MpUOIU3UTENTHO 2 yaca.

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 PUOIU3UTEIHO 1 Yac.

Bakcunara Moske CBIIIO Taka J1a Ce ChXpaHsaBa WK TpaHcopTupa B xuaguiHuk npu 2°C no 8°C 3a
eHOKpaTeH nepuoi 1o 4,5 Mecela, Kato He TpAOBa [a ce M3M0JI3Ba CJIE IbpPBOHAYAIHATA JaTa Ha
u3tnyane Ha cpoka Ha rogHocT (EXP/T'oxen n0:). Cien mpemecTBaHe Ha MPOAYKTa OT YCIOBHS 3a
cpxpanenue npH 2°C go 8°C akTyanu3upaHaTa AaTa Ha H3THYaHE Ha CPOKa Ha TOIHOCT TpsiOBa 11a ce
oTOeneKy Ha BHHIITHATA KAPTOHEHA OMAaKOBKA U BaKCHHATA TPsOBa Jja ce M3II0JI3Ba WIIU J1a ce
W3XBBPIM JI0 Ta3u jara. [[bpBoHaYamHaTa 1aTa Ha U3THYaHe Ha CPOKa Ha TOJHOCT TPsOBa Ja ce
3auepTae. Bakcuaara Moxe na ce Tpancrnoptupa u mpu 2°C mo 8°C, ako ce OCUTYPST MOIXOISIINTE
YCIIOBUS Ha ChbXPaHEHHE (TeMIIepaTypa, BpeMe).

Cren pazmpassiBaHe BakcHHATa He TPsIOBa Jla ce 3aMpassiBa OTHOBO.

CoxpansBaiiTe (I1aKOHUTE B OpUTMHAIHATA KAPTOHEHA OMAKOBKA, 32 Ja Ce MPEINa3sT OT CBETIMHA.
HeotBopenara COVID-19 Vaccine Janssen e crabuina B mpogbibkeHue Ha 00mo 12 waca npu 9°C o
25°C. ToBa He ca IPENOPBUNTEIHH YCIOBUSA Ha ChbXpaHEHHE WIH TPAHCIOPTHPAHE, HO MOXKE Ja
CIIy’KaT 3a yKa3aHue NP B3eMaHe Ha pelleHre B Cilyuyail Ha BpEMEHHO OTKJIOHEHHE Ha TeMIlepaTypara
Mo BpeMme Ha 4,5-MeceqHoTo cbxpanernue mpu 2°C qo 8°C.

3a ycoBUsTa Ha ChbXPaHEHHE CIIE TbPBOTO OTBAPSHE HA JIEKAPCTBEHUS MPOIYKT BHKTE TOUKa 6.3.
6.5 Bwuau cbabpkaHue HA ONTAKOBKATA

2,5 ml cycrnieH3us B MHOT0/1030B (bj1akoH (CTHKIIO Tull 1) ¢ rymeHa 3amymanka (XJopoOyTui ¢
(hiryoponoauMepHO MOKPUTHE), ATyMHHUEBA 00KaTKa U CHHBO IUIACTMACOBO Karade. Beeku dnakon
cpabpka S go3u ot 0,5 ml.

Omnakorka ot 10 win 20 MHOT0Z1030BH (pJIAKOHHU.

He Bcuuky BUOBE ONaKoBKH Morar Aa ObAaT IyCHATH Ha Ma3apa.

6.6 CrnenuajaHu nNpeana3Hu MepKH NMPH U3XBbPJIsiHEe H padoTa

Vka3zanus 3a paboTa ¥ IPWIOKEHUE

C Ta3u BakcuHa TpsOBa Ja pabOTH MEAMIIMHCKY CIICIUATNCT, KaTO M3M0JI3Ba aCeNTHYHA TEXHUKA, 33
Jla Ce OCUTYPH CTEPHIIHOCTTA Ha BCSKA J103a.

. Baxkcunara e rotoBa 3a yrorpeba cies pasMpassiBaHe.

. Bakcunarta Moxke Ja ce nocTtaBs 3ampasena npu -25°C no -15°C unu pasmpasena npu 2°C 1o
8°C.

o Crnen pa3mpassBaHe BakCHHATa He TpsiOBa Ja ce 3aMpassiBa OTHOBO.
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CoxpaHnsiBaiiTe (IaKOHHUTE B OpUTHHAITHATA KAPTOHEHA OIMAKOBKA, 32 Ja CE MPEJa3siT OT
CBETJIMHA U 3a J]a ce 0TOEIeKH CPOKBT Ha TOAHOCT MPH Pa3InUHUTE yCIOBUS Ha ChbXpaHECHHUE,
aKo € MPHIIOKUMO.

a. CLXpaHe}me cjIel mojayvyaBaHe Ha BAKCHMHaATa

AKO ITIOJTYYUTE BAKCHUHATA 3AMPA3EHA IIPH -25°C no -15°C, mosxke na:

S (F]) ¢ o

C 1
C I win
— r_'n —
= 4
chbXpaHsiBaTe BbB (pusep ChbXpaHsBaTe B XJIAAUITHUK
e BakcuHara MOXe z1a ce e BakcuHara MOXKe J1a ce ChbXpaHsBa U
ChXpaHABa U TPAHCIIOPTHPA Tpancnoptupa mnpu 2°C no 8°C 3a
3aMpaseHa npu -25°C go - €IHOKpaTeH nepuon 10 4,5 mecena,
15°C. KaTo He TpsiOBa Ja ce M3IMO0J3Ba Cle
e JlaTara Ha U3THYAHE Ha CPOKa MIbpBOHAYAJIHATA J]aTa Ha U3THYAHE Ha
Ha FOAHOCT € OTIIeYaTaHa cpoka Ha rogHocT (EXP/Tonen no:).
BBPXY (JIaKOHA ¥ BHHILIHATA o (e mpeMecTBaHETO Ha TIPOYKTA B
KapTOHEHA OIAaKOBKa CJIEe] xaagwiHuK npu 2°C go 8°C
»EXP/T'onen no:*“ (Bx. aKTyallu3upaHaTa JaTa Ha CpoKa Ha
Touka 6.4). TOJTHOCT TpsIOBa J1a Ce 3aluIlle BbPXY

BBHILIHATA KApPTOHEHA KyTHS U
BaKcHHaTa Tps0Ba Jia ce U3M0JI3Ba WIH
HU3XBBPJIM KbM aKTyaJlu3upaHaTa JaTa Ha
W3THYaHE Ha CPOKa Ha TOAHOCT.
II'bpBoHayajgHaTa AaTA HA CPOKA HA
TOJHOCT Tpsi0Ba Aa ce 3auepTae. (BX.
TouKa 6.4).

AKO ITIOJIYYUTE BAKCHUHATA PASMPA3EHA IIPU 2°C a0 8°C, TpsioBa aa s

@ 2°C go 8°C

CbXpaHsABaTE B XJIaJJUJTHHUK:

A He 3ampa3sBaiite 0THOBO, aKO IPOAYKTHT € NMOJIy4eH Beue pasmpaseH npu 2°C go 8°C.

3alenexka: AKo BaKCHHATa c€ MOMy4H B XJIaamiHUK ripu 2°C no 8§°C, npu noidy4yaBaHEToO
IpoBEpeTe AajIM aTaTa Ha U3THYAaHe Ha CPOKA HAa TOJHOCT € aKTyalu3upaHa OT MECTHUS
JOCTaBYUK. AKO HE MOXKETE Jla HAMEpUTE HOBa JIaTa Ha U3THYaHE HA CPOKA Ha TOAHOCT ClIe]T
,,[ OJICH J10:“, CBBPIKETE CE C MECTHHS JIOCTABUYHK 3a MOTBBbPKIABaHE HA JjaTaTa HA M3TUYAHE Ha
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CpOKa Ha TOJTHOCT cJief ,,I 0/ieH /10:“ Ha POIyKTa B XJIAMITHAKA. 3alluIIeTe HOBATA aTa Ha
W3THYaHe HA CPOKA HA TOAHOCT BHPXY BBHITHATA KAPTOHEHA OMAKOBKA TIPEH Ja 3aIl0YHe
ChXpaHEHUETO Ha BaKCHMHATa B XJaawiHuKa. [IbpBoHaYa HATA 1aTa HA CPOKA HA TOAHOCT

TpsiOBa Ja ce 3auepTae. (BX. Touka 6.4).

0. AKo e 3aMpa3eH, pa3mpa3sere guiakoHa(MTe) B XJIaJUIHMK WIH HA CTAHHA TeMIepaTypa

npeau NpUujaoKeHue

@ 2°C no 8°C

Pa3zmpazere
3a 13 yaca

]

Pa3zmpa3sere B XuIaIMJIHUK

o Koraro e cbxpaHsBaHa 3aMpa3eHa
pu -25°C no -15°C, e ca
HEOOXOUMH IPUOIH3UTENHO 13 Jaca
3a pa3Mpa3sBaHeTO Ha KapTOHEHaTa
onakoBka ¢ 10 unu 20 ¢gnakoHa, a 3a
OTIEIHUTE (PIIAKOHHU IIE ca
HEOOXOTUMH TIPUOIM3UTEIHO 2 Yaca,
3a na ce pazmpazsat npu 2°C no 8°C.

e AKO BakCHHAaTa HE ce U3I0JI3Ba
BeJHAara, BIDKTE YKa3aHHUATA B TOUKATA
,,ChXpaHsIBaTe B XJIATUITHUK .

o OnakoHBT TPsIOBa Ja ce ChXpaHsBa B
OpHUTMHAJIHATA KAPTOHEHA OITAKOBKa,
3a J1a ce mpe/nas3y OT CBETIMHA U 32 Ja
ce oTOeneXy AaTraTa Ha U3TUYaHEe Ha
CpOKa Ha TOJJHOCT MPU Pa3THYHHUTE
YCJIOBUS Ha ChXpaHEHHE, aKo €
MIPIITIOKUAMO.

Jla He ce 3aMpazsBa MOBTOPHO CIIE]
pasmpassiBaHe.

nimn

Maxkcumagno 25°C

Pasmpa3ere Pasmpasere
3a 3a
4 yaca 1 yac

L g

Pa3mpa3eTe Ha cTaiiHa TemMmepaTypa

e Koraro e cbxpaHsBaHa 3aMpa3cHa
pu -25°C po -15°C, kapToHEHaTa
omakoBka ¢ 10 wiu 20 ¢iiakoHa Hiu
oTIIeNHUTE ()JIAKOHH TPsIOBa 1a ce
pasMpassT Ha CTaifHa TemmepaTtypa
MakcuMaiHo 25°C.

e [lle OpaaT HEOOXOAMMH TTPUOITU3UTEITHO
4 gaca, 3a Ja ce pa3Mpa3u KapTOHECHa
omakoBka oT 10 uiu 20 dakoHa.

o Ille Ob1ec HEOOXOIUM MTPUOITUZUTEITHO
1 yac, 3a 1a ce pa3MpasAT OTJCIHUTE
(hakoHH.

e BakcuHara e crabuina 3a o0mo 12 gyaca
npu 9°C no 25°C. Tosa He ca
MPETIOPHYUTETHA YCIOBHS Ha
ChXpaHEHUE UIIH TPAHCTIOPT, HO MOXE
Jla CIIY’KaT 3a YKa3aHHe [P B3eMaHEe Ha
pelieHre B cirydaii Ha BpeMEHHU
TEeMIIEPaTypHU OTKIOHEHUSI.

e AKO BakCHHATA HE CE U3IOJI3Ba BEHArA,
BIKTE YKa3aHHUATA B TOUKATa
,»CbXpaHsIBaTe B XJIIMITHHAK

Jla He ce 3aMpa3siBa OBTOPHO CIIE]T
pa3mpassBaHe.

B. ITpoBepeTe u1akoHA U BAKCHMHATA

e COVID-19 Vaccine Janssen e 0e31iBeTHa 10 0JIeZ0XKbITa, OMCTpa 10 CUITHO OIaIeCICHTHA

cycnensus (pH 6-6,4).

o [lpenu mpunoxeHne BakcHHaTa TpsiOBa Jja ce MPOBEPU BU3YATHO 32 HAJTHMUUE HA BUTUMHU

JaCTHIHM U ITPOMsHA Ha LBCTA.

o [lpenu npunoxkenne GakOHBT TPSIOBA 1a c€ MPOBEPH BU3YATHO 38 HAIMYKE HAa IyKHATHHU HIIH
HSIKaKBU MIPOMEHHU BBB BBHHIIHUS BHI, HAIIp. IPU3HAIM Ha oTBapsHe. He nmpunaraiite BakcnHaTa

IIpY HAJIMYMEC Ha TaKKWBa IIpHU3HALIA.
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10

Ceky

3aBbpTeTe BHUMATEJIHO
(piraxona

A

=

[penn npunarane Ha 1032
OT BaKCHMHAaTa BHUMATCIHO
3aBppTeTe (IakoHa B
U3NPaBEHO NOJI0KeHUE B
NpPOIbJKEHHE HA

10 cexynau.

He paszknamarite.

OTo0egie:xere 1aTaTa M yaca,
Korato (puiakoHbT TpPsAOBa Na
ce U3XBBPJIH

Crnex IbpBOTO MTyHKTHPaHE
Ha (rakoHa BEPXY €THKETa
Ha BCEKH ()IIAKOH 3aIUILIeTe
Jarara M Jaca, KOrato TOu
TpsiOBa J1a ce U3XBHPIH.

A3a MIpENopbhYBaHE € 1a C
M3II0JI3Ba BEIHArA CIIE]
II'BPBOTO MyHKTHPAHE.

Hsreraere 0,5 ml Hnkexruparite 0,5 ml

e lI3nomn3Baiite crepuinHa uria o Ilpunaraiite camo upe3
Y CTEpUJIHA CIIPUHIIOBKA, 32 HHTPaMYCKYJHa
J1a U3TETJINTE eINHUYHA HHIKEKIUSA B TSI TOVTHUS
no3a ot 0,5 ml ot MYCKYJI Ha TOpHaTa 4acT
MHOTO/I030BHS (PIIaKOH (BXK. Ha pbKaTa (BXK. Touka 4.2).
Touka 4.2).

A OT MHOT0/1030BHS
(y1aKkoH Moke 1a ce U3TErJIsIT
Ha-MHOIO0 5 103M.
H3xBBprieTe ocraHanara BbB
(h1akoHa BakCcHHA CIIE
HU3TETJIIHE Ha 5 103M.

. ChbxpaHeHue cjiel TbPBOTO MYHKTHPaHe

(H oo

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

nin

- 0

e (Cnen mbpBOTO e (Cnen mbpBOTO
MyHKTHpaHE Ha MyHKTHpaHe Ha (JIaKoHa
(hmakoHa BakcHHATa BaKCHHATa MOXE J1a Ce
MOXE J1a C€ ChXpaHsIBa ChXpaHsABa Ha CTAlHA
ipu 2°C no 8°C no TeMmepaTrypa
6 yaca. (makcumaiHo 10 25°C)

o 3xBbprere dakoHa, 3a eIHOKpaTeH Nepuoa A0
aKO BaKCHHATa HE € 3 yaca. (Bk. Touka 6.3).
M3M0JI3BaHa B PAMKHUTE o 3xBbprere dakoHa,

Ha TO3H TIEPHUO/. aKO BaKCHHATa HE €

M3II0JI3BaHa B PAMKUTE Ha
TO3H MIEPHUO/I.
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e. HN3xBbpIIsiHe

Hewnsnon3sanara BakcuHa WU OTHAABYHUTEC MaTCpUAIN OT HEA TpH6Ba Ja C€ U3XBBPJIAT B
CBbOTBCTCTBUC C MCCTHUTC YKa3aHU 3a q)apMaHeBTI/I‘IHI/I OoTHnaabIIn. HpI/I cnyqaﬁHo pa3iMBaHEC,
MSCTOTO TPsiOBa J1a ce Ae3uH(EKIUpa ChC CPEACTBA C BUPHUIIUAHA AKTUBHOCT CPEIILy aJCHOBUPYC.

7. MNPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001

EU/1/20/1525/002

9. JIATA HA ITbPBO PA3PEHIABAHE/IIOJHOBSIBAHE HA PASPEIIIEHUETO 3A

YIIOTPEBA

[ata Ha bpBO paspemasane: 11 mapt 2021 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

IMoxpoOHa uHpopManus 3a TO3U JEKAPCTBEH MPOIYKT ¢ MPEeI0CTaBeHa Ha yeOcaiiTa Ha EBporneiickata
areHIMs 10 JiekapcTBaTa http://www.ema.europa.eu.

17



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'N YCJIOBUA N UBNCKBAHUA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIIOBUA NJIN OTPAHNYEHUS 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 MPOU3BOJAMUTCIIA HA OMOJIOTHYHO aKTUBHOTO BCIICCTBO

Janssen Vaccines & Prevention B.V.
Archimedesweg 4-6

2333 CN Leiden

Hunepnannus

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

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

Hme n aJpeC HA MPOU3BOAUTEIIA, OTTOBOPEH 34 OCBO60)K,Z[aBaHe Ha IapTHAUTC

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV

Turnhoutseweg 30

2340 Beerse

benrus

[TeyaTHaTta JIMCTOBKA Ha JICKAPCTBEHUS MPOIYKT TPSOBA J1a ChIAbPiKa HMETO U ajipeca Ha
MIPOU3BOANTEINSI, OTTOBOPEH 32 OCBOOOKIaBaHETO HA CHOTBETHATA MAPTH/IA.

b. YCJI0BUSA NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapcTBEHUAT MPOIYKT CE OTITyCKa I10 JIEKAPCKO MPEIITUCaHHe.

o O¢unuanno ocBodokIaBaHe HA NAPTUAHU

CworiacHo wi. 114 ot Iupextusa 2001/83/EO oduiraiHoTo 0cBOO0KIaBaHE HA TAPTHIANUTE CE
W3BBPIIBA OT JABPIKABHA JTA0O0PATOPHS WK JIAOOPATOPHS, ONpeiesICHa 3a Ta3H I1edl.

B. JAPYI'UM YCJIOBUSI U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoauyHu aKTyaJu3upaHu aokjaaau 3a oezonacuoct (IIAJIB)

M3uckpanusTa 3a nogasane Ha [TAJIb 3a To3u IeKapCTBEH MPOAYKT ca MMOCOYEHU B CITUCHKA C
pedepentHute natu Ha EBponetickus c¢pro3 (EURD cnuchbk), npeasuziceH B wi. 1078, ait. 7 ot

Hupextusa 2001/83/EO, u BbB BCUUKHU CIIEABAIIN aKTyIN3aLIH, ITyOJIUKYBaHH HA €BPOICHCKUS
yeOropTa 3a JeKapcTBa.
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[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nbpsus I[TAIb 3a To3u
NPOLYKT B CPOK OT 6 Mecela clie/l pa3pelaBaHeTo 3a yrnorpeoa.

r. YCJI0BUA NN OIT'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS IPOAYKT

. ILnan 3a ynpasJjienue Ha pucka (IITYP)

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsa6Ba na n3BbpIBa H3MCKBAHUTE IEHHOCTU U
JIEMCTBUS, CBBP3aHH C MPOCIIE/sIBaHE Ha JIeKapcTBeHaTa 0€301MacHOCT, OcoueHH B 0700penus [TYP,
npezacraBed B Moayin 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABALIN 0J00pEHH
akTyanu3anuu Ha [TYP.

Axryanmmsupan [TVP Tps6Ba na ce monasa:

. I10 MCKaHe Ha EBponelickara areHIus 1o JeKapcTBaTa;

o BHHAIW, KOTaTo C€ U3MEHs CHCTeMarTa 3a yIpaBJIeHHe Ha PHCKa, 0COOCHO B pe3yiTaT Ha
NoJy4aBaHe HAa HOBa HH(POPMALIUS, KOSTO MOXKE /1a I0BeJIe 10 3HAYMMH IPOMEHHU B
CHOTHOIIIEHUETO M0J13a/PHCK, MM CIIe]] IOCTUI'aHe Ha Ba)KEH eTall (BbB Bpb3Ka C IPOCIIeIsIBaHe
Ha JIeKapcTBeHaTa 0€30MacHOCT MM CBEKAAaHE HAa PUCKA JI0 MUHUMYM).

E. KOHKPETHO 3AJBbJKEHHUE 3A U3IIBJIHEHUE HA MEPKU CJIEJ
<PA3PEIIABAHE 3A YIIOTPEBA 11O YCJIOBHUE

Toga e paspelieHue 3a yrnorpeoda moj1 yciaoBue U cbriacHo wi. 14-a ot Perimament (EO) Ne 726/2004 B
onpenencHus cpok [IPY TpsOBa ga U3NBIHU CICTHUTE MEPKU:

Onucanue Cpok

3a 1a ce MOTBBPIM CTAOWIIHOCTTA Ha 31 noemBpu 2021 r.

MPOU3BOJICTBEHHUS POLIEC HA AKTUBHOTO BEIIECTBO, Mexaunen noknaz: 03 asryct 2021 r.
[IPY TpsibBa na mpeaocTaBu NOMBIHUTETHH JaHHH Mexnunen noknaz: 13 asryct 2021 r.

3a CHIIOCTAaBUMOCT M BAJIUJUPAHE.

3a ;1a ce MOTBBPAU CTAOMIHOCTTA Ha 31 maii 2022 r.

MIPOU3BOACTBEHNUS IPOIEC HA KPaWHUS IPOAYKT, Mexnnnen noknan: 15 nexemepu 2021 r.
[IPY TpsibBa na mpeaocTaBu NOMBIHUTETHH JaHHH Mexaunen noknaz: 20 nekemBpu 2021 1.

3a CbIIOCTABUMOCT U BaJIMJAUPAHE.

3a ma noTBBpU ehukacHOCTTa U Oe3omacHocTTa Ha | 31 mekemBpu 2023 .
BakcuHata Ad26.COV2.S COVID-19, IIPY tpsoBa
Jla oJIa/iec OKOHYATEJICH JOKJIA] OT
PaHIOMU3UPAHOTO, IIAIE00-KOHTPOIUPAHO,
3aClIeNeHo 3a HAOMI0AaTeNs KITMHUYHO MPOYYBaHe
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 CYCHEH3HSA
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. CIIUCBK HA TIOMOIIHUTE 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 MHXKCKIIMHU. BYDKTE 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 TUCTOBKATA 3a TOMBIHUTEIHA HH(HOPMAITHS.

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(MIIA) HA BBBEXK/JIAHE

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onmen no: pu cexpanenue npu -25°C mo -15°C.

3anuieTe HOBaTa JaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT NpH cbxpaHeHue npu 2°C go 8°C
(makcumainHo 4,5 Mecena): . 3auepTaiiTe NpeNIIHATA AaTa HAa U3THYaHE HA CPOKa Ha
TOJTHOCT.

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

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

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

He 3ampa3zsiBaiiTe mOBTOPHO clie]] pa3MpassiBaHe.

CroxpansiBaiiTe (IaKOHHUTE B OpUTHHAIHATA KAPTOHEHA OMAaKOBKa, 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 U3UCKBAHUs, OTHACSIIH Ce 3a (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 12 HE ce BKIOUM HH(opMmarus Ha bpaiinosa a3Oyka.

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

JBynsmepeH 0apKo ¢ BKJIIOYEH YHUKAIECH HACHTU(HUKATOD

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

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

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

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT U ITbT(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(OpMaIKsA OTHOCHO Oe30macHOCTTa. MoXeTe Ja ajeTe CBOs IPUHOC KaTo
CHOOIINTE BCSAKA HEXKETaHA PEeaKIHs, KOSTO CTe MOMyYMIH. 32 HAauWHA Ha ChOOIIaBaHe Ha HEXEIlaH!
peakIny BIDKTE Kpas Ha TOUuKa 4.

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

BakHa 32 Bac undopmanms.

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

- AKO UMare HIKaKBH JIOBIHUTEIHA BBIIPOCH, MonuTaiTe Bamms ekap, papmarieBt nim
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

Bb3MoxkHM HEeXETaHU 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)

- npeau Bu e mocraBsHa AuaraHo3a CHHAPOM Ha HapyIIeHa KaisipHa MPOITYCKINBOCT
(chCTOSTHHE, MPUYUHSBALIO H3THYAHE HA TEYHOCT OT MAJIKUTE KPBBOHOCHH CHIIOBE).

IIpenynpesxaenust U NpeanasHu MePKH

T'oBopere ¢ Bamus nekap, papManeBT WM MEJULUHCKA cecTpa, npean Aa Bu ce npuioxxu COVID-19
Vaccine Janssen, ako:

o HSKOTa CTE UMAJIM TEXKa aJepruiHa peakus Clie] HH)XEKTUpaHe Ha Jpyra BaKCHHa,

o HSKOT'a CTe NMPHUMAJAIH CIIe] NMHKEKIUS C UIJIa,
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. uMaTe TeXKa MH(EKIHs, IpoTHYaIla ¢ BUCOKa Temnepatypa (Haza 38°C). Obaue Moxe 11a ce
BaKCHHHUpATE, aKO UMATe JIEKO ITOBUIIIEHA TEMITEpaTypa WK JieKa WHPEKIUS Ha TOPHUTE
JIUXaTEeTHA IBTHIIA KaTO TPOCTYAA,

o uMare npooJieM, CBbpP3aH ¢ KbpBEHE WM HACHHSIBAHE WM IPHEMaTe aHTUKOAaryJanT (3a
npeaoTBpaTsIBaHE Ha 00pa3yBaHETO Ha KPBBHU ChCUPEIIH),
o uMyHHata Bu cucrema He QpyHKIMOHMpa 100pe (MMaTe IMyHEH Ae)UINT) UK [IpreMare

JIeKapCTBa, KOUTO OTCJIA0BAT IMYyHHATA cCUCTEMa (HAarp. BUCOKH JI03U KOPTUKOCTEPOH/TH,
MMYHOCYTIPECOPH MM POTHBOPAKOBH JIEKAPCTBA).

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

Kakro mpu Bcsika Bakcuna, BakcuHupanero ¢ COVID-19 Vaccine Janssen Moske J1a HE 3aILUTH
HaI'bJIHO BCUYKH, KOUTO 5 oMy4yaBaT. He € H3BECTHO KOJIKO IBJITO 1€ Tpae 3alurara npu Bac.

Hapyumenusi Ha KpbBTa

[MotbpceTe He3a0aBHO METUIIMHCKA TTOMOII, aKO TOJIYYUTE TEKKO WIH YIIOPUTO TIIaBOOOIHE, ThPUOBE
(MpumaapIn), IPOMEHH B ICHXUYHUS CTaTyC WK 3aMbIIICHO 3peHHe, ako 0e3 MpUIHHa ce 00pa3yBar
CHHMHHU TI0 KOXKaTa U3BbH MACTOTO Ha MH)KEKTUPAHE, KOUTO CE MOSBSIBAT HAKOJIKO JHHU CIIE]
BAaKCHUHALIMATA, TOYKOBUIHU KPBIJIM IETHA U3BBH MICTOTO HA MHXKEKTUPAHE, aKO CE MOSIBH 3ayX,
00JIKa B TpBIHUS KOIII, OTOK Ha Kpaka, 00JIKa B Kpaka, WM yropura 0oska B kopema. MHbopMupaiite
Bammus nekap, ue Hackopo cte Bakcunupanu ¢ COVID-19 Vaccine Janssen.

o Benosna mpomboembonus: psanxo cnen Bakcunanusi ¢ COVID-19 Vaccine Janssen ca
HaOJIr01aBaHU KPBbBHU ChCHPENM BB BeHUTE (BeHOo3Ha Tpomboembonus (BTE)) .
. Cundpom na mpomoéoza c mpomooyumonenusn: Muoro psagko cien Bakcudanus ¢ COVID-19

Vaccine Janssen ¢ HaOo1aBaHo 0oOpa3yBaHe Ha TPOMOH B KOMOMHAIIMS ¢ HUCKO HUBO Ha
TpOMOOIMTHTE B KpbBTA. TOBa BKIIIOUBA TEXKKHU CIydaH ¢ 00pa3yBaHe Ha TPOMOH,
BKJTFOUMTEITHO HA HEOOMYAWHU MeCTa, KaTO HalIpUMep MO3BK, YepeH Ipo0, yepBa U Jajak, B
HAKOMU CiIydau CbIIPOBOACHO C KbPBCHE. Tes3n ClIydyau ca HaCTbIIHUIIN Hali-Bede B paMKUTC Ha
I'EPBUTE TPU CEAMHUITA CIIE]] BAKCHHAIIMS U TIPH skeHH 1o 60-roauimHa Be3pacT. ChOOIICH €
Clly4ail CbC CMBPTEH U3XO/I.

. Hmynna mpomoéoyumonenus: MHOTO PSIIKO ca ChOOIIaBaHW MHOTO HUCKH HUBA Ha
TPOMOOIIUTHTE B KPBBTA (MMyHHA TPOMOOIMTONEHHS ), KOUTO MOTAaT J1a ObJIAT CBhP3aHH B
KbpBeHe, 0OMKHOBEHO Tpe3 MBPBUTE YeTHPH ceaMuIn ciiell BakcuHanus ¢ COVID-19 Vaccine
Janssen.

[MotbpceTe He320aBHO METUITMHCKA TTOMOIII, aKO TIOYYUTEe CUMITTOMHU, KOUTO MOTAT JIa ca PU3HAIH
Ha HapyIIeHHUs Ha KPBBTA: TEKKO WM YIOPHUTO TIIaBOOOJIHE, IbpUOBE (IPUTIAIBIIN), IPOMEHH B
NICUXUYHUSI CTaTyC WK 3aMbBIJICHO 3peHUe, HEOOSICHUMO KbpPBEHE, ako 0e3 mpu4rHa ce o0pa3yBar
CHUHHMHH I10 KOXaTa N3BbH MACTOTO HA MH)KEKTHPaHEe, KOUTO CE MOSIBSIBAT HAKOJIKO THU CIIe]
BaKCHHAIUATA, TOUKOBUIHN KPBIJIM NETHA M3BBH MSCTOTO HA HHXKEKTUPAHE, aKO CE MOSBHU 3ayX,
Oonka B TpbIHMA KOII, 00JIKa B KpaKa, OTOK Ha Kpaka, Ui yrnopuTa 0onka B kopema. Madopmupaiite
Bammus nekap, ue Hackopo cte Bakcunupanu ¢ COVID-19 Vaccine Janssen.

CuHIpOM Ha HAPYIIEHA KAMJIAPHA MPOMYCKJINBOCT

Cro011aBa ce 3a MHOTO PEIIKH CIIy4ad Ha CHHAPOM Ha HapylleHa Kammisipaa mpomycknusoct (CHKIT)
cnen Bakcuaupane ¢ COVID-19 Vaccine Janssen. [ToHe equH OT 3acerHaTUTE MAIMEHTH € UM
Juardos3a CMHAPOM Ha Hapylui€Ha KalmujisipHa MpomnyCKINBOCT B MUHAJIOTO. CI/IHZ[pOMT)T Ha HapymcHa
KaIlIsipHA TPOIYCKIMBOCT € CEPHO3HO, MOTEHIUAIHO (aTaaHO ChCTOSHIE, PEIN3BUKBAIIO
W3THYaHE Ha TEYHOCT OT MAJKUTE KPHbBOHOCHU CHJI0BE (KaIWIAPH ), KOETO BOJH 10 OBP30 MO yBaHE
Ha pBLETE U KpakaTa, BHE3aIMHO HA/IJaBaHe Ha TETJIO U ycellaHe 3a cadocT (HUCKO KPhBHO
Hasrane). [loTbpceTe He3a0aBHO MEIUIIMHCKA TTOMOIII, aKO Pa3BHETE T€3W CUMIITOMH B JTHUTE CIIE]T
BaKCHHAIUATA.
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Cunapom Ha Guillain-Barré

[Hotbpcere He3a0aBHO MEIUIIMHCKA TTOMOIL, aKO pa3BUETE CIA0OCT U Mapajin3a B KpaWHUIIUTE, KOUTO
Morar jia mporpecupar 1o repaute u uiero (Cuaapom Ha ['nnen-bape). Tosa ce chobmaBa MHOTO
psanko cnen BakcuHanust ¢ COVID-19 Vaccine Janssen.

Jlena 1 IOHOIIH

COVID-19 Vaccine Janssen He ce MpenopbyBa Jia ce M3MO0I3Ba Py Jea noj 18 roguHu.
[TonacTosmem numncBa gocTaTbyHo HHpopManus oTHOCHO ynotpedara Ha COVID-19 Vaccine Janssen
IIPH J€11a U I0OHOIIM 1oA 18-roanniHa Be3pact.

Jpyru aexapersa u COVID-19 Vaccine Janssen
Tps6Ba ga kaxere Ha Bamms nexap wim GpapmaneBT, ako IIpueMare, HACKOPO CTE NPUEMAaJIH WK €
BB3MOXHO Jia IpUEMATC APYTH JICKAaPCTBA UJIM BAKCHUHU.

BpemeHHOCT M KbpMeHe

AKo cTe OpeMeHHa MM KbPMHUTE, CMSTATE, Y€ MOXKe Jja CTe OpeMEeHHa WK TUTaHupaTe OpEMEHHOCT,
nochBeTBalTe ce ¢ Bamms nekap, GpapmaieBT Hin MeIMIIHCKA cecTpa npeau 1a Bu 0b1e nmpuioxena
Ta3H BaKCHHa.

Ilodupane u padoTa ¢ MAIIUHU

Hsikon ot Hexxenanure peaxkiuu Ha COVID-19 Vaccine Janssen, n3dpoenu B Touka 4 (Bbr3mMoxHan
HE)KEJIaHU PEaKIMH), MOXe BPEMEHHO J1a MOBJIUSAT ciocoOHOCTTa BH 3a modupane nin padbota ¢
MamuHy. M3dakaiiTe Te3n peakiuu 1a OTMUHAT, TIpeIu J1a modupare u paboTHTE ¢ MAITUHH.

COVID-19 Vaccine Janssen cbabp:ka HATpUH
ToBa nexapcTBO ChABpka mo-Manko ot 1 mmol Hatpuii (23 mg) Ha mo3a 0,5 ml, T.e. MOXe 1a ce Kaxe,
Yye MPaKTUYECKH HE ChbpKa HaTPUH.

COVID-19 Vaccine Janssen cbIbpia eTAHOJ

ToBa jekapcTBO ChABPIKA 2 ME ANKOX0J (€TaHOJ) BbB Beska f03a ot 0,5 ml. KonndyectBoTO Ha
€TaHoJla B TOBA JIEKAPCTBO € CKBUBAJICHTHO Ha Mo-Maiiko ot 1 ml 6upa nim BuHO. MankoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HAMA J]a UMa HAKAKBU 3a0€1eKUMHU eeKTH.

3. Kak ce mpuirara COVID-19 Vaccine Janssen

Bamusr JICKap, (bapMaueBT NJIKM MEANIMHCKaA CECTpa MIC MHXKXCKTUPAT BaKCHMHATa B MYCKYJI -
OOMKHOBEHO B TOopHaTa 4acCT Ha pbKaTa.

Koixo BakcuHa e nojayumre
Wrxektupa ce equauuHa no3a (0,5 ml) COVID-19 Vaccine Janssen.

Cren nmxekTHpaHeTo Bamust nekap, papMareBT Wi MEJULIMHCKA cecTpa e Bu Habmogasar 3a
OKOJI0 15 MUHYTH 3a IPU3HAIM HA alepruyHa peaKiusl.

AKO UMare HIKaKBH JIOMBIHATEIHA BBIIPOCH, CBBP3aHH C YIIOTpeOaTa Ha Ta3u BaKCHUHA, IONUTANTE
Bamus nekap, papmarieBT Wiv MEIUIIMHCKA CECTPa.

4. Bn3MokHM HeKeIaHU peakiun

Kaxkro Bcnuku Bakcuaun, COVID-19 Vaccine Janssen Moske Ja MpeIM3BHKa HEXEIIaH! PEaKIny,
BBIIPEKU Y€ HE BCEKU T'dl MoIy4aBa. [loBeueTo OT HeKEeNaHUTE PEaKUu Ce MOSABSIBAT 1 Wi 2 JHU cleq

BaKCHHUPAHETO.

HOT’BpCGTe HEe3a0aBHO MCIUIIMHCKA ITIOMOII, aKO B PAMKUTC Ha 3 CCAMUIM CJICA BaKCHMHaALMATa
IMOJIYy4YUTE HSKOI OT CJIICAHUTC CUMIITOMU:
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MOJYYHTE TEXKKO MU YIOPUTO TIaBOOOINE, 3aMBIJICHO 3pEHUE, TIPOMEHHU B IICUXUYHUS CTATYC
WM TBPYOBE (TIPUTIAIBIIN);

pasBHeTe 3a/1yX, OOJIKa B TPBIHU KOIII, OTOK Ha Kpak, 00JIKa B Kpaka WM yIopuTa 00Jika B
Kopema,

3a0enexuTe HeOOMYaiHU CHHUHM MO KOKaTa WM TOYKOBUAHHU KPBIJIM NIETHA, U3BBH MSACTOTO
Ha BaKCHHAIIHS.

HOT’LpCGTe cnmemHa MEIUIIMHCKA ITOMOIL, aKO IMOJYYUTE CUMIITOMU Ha TCXKKa aJICprudHa peakuus.
Takupa PCaKIH MOKEC Ja BKIIFOYBAT KOM6I/IHaI_II/I$I Ha HAKOH OT CJIICAHUTC CUMIITOMU!

MpUMasIBaHe UM CBETOBBPTENK
MIPOMEHH B ITyJIica

3a1Iyx

CBHUPKAIIA XPUTIOBE

MOTyBaHe HA YCTHUTE, JINIIETO WIH I'BPIIOTO
YPTUKapHs WU 00pUB

raJicHe WM TOBPbhIIAaHE

cToMaIlHa OoJKa.

CJ'IC,Z[HI/ITC HCXKCJIaHU PCAKIIUU MOKC Ja Bb3HUKHAT CJICT IMMPUJIIOKCHHUCTO HA Ta3U BAKCHUHA.

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

riaaBobosme

rajicHe

MYCKYJTHH OOJKH

00JIKa Ha MSICTOTO HAa UHXKEKTHPaHE
yCellaHe 3a CUIIHA yMopa

YecTu: Moxe na 3acerHat 10 1 Ha 10 gymmu

3auepBsIBaHE Ha MSCTOTO HA MHXKEKTUPAHE
MOTyBaHe HA MACTOTO Ha HHKEKTHUPaHE
CTYJIEHH TPBIIKH

CTaBHH OOJIKH

KallUIALa

MOBHIIIEHA TEMIIEpaTypa

HeuecTtu: moxe na 3acernat 1o 1 va 100 xymm

00puB

MYCKYyJTHa ci1abocT

0o0JKa B phIIeTe WK KpakaTa
yCellaHe 3a ci1adocT

ycellane 3a o010 Hepa3IoJIoKeHHE
KHUXaHe

BB3MAICHO T'BPIIO

00J1KHU B IrbpOa

TperepeHe

OOWJTHO M3MOTSABaHE

HEOOMYalHO ycelllaHe 1Mo Ko)KaTa, KaTo HallpuMep U3TPBIIBaHE WM MpaBy4YKaHe (IapecTe3ns)
Tapust

3amaiiBaHe

Penxu: moxe ma 3acernar g0 1 va 1 000 gymm

ayepruyHa peaxius
YPTHKApUs

noty T TUM(HA BB3TH (TrM]aIeHOmaTHs)

HaMaJICHO yCeIllaHe 3a JIOTAP WU CETUBHOCT, 0COOCHO Ha KOXKaTa (XUIIEeCTE3Hs)
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. MOCTOSIHEH IIYM B YIIUTE (THHUTYC)
o MOBpBIIaHE
o KPBBHHU ChCHPEIH BbB BeHUTE (BeHO3Ha Tpomboembonus (BTE))

MHoro penku: Moxe 1a 3acerHat 1o 1 va 10 000 nymm

o KPBBHHU ChCHPELH, YECTO Ha HEOONYaliH! MecTa (Hamp. MO3bK, YepeH Apo0, yepBa, Jajak) B
KOMOMHAIINS ¢ HUICKO HUBO Ha TPOMOOIIUTUTE B KPHBTA.
o CEpHO3HO BB3MAaJICHNE HAa HEPBUTE, KOETO MOXKE J1a IPUYMHH NTapain3a U 3aTpyJHEHO IUIIaHe

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

C Heu3BeCTHA 4eCTOTA (OT HATMYHUTE TaHHU HE MOJKE J1a ObJIC HAallpaBeHa OIICHKA)

o TEXKa aJlepru4YHa PEaKIHs

o CHHIPOM Ha HapylleHa KallWIspHa IPOITYyCKINBOCT (ChbCTOSHUE, IPUYMHSBAILO U3THYAHE HA
TEYHOCT OT MaJIKUTE KPHBOHOCHH CBHIOBE)

. HUCKH HUBA HA TPOMOOIIMTUTE B KPHBTA (MIMyHHA TPOMOOIIUTOIIEHUS ), KOSTO MOXKeE Ja ObJe

CBBP3aHO C KbpBeHE (BIXKTe Touka 2, Hapymienus Ha KpbBTa).

Kaxxere na Bamms JICKap, (I)apMaHeBT WM MEAWIMHCKA CECTpa, aKO UMATC HAKAKBU HCXKCJIaHU
peaKknunu, KOUTO Bu MPUTCCHABAT WJIN HC IPCMUHABAT.

Chol01aBaHe HA HesKeJIAHU pPeakIuu

Axo IMMOJIYYUTEC HAKAKBU HCXKCIJIaHU JICKAPCTBCHU PCAKIINHN, YBEIOMETC Bamus JICKap, Q)apMaueBT NN
MEIUIMHCKaA cecTpa. ToBa BKIIIOUBAa BCUYKU Bb3MOXKHU HEONMCAHU B Ta3U JIMCTOBKA HEXKeJIaHH
peakuu. MoskeTe chUIo 1a ChOOIINTE HEXENaH! PEaKkMy AUPEKTHO Ype3 HAlMOHATHATA CUCTEMa 32
choOIaBane, nocoueHa B [Ipuiokenne V, kato BKIIOYNTE NapTHAATA/ITApTUIHUS HOMED, ako ca
HanumaHu. Kato cpoOmaBare HexXeIaHu peakiy, MOXKETe Jja JaJleTe CBOS MPUHOC 3a MoydyaBaHe Ha
noBeve HHPOPMALHs OTHOCHO O€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansibate COVID-19 Vaccine Janssen
CobxpansBaiiTe Ta3u BaKCHHA HAa MSACTO, HEIOCTBITHO 32 JIEIIa.
C’BXpaHHBaﬁTe q)HaKOHa B OpUI'MHAJIHATA KAPTOHCHA OIIAKOBKA, 3a Jia CC MPCAIa3u OT CBCTIIMHA.

Bammsar JICKap, (bapMaL[GBT WM MCAUIIMHCKA CECTpa Ca OTTOBOPHU 3a ChbXPAHABAHCTO HA Ta3U
BAaKCHHA U MPABUIIHOTO U3XBBPJIAHC HAa HCU3IIOJI3BAHUA IIPOAYKT.

[a ce cexpansBa u Tpancmoptupa 3ampasena mpu -25°C go -15°C. Jlarara Ha u3THYaHEe Ha CPOKa Ha
TOJHOCT Npu cbxpaneHue npu -25°C no -15°C e orneuaTan BbpXy (prrakoHa v BHHIIIHATA KAPTOHEHA
omakoBka cnen "EXP/Tonen no:".

Bakcunara e rotoBa 3a ynotpeba ciex pa3mpassiBane. BakcuHaTta Moke Jja ce 10cTaBs 3aMpa3eHa
npu -25°C no -15°C nnu pazmpasena npu 2°C go 8°C.

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

1o 8°C, wu npH CTaiiHa Temreparypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 vyaca 3a pasmpa3siBaHETO Ha KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢iiakoHa, a 3a pa3Mpa3ssBaHETO Ha eMH (HIAKOH I ca HEOOXOIUMHU
MpUOIU3UTENTHO 2 Yyaca.

o Ipu cTaifHa Temnepatypa (MakcuMainHo 25°C) me ca HeoOXoguMH PHOIN3UTENHO 4 yaca 3a
pa3mpassBaHeTO Ha KapToHeHa ornakoBka ¢ 10 uinu 20 ¢gnakoHa, a 3a pa3MpaszsaBaHETO HA eIUH
(haKoH 111e € HeoOX0AUM PUOIU3UTEIHO 1 Yac.

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

32



Bakcunara Moske ChIIO Taka J1a ce ChXpaHsaBa WK TpaHcopTupa B xuaguiHuk npu 2°C no 8°C 3a
€IHOKpaTeH nepuoA 1o 4,5 Mecela, Kato He TpAOBa [a ce M3I0JI3Ba CJIE IbPBOHAYAIHATA JaTa Ha
u3TH4aHe Ha cpoka Ha rogHocT (EXP/T'oxen no:). Cren mpemMecTBaHe Ha MPOAYKTa OT YCJIOBHS Ha
cpxpanenue npu 2°C no 8°C akTyanusupaHaTa JaTa Ha H3THUAHE HA CPOKA Ha TOJTHOCT TpsAOBa ja ce
0TOeneXn Ha BHHIITHATA KAPTOHEHA OMAaKOBKA U BaKCHHATA TPsOBa Jja ce M3II0JI3Ba WIIK 1A ce
M3XBBPIIM J10 Ta3u farta. [I[ppBoHavyanHara 1aTa Ha H3THYAaHEe HA CPOKA Ha TOAHOCT TPsiOBa Aa ce
3auepTae. Bakcuaara Moxe na ce Tpancroptupa u mpu 2°C mo 8°C, ako ce OCUTYPST MOIXOISIINTE
YCIIOBUS Ha ChbXPaHEHHE (TeMIIepaTypa, BpeMe).

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

Kakso csabp:ka COVID-19 Vaccine Janssen

° AKTHUBHOTO BEILLIECTBO € aicHOBUpYC Tul 26, koaupan SARS-CoV-2 mumnos
rakonpotena*(Ad26.COV2-S), He no-mainko ot 8,92 log;y uadekuozan eaunuiy (Inf.U) BbB
Bcsika 1o3a ot 0,5 ml.
* IIpousBenena B kierbuHa JuHusg PER.C6 TetR u upes pekomOunantna JJHK texnomorus.

To3u NpoayKT Chabprka reHeTHYHO Moauduuupanu opranuzmu ('MO).

o [pyrure cbcTaBKH (IOMOIIHH BEIIECTBA) ca:

- Onakoska ot 10 ¢nakona: 2-xuapoxcunponui-p-uuknogekcrpua (HBCD), mumonena
KHCEJIMHA MOHOXHUIPAT, €TAaHOJI, XJIOPOBOIOPOIHA KHUCEINHA, morcopoar 80, HaTpueB
XJIOpHUJI, HATPUEB XUAPOKCHUJI, TPHHATPUEB LUTPAT JUXUAPAT, BOAA 38 MHKEKLUHU (BUXKTE
touka 2 ,,COVID-19 Vaccine Janssen cpappixa HaTpuii u ,,COVID-19 Vaccine Janssen
CBABPKA CTAHOT ).

- OmnakoBka ot 20 ¢iakoHa: 2-xuapoxcunponui-f-uukiogekctput (HBCD), numonena
KHCeJIMHa MOHOXUIPAT, €TaHOJI, XJIOPOBOAOPOAHA KHCENNHAa, noaucopoar 80, HaTpueB
XJIOpUJ, HATPUEB XMIPOKCHU]I, BOZa 32 HHXKeKIMK (BrkTe Touka 2 ,,COVID-19 Vaccine
Janssen cpapprka Hatpuii u ,,COVID-19 Vaccine Janssen cbabpxa eTaHon™).

Kaxk m3rae:xna COVID-19 Vaccine Janssen H KaKBO ChAbp:Ka 0IaKOBKATA
Wmxkekunonna cycrien3ust (mmkekius). CycrnensusnTa e 6e31BeTHa 10 01eJ0KbITa, OUCTpa 10 CUITHO
omanecrentHa (pH 6-6,4).

2,5 ml cycrnieH3ust B MHOT01030B (hi1akoH (CTHKIIO THII [) ¢ r'yMeHa 3amyIiainka, aryMHHUeBa 00KaTKa 1
CHHBO IJIacTMacoBO Kanaue. Beeku ¢uakon ceappika 5 nosu mo 0,5 ml.

COVID-19 Vaccine Janssen ce mpejiara B OnakoBKka, chabpskaiia 10 MHOTro1030BH (biakoHa.
He Bcuuku BHIOBE ONaKOBKM MOTar Ja ObJaT MyCHATH Ha Ta3apa.

IpuTexaTes HA pa3pelleHUETO 32 yHOTpeda
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
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benarns

3a KOHKPETHUSA IPOU3BOJUTEIT HA BAKCUHATA, KOATO CTC MOJYUUIIN, IPOBEPCTE MAPpTUAHUA HOMEP Ha
KapTOHC€HATa OIIaKOBKa UJIM Ha q)HaKOHa 1 CC CBBPIKETE C JIOKATHHA NPCACTABUTEII HA IIPUTECIKATEIIA

Ha pa3pelIeHUeTo 3a ynorpeoa.

3a JOIIBJIHUTCIIHA I/IH(I)OpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA IPUTCIKATCIIA Ha pa3pClICHUCTO 3a yrIOTpe6a:

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

Boarapus
»oKOHCBH & JI)xoHChH brarapus” EOO/
Ten.: +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

E)Mada
Janssen-Cilag @appoakevtikn A.E.B.E.
TnA: +302119906006/0080056540088

Espafia
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

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

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



island Slovenska republika

Janssen-Cilag AB Johnson & Johnson, s.r.o.

c/o Vistor hf. Tel: +421250112534/0080056540088
Simi: +3545390674/0080056540088

Italia Suomi/Finland

Janssen-Cilag SpA Janssen-Cilag Oy

Tel: +390699748520/0080056540088 Puh/Tel: +358981710294/99080056540088
Kvnpog Sverige

Bapvéapoc Xatinmovayng Atod Janssen-Cilag AB

TnA: +35725654186/0080056540088 Ttn: +46851992561/0080056540088
Latvija United Kingdom (Northern Ireland)
UAB "JOHNSON & JOHNSON" filiale Latvija  Janssen Sciences Ireland UC

Tel: +37163138821/0080056540088 Tel: +442076602872/0080056540088

I[aTa Ha MOCJIEAHO MpepasrjacKaaHe Ha JTUCTOBKaTa

Ta3u BakcuHa € pa3pelicHa 3a ynotpeda 1o T. Hap. cxeMa ,,pa3peliaBade moJ| ycimosue . Topa
03Ha4YaBa, 4e 3a Ta3u BAKCHMHA C€ OYAKBaT JOMBIHUTCIHH JaHHH.

EBpomneiickaTa areHIus 1o jgekapcTBaTa e U3BbPIIBaA MPerje Ha HoBaTa HH(GOPMAITUS 3a Ta3H
BaKCHHA IIOHE BEAHBXK TOJIUIIIHO M Ta3W JINCTOBKA ChOTBETHO IIIE CE aKTyallu3Upa.

Ckanupaiite QR xona mo-gony (HaquueH U BbpXY KapToHeHaTa ornakoBka 1 QR kaprara), 3a n1a
MOJTyYUTe JTUCTOBKA HA PA3IUYHU €3UITH.

W nmocerere URL: www.covid19vaccinejanssen.com

Jpyru n3royHuny Ha mHGpopmanus
[TonpoOHa nHOpMaIKs 3a TOBA JICKAPCTBO € IpeocTaBeHa Ha yeOcaiita Ha EBporelickaTa areHIus
o Jexapcrsara: http://www.ema.europa.eu.

Ta3u nucroBka e HannyHa Ha Bcnuku e3uii Ha EC/EUIIT Ha yeOcaiita Ha EBpornieiickara areHius mo
JIEKapCcTBaTa.

IMocouyenaTa mo-10J1y nH(popManus e MpeTHA3ZHAYEHA CAMO 32 METUIIMHCKH CHEIHATHCTH:

L] Kakro Bcuuku MHXCKIIMOHHU BAKCHUHU, Tp;[63a BHHArv aa nMa Ha pasroJIOKECHUC MMOAXO0AAII0
JIeYeHUe W HAOIIO/ISHNE B CITyYail Ha aHa(pUIIaKTUYHA peaKIus CIIe]l IPUIOKEeHIE Ha
COVID-19 Vaccine Janssen. Ciiesi BAKCHHHpaHE Xoparta TpsiOBa Ja ce MpocieasBar ot
MCIUIMUHCKHU CIICHUATINCT B ITPOABIDKCHUC HA Hal-Majko 15 MHUHYTHU.

o COVID-19 Vaccine Janssen He TpsOBa Jja ce cMecBa C IPYTH JICKAPCTBEHH MPOILYKTH U
paspexna B €JHa U ChILA CIIPUHIOBKA.

. COVID-19 Vaccine Janssen He Tps0Ba 1a ce npuiiara ype3 BbTpech0Ba, HHTPAaBEHO3HA,
MIOJIKOYKHA WJIM MHTpPajJiepMaliHa WHXKEKIUS IPH HUKAKBU 0OCTOSATEIICTRA.

o Wmynuzanusara TpsOBa fa ce U3BbPIIBA CaMO Ype3 HHTPAMYCKYJIHA HHXKEKIHSL, 32

MMpEeAINOYUTaHeC B ACITONIHNA MYCKYJI HAa rOpHaTa 4aCT Ha pbKaTa.
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o [Tpu npuiokeHre Ha BCsKa MHKEKIAS MOXe Jla Bh3HUKHE CHHKOM (MIPpUTIaiaHe), BKIFOYUTEITHO
u ¢ COVID-19 Vaccine Janssen. Tps0Ba na ce pasmnonara ¢ npoueaypHu 3a NpeioTBpaTsBaHe Ha
HapaHsBaHE IPH NaJaHe U 32 OBJIAsBaHE Ha CHHKONATHHU PEaKLIUH.

IIpocnenumoct

3a n1a ce mogoOpHM MPOCIEAMMOCTTa HA OMOJIOTMIHUTE JICKAPCTBEHU MPOAYKTH, UMETO U TAPTUIHUAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J]a ce 3alncBart.

Vkazanus 3a OPHUITOKECHUE N pa60Ta:

C Ta3u BakcHHa Tpﬂ6Ba Ja paGOTI/I MCIHUIIMHCKHU CIICOUAJINCT, KaTO MU3II0JI3Ba aCCIITUYHA TCXHUKA, 3a
Ja €€ OCUTYpH CTCPUIITHOCT HA BCAKA 4034a.

[a ce cpxpansBa u TpaHcropTupa 3aMmpasena mpu -25°C go -15°C. Jlarara Ha u3THnyaHe Ha CpoKa Ha
TOJHOCT Npu cbXxpaHeHue npu -25°C o -15°C e orneuaTan BbpXy (piiaKoHa M BHHIIHATA KAPTOHEHA
omakoBka ciien "EXP/Tonen mo:".

Bakcunara e roroBa 3a ynotpeba ciex pa3mpassiBane. BakcuHaTta Moke Jia ce 10cTaBs 3aMpa3eHa
npu -25°C no -15°C nnu pazmpasena npu 2°C go 8°C.

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

1o 8°C, wu npH cTaliHa TeMIeparypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnmsuTenHo 13 vyaca 3a pasmpassiBaHETO Ha KApTOHEHA
omakoBka ¢ 10 wiu 20 ¢uiakoHa, a 3a pa3Mpa3ssBaHETO Ha ¢IUH (HIIAKOH Il ca HEOOXOIUMHU
MpUOIU3UTENTHO 2 Yyaca.

o npu craiiHa Temrieparypa (MakcumaiHo 25°C) me ca HeoOX0AUMH MPHOIM3UTENHO 4 Yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBka ¢ 10 uinu 20 gnakoHa, a 3a pa3MpassaBaHETO HA eIUH
(hakoH mie e HeoOXoauM NpUOIM3UTENHO 1 Yac.

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

Bakcunara Mojke CBITIO Taka Jia Ce ChbXpaHsIBa WK TpaHcropTupa B xiaaauwaauk mpu 2°C go 8°C 3a
eHOKpaTeH nepuoa 1o 4,5 Meceria, Kato He TpsiOBa Ja ce M3MOJ3Ba Clie]] IbpBOHAYAIHATA J]aTa Ha
u3tnyade Ha cpoka Ha roaHocT (EXP/T'ogen n0:). Cnen npeMecTBaHe Ha IPOIYKTa OT YCJIOBHS Ha
cpxpanenue npH 2°C go 8°C akTyanus3upaHaTa AaTa Ha H3THYaHE Ha CPOKa Ha TOIHOCT TpsiOBa J1a ce
0TOEJIe)KN Ha BHHITHATA KAPTOHEHA OMTAaKOBKA W BAKCHHATA TPSIOBA J]a ce M3II0JI3Ba UITH 1A ce
M3XBBPIIM J10 Ta3M farta. [[ppBoHavyanHaTa 1aTa Ha U3TUYAaHE HA CPOKA Ha FOAHOCT TPsOBa Aa ce
3aueprae. BakcunaTta Moxke aa ce Tpancnoprupa 1 npu 2°C no 8°C, ako ce OCUTypAT HOAXOASIIUTE
YCIIOBHS Ha ChXpaHEHUE (TeMIepaTypa, Bpeme).

C’BXpaHfIBafITe q)HaKOHI/ITe B OpUI'MHAJIHATAa KAPTOHCHA OITIAKOBKA, 34 1a CC MPCAMNA34AT OT CBCTJIIMHA U
3a Ja Cc€ OTOENIEKH CPOKBT Ha T'OAHOCT IIPU PA3JIMYHUTC YCIIOBUA HAa CbXPAaHCHUEC, aKO € IPUIIOKHUMO.

COVID-19 Vaccine Janssen e 0e31BeTHa 10 0JIe0KBIITa, OUCTPa 10 CHIIHO ONANECLCHTHA CYCICH3HS
(pH 6-6,4). [lpeau npunoxeHNETO BakCHHATa TPsiOBa 1a ce MPOBEPH BU3YaAJIHO 33 HAJMYUE HA BUJUMHU
YacTUIIM WK POMsiHA Ha 1BeTa. [Ipeau npunokenne (akoHbT TpsOBa j1a ce MPOBEPH BU3YaITHO 32
HaJINYMe Ha MyKHATUHYU WU HAKaKBYA IPOMEHM BHB BBHILHUS BUJ, Halp. IpU3HAIMU Ha oTBapsiHe. He
MIpUJIaraiiTe BaKkCMHaTa PH HAJIMYKME HA TAKUBa MPU3HALM.

[Ipenu npunarase Ha 703a OT BAKCMHATA BHUMATEIHO 3aBbpTETe (pilakoHa B U3MPABEHO IOJIOKEHHE B
npoabkenue Ha 10 cexkynau. [a He ce paskiama. M3non3BaiTe cTepuiiia Urjia U CTepUIHa
CIIPUHIIOBKA, 3a J1a U3TETJINTE eAMHUYHA 1032 OT 0,5 ml 0T MHOT01030BHS (PJIAKOH, KaTO s IPHIIOKUTE
caMo Ype3 MHTPaMYCKYJTHA WHKEKIIMS B JENTOUIHISI MYCKYJI Ha TOpHATA YacT Ha phKarTa.

OT MHOTO71030BUs (hJTAKOH MOXKE JIa Ce M3TETJIAT Hail-MHOTO 5 103u. M3XBBHpIieTe ocTaHanara BbB
(hakoHa BaKCHHA CJIe]] U3TETJIIHE Ha 5 103H.
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Cren mbpBOTO MyHKTHpaHe Ha (1akoHa BakcuHaTa ((hrakoHa) Moxe aa ce cbxpaHsasa rnpu 2°C mo §°C
Ito 6 gaca Wik Ha CTaifHa TeMiiepaTypa (MakcumanHo 25°C) 3a eqHOKpaTeH Mepuo A0 3 Jaca.
UzxBbpriere (hrakoHa, ako BaKCHHATA, HE € U3I0JI3BaHa B paMKUTE Ha To3u nepuo. Cien mbpBoTO
NYHKTUpaHe Ha (JiaKoHa BbPXY €THKETa Ha BCEKH (DJIaKOH 3alMIIeTe JaTaTa U 4aca, KoraTto (IakOHbT
TpsiOBa J1a ce€ U3XBBPIIH.

UsxBbpasHe
Hewusnon3BanaTta BakCHHA WM OTHAABUYHATE MATEPHATU OT Hes TPSOBA /1a Ce U3XBHPJIAT B

CBOTBETCTBHUEC C MCCTHUTC YKAa3aHU 3a q)apMaHeBTI/IT-IHI/I OTIaabIIH. HpI/I CquaﬁHO pasiiMBaHC
MACTOTO TpSI6Ba Ja ce ):[eSI/IH(i)GKL[I/Ipa CbhC CpCACTBA C BUpUIIUJHA aKTUBHOCT CPCILy aACHOBUPYC.
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