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.



CunaapoM Ha TpomM003a ¢ TPOMOOILIMTOIIEHUS

MHoro psiako cien Bakcunaius ¢ COVID-19 Vaccine Janssen e HabmogaBana Tpom0o3a B
KOMOMHAaNus ¢ TPOMOOLIMTONICHHUS, B HSKOM ClIydal ChIIPOBOJEHA C KbpBeHE. ToBa BKIIIOYBA TEKKU
Cllydad Ha BEHO3Ha TpomOo3a ¢ HeoOMyJaiiHa JTOKaNIn3alus, KaTo TpoM003a Ha MO3bUYECH BEHO3EH
CHHYC, TPOMOO03a Ha CINIAHXHMKOBA BEHA, KAKTO M apTepHaiHa TpoM003a, ChII'TCTBAHA OT
TpomOouuToneHus. CpoOIIeH e ciaydail ¢ JeTaneH u3xo. Te3u ciayvan ca HaCTBIIWIN B pAMKUTE Ha
I'BPBUTE TPU CEAMMULM CJIe] BAKCHHALMATA U Hal-Beue MpH *KeHu nof 60-roguirHa Bs3pacT.

MeauIMHCKUTE CIIeUAIMCTH TPAOBa J1a MOAX0XKIAT ¢ OBHUIIICHO BHUMAHKE 10 OTHOIICHUE Ha
MIPU3HAIIUTE ¥ CHMIITOMUTE Ha TPOMOOEMOOIHS W/Witi TpoMOoIuTONIeHs. BakciuanpanuTe numna
TpsiOBa Ja ObJAT MHCTPYKTUPAHHM Ja TOTHPCAT He3a0aBHO MEAMIIMHCKA TTOMOIII, aKO CJIC]T
BaKCHHAIUATA Pa3BUAT CUMIITOMH KaTo 3a1yX, 00JIKa B IPhIHUS KOIII, 00JIKa B KpaKa, OTOK Ha Kpak,
WK yrnopuTa KopeMHa 6onka. OCBEH TOBa BCEKH, KOHUTO CJIe]] BAKCHHAIUATA € TTOTYIHIT
HEBPOJIOTHYHU CHMITTOMH, KOMTO BKJIIOYBAT TEXKKO WIH YIIOPUTO TIIaBOOOJIHE, THPUOBE, TPOMEHH B
MICUXWYHUS CTaTyC WX 3aMbIJIEHO 3PEHUE, WM CJIE] HSIKOJIKO JHU € TIOJIYyYHI KOKHU
KpbBOHACsAAaHUS (TIETeXUs ), U3BBH MICTOTO Ha HHXKEKTUpPaHe, TPSAOBa J1a MOTHPCH He3a0aBHO
MEOUIMHCKA ITOMOIII.

[Ipu cnyuait Ha TpoMO03a B KOMOUHAIMS ¢ TPOMOOIMTOIICHHS € HEOOXOAUMO CIICIIHATN3UPAHO
nedeHne. MeANIIMHCKAUTE CTIICIUATINCTH TPSOBA J1a HAPaBAT CIPaBKa B ChOTBETHOTO PHKOBOCTBO
W/WIH Ja ¢ KOHCYJITUPAT ChC CIICIUATMCTH (HAIP. XEMaTOJI03H, CIICIIMATUCTH 110 HAPYIICHUS Ha
KPBBOCHCHUPBAHETO), 32 J1a TUATHOCTUITUPAT U JIEKYBaT TOBA ChCTOSHUE.

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 JINIaTa, KOUTO Pa3BUAT TpoMOO03a B paMKUTE Ha 3 CEAMMIIU CJIe]] BAKCHHAIIUATA, TPSOBa Ja
OB/IaT U3CIICABAHM 32 TPOMOOIIMTOTICHUSL.

Puck om kvpsene npu unmpamyckyano npunodxcenue

Kakro npu apyru HHTpaMyCKyJITHH HHXKEKIIH, BAKCHHATA TPAOBa Ja ce Mpujiara BHUMAaTeIHO MPH
JIMLIA, TOJTyYaBally aHTUKOATyJaHTHA TEPaIlusl UM TaKHBa C TPOMOOIUTOIICHHUS WIIN HAKAKBO
HapyIIeHne Ha KPhbBOCKCUPBAHETO (HAIp. XeMOo(MIHs), 3alI0TO cIie]l HHTPaMYCKYJIHO MPUIOKEHUE
IPU TAX MOXKE /14 HACTBIIM KbPBEHE MM 00pa3yBaHe HA CHHUHH.

CI/IH}IDOM Ha HApYIICHA KalnWJIIpHa MPOIMYCKINMBOCT

CpoOmaBaT ce MHOTO PEJIKU CIIy4ad Ha CHHAPOM Ha HapyliieHa kanmisipHa npomyckimsoct (CHKIT)
npe3 mepBHUTe JAHU cnen BakcuHaus ¢ COVID-19 Vaccine Janssen, B HIKOW cllydau ¢ JIETaJCH U3XO/I.
Cro011aBa ce 3a HamyHa aHamHe3a 3a CLS. CLS e pazko HapyIllIeHHE, KOETO CE XapaKTepu3upa ¢
OCTPH €TM30H Ha OTOK, 3aCsralll TNIABHO KPaWHUIUTE, XUTIOTOHHS, XeMOKOHIICHTPAIUS 1
xunoanoymuaeMus. [lanmentute ¢ octbp enuzon Ha CLS cien BakcHHAIMS ce HY X AaiT oT Obp30
JMarHOCTULIMpaHe U JieueHrne. OOMKHOBEHO Ce Hajlara MHTCH3MBHA MObprKalla Tepanus. Jlunara ¢
ycTaHoBeHa anaMHe3a 3a CLS He TpsiOBa fa ce BakCHHUpAT C Ta3u BakcHHA. Bukre chio Touka 4.3.

CunapoM Ha Guillain-Barré

Mmoro psaxko cien BakcuHanms ¢ COVID-19 Vaccine Janssen ce cbo01aBa 3a CHHIPOM Ha
Guillain-Barré (GBS). MeauIMHCKHATE CIIEHUAIMCTH TPsAOBa 1a ObAAT C IOBUIIICHO BHUMAHHUE 3a
npusHany u cumntomu Ha GBS 3a m1a ce rapanTrpa npaBmiIHA AUMArHO3a, 32 Ja €€ UHUIIUUPAT
aJICKBaTHH TTOIIbPKAIIY TPYDKU U JISYCHHUE, U Ja C€ U3KITI0YAT APyTH IPUIHHH.

JIMyHOKOMIIpOMETHPAHHU JINLIA

E(I)I/IKaCHOCTTa, 0€30IMacCHOCTTA U HMYHOTCHHOCTTA HAa BAKCHHATA HC Ca OLICHCHU IIpU
HMYHOKOMITPOMETHPAHU JIUIIA, BKIIIOUHUTCIIHO TE3U, IMMOJTydYaBallld UMYHOCYIIPECUBHA TCpaIus.



Eduxacnocrra Ha COVID-19 Vaccine Janssen Mosxe 1a Obie MO-HUCKA IPU UMYHOKOMIIPOMETHPAaHU
1.

HDOI[T)JDKI/ITCIIHOCT Ha 3ammrara

HpO,I[’LJ'DKI/ITCJ'IHOCTTa Ha OCUTypCHAaTa OT BAKCHHATA 3allluTa ¢ HCU3BCCTHA, TBH KaTo TS € B mnmponec Ha
YCTAaHOBABAHC BBB BCC OIIEC NPOABJIKaBallll KIIMHUYHU U3ITUTBAHUA.

OFDaHI/I‘leHHH Ha e(beKTI/IBHOCTTa Ha BAKCHHATa

3amuTara 3amouBa okojio 14 nHu cies BakcHHUpaHeTo. KakTo mpyu BCHYKH BaKCHHH, BAKCUHUPAHETO
¢ COVID-19 Vaccine Janssen MOxe 1a He OCUTYPH 3aIUTa Ha BCHUYKH PELUIMEHTH Ha BaKCUHATA
(Bk. Touka 5.1).

Tlomonrau BCIICCTBA

Hampuii
To3zu nekapcTBEH MPOAYKT ChABPXKa Mo-Mainko oT 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOJKE J1a C€ KaXke, 4e MPAKTHUYECKU HE ChABPKA HATPHIL.

Emanon
To3u nexapcTBeH NPOAYKT ChIbpxkKa 2 mg aakoxo (eraHoin) Ha g03a ot 0,5 ml. MankoTo KoIn4ecTBo
AJIKOXOJI B TO3H JICKAPCTBEH MPOIYKT HAMA J1a OKAXKE HAKAKBH 3a0€ICKUMU €PEKTH.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHM NPOAYKTH M APYTrH (PJOpMH Ha B3aUMojelicTBHe

He ca mpoBexxaanu npoydBanus 3a B3auMoeicTBusATa. ChbTCTBAIOTO npuiioxkenne Ha COVID-19
Vaccine Janssen ¢ Ipyry BAaKCHHU HE € TPOYYBAHO.

4.6 @epTUaAUTET, O)PEMEHHOCT U KbpMeHe

Bbpemennoct

Wwma orpannden onut ot ynotpedara Ha COVID-19 Vaccine Janssen nipu OpeMeHHH KEHH.
[IpoyuBanusta npu xkuBoTHU ¢ COVID-19 Vaccine Janssen He moka3Bat Npeku U HEIPEKH BPEIHU
edexTH, CBbp3aHu ¢ OpeMEHHOCTTa, eMOPHO/(PETaTHOTO pa3BUTHE, PAsKAAHETO WM MOCTHATAIHOTO
pasBuTHe (BX. Touka 5.3).

[Ipunoxenne Ha COVID-19 Vaccine Janssen npu OpemeHHOCT TpsiOBa a ce uMa MpeaBHl, CaMo
KOTaTo MOTeHIMATHUTE TIOI3M HaIXBhPIIAT NOTEHIIMATHIUTE PUCKOBE 32 MalikaTa U IUIoAa.

Kopmene

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

DepTUnuTer

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

4.7 EdexTn BbpXy cnoco0HOCTTA 32 modupaHe u padoTa ¢ MAIIUHA
COVID-19 Vaccine Janssen He MOBIUsIBA WIK HOBJIHABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a MIO(pUpaHe

1 pabora ¢ MauHu. Hsakou oT HexXellaHUuTe peakiuy, CIOMEHATH B Touka 4.8, o0aue Morat BpeMEHHO
Jia TIOBITUSISIT CIOCOOHOCTTA 32 odupaHe U paboTa ¢ MalIuHHU.



4.8

Hesxesranm iekapcTBeHU peakinu

Pesrome Ha npoduia Ha 6€30IMaCHOCT

Bbezonacnoctra Ha COVID-19 Vaccine Janssen e olieHeHa B €JHO TEKYILO MPOYYBaHE
¢aza 3 (COV3001). O6mo 21 895 Bp3pacTHU Ha Bb3pacT 18 u noBeye roannu ca noxyunnu COVID-
19 Vaccine Janssen. MearanaTa Ha Bp3pacTTa Ha yUYaCTHUIMTE € 52 rouHH (Iuamna3zoH 18-

100 FO,[[I/IHI/I). Amnanu3 Ha 6e30IMacHOCTTa € U3BBPIICH CJICA JOCTUIAHC HA MEIMaHaTa Ha

MPOABIDKUTEITHOCTTA Ha MPOCTesBane 2 Mecella ciell BaKCHHUpaHeTo. Halm4yHo e mo-1piro
mpoceasaBaHe Ha Oe3omacHocTTa >2 Mecena 3a 11 948 Bw3pacthu, monyunan COVID-19 Vaccine

Janssen.

B nmpoyusane COV3001 Haii-uecTo cho0IIaBaHaTa JIOKATHA HEXKEJIaHa Peakius € O0JIKa Ha MACTOTO
Ha WHKeKkTupane (48,6%). Hali-uecTure CUCTEMHHU HEXEaHU peakiuu ca riaBodonue (38,9%), ymopa
(38,2%), muanrus (33,2%) u ragene (14,2%). [Ipu 9% ot ydacTHUIIHTE Ce HAOIIO1aBa TTHPEKCHUS
(onpexnenena kato TenecHa Temneparypa >38,0°C). [ToBeueTo HexenaHU peakMi Bb3HUKBAT B

paMKuTe Ha 1-2 THH ciie BAKCUHUPAHETO U ca JICKH JI0 YMEPEHH 110 TEKECT U C KpaTKa
npoabIKATETHOCT (1-2 mHM).

PeaxTroreHHOCTTa OOMKHOBEHO € 10-JIeKa U ce ChoOIIaBa Mo-pAIKO P Bb3PACTHH B NO-HAIIPEAHANIA
BB3pacT (763 BB3pacTHU >65 rOANHN).

[IpodunbT Ha 0€30IIACHOCT OOMKHOBEHO € CXOCH MPH YUYACTHHIIN ChC WM 03 IPEAXOIHHU JaHHU 3a
uHpexnus cb¢ SARS-CoV-2 Ha u3xoano HuBo. O01110 2 151 B3pacTHH, CEPONO3UTHBHU HA U3XO0IHO
HUBO, ca nonyumwtu COVID-19 Vaccine Janssen (9,8%).

CuchbK Ha HEXKEIIAHUTE PCaAKIIUU B TabIuYEH BUJT

Hexenanu nexapcTBeHH peakiuy, HaOI0gaBanu 1o Bpeme Ha npoyuBane COV3001 unu ot
MOCTMAaPKETHHTOBU M3TOYHHIIY, ca OpraHu3upany 1o cuctemo-opranet kinac (COK) mo MedDRA.
Kareropuure Ha yecToTaTa ca OnpeeleHn KakTo CIe/IBa:
Mmoro yectu (> 1/10);
Yecru (> 1/100 go < 1/10);

Heuectn (> 1/1000 10 < 1/100);

Penxu (> 1/10 000 go < 1/1 000);
Mmoro penku (< 1/1 000);
C HensBecTHa yecToTa (0T HATMYHUTE JIaHHU HE MOKe J1a ObJie HallpaBeHa OIeHKa).

B PAaMKHUTC HAa BCAKO I'PYIMUPAHEC 1O YECTOTA HCIKCIIAHUTC PCAKIIUU Ca NPCACTABCHU B HU3XOJAIL PC
10 OTHOIICHUEC Ha TAXHATa CEPUO3HOCT.

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

C Hen3BecTHA
yecToTa (0T

HAJTUYHHUTE
JaHHU He MOKe
Mmuoro Yectn HeuecTn Penkn Mpmuoro na obae
CucreMo-opranes 4ecTH (=1/100 no =1/1 000 7o | (=1/10 000 o peaKu HalpaBeHa
KJIac (=1/10) <1/10) <1/100) <1/1 000) (< 1/1 000) OIICHKA)
Hapymenus na Jlmmpaneno
KpBBTa U TUM(pHaTa naTus
crcreMa
Hapymenus na CBpBX4yBCT Anadunaxcus’®
MMYHHATa cHucTeMa BHUTEIJIHOCT?;
yYpTHKapus
Hapymenus na I'maBoGoIHM Tpemop; Xunectezus | CuHApoM Ha
HEpBHATa cucTemMa e napecresus Guillain-
Barré




Hapymenus na Tunutyc
YXOTO M JTaOHUpUHTA
CproBu Tpombo3a B Cunapom Ha
HapyIICHHUS KOMOWHAIHA HapymeHa
c KaIWIsIpHa
TPOMOOIIMTO | TPOIYCKIUBOCT
TICHUS"
Pecniuparopuu, Kamuna Kuxane;
TPBIHYA U opoctapuHre
MeIaCTHHAITHH ayHa 6onka
HapyIICHHs
CroMaliHo-4peBHU Tlanene Huapus [HoBpbuiane
HapyIICHHs
Hapymenus na O06pus;
KO’KaTa XHIIEPXUPO
MOJKO)KHATA ThKaH 3a
Hapymenus na Muanrus ApTtpanrus MyckynHa
MYCKYJTHO- ciabocr;
CKEJICTHAaTa Ooinka B
CHCTEMA U KpalHUK;
CHhEIUHHUTEIHATA Ooska B
ThKaH rppOa
OO0y HapyIIeHUS YmMmopa; IMupexcus; AcTteHus;
U e(heKTH Ha Oonka Ha €pUTEM Ha | HEpasIoI0oX
MSICTOTO Ha MSICTOTO MSICTOTO Ha eHne
MPWIOKECHHUE Ha WH)KEKTHPaH
UIKEKTUD | €; ITo/yBaHe
aHe Ha MSICTOTO
Ha
HH)KEKTHUPaH
e; CTyJleHH
TPBIKH

Cuyuau, IOTy4YeHHU OT TEKYIIO OTKPUTO mpoyuBane B FOxHa Adprka.

CBp’LX‘IyBCTBI/ITeHHOCT CC OTHACA A0 aJICPIruiHU PCaKIMU Ha KOKaTa U MMOAKOKHATa ThKaH.

I[Tpe3 mocTMapKeTHHIOBHS IIEPUO/] Ce CHOOIAaBa 3a TEXKKHU K MHOTO PEJIKH CIIy4ad Ha TpoM003a B KOMOMHALUS C

TpoMbouuToneHus1. Te BKIIOYBAT BeHO3HA TPoMO03a, KaTo HanpuMep TpoMO03a Ha MO3bUECH BEHO3EH CHHYC, TpoMO03a Ha

CIUTAaHXHHUKOBA BEHa, KaKTO M apTepualiHa TpoMOo03a (BXK. Touka 4.4).

Cro011aBane Ha IO03UPAHN HEXEIAHU PEaKIInu

Cpo0maBaHeTo Ha MOIO3UPAHU HEXKEIAHU PEaKIUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JTeKapCTBEHUS
NPOJIYKT € BayKHO. ToBa MO3BOJISIBA J1a TIPOIBIKY HAOIOJIEHUETO Ha CHOTHOIICHUETO TI0JI3a/PHCK 32
JIEKapCTBEHUA MPOIyKT. OT MEIUIIMHCKUTE CIICITIHATUCTH CE M3UCKBA J1a CHOOIIaBaT BCAKA
MOT03UpaHa HeXKEaHa PeaKius Ype3 HAITMOHAIHA CUCTeMa 3a ChOOIIaBaHe, IOCOYCHA B
ITpunoxenue V.

4.9 TIlpeno3mpane

Hsma cpoOiienu ciyyaun Ha npeao3upane. B npoyuBanusTa dasa 1/2, kpAeTO € Mpuiarana mo-BUcoka
no3a (o 2 metr), COVID-19 Vaccine Janssen ce moHacs 1o0pe, HO BAKCHHUPAHHTE JINIA ChOOIaBaT
3a MMOBUIIIEHA PEaKTOTEHHOCT (3acwiieHa 00JIka Ha MSICTOTO Ha BAKCHHHpPaHEe, yMOpa, TIaBo0oIue,
MUAJTHSI, TAJACHE U THPEKCHUS).

B cnyuaii Ha npeno3upane ce nmpenopbyBa HAOIIOAEHUE HA KU3HEHUTE (QYHKLIUHU U €BEHTYaIHO
CUMITOMATHYHO JICUEHHE.



5. ®APMAKOJIOTMYHHA CBOMCTBA
5.1 ®apmakoaMHAMUYHU CBOWCTBA
®dapMakoTepaneBTHYHA rpyna: Bakcunu, npyru BupycHu Bakcunu, ATC koxa: JO7BX03

MexaHus3bM Ha JIENCTBUE

COVID-19 Vaccine Janssen € MOHOBaJIeHTHA BaKCHHA, ChCTaBEHA OT BEKTOP, KOWTO €
PEKOMOMHAHTEH, HEPETUTMKUPAIIL Ce YOBEIIKH aicHOBUpYC TUN 26, koaupai SARS-CoV-2 mmmnos (S)
TJIMKOTIPOTEHH C IThJIHA IBJDKUHA B cTaOUIM3upana koHpopmarus. Cies npriioxkeHne

S rmukonporenHsT HA SARS-CoV-2 ce excrpecupa NpexoaHO, KaTo CTUMYJIUpPA KaKTo
HEYTpaIU3UPALINTE, TaKa U APYTH (GYHKIIMOHATIHU S crieluUIHN aHTUTeNa, KAaKTO U KIIEThYHN
MMYHHHU OTTOBOPH, HACOUEHH CPElly S aHTUTeHa, KOETO MOXe J]a IOTIPUHECE 3a 3alllUTa CPerry
COVID-19.

Kinnnnuna edukacHocT

B MoMeHTa ce mpoBexga eAHO MHOTOLIEHTPOBO, PAaHAOMH3UPAHO, JBOWHOCIIAIIO, IIae60-
KOHTpOJIMpaHo npoyyBane ¢asza 3 (COV3001) B Coenunenure math, FOxna Adprka u 1bpKaBu OT
JlatnHCcKa AMepuKa 3a OIleHKa Ha e(pUKACHOCTTA, 0€30IaCHOCTTa U HIMyHOT€HHOCTTA Ha CTUHHYHA
no3a COVID-19 Vaccine Janssen 3a npesennus Ha COVID-19 npu Bp3pacTthu Ha 18 1 moBeue
roguad. OT MPOYYBAHETO ca M3KIIFOYCHH JIUIA C OTKJIIOHEHUS BbB (DYHKIUATA HA UMyHHATa CUCTEMa B
CJIEICTBUE Ha KJIMHUYHO 3a00JIsIBaHe, JIUIA HA IMYHOCYIIPECUBHU TE€paly B paMKHUTE Ha 6 Mecela
KaKTO U OpeMeHHHM XeHHU. YdacTHUIM cbe ctabmina HIV nndexnus, kouTo ce JeKyBaT, He ca
u3KIoueHu. Paspemienu 3a ynorpeda BakCHHH, ¢ U3KIIOUYCHHUE HA )KUBU BaKCHHHU, MOTaT Ja ce
MpuIaraT mosede oT 14 mHu mpenu win mosede ot 14 qHu ciie]] BAKCHHHPAHETO B MPOYYBAHETO.
Paspernienu 3a ynotpeda »KHUBH aTCHIOMPAHU BaKCHMHU MOTaT Jia ce IpujaraT moseve ot 28 AHU peau
WIM TIOBEYE OT 28 AHU cliell BAKCHHUPAHETO B IPOYYBAHETO.

0061110 44 325 nuia ca paHIOMHU3HPAHK YCIIOPEIHO B ChOTHOIICHKE 1:1 3a moyyBaHe Ha
uHTpamyckyiaHa naxekius ¢ COVID-19 Vaccine Janssen wiu mnane6o. O61mo 21 895 pp3pacTau
noxyuaBaT COVID-19 Vaccine Janssen u 21 888 Bp3pacTHu noiyuasaTt mianebo. Menuanara Ha
MPOABDKUTETHOCTTA Ha MPOCTeIIBaHe Ha YYACTHUIUTE ClIe]] BAKCHHUPAHETO € 58 nuu (auama3oH: 1-
124 num).

[Tonynamnusra 3a mbpBUYCH aHaU3 3a eprukacHocT oT 39 321 nuia Bimousa 38 059 cepoHeraTUBHH
3a SARS-CoV-2 nuna Ha n3xoaHo HUBO U 1 262 nHiia ¢ HEU3BECTEH CepOCTaTycC.

Jemorpadckure TaHHN ¥ U3XOAHUTE XapaKTEPUCTUKH ca CXOJHH NpH Juiara, nonyuuan COVID-19
Vaccine Janssen, 1 mony4uiure 1miamne6o. B momynanusita 3a mbpBUYeH aHAIH3 32 €YUKACHOCT
MeuaHara Ha Bb3pacTrta npu juuata, nonydwin COVID-19 Vaccine Janssen, e 52,0 roguau
(mmamnazon: 18 no 100 rogunm); 79,7% (N=15 646) ot nuiata ca Ha BB3pacT oT 18 1o 64 roguan
[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
Jlatuacka Amepuka, a 12,6% ca ot IOxHa Adpuka (FOxxHoadprkancka pemy6ianka). O6mo 7 8§30
(39,9%) ot xopaTa UMaT MOHE €IHO BEYE CHITIECTBYBAIIO CHITHTCTBAIIO 3a00JIsIBaHEe, CBHP3aHO C
MOBHILIEH PUCK OT MpOTpecHs KbM TexXKo mpoTudane Ha COVID-19 Ha u3xoaHO0 HUBO
(chobTCTBANMTE 3a00J1ABaHKs BKIIOUBAT: 3aTIbCTIBAHE, onpeaeiaeHo karo UTM >30 kg/m? (27,5%),
xunepronus (10,3%), nuadet tun 2 (7,2%), crabunna/noope koutponupana HIV nndexnus (2,5%),
CepUO3HU ChpaeyHu 3aboiaBanus (2,4%) u actMma (1,3%)). JIpyru chIrbTCTBAIIH 3a00JIIBaHUS CE
ycTaHoBsiBatT npu <1% ot nuuara.

Crydante Ha COVID-19 ca moTBBpIeHN OT IIEHTpaJIHA JTa00paTOpHsl BH3 OCHOBA Ha MOJIOKHUTEIICH
pesynrar 3a SARS-CoV-2 Bupycua PHK, monyder ¢ tect Ha 6a3aTa Ha moinmMepa3Ha BEpHKHA
peakuus (PCR). O6mara epukacHOCT Ha BaKCHHATA B €()UKACTHOCTTA 110 OCHOBHU BH3PAcTOBH IPYITH
e mpencraBeHa B Tabnuma 2.



Tabnuua 2: Auanu3 Ha epukacHocTra Ha Bakcunara cpemry COVID-19° npu SARS-CoV-2
CEePOHEraTHBHM Bb3PACTHM - MOMYJIalMs 32 MbPBUYEH aHAJIM3 32 eUKACHOCT

COVID-19 Vaccine
Janssen Inauedo
N=19 630 N=19 691
Cayuyau Ha | YoBeko | Cayuyau Ha | YoBeko % e(uKacHOCT HA
COVID-19 TOANHH COVID-19 TOANHH BaKCHHAaTa
Ioarpyna (n) (n) (95% CI)*
14 nHu cjeaq BAKCHHHPAHETO
Beuuku 116 3116,57 348 3096,12 66.9
yYacTHUIIH® (59,03; 73,40)
18 mo 64- 107 2 530,27 297 2511,23 64,2
TOJIMIIIHA BB3PacT (55,26; 71,61)
65 u noBeye 9 586,31 51 584,89 82,4
TOJMHHA (63,90; 92,38)
75 u T1oBCUE 0 107,37 8 99,15 100
TOJIUHHA (45,90; 100,00)
28 1HM cJeq BAKCHHHPAHETO
Beuuku 66 3102,00 193 3 070,65 66,1
yYacTHUIH® (55,01; 74,80)
18 mo 64- 60 2 518,73 170 2490,11 65.1
TOJIMIITHA BB3PACT (52.91; 74.45)
65 u nopeye 6 583,27 23 580,54 74,0
TOJIUHHI (34,40; 91,35)
75 u 1IoBCUC 0 106,42 3 98,06 -
TOIUHHN

CoobpBHYHA KpaiiHa TOYKA (KaKTO € AeHUHHPAHO B MPOTOKOIA).

Cumnromatiaern COVID-19, m3uckpamn nonoxutenex pesynrat oT RT-PCR u none 1 pecriupaTopeH Mpu3HAK HITH
CHMIITOM, WM 2 APYTY CUCTEMHH IPH3HAKA WM CHMITOMA, KaKTO ca Ae(DHHUPAHU 110 TIPOTOKOIL.

JloBepHUTEIHNTE HHTEPBANIH 32 “BCHUKH YJaCTHUIN* ca KOPUTHPAHH, 3a 1a € IIPIIIOKH KOHTPOJI Ha Ipemnika Tvm [ 3a
MHO>XECTBEHO TeCTBaHe. JIOBEpHTEITHUTE HHTEPBANIN 33 BE3PACTOBHUTE TPYIH Ca IPEACTABEHN HEKOPUTUPAHH.

Eduxacnoctra Ha BakcuHaTta cperty Texbk COVID-19 e npencrasena B Tabauua 3 mo-goay.

Ta6anna 3: AHaIu3 Ha e(pMKACHOCTTA HA BakcuHaTa cpemy Texbk COVID-19* npu SARS-
CoV-2 cepoHeraTHBHHM Bb3PACTHH - NOMYJIALHAS, IPH KOATO € HANPaBeH
I’bPBHYEH AaHAJIN3 HA e(PUKACHOCTTA

COVID-19 Vaccine IInaneodo
Janssen N=19 630 N=19 691 %
Ciy4an Ha Yogeko Ciay4an Ha Yosexo epuxacHoct
COVID-19 TOJAMHH COVID-19 TOAMHU Ha BAKCHHATA
Hoarpyna (n) (n) (95% CI)°
14 nHuU cje] BAKCHHUPAHETO
TexbK 76,7
14 3125,05 60 3122,03 (54,56; 89,09)
28 1HM cj1el BAKCHHUPAHETO
TexkbK 85,4
5 3 106,15 34 3082,58 (54,15; 96,90)

?  OxoHYaTenHOTO OmpeensHe Ha Texkute crydan Ha COVID-19 e HanmpaBeHo OT He3aBHCHMA apOMTPAKHA KOMHCHS,

KOATO € onpeaciiniia CbIIo U TEKECTTAa Ha 3a00/I51BaHETO cropea Heq)I/IHI/IIII/IHTa B PBKOBOACTBOTO Ha FDA.

0 JloBepuTeHUTE HHTEPBAJIKM Ca KOPUTHPAHH, 32 Ja C€ MPUIIOKH KOHTPOJI Ha Ipelika TUIl | 32 MHO)KECTBEHO TECTBaHE.

Ot Bp3HuKHanuTE 14 Texku cimydas B rpynata Ha COVID-19 Vaccine Janssen, ¢ Hagasno noHe 14 nau
cllefl BakcuHanusATa, cpsmo 60 B ruiane0o rpymnaTa, XOCIUTaIU3UPaHUTE ca CbOTBETHO 2 CIIpsIMO 6.
Tpuma nanueHTH ca MoYuHamu (BCHUYKH B I1anedo rpymnara). [loBedeTo OT OCTaHAINTE TEXKKH CITydan



OTrOBapAT CaMoO Ha KPUTEPHS 3a TEKKO 3a0oisiBane — Kuciaopoana catypauus (SpO2) (< 93% na
CTacH BB3IyX).

Hpe)ll/l pas3ciensaBaHe JOIIbJIHUTCIIHU aHalIM3U, CYMTAaHU 3a post hOC, Ha MOJIOXKUTCIIHU ClIy4dau,
MMOTBBPACHHU YPEC3 PCR TECTOBC, HE3aBUCHUMO OT MOTBBPIKACHUCTO HA ICHTPAJIHATA J'Ia60paTOpI/I$I,
KaTO LJI0O NOAKPCIIAT PE3YJITATUTE OT IbPBUYHUSA aHATIU3.

Ot 14-THs neH cre BAKCMHALMATA HATATBK Ca XOCHUTAIN3HPaH ChOTBETHO 2 cioyyas Ha
MonekyisipHo oTebpaeH COVID-19 B rpynata na COVID-19 Vaccine Janssen cripsamo 8 ciaydas B
iane6o rpynata. Enun ciydaii B mnane6o rpymnarta e M3UCKBall PUEM B OT/ICIICHUE 32 UHTEH3UBHO
neuenne (ONJT) u MmexannyHa BeHTHIanuUs. ToBa € moJKpeneHo ot post hoc aHanu3 Ha BCHYKH
xXocnuTanu3anuy, cBbp3anu ¢ COVID-19, ¢ npunarane Ha no-IKMPOKO ThPCEHE BB OCHOBA HA Is1aTa
HaJM4Ha HH(GOPMAIKs OT BCHYKH U3TOYHHIM (2 cripsiMo 29 ciydas B pa3lIMpeHus Habop OT JaHHHU).

[HoxnrpymnoBure aHanu3u Ha IbPBUYHATA KpalfHa TOYKA 3a e()UKACHOCT NOKa3BaT MOAOOHU TOUKOBH
OLICHKH 32 €()MKACHOCT NPU YYACTHULIUTE OT MBXKKHU U )KEHCKH T10JI, KAKTO U NIPU YYaCTHULIUTE ChC U
0e3 ChITBTCTBAIM 3a00IsIBaHNA, CBBP3aHU C BUCOK PHCK OT TeXKo npotudane Ha COVID-19.

[IpoBenenu ca ekcIIOpaTOPHU NOATPYIOBY aHANM3H 3a e(hUKacHOCT Ha BakcuHara cpemty COVID-19
u Texxbk COVID-19 3a bpasunus, HOxuna Adpuka u CAILL (Bxk. Tabnuna 4). B moarpynosure
aHaJM3M ca BKItoYeH! Bcruku cirydan Ha COVID-19, ce0panu 10 gaTaTa Ha 3aKIFOYBaHE HA JTAHHHUTE
3a IbPBUYEH aHAIN3 32 €(PUKACHOCT, BKIIOUUTENHO CITyyaH, IOTBBbPACHH OT EHTpaJHAaTa
naboparopus, M CIydau ¢ JoKyMeHTHupaH nojoxutesied SARS-CoV-2 PCR ot MecTHa naboparopus,
KOHTO BCE OIlIe 0YaKBaT NOTBBPIKJCHHUE OT IIEHTpAIHATA JTA00PATOPHSL.

Tadauua 4: O0001eHNe HA JaHHUTE 32 epUKACHOCT Ha BakcuHaTa cpemy COVID-19 u
TexbK COVID-19 3a cTpanu ¢ >100 ch0o011eHH cayyas

TexecT
H COVID-19 Texnk COVID-19
a4aJjio
ToukoBa oneHKA ToukoBa oneHKa
(95% CI) (95% CI)

CAIIL noHe 14 qHU cien BakCHHAIMAATA 74,4% (65,00; 81,57) 78,0% (33,13; 94,58)
rmoHe 28 aHM ciieq BaKCHHAIIMATA 72,0% (58,19; 81,71) 85,9% (-9,38; 99,69)

bpa3zunus none 14 qHM cieq BakCHHAIMATA 66,2% (51,01, 77,14) 81,9% (17,01; 98,05)
NoHe 28 AHMU ciie] BaKCHHAIMATA 68,1% (48,81; 80,74) 87,6% (7,84; 99,72)

f)KHa none 14 qHM ciieq BakCHHALMATA 52.0% (30.26; 67.44) 73.1% (40,03: 89.36)

¢dpuka

oHe 28 AHM cien BakCHHAIIAATA

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

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

[Ipu mepBUYHUS aHATIU3 ca CEKBEeHHpaHH pobute ot 71,7% OT MOTBBpPACHNUTE OT IIeHTpalIHaTa
naboparopus cirydau [CAILL (73,5%), IOxna Adpuka (66.9%) u bpazwumus (69,3%)]. Ot
CEKBEHHMpPaHUTE MPoOHU € HauIe aucbananc B MbIHOTaTa HAa Habopa oT naHHu Mexay COVID-19

Vaccine Janssen u mnane6o. B CAILL 96,4% ot mamoBete ca uneHTHUIMpany KaTo BapuantT Wuhan-
H1 D614G; B HOxna Adpuka 94,5% ot mamMoBeTe ca uaeHTUUIMpanu karo BapuanT 20H/501Y.V2
(mans B.1.351); B Bpasunus 69,4% ot mamoBeTe ca HAeHTU(GHUIUPAHU KaTO BapHaHT Ha JMHUA P.2 1
30.6% ot mamoBeTe ca uaeHTuUIIMpany kato Bapuant Wuhan-H1 D614G.

CTaD‘{eCKa nonyjganusa

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

IlenuaTpuyna momyJaanus

EBporieiickara areHmus 1o JiekapcTBara oTiara 3aJbDKEHHETO 32 MPEIOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusita ¢ COVID-19 Vaccine Janssen B efHa WM [TOBeYe NOATPYNH Ha MEeIUaTPUIHATA

10



nomynanys npu npeseHiust Ha COVID-19 (Bx. Touka 4.2 3a nHpOpMaLUs OTHOCHO yHOTpeda B
neuaTpusTa).

PaspernraBane moa ycioBue

To3u nexapcTBEeH NPOAYKT € pa3pellieH 3a ynorpeda 1o T. Hap. cXeMa ,,pa3pelraBaHe o] yCIoBue .
ToBa 03Ha4aBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT C€ OYAKBAT JON'BJIHUTEIHH JIaHHH.

EBporietickaTa areHnus 1o JeKapcTBarta Iie U3BbpIIBa Mperiie/l Ha HoBaTa HH(popManus 3a TO3H
JIEKapCTBEH MPOAYKT MOHE BeIHBXK roauiHo v Ta3u KXII choTBETHO 111€ ce akTyaau3upa.

5.2 ®apmakokMHETHYHH CBOWCTBA

He e mpuiioxumo.

5.3 IIpeakJMHUYHU JaHHM 32 0€30IACHOCT

HexknuanuHuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a X0Opa Ha 0a3zaTa Ha KOHBEHIIMOHATHNUTE
MPOYYBAHUS 32 TOKCUYHOCT MIPU MHOTOKPATHO MPUJIAraHe v JIOKaJIHA IOHOCUMOCT, U PENPOIYKTUBHA

TOKCUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

I'eHOTOKCHYHOCT M KaHIIEPOTCHHOCT

COVID-19 Vaccine Janssen He € OlicHsIBaHa 3a TEHOTOKCUYEH WIIM KaHIEpOoreHeH noTeHmnuai. He ce
O4YaKBa KOMIIOHCHTUTC Ha BaKCHUHATa Ja UMAaT 'CHOTOKCUYCH MJIM KaHICPOIrCHCH MOTCHIUAIL.

PeHDOI[VKTI/IBHa TOKCHUYHOCT U d)eDTI/IJ'II/ITeT

PenponykTHBHATa TOKCHYHOCT M (DEPTUIUTETHT MPH YKEHCKHU JKUBOTHH Ca OIICHEHH B €JTHO
KOMOMHHMPaHO MPOyYBaHe 32 eMOpHOo(eTaTHOTO U Mpe- U MOCTHATAIHOTO Pa3BUTHUE MPH 3ai. B ToBa
npoyuBaHe mepBo BakcuHupane ¢ COVID-19 Vaccine Janssen € W3BBpIICHO HHTPAMYCKYJIHO Ha
JKEHCKH 3ai1M 7 JHU Tpeny YUPTOCBaHE B 1033, EKBUBAICHTHA HA 2 BT MPEMOPBhUUTETHATA J103a 32
X0pa, TOCJIEABAHO OT JABE€ BAKCHHALIMH ChC ChIIATA 103a [0 BpeMe Ha TeCTalMOHHUS Nepuof (T.e. B
recraionau AHU 6 u 20). He ce ycTaHOBABAT HeXenaHu eeKTH, CBbP3aHU C BAKCUHATA, BBPXY
KEHCKHUS (PEPTIITUTET, OPEMEHHOCTTA, eMOPHO(ETATHOTO Pa3BUTHE U PA3BUTHETO HA MAJIKHTE.
MaiikuTe, KakTo M TeXHUTE QEeTyCcH U MOKOJICHHE, UIMaT TUTPU Ha aHTUTeNa, cneunpuanu 3a SARS-
CoV-2 S nporenna, K0€TO OKa3Ba, 4e¢ MaHUMHUTE aHTUTENA CE IPEHACST BB (eTycuTe 1o BpeMe Ha
recranusra. JIuncear naHHu 3a ekckperusaTa Ha BakcuHata COVID-19 Vaccine Janssen B MIISIKOTO.

OcBeH TOBa €ITHO KOHBEHIIMOHATIHO MPOYyYBaHEe 32 TOKCHYHOCT (MHOTOKpaTHO npuinarane) ¢ COVID-
19 Vaccine Janssen npu 3aiiiy He IOKa3Ba eEKTH BbPXY MBKKHUTE IIOJIOBH OPTaHH, KOUTO Orxa
MOTJIH J1a YBPEIAT MBKKUST PEPTHIUTET.

6. DAPMALIEBTUYHU JAHHHU

6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBA

OmaxkoBka ot 10 daakoHa

2-xupapoxcurponmi-p-uukioaekcrpu (HBCD)
JIumoHeHa KucenTnHa MOHOXUAPAT

Etanon

X10poBOAOPOAHA KHCEINHA

ITonucop6at 80

Harpues xnopun

Hatpues xunpokcng

TpuHaTpueB MUTpaAT AUXHUIPAT
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Bona 3a HHXXCKIIMHU

OmaxkoBka ot 20 dakoHa

2-xuapoxcurponui-p-uukioaekcrpud (HBCD)
JluMoHeHa KHCenrHa MOHOXUAPAT

ETtanon

XJI0pOBOJOPOAHA KUCETHHA

[omucop6bar 80

Harpues xnopun

Harpues xunpoxcun

Bopa 3a umxexuun

6.2 HecbBMEeCTHMOCTH

To3u JekapcTBEH MPOAYKT He TPsIOBa J1a ce CMecBa C JAPYTH JCKApCTBEHU MPOAYKTH WM Ja Ce
paspexna.

6.3 Cpok Ha rogHOCT

HeotBopen duiakon

2 roauHM, KoraTo ce chxpansasa mpu -25°C no -15°C.

Crnen kaTo ce u3Baau OT Pppusepa, HEOTBOPESHUAT (IIAKOH MOXKE JIa Ce ChXpaHsBa 3aIlUTEH OT
cBeinHA B xJaawiHuK mpu 2°C mo 8°C 3a eqHOKpaTeH Mmepuo 0 3 Mecela, KaTo He TpsOBa ja ce
W3II0JI3BA CJIe] OTIIeYaTaHaTa JaTa Ha u3TudaHe Ha cpoka Ha rogHocT (EXP/Tonen mo:).

Crnen pa3mpassiBaHe BaKCHHATa He TPsiOBa fa ce 3aMpassiBa OTHOBO.

3a crenuaHUTe YCIOBHUS HA ChXpaHEHUE BIKTE ToUKa 6.4.

OtBOpeH ¢aakoH (ciel IbPBOTO NYHKTHPaHe Ha ¢JIaKkoHa)

XuMHUYHa U pU3NYHA CTAOMIIHOCT Ha BAKCHHATA B NIEpUO/ia Ha U3II0JI3BaHE € I0Ka3aHa B
npoabibkeHue Ha 6 daca mpu 2°C go 25°C. Ot MUKpOOHOIOTHYHA TJIeJHA TOUYKA 338 IPENOpPbUYBAHE €
NPOIYKTHT JIa c€ YIoTpeOu He3abaBHO e/l MbPBOTO MYHKTUPaHE Ha (IIaKOHA; MPOJAYKTHT o0aue
MOXe J1a ce cbhxpansaBa Mexay 2°C mo 8°C makcuMmyM 6 daca WIH JJa OCTaHe Ha CTaiiHa TeMIiepaTypa
(makcumaino 25°C) o 3 yaca cies IbPBOTO MyHKTHpaHe Ha (hiaakoHa. Ciel ToBa BpeMeTo U
YCIIOBUSATA HA ChXPaHEHHE B TIEPHO/a Ha U3ION3BaHE Ca OTTOBOPHOCT HA TIOTPEOUTEIIS.

6.4 Crhenuananm yca10BHS HAa CbXpaHeHHe

[a ce cexpansBa u TpaHcmoptupa 3ampasena mpu -25°C go -15°C. Jlarara Ha u3THYaHEe Ha CpOKa Ha
TOJIHOCT Npu cbxpanenue npu -25°C no -15°C e orneyatana BbpXy (1akoHa U BBHIIIHATA KAPTOHEHA
omakoBka cien ,,EXP/I'ogen no:*.

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

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 yaca 3a pa3mMpa3siBaHETO Ha KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢iiakoHa, a 3a pa3Mpa3ssBaHEeTO Ha eMH (HIAKOH I ca HEOOXOIUMHU
NpUOTU3UTETHO 2 Yaca.

o Ipu cTaifHa Temnepatypa (MakcuManHo 25°C) me ca HeoOX0IuMH NPUOIN3UTENHO 4 yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBka ¢ 10 uinu 20 grakoHa, a 3a pa3MpassaBaHETO HA eIUH
(haKoH 111e € HeoOX0AUM PUOIU3UTEIHO 1 Yac.
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Bakcunara Moxxe J1a ce cbxpansBa U B xaaauHuk nopu 2°C no 8°C 3a eqHOKpaTeH Nepuo 10

3 Meceria, Kato He TpsiOBa Ja ce M3MOJ3Ba Clie]] TFPBOHAYANTHATA JaTa Ha M3THYaHe Ha CpOKa Ha
roguoct (EXP/Tonen no:). Cnen npeMecTBaHe Ha MPOJIYKTa OT YCIOBHS 3a ChxpaHeHue mpu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT TPsIOBa Ja ce 0TOEIS)KH Ha BhHITHATA
KapTOHEHa ONaKOBKA M BAKCHHATA TPSAOBA J1a Ce M3IOJI3BA WITH JIa Ce U3XBBHPIIHU JI0 Ta3H Jara.
[IspBOHaYaHATA MaTa HA U3THYAHE HA CPOKA HAa TOJTHOCT TPAOBa J1a ce 3adeprae. BakcnHaTa Moxe 1a
ce Tpancnoptupa u pu 2°C go 8°C, ako ce OCUTYpAT NOIXOASIINTE YCIOBUS Ha ChXpaHeHHe
(Temnepatypa, Bpeme).

Crnen pa3mpassiBaHe BaKCHHATa He TPsiOBa Ja ce 3aMpassiBa OTHOBO.

CoxpansBaiiTe (prakoHUTE B OpUTHHAIHATA KAPTOHEHA OITaKOBKa, 32 J]a Ce MPEe/Ina3saT OT CBETINHA.
Heoteopenara COVID-19 Vaccine Janssen e crabuiHa B poabbkeHue Ha 001110 12 gaca npu 9°C 1o
25°C. ToBa He ca MPENOPHYUTEITHHU YCIOBUS Ha ChXpaHEHHUE WIIH TPAHCIIOPTHPAHE, HO MOXKE Ja
CITy’KaT 3a yKa3aHUe NP B3eMaHe Ha pellieHHe B CIlydail Ha BpeMEHHO OTKIIOHEHUE Ha TeMIlepaTypara
o BpeMe Ha 3-meceuHoTo chxpanenue mpu 2°C mo 8°C.

3a yCcIoBHUATa HA ChXpaHEHHUE CIIe/l ITbPBOTO OTBApsHE Ha JICKAPCTBEHMSI IIPOYKT BIKTE TOUKA 6.3.
6.5 Bwuau chabp:kaHue HA OMAKOBKATA

2,5 ml cycnieH3us B MHOT0/1030B (bj1akoH (CTHKIIO Tull 1) ¢ rymeHa 3amymanka (XJopoOyThi ¢
(hIyOopOoNOIMMEPHO TTOKPUTHE), ATyMHUHHEBA 00KaTKa U CHHBO IIACTMACOBO Karaye. Beeku duakon
cpabpka S go3u ot 0,5 ml.

Onakoska ot 10 nim 20 MHOTOJI030BH (hIIaKOHH.

He Bcuuku BuIOBE ONaKOBKM MOTar Jia ObaT IMyCHATH Ha Ta3apa.

6.6 CrnenuajaHu npeana3Hu MepKHU NPH U3XBbPJisiHe U padoTa

Vkazanus 3a pa60Ta 1 NPUITO0KECHHEC

C Ta3u BakcuHa Tpﬂ6Ba Ja pa60TI/I MCIUIIMHCKHU CIICOUAJINCT, KaTO M3II0J3Ba aCCIITUYHA TCXHUKA, 3a
Ja C€ OCUTYpH CTCPUTIHOCTTA Ha BCAKa N034.

. Baxkcunara e rotoBa 3a yrotpe0a cies pasMpassiBaHe.

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

. Crnen pa3mpassiBaHe BaKCHHATa He TPsiOBa fa ce 3aMpassiBa OTHOBO.

. CoxpansBaiiTe (prakoHUTE B OpUTHHAIHATA KAPTOHEHA OITAKOBKa, 3a J]a ¢€ MPEAIa3sT OT

CBETJIMHA U 32 J1a ce OTOENEeKH CPOKBT Ha TOAHOCT IIPU Pa3INYHUTE yCIOBHS Ha ChbXPAaHEHHUE,
aKo € MPHIIOKUMO.
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a. CpraHeHne CJ1ea mojayvaBaHe HaA BaKCUHATa

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

(0-25C o1 H) zco w0

1
| i
1

= =y

chbXpaHsiBaTe BbB (pusep ChbXpaHsABaTe B XJIAAUITHUK

e BakcuHara MOXe J1a ce e BakcuHara MOXe J1a ce ChbXpaHsBa U
ChXpaHABa U TPAHCIIOPTHPA Tpancnoptupa mpu 2°C no 8°C 3a
3aMpaseHa npu -25°C go - €IHOKpaTeH Neproa 10 3 Mecena, KaTo
15°C. He TpsiOBa J1a ce M3I0JI3Ba CIIe]

e JlaTara Ha U3THYAHE Ha CPOKa IbpBOHAYAJHATA AaTa Ha U3TUYaHE Ha
Ha FTOAHOCT € OTIIeUaTaHa cpoka Ha rogHocT (EXP/Tonen no:).
BBPXY (JIaKOHA ¥ BHHILIHATA e Cren mpeMecTBaHETO Ha NMPOIYKTa B
KapTOHEHA ONAaKOBKa CJIE] xaagwiHuK npu 2°C go 8°C
»EXP/T'onen no:“ (Bx. aKTyallu3upaHaTa JaTa Ha CpoKa Ha
Touka 6.4). TOAHOCT TPsIOBA Ja ce 3amuIie BbPXY

BBHIIIHATA KAPTOHEHA KyTHS U
BaKCHHAaTa TPsAOBa JIa Ce U3IOJI3Ba WU
HU3XBBPJIM KbM aKTyaJlu3upaHaTa JaTa Ha
M3TUYaHE HA CPOKA HA TOAHOCT.
I[InpBoHAaYa/iHATA AaTa HA CPOKA HA
rOJHOCT TPAOBA 1a ce 3ayepTae. (BXK.
Touka 6.4).

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

@ 2°C go 8°C

CbXpaHsABaTE B XJIaJJUJTHHUK:

A He 3ampas3sBaiite 0THOBO, aKO IPOAYKTHT € NMOJIydeH Beue pasmpaseH npu 2°C go 8°C.

3alenexka: AKo BaKCHHATa ce MOMy4yH B XJIaamiHUK ripu 2°C 1o 8§°C, npu noigyyaBaHEToO
MpoBepeTe Aajii JaTaTa Ha U3TUYaHe HA CPOKa Ha TOAHOCT € aKTyalu3upaHa OT MECTHHUS
JOCTaBYUK. AKO HE MOXKETE Jla HAMEpUTE HOBa JIaTa Ha U3THYaHE HA CPOKA Ha TOAHOCT ClIe]T
,,[ OJIEH J10:“, CBBPIKETE CE C MECTHHS JIOCTABUYHK 3a MOTBBbPKIABaHE Ha JjaTaTa HAa M3TUYAHE Ha
CpOKa Ha TOJTHOCT cief ,,['ojieH 10:“ Ha MPOAYyKTa B XJIaJUITHIKA. 3aMUIlIeTe HOBATa IaTa HA
U3THYaHe HA CPOKA HA IOHOCT BHPXY BHHIIHATA KAPTOHEHA OMAKOBKA MIPEH Aa 3all0YHe
CHbXpaHCHUETO Ha BAaKCHHATA B XJaaAWwiHuKa. [IbpBoHAYAIHATA 1aTa HA CPOKA HA T'OJTHOCT
TpsiOBa Ja ce 3auepTae. (BX. Touka 6.4).
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0. AKo e 3amMpa3eH, pa3Mmpasete ¢uiakoHa(MTe) B XJIaJWIHUK MU HA CTaiiHa TeMmepaTypa

Nnpeau NpUuJjaoKeHue

@ 2°C no 8°C

i | [ |
i | | |
Pa3zmpazere
3a 13 yaca
e J

Pa3zmpa3sere B XJIaIMJIHUK

e Koraro ¢ chxpaHsBaHa 3aMpa3eHa
pu -25°C no -15°C, e ca
HeoO0XoauMH NpuoOIM3UTENHO 13 Jaca
3a pa3Mpa3sBaHeTO Ha KapTOHEHaTa
omakoBka ¢ 10 wiu 20 diakona, a 3a
OTJEIHUTE PIIAKOHH IIE ca
HEOOXOTUMH TIPUOIM3UTEIHO 2 Yaca,
3a na ce pazmpazsat npu 2°C no 8°C.

e AKO BakCHHATa HE CE M3IO0JI3Ba
BeJHAara, BIDKTE YKa3aHHsTa B TOUKaTa
»CBXpaHsIBaTE B XJIAAUIHUK .

e OmakoHBT TPsIOBa Ja ce ChXpaHsBa B
OpPUTMHAJIHATA KAPTOHEHA OIMaKOBKa,
3a J1a ce mpe/ras3y OT CBeTJIMHA U 32 Ja
ce oTOenekn AaTraTa Ha U3TUYaHEe Ha
CPOKa Ha FOJHOCT IPHU PA3TUIHUTE
YCJIOBHS Ha ChXpaHCHHE, aKo ©
MIPIITIOKUAMO.

Jla He ce 3amMpazsaBa MOBTOPHO ClIE]
pa3MpassiBaHe.

nimn

Maxkcumaino 25°C

Pasmpa3sere Pasmpasere
3a 3a
4 yaca 1 yac
U

Pa3mpa3eTe Ha cTaiiHa TemMmepaTypa

e Koraro e chbxpaHsBaHa 3aMpa3cHa
npu -25°C po -15°C, kapToHeHaTa
onakoBka ¢ 10 unu 20 grakoHa uiu
oTIIeNHUTE ()JIAKOHH TPsIOBa 1a ce
pa3MpassT Ha CTaiiHa TeMIeparypa
MakcuMasiHo 25°C.

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

o Ille Obae HEOOXOIUM MTPUOITUZUTEITHO
1 yac, 3a 1a ce pa3MpasaT OTJACITHUTE
(akoHH.

e Baxkcunara e ctabunna 3a o610 12 yaca
npu 9°C no 25°C. Tosa He ca
MIPETIOPHYUTETHA YCIOBHS Ha
ChXpaHEHUE UIIH TPAHCIIOPT, HO MOXeE
Jla CITy’KaT 3a YKa3aHHe [P B3€MaHEe Ha
pelIeHre B cilyyail Ha BpeMEHHU
TEeMIIEpaTypHU OTKIOHEHUSI.

e AKO BakCHMHATa HE Ce M3M0JI3Ba BEAHAra,
BIKTE YKa3aHUATA B TOUKATA
,»CbXpaHsIBaTe B XJIIMITHHAK

Jla He ce 3aMpa3siBa IOBTOPHO CJIEIT
pa3MpassiBaHe.

B. IIpoBepete iakoHa U BAKCHHATA

e COVID-19 Vaccine Janssen e 0e31iBeTHa 10 OJIE0XKBITA, OMCTPa IO CHITHO OTaleCIeHTHA

cycnensus (pH 6-6,4).

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

YaCTHIHM U ITPOMsHA Ha LBCTA.

o [Ipenu npunokeHue GIAKOHBT TPSIOBA Jla c€ POBEPH BU3YaTHO 33 HAIMYHE HA TyKHATHHU HITH
HSIKaKBY IIPOMEHHU BBB BBHILIHUS BHJI, HAIIp. IPU3HAIM Ha oTBapsHe. He npuaraiite BakcnHaTa

IIpY HAJIMYMEC Ha TaKKWBa IIPpU3HALIA.
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10

Ceky

3aBbpTeTe BHUMATEJIHO
(piraxona

A

=

[Mpenm 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 daakoHa,

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 JAe3uH(PEKIUpa ChC CPECTBA C BUPHUIIMIHA aKTUBHOCT CPEIILY aJIcCHOBUPYC.

7. MHMPUTEXATEJ 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

[ara Ha mBpBO 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.
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A.

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

YCJIOBUSA NI OTPAHUYEHUSA 3A TIOCTABKA 1
YIHOTPEBA

APYI'N YCJIOBUA N UBNCKBAHUA HA PASPEHIEHUETO 3A
YIHOTPEBA

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

KOHKPETHO 3AABJIKEHUE 3A UBITBJIHEHUE HA MEPKH
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 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 aapeC HAa MPOU3BOAUTEIIA, OTTOBOPEH 34 OCBO60)KZ[aBaHC Ha IapTHUAUTC

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV

Turnhoutseweg 30

2340 Beerse

benrus

[TeyarHaTta TMCTOBKA Ha JICKAPCTBEHUS MPOIYKT TPSIOBA Ja ChABPIKAa UMETO U aapeca Ha
MIPOU3BOANTEINSI, OTTOBOPEH 32 OCBOOOKIaBaHETO HA CHOTBETHATA MAPTH/IA.

b. YCJI0BUSA NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCcTBEHUAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITUCaHHE.

o O¢unuanno ocBodokIaBaHe HA NAPTUAHU

CworiacHo wi. 114 ot [Iupextura 2001/83/EO oduimaaHoTo 0cBOO0KIaBaHEe 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 1eKkapcTBEH MPOAYKT ca MOCOUYEHHU B CITUCHKA C
pedepentHute natu Ha EBponetickus c¢pro3 (EURD cnuchbk), npeasuziceH B wi. 1078, ait. 7 ot

Hupextusa 2001/83/EO, u BbB BCHUKHU CIICABAIIN aKTyaIN3alllH, ITyOJUKYBaHH HA €BPOICHCKUS
yeOIopTa 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 OI'PAHUYEHUA 3A BE3OITACHA U EOEKTHBHA YIIOTPEBA
HA JIEKAPCTBEHMUS IPOAYKT

. Ilnan 3a ynpasJjienue Ha pucka (ITYP)

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsa6Ba na n3BbpIBa H3MCKBAHUTE IEHHOCTU U
JIEiCTBUS, CBBP3aHH C IPOCIIE/sIBaHe Ha JieKapcTBeHaTa 0€30MacHOCT, ocoueHH B 0100penus [TYP,
npezacraBed B Moayin 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABAIIN 0J00pEHH
akTyanu3anuu Ha [TYP.

Axryanmmsupan [TVP Tps6Ba na ce monasa:

. I10 MCKaHe Ha EBponelickara areHIus 1o JeKapcTBaTa;

o BUHAry, KOraTo ce U3MEHs cUcTeMara 3a yIpaBJIeHHE Ha pUCKa, OCOOEHO B pe3yiTaT Ha
NoJdy4yaBaHe HAa HOBA MH(pOPMaLKs, KOSTO MOXE /1a I0BeJIe 10 3HAYMMH IPOMEHHU B
CHOTHOIIIEHUETO M0J13a/PHCK, MM CIIe]] IOCTUI'aHe Ha Ba)KEH eTall (BbB Bpb3Ka C IPOCIIeIsIBaHe
Ha JIeKapcTBeHaTa 0e30I1aCHOCT WM CBEXKIAaHE Ha PUCKA 10 MUHUMYM).

E. KOHKPETHO 3AJBbJKEHUE 3A U3II'BJIHEHUE HA MEPKU CJIE/]
<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 MIPOLIEC 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 MOTBBPIM CTAOMIIHOCTTA Ha 31 mapt 2022 1.

MPOU3BOACTBEHUS IPOLEC HA KpailHUS MPOAYKT, Mexnunen goknan: 31 mait 2021 T.

[IPY TpsibBa na mpeaocTaBu NOMBIHUTETHH JaHHH Mexaunen noknaz: 30 centemBpu 2021 r.
3a ChIIOCTABUMOCT M BAJIMJUPAHE. Mexnunen nokna: 15 nexkemBpu 2021 r.

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
(MakcuManHo 3 Mecena): . 3auepraiiTe NpeANIIHATA JaTa Ha U3THYaHE Ha CPOKa Ha
TOJTHOCT.

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

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

Mosxe na ce cpxpansBa u Ha 2°C go 8°C 3a 3 Mecena. 3anuiere HoBaTa 1aTa Ha H3TUYAHE HAa CPOKA
Ha TOJHOCT.

He 3ampa3zsiBaiiTe mOBTOPHO clie]] pa3MpassiBaHe.

CoxpansBaiiTe (GpIakoHUTE B OpUTMHAIHATA KAPTOHEHA OIMaKOBKa, 32 Jia ¢e IPe/ra3saT OT CBETINHA.
3a norreHUTEHA HH()OPMAITUS OTHOCHO CPOKa Ha TOAHOCT U ChXPAHEHUETO BUIKTE JINCTOBKATA.

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 OTC/IadBaT MMyHHATa CHCTEMa (HaIlp. BUCOKH JT03M KOPTHUKOCTEPOUIH,
MMYHOCYTIPECOPH MM POTHBOPAKOBH JIEKAPCTBA).

KakTo npu Besika BakcuHa, BakcuHupaneTo ¢ COVID-19 Vaccine Janssen MoXe J1a HE 3alIUTH
HAI'BJTHO BCUYKH, KOUTO 5 TIoJy4yaBaT. He € M3BeCTHO KOJIKO JIBJITO IIe Tpae 3amurara npu Bac.

Hapymenust Ha KpbBTA

Mtuoro psako cien BakcuHarus ¢ COVID-19 Vaccine Janssen e Ha01r01aBaHo 00pa3yBaHe Ha
TPOMOM B KOMOMHAIINS C HICKO HUBO HA TPOMOOIIMTHTE B KphBTA. TOBa BKIIFOUBA TEKKH CITyYan C
oOpa3yBaHe Ha TPOMOU, BKITFOUMUTEIIHO Ha HEOOMYaliHU MECTa, KaTO HalpuMep MO3bK, YepeH Jpo0,
4ycpBa 1 OajiaK, B HIKOU ClIy4Yan CHIIPOBOACHO C KBPBCHE. Te3nu ClIy4dyau ca HaCTBIINJIU Hal-Bede B
paMKuTe Ha ITbPBUTE TPU CEIMUIIH CIIe/l BAKCUHAIUATA U TIPU KeHHU 110]1 60-roTuIITHA BB3PacT.
Cp0o011eH e ciry4ail ChC CMBPTEH H3XO/I.

[HorbpceTe He3a0aBHO MEIUIIMHCKA TOMOII, aKO TOJIYYUTE TEKKO WIH YIIOPUTO II1aBO0OIHE, THPUOBE
(mpumagbLy), IPOMEHH B ICUXHUYHHS CTaTyC WIN 3aMbIJICHO 3peHHe, ako 0e3 Mpu4KHa ce o0pa3yBar
CHHHWHH 110 KOXXaTa U3BBH MACTOTO Ha MHIKCKTUPAHC, KOUTO CC MMOABABAT HAKOJIKO AHU CJIC
BaKCHMHaluATa, TOYKOBUAHU KPBIJIU IIETHA U3BBH MACTOTO HAa MHXKCKTHPAHEC, aKO CC IIOABHU 3a1YyX,
Oonka B TpPbIHMA KOIL, OTOK Ha Kpak, O0JIKa B Kpaka, Ui yrnopuTa 0onka B kopema. Madopmupaiite
Bamms nekap, ue Hackopo cre Bakcuaupanu ¢ COVID-19 Vaccine Janssen.

CuHIpOM HA HAPYIIEHA KATMJIAPHA MPOIYCKJINBOCT

Cro011aBa ce 3a MHOTO PEJIKH CIIy4ad Ha CHHAPOM Ha HapylleHa Kammisipaa npomycknusoct (CHKIT)
cnen Bakcuaupane ¢ COVID-19 Vaccine Janssen. [ToHe equH OT 3acerHaTUTE HAIMEHTH € UM
JIMarHO3a CHH]IPOM Ha HapyIIeHa KaWIgpHA MPOITyCKIMBOCT B MUHAIOTO. CHHAPOMBT Ha HapyIlIeHa
KaIlIsipHA TPOIYCKIMBOCT € CEPHO3HO, MOTEHIIMAIHO (aTaaHO ChCTOSHUE, IPEIN3BUKBAIIO
W3THYaHE Ha TEYHOCT OT MAJIKUTE KPhbBOHOCHHU ChJI0BE (KAIIMIIAPH), KOSTO BOJH 10 OBbP30 MOyBaHE
Ha pBIIETE U KpaKaTa, BHE3aITHO HA/JIJaBaHe Ha TETJIO U yCellaHe 3a cadocT (HUCKO KPHBHO
Hasrane). [loThpceTe He3a0aBHO MEIUIIMHCKA TTOMOIII, aKO Pa3BHETE T€3W CUMIITOMH B JTHUTE CIIE]T
BaKCHHAIUATA.

Cunapom Ha Guillain-Barré

[HotbpceTe 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
psnko cnen BakcuHanus ¢ COVID-19 Vaccine Janssen.

Jlena u roHOIIM

COVID-19 Vaccine Janssen He ce MpenopbyBa Jia ce M3M0JI3Ba Py Jena noj 18 roguHu.
[TonacTosmem numncBa focTaTbyHo HHpopManus oTHOcCHO ynotpedara Ha COVID-19 Vaccine Janssen
IIPH J€1la U IOHOIIM 1oA 18-roanniHa Be3pact.

Jdpyru aexapcrsa 1 COVID-19 Vaccine Janssen
Tps6Ba ga kaxere Ha Bamms nexap wim GpapmanesT, ako preMare, HACKOPO CTE MPUEMAalIH WU €
BB3MOXHO Jia IpUEMATC APYTH JICKAPCTBA UJIM BAKCHHU.

BpemeHHOCT M KbpMeHe

AKo cTe OpeMeHHa WITH KbPMHTE, CMSTATE, Y€ MOXKeE J]a CTe OpeMEeHHa HITH TUTaHUpaTe OpEMEHHOCT,
nochBeTBalTe ce ¢ Bammms nekap, GpapmaneBT Hin MeIMIIHCKA cecTpa Ipeau 1a Bu 0b1e nmpusioxena
Ta3H BaKCHHA.
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lodupane u padora ¢ MalIUHU

Hsikon ot Hexxenanure peakiun Ha COVID-19 Vaccine Janssen, n36poenu B Touka 4 (Bp3mMoxHan
HEXXEJIaHU PEeaKIliy), MOXKe BPEMEHHO J1a TMOBJIUSAT cIocoOHOCTTa BU 3a modupane wim padbota ¢
MaiuHe. M3dakaiiTe Te3u peakiuu 1a OTMUHAT, TIpeIu J1a modupare u paboTHTE ¢ MAITUHH.

COVID-19 Vaccine Janssen cbabpika HATpUH
ToBa jekapcTBO ChABPIKA MO-MaJIKo 0T 1 mmol Hatpuit (23 mg) Ha mo3a 0,5 ml, T.e. MOKe Ja ce Kaxe,
9e IPaKTUIECKH HE ChIbprKa HATPHH.

COVID-19 Vaccine Janssen cbIbpa eTaHOJ

ToBa jekapcTBO ChABPIKA 2 ME ANKOX0J (€TaHOJ) BbB Beska f03a ot 0,5 ml. KonndyectBoTo Ha
€TaHoJIa B TOBA JIEKAPCTBO € CKBUBAJICHTHO Ha Mo-Maiko ot 1 ml 6upa nim BuHO. MankoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HSAMA J]a MMa HAKAKBU 3a0€1eKMHU ePEKTH.

3. Kak ce mpmirara COVID-19 Vaccine Janssen

Bammsar JICKap, (l)apMaL[CBT WM MCAUIIMHCKA CECTpPa IC MHIKCKTHUPAT BAKCUHATA B MYCKYII -
OOMKHOBCHO B TOpHaTa 9acCT Ha pbKaTa.

Kouaxo BakcuHa e nojayuure
Wuxextupa ce equanyHa no3a (0,5 ml) COVID-19 Vaccine Janssen.

Crnen nHXeKTHpaHeTo Bamusr nekap, hapMarieBT WM MeJUIIMHCKA cecTpa e Bu HabmonaBar 3a
OKOJIO 15 MUHYTH 3a IPU3HAIY HA AIepTUYHA PEaKITHsl.

AKO UMaTe HAKaKBH JOMBIHUTEITHH BBIIPOCH, CBBP3aHM ¢ yHoTpebara Ha Ta3u BaKCHHA, MTOMTUTANTE
Bamus nekap, papmarieBT Wix MEIUIIMHCKA CECTPa.

4. Bn3MokHM HeKeIaHU peakiun

Kaxkro Bcnuku Bakcuan, COVID-19 Vaccine Janssen Moke Ja MpeIM3BHKa HEXEIIaHU PEaKIny,
BBIIPEKU Y€ HE BCEKU TH MoTydaBa. [loBeueTo oT HEKEaHUTE PEAKITUH CE MOSBSIBAT 1 WK 2 THU Cliel

BAKCHUHHUPAHCTO.

[ToTbpcere He3a0aBHO MEAUIIMHCKA TIOMOIIL, aKO B PAMKHUTE Ha 3 CEIMUIIU CJIC] BaKCHHAIUATA
MTOJIYIHUTE HAKOM OT CJIICTHUTE CUMIITOMH:

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

. pasBuere 3aayX, 00JKa B IPbIHUS KOIII, OTOK Ha KpaK, 00JIKa B KpaKa WU YIopuTa 00iKa B
KOpeMma;

. 3a0enexxuTe HeOONYaHN CHHIHH 10 KOXaTa WA TOYKOBUIHU KPBIJIH NIETHA, U3BBH MICTOTO

Ha BaKCHHaIlus.

[MoTbpceTe cmemHa MEAUIIMHCKA TOMOIIL, aKO MOJTYYUTE CUMIITOMH Ha TEKKA aleprHyHa peaKiusl.
TakuBa peakliu MOe JIa BKJIIOYBAT KOMOWHAIIMS HA HSIKOU OT CIETHUTE CUMIITOMH:
NpUMAIISIBAaHE WK CBETOBBPTEK

NPOMEHH B ITyJica

3ayX

CBUPKAIIIH XPHUIIOBE

MOJlyBaHe Ha YCTHHUTE, JIULETO WK I'bPIIOTO

YPTHKApUs Ui 00puB

raJicHe WM TOBPbIIaHe

cTomarHa 0oJjKa.
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CJ'IC,Z[HI/ITC HCXKCJIaHU PCAKIIMU MOKC Ja Bb3HUKHAT CJICT IMPUJIIOKCHHUCTO HA Ta3U BAKCHUHA.

MHoro 4yecTu: MOXe J1a 3acerHaT nosede ot 1 Ha 10 gymmu
rJ1aBo0osHe

rajieHe

MYCKYJTHH OOJKH

0osKa Ha MACTOTO HA MHXKEKTHPaHE

yCelIaHe 3a CUIIHA yMOpa

YecTu: Moxe na 3acerHat 10 1 Ha 10 gymm
3a4epBABaHE HA MSCTOTO HA MHXKEKTHpPAHE
MOYBaHE HA MSACTOTO HA UH)KCKTUPAHE
CTYJIEHU TPBIIKH

CTaBHH OOJIKH

KalllIyma

MOBUIIIEHA TEMIIEpaTypa

HeuecTu: moxe na 3acernat 1o 1 va 100 xymm
00puB

MYCKYyJTHa ci1abocT

00JKa B phIIeTe WIN KpakaTa

yCellaHe 3a ci1adocT

ycelaHe 3a 001110 Hepas3noJIoKeHHe
KHUXaHe

BB3MAICHO T'BPIIO

00J1KHU B IrbpOa

TperepeHe

OOWJTHO M3MOTSABaHE

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

Penxu: moxe ga 3acernar o 1 va 1 000 gymm

aJlepruyHa peaxmuus

ypTHKapUs

noayTH TUM(HU BB31IH (MUMQaaeHOATHS)

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

NOBpBLIaHE

MHoro penku: Moxe 1a 3acerHat 1o 1 Ha 10 000 ngymm

o KPBBHH ChCUPEIH, YECTO Ha HeoOWYaifH1 MecTa (Harp. MO3bK, YepeH qpob, 4epBa, anak) B
KOMOMHALUS ¢ HUICKO HUBO HAa TPOMOOLIUTUTE B KPBBTA.
o CEpHO3HO BB3MAaJICHNE HAa HEPBUTE, KOETO MOXKE J1a IPUUYMHH NTapain3a U 3aTpyJHEHO IUIIaHe

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

C Hen3BeCTHA 4eCTOTA (OT HaAJIWYHUTC JaHHHU HC MOXKCEC Oa 6’5).16 HarpaBcHa OLIGHKa)

L4 TCIKKA aJICprudHa peakuua

L4 CUHJAPOM Ha HapylICHA KallWJIsIpHA MPOITYCKINBOCT (C’LCTO?IHI/IG, MMPUYIHNHABAIIO U3TUYAHC HA
TCYHOCT OT MAJIKUTC KPbBOHOCHHA C'I)Z[OBC).

Kaxere na Bamms JICKap, (bapMaueBT WM MCAUIIMHCKA CECTPaA, aKO UMATC HAKAKBU HCIKCIIAaHU
pC€aKkuumn, KOUTO Bu IMPUTCCHABAT WM HE IPEMHUHAaBAT.
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Cho01iaBaHe HA HeXKeJIAHU PeaKuuu

AKO MoNyyHnTe HIKaKBU HEXXEJIaHH JICKApCTBEHU peakny, yBeaomere Bamus nekap, GpapmanesT nin
MEAMIMHCKA cecTpa. ToBa BKIIIOUBAa BCHYKH BH3MOXKHH HEOIMCAHU B Ta3H JIUCTOBKA HEXXEJaHH
peaknuu. MoxeTe ChIIIOo JIa ChOOIINTE HEXKENaH! PEaKIiy TUPEKTHO Ype3 HallHOHATHATA CHCTEMa 32
cboO1IaBane, mocoueHa B Ilpunoskenue V, kaTo BKIIOUMTE NapTUAATa/IAPTUAHUS HOMED, aKo ca
HanumaHu. Kato cpoOiiaBare HexXeIaHu peakiy, MOXKETe Ja JaJleTe CBOS MPUHOC 3a MoJydYaBaHe Ha
noBeve HHPOpMAaIHst OTHOCHO OE30MacCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na coxpansBate COVID-19 Vaccine Janssen
CpxpansBaiiTe Ta3u BaKCHHA Ha MACTO, HEAOCTHITHO 3a JIe1Ia.
CopxpansBaiiTe GrrakoHa B OpUTHHAIHATAa KapTOHEHA ONAKOBKa, 3a Ja Ce MPEe/as3n OT CBETIHNHA.

Bammsar JICKap, (bapMaueBT WM MCAUIIMHCKA CECTpa Ca OTTOBOPHU 3a ChbXPAHABAHCTO HA Ta3U
BaKCHHA 1 MPABUJIIHOTO U3XBBHPJIAHEC HA HCU3IIOJI3BaHUA IIPOJYKT.

[la ce cpxpaHsaBa U TpaHCHIOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTara Ha U3TMYaHE HA CPOKA Ha
TOJIHOCT Tpu chxpanenue npu -25°C 1o -15°C ¢ oTrneuaran BbpXy (pjlakoHa U BhHIIIHATA KAPTOHEHA
omakoBka cnen "EXP/Tonen no:".

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

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

no 8°C, i TIpH CTaifHa TeMIiepaTypa:

. mipu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOIU3UTEIHO 13 "aca 3a pa3Mpa3ssBaHETO Ha KapTOHCHA
onakoBka ¢ 10 unu 20 ¢grakoHa, a 3a pa3Mpa3saBaHETO HA eIUH (DIAKOH IIe ca HeOOXOAUMHU
NpUOTU3UTETHO 2 yaca.

. npu cTaiiHa Temreparypa (Makcumanto 25°C) me ca HeoOX0AUMH MPUOIN3UTENHO 4 Jaca 3a
pasmpassBaHEeTO Ha KapToHeHa ornakoBka ¢ 10 mmm 20 daakoHa, a 3a pa3mMpassBaHETO Ha €IMH
(haKoH 111e € HeoOX0AUM PUOIU3UTEIHO 1 Yac.

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

Baxkcunara mose na ce cpxpaHsaBa 1 B xyamuiHuk npu 2°C no 8°C 3a eTHOKpaTeH Nepuoj 10

3 Mecena, KaTo He TpsiOBa J1a ce U3MOI3Ba Cile]] IbpPBOHAYAIHATA JaTa Ha U3THYaHE Ha CPOKa Ha
rogHoct (EXP/Tonen no:). Cnen npeMecTBaHe Ha MPOIyKTa OT YCIIOBHUS Ha chxpaHenue npu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT TPsIOBa Ja ce 0TOES)KH Ha BhHITHATA
KapTOHEHA OIIaKOBKa M BaKCHHATa TPsiOBa a ce M3M0J3Ba WM Ja C€ U3XBBPIH 10 Ta3H JaTa.
[IppBOHAaYamHaTa NaTa HA U3TUYAHE HA CPOKA Ha TOJAHOCT TPsOBA Aa ce 3auepTae. BakcuHaTta Moxe na
ce Tpa"cnoptupa u npu 2°C o 8°C, ako ce OCUTYpAT NOIXOASIINTE YCIOBUS Ha ChXpaHeHHe
(Temnepatypa, Bpeme).

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTEIHA HHpOopManms

Kakso cuabp:ka COVID-19 Vaccine Janssen

° AKTHUBHOTO BEILECTBO € aicHOBUpYC Tul 26, koaupan SARS-CoV-2 mumnos
rakonpotena*(Ad26.COV2-S), He no-mainko ot 8,92 log;p uadekuozan eaunuiy (Inf.U) BbB
Bcsika 1o3a ot 0,5 ml.

* TIpomsBenena B kieThbuyHa JnHUS PER.C6 TetR u upes pekomOunantha JIHK texnomorus.

To3u NpoayKT ChabprKa reHeTHIHO Moauduuupanu opranuzmu ('MO).
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o Hpyrure cbecTaBkH (IOMOIIHYU BEIIECTBA) Ca:

- OmnaxoBka ot 10 diakona: 2-xuapoxcunponui-f-uukiogekctpu (HBCD), numonena
KHCeJIMHa MOHOXHUIPAT, €TaHOJI, XJIOPOBOAOPOAHA KHCENHa, noaucopdar 80, HaTpueB
XJIOpUJ, HATPUEB XHUJIPOKCU]], TPHHATPUEB LIUTPAT AUXUAPAT, BOJA 38 MHIKEKINH (BIKTE
touka 2 ,,COVID-19 Vaccine Janssen cpappixa HaTpuii u ,,COVID-19 Vaccine Janssen
ChIBpKa €TaHOT ).

- OmnaxoBka ot 20 diakoHa: 2-xuapokcunponui-f-uukiogekctput (HBCD), numonena
KHCEIIMHa MOHOXHJIPAT, €TAaHOJI, XJIOPOBOZOPO/IHA KHCENHHA, oarcopoar 80, HaTpues
XJIOpUJ], HATPUEB XHUIIPOKCHUJI, BOJa 3a WHKeKIuH (BrxkTte Touka 2 ,,COVID-19 Vaccine
Janssen cpapprka Hatpuii u ,,COVID-19 Vaccine Janssen cbabpxka eTaHon™).

Kaxk m3rae:xna COVID-19 Vaccine Janssen 1 KaKBO ChAbpP:Ka 0aKOBKATA
WuxekmonHa cycnieH3us (nmxekius). Cycrnensusra e 6e31BeTHa 10 OJIe10XKbATa, OUCTpa 10 CHUITHO
onanecuentHa (pH 6-6,4).

2,5 ml cycniensust B MHOro030B (hiakoH (CThKJIO THI [) ¢ ryMeHa 3amymianka, alyMUHUeBa 00KaTKa 1
CHHBO IJIacTMacoBO Kanaue. Beeku ¢uakon ceappika 5 nosu mo 0,5 ml.

COVID-19 Vaccine Janssen ce mpeuiara B OnakoBka, cbabpskama 10 MHOromo308u ¢uiakoHa.
He Bcuyky BHIOBE OMAKOBKH MOTaT Jia O'bIaT IyCHATH Ha Ma3apa.

IpuTexaTes1 HA pa3pelIeHUETO 32 yNIOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

3a KOHKPETHUS MTPOM3BOIUTEN Ha BAKCHHATA, KOSITO CTE TOJYYHIIH, TPOBEPETE MapTHIHUS HOMEP Ha
KapTOHECHATa OMaKOBKa WM Ha (pJIaKOHA M Ce CBBPIKETE C JIOKATHHUS MPEACTABUTEI HA MTPUTEIKATEIIS
Ha pa3penIeHueTo 3a yrnorpeoda.

3a nonbAHUTENHA HH(POPMALIUS OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPENCTaBUTEN Ha PUTEKATEISI HA Pa3pelIeHHETo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +3233939323/0080056540088 Tel: +37052142002/0080056540088
bbarapus Luxembourg/Luxemburg

L, JokOHCBH & JIxoHChH boirapus” EOO/] Janssen-Cilag NV

Ten.: +35928008028/080018192 Tél/Tel: +35227302815/0080056540088
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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

island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +3545390674/0080056540088

Italia
Janssen-Cilag SpA
Tel: +390699748520/0080056540088

Kvnpog
Bapvéapoc Xatinmovayng Atod
TnA: +35725654186/0080056540088

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +37163138821/0080056540088

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

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: +442076602872/0080056540088

I[aTa Ha IOCJCIHO NMpepasrjaekaane Ha JIMCTOBKaTa
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Ta3u BakcuHa € pa3pelieHa 3a yrnoTpeda 1o 1. Hap. cxeMa ,,pa3penaBase moj yciosue™. Tosa
03Ha4YaBa, Y€ 3a Ta3u BAKCHMHA C€ OYAKBaT JOMTBIHUTCIHH JaHHH.

EBpomneiickaTa areHIus 1o jeKapcTBaTa e M3BbPIIBaA MPerjie] Ha HoBaTa HH(GOPMAITUS 3a Ta3H
BaKCHHA TIOHE BEIHHK TOJIMIIHO M Ta3H JIUCTOBKA CHOTBETHO IIIE CE aKTyaIu3upa.

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

W nmocerere URL: www.covid19vaccinejanssen.com

JApyru u3rouHunu Ha uHpopmanus
[TonpoGHa uHOpMaLKs 3a TOBA JICKAPCTBO € IpeJoCTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o Jexapcreara: http://www.ema.europa.eu.

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

IMocouyenaTa mo-m10J1y nH(popManus e MpeTHA3ZHAYEHA CAMO 32 METUIIMHCKH CHEIHATHCTH:

L] Kakro Bcuuku MHXCKIIMOHHU BAKCHUHU, Tp;[63a BHHArv aa nMa Ha pasroJIOKECHUC MMOAXO0 A0
JIeYeHUe W HAOIIO/ISHNE B CITyYail Ha aHa(pUIIAaKTUYHA peaKIus CIIe]l IPUIOKEeHIE Ha
COVID-19 Vaccine Janssen. Ciiesi BAKCHHHpaHE Xoparta TpsiOBa Ja ce MpocieasBar ot
MEAHUIMHCKA CIEIIATUCT B IPOABIDKEHNE Ha HAal-MaIKo 15 MUHYTH.

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

. COVID-19 Vaccine Janssen He Tps0Ba 1a ce mpuiiara ype3 BbTpech0Ba, HHTPABEHO3Ha,
MOJIKOYKHA WJIM MHTpPaJiepMaliHa WHXKEKIUS IPH HUKAKBU 0OCTOSATEIICTRA.

o Wmynuzanusara TpsOBa 1a ce U3BbPIIBA CaMO Ype3 HHTPAMYCKYIHA HHXKEKIHS, 32
MpeanoYnTane B ASNTOUIHHUS MYyCKyJl Ha TOPHATa YacT Ha pbKaTa.

o [Tpu npuiokeHre Ha BCsKa MHKEKIAS MOXeE Jla Bb3HUKHE CHHKOM (MIPUTIaiaHe), BKIFOYUTEITHO

u ¢ COVID-19 Vaccine Janssen. Tps0Ba na ce pasmnonara ¢ npoueaypHu 3a IpeioTBpaTsBaHe Ha
HapaHsIBaHE TIPY MaJaHe W 32 OBJIaJsIBaHE Ha CHHKOTAIHH PEaKIINH.

IIpocnenumoct

3a 1a ce moao0pH MPOCIEAMMOCTTa HAa OMOJOTHYHUTE JIEKAPCTBEHHU MPOJIYKTH, UMETO U TTAPTHIHHSAT
HOMED Ha MPUJIOKEHHUS MPOAYKT TPsiOBa SICHO Jja ce 3alncBarT.

Yka3aHus 3a NpUIOKEHUE U padoTa:

C Ta3u BakcuHa TpsAOBa 1a pabOTH MEMIMHCKY CIICIIUAINCT, KaTO M3MOJI3Ba aCeNTHYHA TEXHUKA, 33
Jla Ce OCUTYPH CTEPUIIHOCT Ha BCSIKA 703a.

[la ce cpxpaHsBa 1 TpaHCHOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTara Ha U3THYaHE HA CPOKA Ha
TOJHOCT Npu cbXxpanenue npu -25°C no -15°C e orneuaTan BbpXy (piiaKoHa M BHHIIHATA KAPTOHEHA
omnaxoBka cieq "EXP/T'oxen no:".

Bakcunara e rotoBa 3a ynotpeba ciex pa3mpassiBane. BakcuHaTta Moke Jja ce 10cTaBsl 3aMpa3eHa

mipu -25°C mo -15°C unm pasmpazena npu 2°C mo 8°C.
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Koraro e cpxpansBana 3ampaseHa npu -25°C no -15°C, BakcuHaTa Moe 1a ce pa3Mpasu uiu npu 2°C

1o 8°C, wu npH cTaliHa TeMIeparypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 yaca 3a pasmMpassiBaHETO Ha KApTOHEHA
omakoBka ¢ 10 wiu 20 ¢uiakoHa, a 3a pa3Mpa3ssBaHETO Ha ¢IMH (HIIAKOH Il ca HEOOXOIUMHU
MpUOIU3UTENTHO 2 Yyaca.

o npu craiiHa Temrieparypa (Makcumaito 25°C) me ca HeoOX0AUMH MPHOIM3UTENHO 4 Yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBKa ¢ 10 uinu 20 gnakoHa, a 3a pa3MpassaBaHETO HA eIUH
(hakoH me e HeoOXxoauM NpUOIM3UTENHO 1 yac.

CJ'IC,Z[ pa3Mpa3saBaHC BAKCHMHATA HE Tpﬂ6Ba Ja Cc¢€ 3aMpa3saBa OTHOBO.

Bakcunara Moke 1a ce chxpansiBa U B xaaarHuK mpu 2°C qo 8°C 3a eqHOKpaTeH PO/ 10

3 Meceria, KaTo He TPsIOBa /a ce M3MOJ3Ba ClIe]] MbPBOHAYATHATA JaTa Ha U3THYaHe Ha CpoKa Ha
rogaoct (EXP/T'onen no:). Cnen npemecTBaHe Ha MPOAYKTa OT YCIOBHs Ha cbxpaneHue npu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT TPsIOBa Ja ce OTOEIS)KH Ha BhHITHATA
KapTOHEHA OTaKOBKa M BaKCHHATa TPsiOBa Jia ce U3IM0J3Ba HIIH Jia C€ U3XBBPIIU JIO Ta3H JIaTa.
[IppBOHavYanHaTa 1aTa HAa M3TUYAHE HA CPOKA Ha TOAHOCT TPsAOBa Aa ce 3adepTae. BakcunaTta moxe na
ce TpaHcnoptupa u mpu 2°C no 8°C, ako ce OCUrypAT NOAXOASIIUTE YCIOBUSA Ha ChbXpaHEHHE
(Temmeparypa, Bpeme).

CBXpaHHBaﬁTC (bHaKOHI/ITe B OpUTr'MHAJIHATAa KAPpTOHCHA OIIaKOBKaA, 34 Ja CC NPCANa3siaT OT CBCTJIMHA U
3a Ja Cc€ OTOENIEKH CPOKBT Ha T'OAHOCT IIPU PA3JIMYHUTC YCIIOBUA Ha CbXPAaHCHUEC, aKO € IPUIIOKHUMO.

COVID-19 Vaccine Janssen e 0e31BeTHa 10 0JIe05KBJITa, OUCTPa 10 CHIIHO ONANECLCHTHA CYCICH3HS
(pH 6-6,4). [Ipenu npunoxeHneTo BakCHHATa TPsOBa J1a ce MPOBEPH BU3YATHO 32 HAJTMYKE Ha BUJIUMHU
YacTUIIHM WK POMsiHA Ha 1BeTa. [Ipeau npuinokenne (rakoHbT TpsOBa j1a ce MPOBEPH BU3YAITHO 32
HaJIM4Me Ha MyKHATUHU WM HIKAKBU IPOMEHH BB BHHIIHUS BUJ, HANp. IPU3HAIM Ha oTBapsiHe. He
npuiIaraitTe BAKCHHATa IPU HATWYKME HA TAKKBa MPU3HALIHY.

[Ipenu npunarane Ha 7032 OT BAKCHHATA BHUMATEIHO 3aBbpTETE (PIIakOHA B M3MPABEHO MOJIOKEHHE B
npoabkenue Ha 10 cexkynau. [a He ce paskiama. M3non3BaiTe cTepuiiia Urjia U CTepUIHa
CIIPUHIIOBKA, 3a J1a U3TETJINTE eAMHNYHA 1032 OT 0,5 ml 0T MHOT0M030BHS (PJIAKOH, KaTO s IPHIIOKUTE
caMo Ype3 UHTPaMYCKYJTHA WHKEKIINS B JEITOUIHISI MYCKYJI Ha TOpHATA YacT Ha phKarTa.

OT MHOTO71030BUs (hJTAKOH MOXKE JIa Ce M3TETJIAT Hail-MHOTO 5 103u. M3XBBHpIieTe ocTaHanara BbB
(hakoHa BaKCHHA ClIe]] U3TETIIIHE Ha 5 103H.

Cren mbpBOTO MyHKTHpaHe Ha (1akoHa BakcuHata ((hrakoHa) Moxe aa ce cbxpaHsBa rnpu 2°C mo §°C
JIo 6 gaca Wik Ha CTaifHa TeMiiepaTypa (MakcuManHo 25°C) 3a eqHOKpaTeH Mmepuo A0 3 Jaca.
UzxBbpriere (hrakoHa, ako BaKCHHATA, HE € U3I0JI3BaHa B paMKUTE Ha To3u nepuo. Cien mppBoTo
MYHKTUpaHe Ha (yiaKoHa BbPXY €THKETA Ha BCEKH (DJIAKOH 3alMIIeTe JaTaTa U 4aca, KoraTto (IakOHbT
TpsiOBa Jia ce U3XBBHPIIH.

UsxBbpasHe
Hewusnon3BanaTta BakCHHA WM OTHAABUYHATE MAaTEPHAIN OT Hes TPSOBA J1a ¢ U3XBHPJIT B

ChOTBCTCTBHUC C MCCTHUTC YKa3aHU 3a q)apMaL[eBTI/ILIHI/I OTIaJabIH. HpH cnyqaﬁﬂo Ppas3iIuBaHC
MACTOTO Tp$[6Ba Ja ce Z[eSI/IH(i)GKL[I/Ipa CbhC CpCACTBA C BUpUIIUJHA aKTUBHOCT CPCILy aACHOBUPYC.
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