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, TMarHOCTUIIMPAHH C TPOMOOIIMTOIICHUS B PAMKHTE Ha 3 CEJIMHUIIMU CJIe]] BAKCHHAIIMATA ChC
COVID-19 Vaccine Janssen, TpsiOBa j1a Ob1aT aKTUBHO U3CJICABAHU 32 MPHU3HAIU HA TpoMO03a. ChIIo
TaKa JIMIaTa, KOUTO Pa3BUAT TpoMOO3a B paMKUTE Ha 3 CEAMMIIU CJIe]] BAKCHHALIUATA, 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.

CunnpoM Ha Guillain-Barré

MHoro psiako cinen Bakcuaaius ¢ COVID-19 Vaccine Janssen ce cbo011aBa 3a CHHAPOM Ha
Guillain-Barré (GBS). MeaunuHCKATE CIIENMAIKUCTH TPSOBa N1a OBAAT C TIOBUIIICHO BHUMAaHHUE 32
npu3Hanu 1 cuMmnromu Ha GBS 3a 1a ce rapanTupa npaBUIHA TUarHo3a, 3a Jia Ce HHUIMHPAT
aJICKBaTHH IOIbPIKAIIU TPYIKU U JICUCHHUE, U Ja C€ U3KJIF0YAT APYTH MPUIHHU.

I/IMVHOKOMHDOMCTI/IDaHH JIMIa

EdukacHoctTa, 6€30MacHOCTTa 1 IMyHOT€HHOCTTA Ha BAKCHMHATA HE Ca OLICHCHH MPH
UMYHOKOMITIPOMETHPAHH JINIIA, BKIIOYUTETHO TE€3H, TOTy4YaBalld UMYHOCYIPECHBHA Teparusl.



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 ciesn BakcHHHpaHeTo. KakTo mpyu BCHYKH BaKCHHH, BAKCHHUPAHETO
¢ COVID-19 Vaccine Janssen MOxe 1a He OCUTYPH 3aIUTa Ha BCHUYKH PELUIMEHTH Ha BaKCUHATA
(Bk. Touka 5.1).

Tlomonrau BCIICCTBA

Hampuii
To3zu nexkapcTBEH MPOAYKT ChABbPXKa Mo Maiko oT 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOJKE J1a C€ KaXke, 4 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 ¢ JPYIH JeKAPCTBEHH NPOAYKTH M APYrd (popMH 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).

[Ipunoxenune nHa COVID-19 Vaccine Janssen npu OpemMeHHOCT 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 Hexenanun JeKapCTBEHH 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 rogunu). AHanu3 Ha 6e30MaCHOCTTA € U3BBPIICH CIel JOCTUTaHe HAa MeJHaHaTa Ha
NPOIBJDKUTEIHOCTTA Ha MPOCIIeAsIBaHe 2 Mecela ciie] BAKCHHUpaHeTo. HaaumyHo e mo-abiro
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
paMkwuTe Ha 1-2 JHU clie]l BAKCHHAPAHETO | ca JIEKH JI0 YMEPEHH IO TEKECT U ¢ 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

Hesxenanu nexapcTBeHH peakuy, HaOI0JaBaHu 1o Bpeme Ha nmpoyuBane COV3001 ca
opranusupant 1o cucremo-opranet kinac (COK) mo MedDRA. Kareropuure Ha yectorara ca
OTIpesieNICHH KaKTO CJIeBA!

Mmoro yectu (> 1/10);

Yecru (> 1/100 go < 1/10);

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

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

Mmoro penku (< 1/1 000);

C Hem3BecTHaA YecToTa (0T HATMYHUTE IaHHW HE MOJKe J1a ObJie HalpaBeHa 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 sakcunupane ¢ COVID-19 Vaccine Janssen

C Hen3BecTHa
yecToTa (0T
HAJTUYHHUTE
MHoro JaHHU He
MHoro Yectn Heuectn Penxn penaxku MozKe 1a 0bjie
CucreMo-opranes 4ecTH =1/100 o0 | (=1/1 000 7o | (=1/10 000 | (< 1/1 000 | nHampaBeHa
KJ1ac (=1/10) <1/10) <1/100) a0 <1/1 000) ) OLIEHKA)
Hapymenus na CBpbXx4yBC Amnaduakcu
MMyHHAaTa CUCTEMA TBUTEITHOC 0
T
ypTHUKapus
Hapymenus na I'maBoGomM Tpemop Cungpom
HEepBHaTa CHUCTEMa e Ha
Barré




CpoBu Tpombo3a | Cunapom Ha
HapyIICHHUS B HapymeHa
KOMOMHaI| KanujsipHa
usc MIPOITYCKJIMBO
TpoMOoIH cT
TONEHMST*
Pecniuparopsu, Kamuna Kaxane;
TPBAHU H opodapuHre
MeIUACTHHATHA aiHa OoIKa
HapyIICHAS
CromanHo-4peBHI T'agene
HapyIICHAS
Hapymenus na O6pus;
Ko)KaTta XHUMEPXUAPO
MIOJTKO’KHATA ThKaH 3a
Hapymenus na Muanrus ApTtpanrus MyckynHa
MYCKYJTHO- cnabocT;
CKeJeTHaTa 6onka B
CHCTEMA U KpalHUK;
ChEIMHUTETHATA 6onka B
ThKaH rppOa
OO0y HapyIIeHUS YmMopa; ITupexcus; ActeHus;
u epekTn Ha Oonka Ha epUTeM Ha | HepasmoJoxkK
MSCTOTO Ha MSICTOTO MSCTOTO Ha CHHE
MPUIOKCHUE Ha WH)XEKTUPaH
HH)XEKTUD | ¢; MoIyBaHe
aHe Ha MSCTOTO
Ha
WHKEKTHPaH
e; CTy/IeHI
TPBIIKU

CBpPBXYyBCTBHTEIHOCT C€ OTHACS [0 AIEPIHIHHU PEaKIMU Ha KOXKaTa U IMOJKO)KHATa ThKaH.
Curyuau, IOTy4YeHH OT TEKYIIO OTKpUTO mpoyuBane B FOxHa Adprka.
IIpe3 mocTMapkeTHHTOBUS MEPHO]] c€ CHOOIIABa 3a TEKKH X MHOTO PEIKU CITydad Ha TpoMOo3a B KOMOHHANNS C

TpoMbonuToneHus. Te BKII0YBaT BEHO3HA TpoMO03a, KaTo HapuMep TpoMO03a Ha MO3bYCH BEHO3CH CHHYC,
Tpom003a Ha CIUNITAHXHUKOBA BEHA, KAKTO U apTepuaiHa Tpom6o3a (BK. Touka 4.4).

Cro011aBane Ha MOJI03MPAHU HEXKEIIAaHH PEaAKIIUH

Cpo01aBaHeTo Ha IMOIO3UPaHN HEKEJIAaHU PEaKLUH CJIe]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
NPOLYKT € BaskHO. ToBa Mo3BOIISABA Aa MPOIBIDKH HAOMIOACHUETO Ha ChOTHOILICHUETO MOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEMIIMHCKHUTE CIICIHAIICTH C€ M3MCKBA Jla ChOOIIaBaT BCSIKA
N0JJ03MpaHa HeXeJlaHa Peakysl Ype3 HalMOHAIHA CHCTeMa 3a ChOOIaBaHe, IIOCOYEHA B
IIpunoxxenue V.

4.9 Ilpeno3upane

Hsma cpoOiienu ciyyan Ha npeao3upane. B npoyuBanusTa dasza 1/2, kbAeTO € Mpuiarana mo-BUcoka
no3a (o 2 met), COVID-19 Vaccine Janssen ce monacs 100pe, HO BAKCHHUPAHUTE JIMIA ChOOIIaBaT
3a MMOBUIIIEHA PEaKTOTEHHOCT (3acwiieHa 00JIka Ha MSICTOTO Ha BAKCHHHpPaHEe, yMOpa, TIaBo0oIue,
MUAIITHS, TaJIcHEe U TUPEKCHS).

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

5. DAPMAKOJIOI'MYHU CBOUCTBA

5.1 ®apmakoaMHAMUYHU CBOWCTBA

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



MexaHu3bM Ha IEWCTBUE

COVID-19 Vaccine Janssen € MOHOBaJICHTHA BaKCHHA, ChCTaBEHA OT BEKTOP, KOWTO €
PEKOMOMHAHTEH, HEPEIUIMKUPALL C€ YOBELIKH afeHOBUpYC TUM 26, kKomupail SARS-CoV-2 mumnos (S)
TJIMKONPOTEHH C ITbJIHA IBJDKKMHA B cTa0mIn3upana koHpopmarus. Ciaen npuiioxKeHne

S rmukonporenHsT HA SARS-CoV-2 ce ekcripecrpa MpexoaHo, KaTo CTUMYJIUpPa KaKTo
HEYTpaIU3UPALIUTE, TaKa U APYTH GYHKIUOHATIHU S crieu(pUIHN aHTUTENa, KAKTO U KIEThYHU
UMYHHHU OTTOBOpPH, HACOUYEHU CpPELly S aHTUI€HA, KOETO MOXKE J1a TOMPUHECE 3a 3aLUTA CPELLy
COVID-19.

Kinnanuna edukacHoCT

B mMomenTa ce nmpoBesx/a eTHO MHOTOLIEHTPOBO, PAaHIOMU3UPAHO, ABOWHOCISTIO, II1aneo-
KoHTponmpano npoyuBane (aza 3 (COV3001) B Crenunenure matu, FOxuaa Adprka u 1ppKaBu OT
JlatmHCKa AMepHKa 3a OIleHKa Ha e()UKacCHOCTTa, 0€301TaCHOCTTa M IMYHOT€HHOCTTA Ha €TUHIYHA
no3a COVID-19 Vaccine Janssen 3a npeBennust Ha COVID-19 nipu Bp3pacthu Ha 18 1 moBeue
roguau. OT IPOYYBAHETO ca U3KITFOUSHH JIUIIA C OTKJIIOHEHUS BbB (DYHKIUATA HA UIMyHHATa CHCTEMA B
CJIEJICTBUE HA KJIMHUYHO 3a00JIsIBaHE, TUIA HA IMYHOCYIIPECUBHU TE€PAIMH B PAMKHUTE Ha 6 Mecera
KaKTO ¥ OPEeMEHHH JKeHHU. Y4yacTHHUIM cbe cTabmnna HIV undexius, KouTo ce JIeKyBar, He ca
u3KIoveHu. Paspenienu 3a ynorpeda BaKCHHH, ¢ M3KITIOUCHHE HA )KUBU BAaKCHHHU, MOTAT Ja ce
mpuiaraT noseue oT 14 nHu npenu win noeeye ot 14 qHu clie] BAKCHHUPAHETO B MPOYYBAHETO.
Paspernienu 3a ynotpeda )KHUBH aTCHIOMPAHU BaKCHHU MOTaT Jia ce IpujiaraT moBeyve ot 28 AHU peau
WM TTOBeue OT 28 IHU clie] BAKCHHUPAHETO B MPOYYBAHETO.

O06m10 44 325 nuua ca paHAOMH3MPAaHU YCIOPEIHO B ChoTHOIIeHHE 1:1 3a monmyuyBaHe Ha
uHTpamyckyiaHa nixekius ¢ COVID-19 Vaccine Janssen wiu miane6o. O61o 21 895 pb3pacTHu
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).

[omynanusara 3a mbpBUYEH aHaNu3 3a euxacHocT oT 39 321 nuna Bkimtousa 38 059 cepoHeraTuBHU
3a SARS-CoV-2 nuna Ha u3X0AHO HUBO U 1 262 nHlia ¢ HEU3BECTEH CEPOCTATYC.

Hemorpadckure faHHN U U3XOAHUTE XapaKTEPUCTUKH ca CXOJHM Npu Junara, noayunian COVID-19
Vaccine Janssen, 1 mony4yuiure miamne6o. B momynanusita 3a mbpBUYEH aHAIN3 332 €(PUKACHOCT
MejMaHaTa Ha Bb3pacTTa npu junata, noayumin COVID-19 Vaccine Janssen, e 52,0 roaunau
(mmamazon: 18 mo 100 roxgunn); 79,7% (N=15 646) ot numara ca Ha BB3pacT oT 18 1o 64 roguHu
[xato 20,3%, (N=3 984) ca Ha BB3pacT 65 uiu nmoBeve roauHw, a 3,8% (N=755) ca Ha Bp3pact 75 wim
noBede roaunu|; 44,3% ca sxenn; 46,8% ca ot CeBepHa Amepuka (Crenunenu marn), 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 MporpecHs KbM TeXKo mpotrdane Ha COVID-19 Ha u3xoaHo HUBO
(chIBTCTBAIIMTE 3a00/ABaHKs BKIIOUBAT: 3aTILCTIABAHE, onpeaenaeHo karo UTM >30 kg/m? (27,5%),
xunepronus (10,3%), muadet tum 2 (7,2%), crabunna/noope konTponupana HIV nadexnus (2,5%),
cepuo3HU chpaeyHu 3abonsaBanus (2,4%) u actMma (1,3%)). pyru chIrbTcTBAIM 32a00IIBaHUS CE
ycTaHoBsiBat npu <1% ot yimmnara.

Cayuante Ha COVID-19 ca noTBBbpACHHU OT LIEHTpaIHa J1a00paTopusi Bb3 OCHOBA HA MOJOKHUTEIICH
pesynrar 3a SARS-CoV-2 Bupycua PHK, monyden ¢ tect Ha 6a3aTa Ha moinmMepa3Ha BEpHKHA
peaknus (PCR). Obmiara ehukacHOCT Ha BakcWHATa M €()UKACTHOCTTA IO OCHOBHHU BB3PacTOBH IPYITH
e npezacraBeHa B Tabnmma 2.



Tabnuua 2: Auanu3 Ha epukacHocTra Ha Bakcunara cpemy COVID-19° npu SARS-CoV-2
CEePOHEraTHBHM Bb3PACTHH - NMOMYJIalys 32 MbPBUYEH aHAJIN3 32 eUKACHOCT

COVID-19 Vaccine
Janssen Ilnane6o
N=19 630 N=19 691
Cayyan Ha | YoBeko | Cayyam Ha | Yoseko % eduKacHOCT HA
COVID-19 TOANHH COVID-19 TOANHH BaKCHHAaTa
Ioarpyna (n) (n) 95% CI)®
14 nHu cjeq BAKCHHHPAHETO
Benuku 116 3116,57 348 3096,12 66.9
y4yacTHUIH® (59,03; 73,40)
18 no 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
TOJIMHHU (63,90; 92,38)
75 v moBeye 0 107,37 8 99,15 100
TOIWHHA (45,90; 100,00)
28 aHH cjel BAKCHHHPAHETO
Beuuku 66 3102,00 193 3070,65 66,1
yYacTHUIIH® (55,01; 74,80)
18 mo 64- 60 2 518,73 170 2490,11 65.1
TOJIMIIIHA BB3PacT (52.91; 74.45)
65 u moseye 6 583,27 23 580,54 74,0
TOJMHU (34,40; 91,35)
75 u 1IoBCYC 0 106,42 3 98,06 -
TOAUHU

CoobpBHYHA KpaiiHa TOYKA (KaKTO € AeHUHHPAHO B MPOTOKOIA).

Cumnromatuuen COVID-19, usucksa nonoxurenex pesyiarar oT RT-PCR u none 1 pecniupaTopeH npusHak win
CHUMIITOM, WJIH 2 JAPYTU CUCTEMHU ITPU3HAKa WJIU CUMIITOMA, KaKTO Ca ):le(bl/lHPIpaHl/l I10 IMPOTOKOJI.

JloBepHUTETHNTE HHTEPBANIH 32 “BCHUKH YJaCTHUIN* ca KOPUTHPAHH, 3a 1a C€ IIPIIIOKH KOHTPOJI Ha Ipemnika Tvl [ 3a
MHO>XECTBEHO TecTBaHe. /loBepUTEeTHUTE HHTEPBAJIH 32 Bb3PAaCTOBUTE IPYINHU Ca IPEACTABEHU HEKOPUTUPAHHU.

EdukacHoctTa Ha BakcuHara cpeiry Texxbk COVID-19 e npencrasena B Tabnuna 3 mo-goiy.

Ta6anua 3: AHaIu3 Ha e(pUKACHOCTTA HA BakcuHaTa cpemy Texbk COVID-19* nmpu SARS-
CoV-2 cepoHeraTHBHHM Bb3PACTHH - MOMYJIAINS, IPH KOSITO € HATIPaBeH
I'bPBHYEH AHAJIN3 HA e(PUKACHOCTTA

COVID-19 Vaccine Inauedo
Janssen N=19 630 N=19 691 %
Ciayyau HA Yoseko Ciayyau HA Yoseko epuxacHocT
COVID-19 TOAMHHA COVID-19 TOAMHHA HA BAKCHHATA
Ioarpyna (n) (n) (95% CI)°
14 nHuU cje] BAKCHHUPAHETO
TexkbK 76,7
14 3 125,05 60 3122,03 (54,56; 89,09)
28 1HM cyiel BAKCHHMPAHETO
Texbk 85,4
5 3106,15 34 3 082,58 (54,15; 96,90)

OKOHUATEITHOTO OmpesesiHe Ha TexkuTe crydan Ha COVID-19 e HanpaBeHO 0T He3aBHCHMA apOUTpaskHAa KOMHCHS,
KOSITO € OIpe/esIiia ChI0 M TeKECTTa Ha 3a00JIIBaHeTO criopes AeUHHULUITA B PHKOBOACTBOTO Ha FDA.
JloBepHuTEeTHNTE HHTEPBAIN Ca KOPUTHPAHH, 3a J]a CE IPHIIOKH KOHTPOJI Ha TPEIIKa THII | 32 MHOJKECTBEHO TECTBaHE.

Ot Bp3HUKHANUTE 14 Texku ciydas B rpynata Ha COVID-19 Vaccine Janssen, ¢ Hauano noxe 14 qau
clieql BakCHHAIHATA, cripsiMo 60 B Tuiarie0o rpyraTa, XOCIUTAIN3UPAHUTE Ca ChOTBETHO 2 CIIPSIMO 6.
TpruMa nanueHTH ca moYynHaIM (BCHYKH B TuTaiie0o rpymnara). [loBedeTo oT ocTaHANNTE TEKKU CITydan



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

HpeZ[I/I pascieCriaBaHe, JOMMBJIHUTCIIHN aHAJIN3U, CUUTAHU 3a pOSt hOC, Ha ITOJIOKUTCIIHU CIIy4au,
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
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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 JaTa HA U3THYAHE HA CPOKA HAa TOJTHOCT TPAOBa Ja ce 3annyn. BakcuHaTa MoXxe 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-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.

OmnakoBka ot 10 win 20 MHOT01030BH (hJIaKOHHU.

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
1 OR
C1

= =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
I/I?,XBT)pJ'II/I KbM aKTyaJ'II/ISI/IpaHaTa aara Ha
M3TUYaHE HA CPOKA HA TOAHOCT.
I[InpBoHAaYa/iHATA AaTa HA CPOKA HA
rOJHOCT TPAOBA 1a ce 3aau4u. (BX.
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 3aJu4M. (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 3ampassiBa MOBTOPHO ClIe]]
pasmpassiBaHe.

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 BakcuHara e crabuina 3a o0mo 12 gyaca
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 3aMpa3sBa IOBTOPHO CJIC]T
pasMpassiBaHe.

B. ITpoBepeTe u1akoHa U BAKCMHATA

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

cycnensus (pH 6-6,4).

o [lpenu mpunoxeHne BakcHHaTa TpsOBa Jja ce MPOBEPU BU3YAIHO 32 HAJHMUUE HA BUTUMHU

YaCTHIHU U ITPpOMsHA Ha LIBCTA.

e [lpenu npunoxkenne GakOHBT TPSIOBa 1a c€ MPOBEPH BU3YATHO 38 HAIMYKE HA TyKHATHHU HIIH
HSIKaKBU POMEHHU BBB BBHHIIHUS BH/I, HAIIp. IPU3HAIM Ha oTBapsHe. He nmpunaraiite BakcnHaTa

IIpY HAJIMYMEC Ha TaKKWBa IIPpU3HALIA.
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10

Ceky
3aBbpTeTe BHUMATEJIHO H3reraere 0,5 ml HNu:kexTupaiire 0,5 ml
(haaxona e IsnossBaiiTe crepuiHa urina e Ilpunaraiite camo ype3
e [Ipenn npunarane Ha 103a U CTEpWJIHA CIIPUHIIOBKA, 32 HHTPAMYCKYJIHA
OT BaKCHHATa BHUMATEIHO J1a U3TETJINTE eINHUYHA HH)KeKIMS B JICIITOUTHUS
3aBppTeTe (IakoHa B no3a ot 0,5 ml ot MYCKYJI Ha TOpHaTa 4acT
U3IPAaBEeHO INO0JI0KeHHe B MHOT0030BHA ()JIaKOH (BIK. Ha pbKara (BX. Touka 4.2).
NPOABJIAKEHHE HA Touka 4.2).
10 cexynam.
yHa A OT MHOT0/1030BHS

e H K Wre.
¢ paskjamanTe ¢d1aKoH Mo:Ke 1a ce H3TerIsAT

Ha-MHOIO0 5 103M.
H3xBBprieTe ocraHanara BbB
(h1akoHa BakCcHHA CIIE
HU3TETJIIHE Ha 5 103M.

a. ChbxpaHeHue cjiel TbPBOTO MYHKTHPaHe

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

=

njin
2oen  Beel ﬁ
——~y— J
g T
OT10eaexere JgaTrarTra m yaca, [ Cne;[ OBPBOTO ° Cne;[ OBPBOTO
KOraTo (IakoHbT TPsAOBaA 1a MMyHKTHpaHe Ha MyHKTHpaHe Ha (JIaKoHa
ce U3XBbPJIU (hmakoHa BakcHHATa BAKCHHATa MOXKE Ja Ce
e (Cnen mbpBOTO MYHKTUPAHE MOXE J1a C€ ChXpaHsIBa ChXpaHsABa Ha CTAlHA
Ha (hJIaKoHa, BbPXY €TUKETa ipu 2°C no 8°C no TeMmepaTrypa
Ha BCEKH (PJIAKOH 3aIUIIeTe 6 yaca. (makcumaiHo 10 25°C)
JaTara M 4aca, Korato Toii e M3xBwpiiere (iakoHa, 3a eIHOKpaTeH Nepuoa A0
TpsiOBa J1a C€ U3XBBPJIM. aKo BaKCHHATa HE € 3 yaca. (Bx. Touka 6.3).
A 3a mpemophuBaKe ¢ 1a ce M3M0JI3BaHa B PAMKHUTE o 3xBbprete (haakoHa,
Ha TO3U NEPUOS. aKO BaKCHHATa HE €

H3I0J13Ba BE€AHara CJICa

M3I0JI3BaHa B PAMKUTE HA
II'bPBOTO IIyHKTUPAHE.

TO3U TIEPHO/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

benrusa

ITeuaTHaTa JIMCTOBKA HA JIEKAPCTBEHUS MIPOIYKT TPsIOBA J1a ChABPIKA UMETO U aJipeca Ha
MIPOU3BOANTEINSI, OTTOBOPEH 32 OCBOOOKIaBaHETO HA CHOTBETHATA MAPTH/IA.

C ornen Ha 0OsBeHaTa KPUTHYHA CUTYallUs, CBbP3aHa ¢ OOLIECTBEHOTO 3paBe, KOSTO € OT
MEXTyHapOIHO 3HAUECHNE U 32 1a CE OCUTYPH PaHHA TOCTABKa, TO3H JIEKAPCTBEH MPOAYKT MOJUIEKH HA
OTPaHHYEHO BB BPEMETO N3KIIIOUEHHE, CIIOPE KOETO CE MO3BOJIABA J]a CE€ IPUEMAT pE3yNTaTUTE OT
aHaJIM3a 32 KOHTPOJI Ha MapTHIUTE, IPOBECH B perucTprpan(1) HeHThp(0Be), HaMupaii(¥) ce Ha
TEepUTOpUATA Ha TpeTa AbpkaBa. CpoKbT Ha TOBa H3KIMoueHue n3rnya Ha 31 tomm 2021 1.
[Ipuiaranero Ha JOrOBOPEHOCTHUTE 3a KOHTPOJI HA MAPTUANTE, BanuaeH 3a EC, BKIIOUNTEIHO
HEOOXOJMMHUTE U3MEHEHNS Ha Pa3pelieHHeTo 3a ynorpeda, TpsioBa ja 3aBbpiud KbM 31 rorm 2021T.
Hal-KbCHO, B ChOTBETCTBHE CHC CHIVIACYBaHUA TUIAH 32 MIPEXBBPIISTHE HA aHATTU3A.

b. YCJOBUs NJIU OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUAT MPOLYKT CE€ OTITyCKa IO JIEKAPCKO MPEANUCAHUE.
o O¢unnanno ocBodoKIaBaHE HA TAPTHAN

Cowraacno ui. 114 ot Hupexrusa 2001/83/EO oduumanHoTo 0cBOOOKAaBaHE HA MAPTUANTE CE
U3BBPIIBA OT IbprKaBHA JJAOOPATOPHS HIIH J1a00paTOpHsl, OIpeIesiCHa 3a Ta3H 1el.
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B. JAPYI'H YCJIOBUSA N U3UCKBAHUS HA PASPEIHNIEHUETO 3A YIIOTPEBA
. Ilepuoguynm akTyaJau3upanm aokjaaau 3a oezonacuoct (ITAIB)

M3uckpanusTa 3a nogasane Ha [TAJIb 3a To3u TeKapcTBEH MPOAYKT ca MMOCOYEHU B CITUCHKA C
pedepentauTe natu Ha EBponeiickus cpio3 (EURD crmcbk), npensuaes B wi. 1078, air. 7 ot
Hupextupa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIM3aI[|H, TTyOJMKYBaHH HA €BPOICHCKHS
yeOropTal 3a JeKapcTBa.

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nvpsus [TA1b 3a To3u
HPOIYKT B CPOK OT 6 Mecela ciIell pa3pelIaBaHeTo 3a ynorpeoa.

I'. YCJIOBUA NI OTPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS IPOAYKT

. Ilnan 3a ynpaBiaenue Ha pucka (ITYP)

[MpurexarensT Ha pa3pemnienuero 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIBa U3UCKBAHHUTE JICHHOCTH
JEeHCTBUS, CBBP3aHH C IPOCIIEsIBaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHH B ogoopenus [1YP,
npezacraBed B Moayn 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABAIIN 0J00pEHH
akryanusauuu Ha ITYP.

Axrtyammsupan [IYP tpa6Ba na ce monasa:

o o MckaHe Ha EBporielickaTa areHIusl 1o JeKapcTBara;

o BUHArd, KOraTo ce U3MEHs CHCTeMara 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
NoJy4yaBaHe Ha HOBa HH(POPMaIIUs, KOSTO MOXKeE Jia JIOBEJIE 10 3HAYUMU IMPOMEHHU B
CHOTHOIIIEHUETO M0JI3a/PHUCK, MIIH CIIe]] IOCTUI'aHe Ha Ba)KEH eTall (BbB Bpb3Ka C IPOCIIeAsIBaHe
Ha JIeKapCTBeHaTa 0e30MacHOCT WU CBEXJaHEe Ha PUCKA 1O MUHUMYM).

E. KOHKPETHO 3AABJKEHUE 3A U3IITBJIHEHUE HA MEPKH CJIE]]
<PA3PEIIIABAHE 3A YIIOTPEBA IO YCJIOBHUE

ToBa e pa3pernieHue 3a yrnorpeda moj| ycioBue u chriacHo wi. 14-a ot Permament (EO) Ne 726/2004 B
onpexaeneHus cpok [IPY TpsOBa 1a U3ITBIHU CIIETHUTE MEPKH:

Onucanue Cpok

3a 1a ce MOTBBPAM CTAaOMIIHOCTTA Ha 31 HoemBpu 2021 r.

MPOM3BOJICTBEHHUSI IPOLIEC HA AKTUBHOTO BEIIECTBO, Mexaunen noknaz: 03 asryct 2021 r.
[TIPY Tps6Ba ma nmpeaoCcTaBu JOMBIHUTEITHH TAHHU Mexaunen noknaz: 13 asryct 2021 r.

3a CHIIOCTABUMOCT M BJIUJUPAHE.

3a 1a ce MOTBBPAN CTaOMIIHOCTTA Ha 31 mapt 2022 1.

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

[IPY TpsibBa na npeaocTaBy AOMBIHUTEIHH JaHHH Mexaunen noknaza: 30 cenremBpu 2021 r.
3a ChIIOCTABUMOCT U BAJIMJUPAHE. MexnuHeH noknan: 15 nekemepu 2021 r.

3a na noTBbpAM eduKacHocTTa U Oe3omacHocTTa HA | 31 mexemBpu 2023 1.
BakcuHata Ad26.COV2.S COVID-19, TIPY TpsioBa
Jla IoJa/le OKOHYATeJIeH A0KIa OT
PaHIOMHU3UPAHOTO, TIAEe00-KOHTPOIUPAHO,
3acJeneHo 3a HabroAaTeNs KIIMHUYHO IPOyYBaHe
VAC31518COV3001.
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INPUJIOKEHHUE I11

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

KAPTOHEHA OITAKOBKA

1. NME HA JIEKAPCTBEHUSA ITPOAYKT

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

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

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

ToBa JeKapcTBO ChABPIKA TCHETUYHO MoAu(HuIMpanu opranu3mu (' MO).

3. CIIUCBK HA TIOMOIIHUTE BELLIECTBA

Onakoska ot 10 ¢rakona

[TomomrHu BemecTBa: 2-xuapokcunponui-p-uukinogekctput (HBCD), nuMonena kucennna
MOHOXHJIPAT, €TaHOJ, XJIOPOBOJAOPOAHA KHCEIHNHA, TofucopOar 80, HaTpHEB XJIOPH[, HATPUEB
XUJPOKCHU]L, TPMHATPUEB LIUTPAT JUXUAPAT, BOAA 33 MHXKEKIMU. BurkTe nucTOBKAaTa 3a JONBIHUTEIIHA
uHGOpMAITHSL.

OnakoBka ot 20 ¢rakoHa
[Tomomxu BemecTBa: 2-xuapokcunponmi-p-uukiaogekctput (HBCD), nuMoneHa kucennHa

MOHOXHJIPAT, €TAHOJ, XJIOPOBOAOPOIHA KHCETNHA, TToaucopoat 80, HaTpueB XJIOPHUI, HATPUEB
XUAPOKCHI, BOJIA 32 MHXKEKITUHU. BIOKTE TUCTOBKATa 33 JOIBJIHUTEIHA HH(DOPMAIIHSL.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

HMHxek1roHHa CyCeH3Us
10 mHOTO1030BH (haKoHa
20 MHOTO0/1030BH (hII1aKOHA
Bceku duakon cwappika 5 qo3u mo 0,5 ml

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

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

‘ 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.
3anuiueTe HOBaTa JaTa Ha U3THYaHE Ha CPOKa Ha FTOJHOCT NpH cbxpaHeHue npu 2°C go 8°C
(MakxcumaiHo 3 Mecera):

. 3anudere mpeAuIHaTa JaTa Ha H3THYaHE 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 Jla ¢e IPera3saT OT CBETINHA.
3a nH(opMaIUs OTHOCHO CPOKa HAa TOJHOCT CJIe] ITBPBOHAYATHO OTBApSHE U 32 IOMBIHATEHA
nH(pOpPMAIUI OTHOCHO ChXPAaHEHHUETO BIKTE JIICTOBKATA.

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

)la CC U3XBBHPJIM B CbOTBETCTBUEC C MECTHUTEC U3UCKBAHUA, OTHACAIIHN CC 3a Q)apMaHeBTI/I‘IHI/I
OTHaabIIu.

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PASPEHIEHHUETO 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/|

JByn3mepeH 0apKo ¢ BKJIIOYEH YHUKAIEH HACHTU(HUKATOP.

‘ 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

Ba:kHa 3a Bac ungopmanms.

- 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 PeaKIlny, yBeJoMeTe Baius nekap, GpapMarieBT 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

Kak na ce cexpanssa 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 HSIKOTa CTE UMAJIM TEXKa aJepruiHa peakus CJie] HH)KEKTUpaHe 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 ClIydyau Cca HaCTBIIMJIM B PAMKUTC Ha
IBPBUTE TPU CEIMUIIH CIIe]T BAKCUHAIUATA U ca OWIIM Haif-Bede MpH KeHH 1o 60-ToIuIIHa BB3pacT.
Cw00I111eH € citydail ChC CMBPTEH H3XO/I.

[ToTbpcere HE3a0aBHO MEAUITMHCKA TIOMOII] aKO MOTYYNUTE TEKKO WM YIOPUTO TTIaBOOOIHE, IHPUYOBE
(mpunaabIyM), TPOMEHH B IICUXUYHUS CTATYC WIX 3aMbITICHO 3peHHE, aKo 0e3 IpUYrHA ce 00pazyBaT
CHHHWHH 110 KOXXaTa U3BBH MACTOTO HAa HHKXCKTHUPAHC, KOUTO CC MMOABABAT HAKOJIKO AHU CJIC
BaKCHMHaluATa, TOYKOBUAHU KPBIJIU IIETHA U3BBH MACTOTO HAa MHXKCKTHPAHEC, aKO CC IIOABHU 3a1YyX,
0oJKa B TpBIHUS KOIII, OTOK Ha Kpak, 00JIKa B Kpaka, Wi ynopura 0oika B kopema. Madopmupaiite
Bamus siekap, ue Hackopo cre Bakcunupanu ¢ COVID-19 Vaccine Janssen.

CHHIPOM HAa HAPYLIEHA KANWIAPHA NPOILYyCKJIUBOCT

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
muarao3a CLS B munanoro. CLS e cepro3Ho, MOTEeHIMAIHO (aTaaHO ChCTOSHUE, TIPEIN3BUKBAIIO
W3THYaHE Ha TEYHOCT OT MAJIKUTE KPHbBOHOCHU CHJI0BE (KaIWIAPH ), KOETO BOJH 10 OBP30 MO yBaHE
Ha phIIETe U KpaKara, BHE3AIMHO HA/AIaBaHe Ha TETJIO U yCelaHe 3a ciadocT (HUCKO KPBBHO
Haysrade). [lorbpceTe He3a0aBHO MEIUIIMHCKA ITOMOIII, aKO Pa3BUETE T€3W CUMIITOMH B JTHUTE CJIE
BaKCHHAILIUATA.

Cunapom Ha Guillain-Barré

[HorbpceTe He3a0aBHO METUIIMHCKA IIOMOILIL aKO Pa3BHETE cIa0O0CT U Mapalin3a B KpalHUIUTE, KOUTO
Morar Aa nporpecupar Ao repaure u auuero (Cunapom Ha I'unen-bape). Tosa ce chobmaBa MHOTO
psnko cnen BakcuHanyst ¢ COVID-19 Vaccine Janssen.

Jlena v IOHOIIM

COVID-19 Vaccine Janssen He ce MpenopbyBa Jia ce M3M0JI3Ba Py Jena noj 18 roauHu.
[TonacTosiem uIcBa JocTaTbuyHo uHpopManus oTHOcCHO ynorpedara Ha COVID-19 Vaccine Janssen
IpH JIena U FIOHOIIH NoA 1 8-romuiHa Bb3pact.

Hpyru aexaperBa u COVID-19 Vaccine Janssen
Tps6Ba ga kaxere Ha Bamms nekap wim GpapmanesT, ako IpueMare, HACKOpPO CTE MPUEMAaIH WK €
BB3MOXKHO J1a IPHEeMaTe APYTH JIEKapCTBa WM BAaKCHHU.

BbpeMeHHOCT 1 KbpMeHe

AKo cTe OpeMeHHa WITH KbpMUTE, CMSATAaTe, Y€ MOXKE J1a CTe OpeMeHHa WU TUIaHupaTe OpeMEeHHOCT,
MOChBETBalTE ce ¢ Barus nekap, papMaieBT Wil MEIUIIMHCKA cecTpa Ipeau na Bu 0bae npuioxkeHa
Ta3KW 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,
4e 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, 00JKa B KpaKa WIH YIOpUTa 0OIKa 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.

30



CJ'IC,Z[HI/ITG 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

ycellane 3a 0010 Hepa3IoJIoKeHHE
KHUXaHE

BB3MAICHO T'BPIIO

00J1KHU B IrbpOa

TperepeHe

OOWJTHO M3MOTSABaHE

Penxu: moxe ma 3acernar o 1 va 1000 xymm
o aJlepruyHa peaxmuus
o ypTHKapUs

MHuoro penku: Moxe 1a 3acerHat 1o 1 Ha 10 000 npymm

o KPBBHHU ChCHPEIIH, YECTO Ha HeOOWUaliH! MecTa (Hamp. MO3bK, YepeH JApo0, yepBa, JajlaK) B
KOMOHMHALUS ¢ HUICKO HUBO HAa TPOMOOLIUTUTE B KPBBTA.
o CEpHO3HO BB3IMAIICHHE Ha HEPBUTE, KOETO MOKE Ja MPUYMHH Tapajiu3a U 3aTpyIHEHO JUILIaHe

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

C Hen3BeCTHA 4eCTOTA (OT HaJIMYHUTC JaHHHU HC MOXKEC Oa 6’]:,[[6 HalpaBCHa OHGHKa)
L4 TCIKKA aJICpruiHa peaxkuua

L4 CUHJAPOM Ha HapylUICHA KallWJIsIpHA MPOIYCKINBOCT (C’LCTO?IHI/IG, MMPUYINHABAIO U3TUYAHC HA
TCYHOCT OT MAJIKUTC KPbBOHOCHH C'I:»Z[OBC).

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

Cho0maBaHe HA HeJKeJIAHU PeaKINA

AKO TIONTyunTe HAKAKBU HEXKEJIaHU JICKAPCTBEHH PEeaKIlvy, yBenoMere Bamms nexap, hapManesT wim
MEIUITMHCKA cecTpa. ToBa BKIIIOUBA BCUUKH BH3MOKHHU HEOITMCAHU B Ta3H JUCTOBKA HEXKEIIAHU
peaknuu. MoxeTe ChIIIOo JIa ChOOIINTE HEXKENaH! PEaKIiy TUPEKTHO Ype3 HallHOHATHATA CHCTEMa 32
choOIIaBane, mocoyeHa B [IpumokeHue V, kaTo BKIIIOYUTE MApPTHIATA/TIAPTUIHUS HOMED, aKo ca
HanmnyHy. Kato crolIiaBare HeXXeTaHU peakIiy, MOKEeTe Ja aJieTe CBOSI IPHHOC 3a MOTyYaBaHe Ha
noBeve HHPOpMAaIHsi OTHOCHO OE30MaCHOCTTA Ha TOBA JIEKAPCTBO.
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5. Kak na cexpansibate COVID-19 Vaccine Janssen
CobxpansBaiiTe Ta3u BaKCHHA HAa MSACTO, HEIOCTBITHO 32 JIETIa.
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 HCU3IOJI3BAHUA ITPOAYKT.

[a ce cexpansBa u Tpancmoptupa 3ampasena mpu -25°C go -15°C. Jlarara Ha u3THYaHEe Ha CpOKa Ha
TOJHOCT Npu chxpanenue npu -25°C o -15°C e orneuaTan BbpXy (prakoHa ¥ BHHIIHATA 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 mpu 2°C go 8°C.

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

no 8°C, wu npH CTaiiHa TemrepaTypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 vyaca 3a pasmMpa3siBaHETO Ha KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢iiakoHa, a 3a pa3Mpa3ssBaHEeTO Ha eMH (HIAKOH I ca HEOOXOIUMHU
MpUOIU3UTENTHO 2 Yyaca.

o IpHu cTaifHa TemnepaTypa (MakcuManHo 25°C) me ca HeoOXoguMH PHOIN3UTENHO 4 yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBKa ¢ 10 uinu 20 gnakoHa, a 3a pa3MpassaBaHETO HA eIUH
(h1aKoH 111e € HeoOX0AUM PUOIU3UTEIHO 1 Yac.

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

Bakcunara Moke 11a ce cbxpansiBa U B xaaamiHuK mpu 2°C qo 8°C 3a eqHOKpaTeH NMEPHO/T 10

3 Mecena, KaTo He TpsiOBa J1a ce U3MOI3Ba Cile]] IbpPBOHAYAIHATA 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 0TOES)KH Ha BhHITHATA
KapTOHEHA OTaKOBKa M BaKCHHATa TPsiOBa Jia ce U3IM0J3Ba HIIH Jia C€ U3XBBPIIU JIO Ta3H JIaTa.
[IppBOHaYanHaTa 1aTa Ha M3TUYAHE HA CPOKA Ha TOAHOCT TPsOBa Aa ce 3anuyu. BakcuHaTta Moe na
ce TpaHcnoptupa 1 mpu 2°C-8°C, axko ce OCUTypST NOAXOAAIINTE YCIOBUA Ha ChXpaHEHHE
(Temmeparypa, Bpeme).

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

Kaxkso cpabp:ka COVID-19 Vaccine Janssen

. AKTHBHOTO BellecTBO € AneHoBupyc Tun 26, kogupamn] SARS-CoV-2 mmunos
rakonpotenH*(Ad26.COV2-S), He no-maiko ot 8,92 log;y uadekuozan eaunuiy (Inf.U) BbB
Bcska no3a ot 0,5 ml.
* IIpousBenena B kieTbuHa JuHust PER.C6 TetR u upes pekomObunantna JJHK texnomorus.

To3u IpOAYKT ChIbpKa reHeTUIHO Mouduuupanu opranuzmu (IMO).

o Hpyrure cbecTaBKkH (IOMOIIHY BEIIECTBA) Ca:

- OmnaxoBka ot 10 diakona: 2-xuapoxcunponui-f-uukiogekctpu (HBCD), numonena
KHCEJIMHAa MOHOXHUPAT, €TaHOJI, XJIOPOBOIOPOIHA KUCEINHA, morcopoar 80, HaTpueB
XJIOpUJ, HATPUEB XHUJIPOKCU]], TPHHATPUEB LIUTPAT AUXUAPAT, BOJA 32 MHIKEKINH (BIKTE
touka 2 ,,COVID-19 Vaccine Janssen cpappika Hatpuii* u ,,COVID-19 Vaccine Janssen
CBABPKA CTAHOT ).

- OnakoBka ot 20 ¢nakona: 2-xuapoxcunponui-p-nuknogaekctpuna (HBCD), numonena
KHCeJIMHa MOHOXHUIPAT, €TaHOJI, XJIOPOBOAOPOAHA KHCENINHA, noaucopdar 80, HaTpueB
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XJIOpUJ], HATPUEB XHUIIPOKCHUJI, BOJa 3a WHKeKIuH (BrxkTe Touka 2 ,,COVID-19 Vaccine
Janssen cpapprka Hatpuii u ,,COVID-19 Vaccine Janssen cbabpxka eTaHon™).

Kaxk m3raexna COVID-19 Vaccine Janssen 1 KaKBO ChbAbp:Ka 0IaKOBKATA
WuxekmonHa cycrieH3us (nrxekius). Cycrnensusra e 6e31BeTHa 10 OJIe10XKbATa, OUCTpa J0 CHUITHO
omanectentHa (pH 6-6,4).

2,5 ml cycniensust B MHOro030B (hiakoH (CTbKJIO THI [) ¢ ryMeHa 3amymiaika, aryMUHUeBa 00KaTKa 1
CHHBO IIJIacTMacoBO Kanaue. Beeku ¢makon ceappika 5 nosu mo 0,5 ml.

COVID-19 Vaccine Janssen ce mpe/iara B OnakoBKka, chabpikaiia 10 MHOT01030BH (piakoHa.
He Bcuuku BUIOBE OITAaKOBKK MOrat Ja ObJaT IMyCHATH Ha Ia3apa.

IIpuTexartes Ha pa3pelIeHUETO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoaureJ
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

3a KOHKPETHUS [TPOU3BOIUTEN Ha POIYKTA, KOUTO CTE HOIYYHIIH, IIPOBEPETE MAapTHUIHU HOMEp Ha
KapTOHEHATa OMaKOBKa WM Ha (JIaKOHA M Ce CBBPIKETE C JIOKATHUS MPEACTABUTEI HA MIPUTEKATEIST
Ha pa3penIeHueTo 3a yrnorpeoda.

3a fonbAHKUTENHA HH(POPMALIUS OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN Ha IPUTEKATEISI 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 & JIxoHCchH boirapus” EOO/] Janssen-Cilag NV

Ten.: +35928008028/080018192 Tél/Tel: +35227302815/0080056540088
Ceska republika Magyarorszag

Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420225296622/0080056540088 Tel.: +3614292336/0080056540088
Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

TIf: +4535158573/0080056540088 Tel: +35627780004/80065007
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Deutschland
Janssen-Cilag GmbH
Tel: +4932221863163/0080056540088

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +3728804474/8002642

EArada
Janssen-Cilag ®appokevtikr) 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

Kvmpog
Bapvépog Xatinmavayng Atd
TnA: +35725654186/0080056540088

Latvija

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

Romaénia
Johnson & Johnson Romaéania 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
Ttn: +46851992561/0080056540088

United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Latvija  Janssen Sciences Ireland UC
Tel: +37163138821/0080056540088 Tel: +442076602872/0080056540088

JlaTa Ha nmocJeHO NpepasrJie;kaaHe Ha JUCTOBKATA

Ta3u BakcuHa € pa3pelieHa 3a ynoTpeda 1o 1. Hap. cxeMa ,,pa3penaBase moj yciaosue™. Tosa
03HAa4aBa, 4€ 3a Ta3u BaKCHHA CE OYAKBAT MOMBJIHUTEITHH TaHHU.

EBpomneiickaTa areHIuys 1o jeKapcTBaTa e U3BbPIIBaA MPerje Ha HoBaTa HHGOPMAIUS 3a Ta3H

BAaKCHHA IMMOHC BEAHDBIK T'OAUIIHO U Ta3U JIMCTOBKA CHbOTBCTHO LIC CC aKTyaJIU3upa.

Ckanmnpaiite QR koja no-gony (Hanu4eH U BbpXy KapToHeHaTa ornakoBka U QR kaprara), 3a 1a
MOJTyYUTe JTUCTOBKA HA PA3IUYHU €3UITH.
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W nmocerere URL: www.covid19vaccinejanssen.com

JApyru n3royHuny Ha uHGpopmanus
[Moapobua nHpOpMaIys 3a TOBa JEKApPCTBO € MpeiocTaBeHa Ha yebcaiita Ha EBporeiickara areHuus
1o Jekapcraara: http://www.ema.europa.eu.

Tasu nuctoBka e Hanu4yHa Ha Bcuuku e3un Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHuus 1o
JieKapcTBara.

Ilocouyenara no-no.1y uHGopManus ¢ NPpeJHA3HAYEHA CAMO 32 MEAMIUHCKH CIICHHATUCTH:

o KakTo BcH4KM WHXEKIIMOHHYA BaKCUHH, TPSIOBAa BUHATH J]a UMa Ha Pa3oJI0KEHUE MOIXO/ISII0
JieyeHre U HabJroneHe B ciyyail Ha aHaQUIaKTHYHA PEaKLUs cie]] MPUIOKEHUE Ha
COVID-19 Vaccine Janssen. Crnesn BakcuHHpaHe XopaTa TpAOBa Jia ce MpOoCiesBar OT
MEAMIMHCKY CIEIMATNCT B MPOABDKEHNE HAa HAal-MaJIKo 15 MUHYTH.

o COVID-19 Vaccine Janssen He TpsOBa Jja ce cMecBa C IPYTH JICKAPCTBEHH MPOILYKTH U
pasperxza B €lHa U ChIlla CIPUHIIOBKA.

. COVID-19 Vaccine Janssen He TpsiOBa Aa ce mpuiara 4pe3 BbTPEChI0Ba, HHTPABEHO3HA,
HO/KO)KHA WIIM MHTPaJepMaTHa HH)KEKIHS TIPH HUKAKBU 00CTOSTEIICTBA.

o VmynuzarmsTta TpsOBa 1a ce M3BBPIIBA CaMO Ype3 HHTPaMyCKyJIHa HHXKEKIIHUS, 32
MMpeAINOYUTaHe B ACITONIHNA MYCKYJI HAa rOpHaTa 4aCT Ha pbKaTa.

o [Mpu npunoxeHre Ha BCsSKa WHXKEKIHMS MOKE J1a Bb3HUKHE CHHKOII (TTpUIIaJaHe), BKIFOUYUTEITHO

u ¢ COVID-19 Vaccine Janssen. Tps6Ba ia ce pasmonara ¢ mpoIeypH 3a peloTBpaTsBaHe Ha
HapaHsBaHE IPH NaJaHe U 32 OBJIAsIBaHE Ha CHHKOMAIHHN PEaKLUH.

IIpocnenumoct

3a na ce moao0OpHU MPOCIEAMMOCTTa HA OMOJIOTMYHUTE JIEKAPCTBEHU MPOIAYKTH, UMETO U APTHIHUAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J]a ce 3alncBarT.

Vkazanus 3a OPHUITOKCHNE 1 pa60Ta:

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

[a ce cexpansBa u TpaHcroptupa 3ampasena mpu -25°C go -15°C. Jlarara Ha u3THyaHe Ha CpoKa Ha
TOJHOCT Npu cbXxpaneHue npu -25°C o -15°C e orneuaTan BbpXy (piiaKoHa M BHHIIHATA KAPTOHEHA
omakoBka ciien "EXP/Tonen mo:".

BakcunaTta e roToBa 3a ynorpe0a cies pazmpassiBaHe. BakciHaTa Moke a ce JOCTaBsl 3aMpa3eHa
npu -25°C no -15°C nnu pasmpasena mpu 2°C go 8°C.

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

1o 8°C, wu npH cTaliHa TeMIeparypa:

. nipu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOIU3UTEIIHO 13 yaca 3a pa3Mpa3ssBaHETO Ha KaPTOHCHA
onakoBka ¢ 10 unu 20 ¢nakoHa, a 3a pa3Mpa3saBaHETO HA eUH (DIAKOH ILIe ca HeOOXOAUMHU
MpUOIU3UTENTHO 2 yaca.

o Ipu cTaifHa Temnepatypa (MakcuMainHo 25°C) me ca HeoOXoguMH MPUOIN3UTENHO 4 yaca 3a
pa3mpassBaHeTo Ha KapToHeHa ornakoBKa ¢ 10 umu 20 ¢gnakoHa, a 3a pa3Mpa3saBaHETO HA eIUH
(hakoH e e HeoOXoAUM NPUOIM3UTENHO | Yac.
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CJ'IC,Z[ pa3Mpa3saBaHC BAKCHHATA HE Tpﬂ6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.

Bakcunara Moke f1a ce cbxpansiBa U B xaaamHukK mpu 2°C qo 8°C 3a eAHOKpaTeH NEPHO/T 10

3 Mecena, KaTo He TpsiOBa J1a ce U3MOI3Ba Clie]] IbPBOHAYATIHATA 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 0TOEIS)KH Ha BhHITHATA
KapTOHEHa OIaKOBKa M BaKCHHATa TPsiOBa a ce M3M0J3Ba WM Ja C€ U3XBBPIH 10 Ta3H JaTa.
[IppBOHaYanHaTa 1aTa HAa U3THYAHE HA CPOKA Ha TOAHOCT TPsAOBa Aa ce 3anu4u. BakcuHaTta Moe na
ce Tpa"cnoptupa u npu 2°C-8°C, ako ce OCUTYPST MOIXOIAIINTE YCIOBUS Ha ChXpaHeHHe
(Temmeparypa, Bpeme).

CoxpaHsBaiiTe (pakoHUTE B OpUTHHAIHATA KAPTOHEHA OMAaKOBKa, 3a Jia Ce MPEAMa3sT OT CBETIIMHA U
3a 7ia ce 0TOENIeKU CPOKBT Ha TOJHOCT MPH Pa3IMYHUTE YCIOBUS Ha ChXpaHEHHUE, aKO € TIPHIIOKUMO.

COVID-19 Vaccine Janssen e 0e31BeTHa 10 0JIe05KBJITa, OUCTPa 10 CHIIHO ONANECLCHTHA CYCICH3HS
(pH 6-6,4). [Ipeau npuitokeHNETO BakCHHATa TPsIOBa J1a ce MPOBEPU BU3YAITHO 33 HAJIMYUE HA BHIUMU
YacTUIIM WK poMsiHa Ha uBeta. [Ipeau npunokenue (rakoHbT TpsOBa 1a ce MPOBEPH BU3YalHO 32
HaJIM4Me Ha MyKHATUHU WM HIKAKBU IPOMEHH BB BBHIIHUS BUJ, HANp. IpU3HAIM Ha oTBapsiHe. He
npujaraifTe BakCMHaTa MPU HAIMYKME HA TaKUBa MPU3HAIIH.

[Ipenu npunarane Ha 7032 OT BAKCHHATA BHUMATETHO 3aBbpTETE (PIIakoHA B M3MPABEHO MOJIOKEHHE B
npoabokenue Ha 10 cexynau. [a He ce paskiiama. M3monsBaiTe cTepriiHa urjia U CTepHUIHA
CIIPUHIIOBKA, 3a J1a U3TETJINTE eAMHUYHA 1032 OT 0,5 ml 0T MHOT01030BHS (PJIAKOH, KAaTO s IPHIIOKUTE
€aMo 4pe3 UHTPaMYCKYJIHA UHKEKLUS B JENTOMIHUSI MYCKYJ HA TOpHATA YacT HA PbKaTa.

OT MHOr071030BHs (HJTAKOH MOJKE J1a C€ U3TEIIIAT Hail-MHOTO 5 103u. M3XBBHpIieTe OCTaHaIaTa BbB
(hakoHa BaKCHHA ClIe]] U3TETIITHE Ha 5 103H.

Crnen mbpBOTO MyHKTHPaHEe Ha (1akoHa BakcuHaTta ((hrakoHa) Moxke Aa ce cbxpanssa pu 2°C g0 8°C
Ito 6 gaca Wik Ha CTaifHa TeMiiepaTypa (MakcumanHo 25°C) 3a eqHOKpaTeH Mmepuo A0 3 Jaca.
UzxBwpreTe prakoHa, ako BAKCMHATA, HE € U3IOJI3BaHA B paMKHTE Ha TO3U mepuo/1. Ciiell mspBOTO
MyHKTHpaHe Ha ()IaKOHA BBPXY €THKETa Ha BCEKU ()IAKOH 3aIUIIeTe 1aTaTa U 4aca, KoraTo (MIaKOHBT
TpsiOBa Jla ce U3XBBHPIIH.

UsxBbpasHe
Hewusnon3BanaTta BakCHHA WM OTHAABUYHATE MATEPHAIN OT Hes TPSAOBA /1a ¢ U3XBBPJIAT B

CHOTBETCTBHE C MECTHHUTE yKa3aHHS 32 (papMareBTHUHH OTaabiy. [Ipu ciydaiiHo pasnuBaHe,
MSICTOTO TpsiOBa 1a ce Ae3uH(EKIpa CbC CPECTBA C BUPUIMIHA AKTUBHOCT CPEIILy aICHOBUPYC.
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