HNPUJIOKEHHE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTo31/1 JISKAPCTBEH MPOAYKT IOJUICKH Ha JOMBJIHUTEIIHO Ha0oeHe. ToBa 111e 1mo3BoJu Obp30To
YCTaHOBSIBaHE Ha HOBa MH(OpPMAIKsA OTHOCHO O0e30macHOCTTa. OT MEIUIIMHCKUTE CICIIMATUCTH Ce
M3HCKBa JIa ChOOIIaBaT BCsAKa IMOI03MpaHa HeKellaHa peakis. 3a HauiHa Ha ChoOIaBaHe Ha
HEXEJIAHU PEaKLUU BIXKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

COVID-19 Vaccine Janssen HHKEKIIMOHHA CYCHICH3HS

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

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

2.  KAYECTBEH U KOJIMYECTBEH CBbCTAB

ToBa e MHOT01030B (hJ1aKOH, KOMTO chabpxa 5 no3u o 0,5 ml.

Enna no3a (0,5 ml) chaspixka:

Anenosupyc turn 26, komupani SARS-CoV-2 mumos (spike) rimukonporenn™® (Ad26.COV2-S), He mo-
Maiiko oT 8,92 log;p nadexunosnu eaununu (infectious units, Inf.U).

* [Ipoussenen B knerpuna muHusg PER.C6 TetR u upes pekomOunantna JIHK texnomorus.

To3u NpoayKT Chabpika reHeTHIHO Moauduuupanu opranuzmu ('MO).

TIoMOIITHY BeIIecTBa C U3BECTHO JIEUCTBUE

Bceska noza (0,5 ml) cpappika npuOAM3UTENHO 2 Mg €TaHOM.

3a IIBJIHNSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOUuKa 6.1.

3. JIEKAPCTBEHA ®OPMA
WmkekunoHHa cycrieH3ust (MHKEKIHA).

BbesnpetHa f0 Oye10KbaTa, OUCTPA O CHUITHO ONalieclieHTHA cycnen3us (pH 6-6,4).

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHN NOKA3ZAHUS

COVID-19 Vaccine Janssen e moka3aHa 3a akTHBHa UMyHH3aIusl 3a peBeHnus Ha COVID-19,
npuuuHeH oT SARS-CoV-2 mpu nauna Ha Bb3pacT 18 uiu nosede roguHM.

Ynorpebara Ha Ta3u BaKCUHA TPsOBa Ja ObJIc B CHOTBETCTBHE C OQHUIMATHUTE TPETOPHKH.
4.2 Jl0o3MpOBKa M HAYMH HA NPWJIOKEHHE

gOBH[)OBKa

Jluya na ev3pacm 18 unu nogeue coounu
COVID-19 Vaccine Janssen ce mpuiara kato eana no3a mo 0,5 ml camo upe3 nuHTpamMycKyiHa
WHXKEKLHSI.



Tleouampuuna nonyrayus
bezomacHoctra n epukacaoctTa HAa COVID-19 Vaccine Janssen npu gena u roHomw (o 18-
TOJIUIIIHA BB3pacT) BCe OIlle He ca yCTaHOBEeHHM. JIUIICBAT NaHHU.

Cmapuecka ev3pacm
He e HeoOxoanma KopeKIyst Ha 1o3aTa MpH JHLA B cTapyecka Bb3pacT =65 roauau. BikTe cbiio u

Touku 4.8 m 5.1.

Hauun na OPHUITOKCHUC

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

He I/IH)I(GKTI/IpafITe BaKCHHaTa BbTPECHA0BO, HHTPABCHO3HO, ITOJKOXHO WK UHTpaACpMaIHO.

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

3a mpennazHUTe MEPKU, KOUTO TPsOBa J1a OBbIAT B3€TH MPEAN MPHUIIOKEHUE HA BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHus 3a paboTa M U3XBBHPIISTHE HA BAKCHHATA BIDKTE TOYKa 6.0,
4.3 IIpoTuBomoKa3zaHuA

CBpPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MIIM KBM HSKOE OT TOMOIIHUTE BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 CroenuanaHu npeaynpeskaeHus: U Mpeana3sHil MePKH NPH ynorpeda

IIpocnenumoct

3a na ce mogoOpH MPOCIEAMMOCTTa HA OMOJIOTMIHUTE JICKAPCTBEHHU MPOAYKTH, UMETO U TAPTUIHUAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J]a ce 3alnCcBarT.

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

CroO1enu ca ciayvan Ha aHadunakcus. Bunaru TpsiOBa 1a uMa Ha pa3moyiosKeHHEe TIOAXOISIIO0
MEIUIMHCKO JeYeHHe 1 HaOII0IeHNe B CTydail Ha aHa()MIIaKTHYHA PEaKIHs CIIeT IPHI0KEHUETO Ha
BakcuHaTa. [IpenopbuBa ce BHUMATENIHO HAOOIeHHE B MIPOABDKEHNE Ha Hall-MaJko 15 MUHYTH clief
BaKCUHHPAHE.

Peakiumn CBBP3aHHU C TPEBOXKHOCT

Peaxkiuu, CBbp3aHH € TPEBOXKHOCT, BKJIFOYMTEITHO Ba30BaraJIHU Peakiuu (CHHKOI ), XUTICPBEHTUIAIUS
WIN PEaKIvy, CBbP3aHU ChC CTPEC, MOTaT J]a Bh3HUKHAT BhB BPh3Ka ¢ BAKCHHAITUS KaTO MCHXOTCHHA
peakmus Ha yOOXIaHeTo ¢ uriia. BaxkHo e Jia ca HajnwIle pena3Hu MEpKH, 3a Ja ce n3berHe
HapaHsBaHe MPH MPHIIOIIABAHE.

CpprerBalio 3a0ossBade

Bakcunanusra TpsiOBa 1a ce OTIIOKHU NPH JIUIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3200 IsIBaHe
i octpa uH(peknus. BakcuHaiusta o6aue He TpsOBa J1a ce oTiara Ipy HaJInJue Ha Jieka HH(OEKIHs
W/WJTH JIEKO TIOBMIIICHA TEMIIEpaTypa.



TDOM6OL[I/ITOH€HI/I$I W HAPYIICHHUA Ha KPBbBOCHCHUPBAHETO

Kakro IIpu APpYTHU UHTPaMyYCKYJIHU WHXXCKIINU, BAKCHATa TpSI6Ba Ja C€ Mnmpujiara BHUMAaTCIIHO IIpH
JIjia, nmojyvdaBaliy aHTUKOAryJjlaHTHa TEparunsd U TaKuBa C TpOMGOHI/ITOHeHI/IS[ WM HAKAKBO
HapylmIeHUEC Ha KPbBOCHCHUPBAHCTO (Hanp. XeMO(l)PIJ'II/IH), 3al0TO CJICA MHTPAMYCKYJIHO ITPUIIOKCHUC
IIpU TIAX MOKE J1da HACTBIIM KbPBCHC UIIN o6pa3yBaHe Ha CHHHHH.

HMVHOKOMHDOM@TI/IDaHI/I JIMIia

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

HDOZ[’BJ'DKI/ITCHHOCT Ha 3aimuTrara

HpOlI’I)JDKI/ITeJIHOCTTa Ha oCcUurype€HaTta OT BaKCHHAaTa 3aluTa € HCU3BECTHA, THH KaTo TS € B mpouec Ha
YCTAaHOBSABAHC BBB BCC OLIC NPOABIDKABAIIIU KIIMHUYHU U3ITUTBAHUSA.

OFDaHI/I‘IeHI/UI Ha ed)eKTI/IBHOCTTa Ha BaKkCHHATa

3ammraTa 3ano4ysa okojo 14 quu ciex BakcuHUpaHeTo. KakTo mpu BCHYKHM BaKCHHH, BAKCHHUPAHETO
¢ COVID-19 Vaccine Janssen Moxe J1a He OCUTYPH 3all[UTa Ha BCUYKH PEIUITUEHTH Ha BaKCUHATA
(Bx. Touka 5.1).

Tlomonrau BCIICCTBA

Hampuii
To3zu nekapcTBEH MPOAYKT ChABbPXKa Mo Maiko oT 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOJKE J1a c€ Kake, 4e MPAKTHUYECKU HE ChABPKA HATPHIA.

Emanon
To3u nexapcTBeH NPOAYKT ChIbpxka 2 mg aakoxo (eraHoin) Ha 1032 ot 0,5 ml. MankoTo Komn4ecTBo
AJIKOXOJI B TO3H JICKAPCTBEH MPOIYKT HAMA J1a OKaKE HAKAKBH 3a0€ICKUMHU €PEKTH.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHM NPOAYKTH M APYTrH (pOpMH Ha B3aUMoeiicTBHe

He ca mpoBexxaanu npoydBanus 3a B3auMoieicTBrsATa. CHIbTCTBAIOTO npuiioxkenne Ha COVID-19
Vaccine Janssen ¢ qpyru BakCUHU HE € IPOYYBAHO.

4.6 @DepTHaAUTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct

Wma orpannuen onut ot ynorpebara Ha COVID-19 Vaccine Janssen npu OpeMeHHH KEHHU.
[IpoyuBanusta npu kuBoTHU ¢ COVID-19 Vaccine Janssen He moka3Bat Npeku U HEIPEKH BpeIHU
e(eKTH, CBbP3aHu ¢ OPEeMEHHOCTTa, EMOPHO/(PETATHOTO Pa3BUTHE, PAKIAHETO WJIH IIOCTHATATHOTO
pasBuTHe (BX. Touka 5.3).

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

Kspmene

He e uzBecto nanmu COVID-19 Vaccine Janssen ce ekckpeTrnpa B KbpMarTa.



DepTUnuTer

[IpoyuBaHwusiTa IPH )KUBOTHU HE TIOKA3BAT MPEKH U HETIPEKH BPETHH €(PEKTH, CBHP3aHH C
PENpPOIYyKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy cnioco0HOCTTA 32 mo¢upaHe u padora ¢ MAIIUHA

COVID-19 Vaccine Janssen He MOBIUsIBA WK HOBJIHABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a MIO(pUpaHe
u paborta c MamuHu. HsKou OT HeXeaHuTe peakuyu, CIoOMeHaT! B Touka 4.8, o6ade Mmorat BpeMEeHHO
Jla TIOBJIMSISIT CIIOCOOHOCTTA 3a 1modupane U padoTa ¢ MaIllMHU.

4.8 Hexenann JeKapCTBEHH PeaKINU

Pesrome Ha npoduiia Ha 6€30I1aCHOCT

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

(haza 3 (COV3001). O6mio 21 895 Bb3pacTHU Ha Bh3pacT 18 u nmoseue rofuuu ca nonyunan COVID-
19 Vaccine Janssen. MenuaHata Ha Bb3pacTTa Ha y4YaCTHULIUTE € 52 ToanHU (nuana3oH 18-

100 romuamM). AHanm3 Ha 0€30MaCHOCTTA € U3BBPIIEH Cle JOCTUTaHe Ha MeJraHaTa Ha
MPOABKUTEITHOCTTA Ha MPOCeAsBane 2 Mecella ciell BakCuHupaneTo. HalmyHo € mo-apiiro
mpocleasaBaHe Ha Oe3omacHocTTa >2 Mecena 3a 11 948 Bw3pacthu, monyunan COVID-19 Vaccine
Janssen.

B mpoyusane COV3001 Haii-uecTo cho0IIaBaHaTa JIOKAJTHA HEXKEJIaHa Peakius € O0JIKa Ha MACTOTO
Ha wHKeKkTupane (48,6%). Hali-uectrure crucTeMHU HeXKeNaHU peaknuu ca riaBodonue (38,9%),
ymopa (38,2%), muanrus (33,2%) u ragene (14,2%). [lpu 9% ot yyactHHIKTE ce HaOMOAaBa
nupeKcus (ompesesieHa Kato TenecHa remieparypa >38,0°C). [ToBedeTo HEXeIaHU PeaKiiuy
BB3HUKBAT B paMKUTE Ha 1-2 THU ciie]] BAKCHHUPAHETO U ca JIEKU JI0 YMEPEHH TI0 TEXKECT U C KpaTKa
npoabIKUTETHOCT (1-2 mHM).

PeaxTroreHHOCTTa OOMKHOBEHO € MO-JIeKa U ce ChOOIaBa MO-pAIKO PH Bb3PACTHH B ITO-HAIIPEAHANIA
BB3pacT (763 BB3pacTHU =65 TOANHN).

[IpodunbT Ha 0€30IIACHOCT OOMKHOBEHO € CXOCH MPH YUACTHHIIN ChC WM 03 IPEAXOIHHU JaHHH 3a
uHpeknus cbec SARS-CoV-2 Ha m3xomH0 HEBO. OO0 2 151 BB3pacTHH, CEPOMO3UTHBHU Ha U3XO0THO

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

CuchbK Ha HEXKEIIAHUTE PCaAKIIUU B TabInYEH BUJT

Hexenanu iekapcTBeHH peakiuu, Ha0roaaBanu o Bpeme Ha npoyusade COV3001 ca
opranusupant 1o cucremo-opraneH kinac (COK) mo MedDRA. Kareropuure Ha yectorara ca
OTIpEJICJICHH KaKTO CIE/Ba:

Mmoro yectu (> 1/10);

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

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

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

C HemsBecTHaA YecToTa (0T HATMYHUTE JIaHHU HE MOXKe J1a ObJie HalpaBeHa OICHKa).

B PAaMKHUTC HAa BCAKO I'PYIUPAHEC 1O YECTOTA HCIKCIIAHUTC PCAKIIUU Ca NPCACTABCHU B HU3XOJAIL PEI
110 OTHOIICHUEC Ha TAXHATa CEPUO3HOCT.



Tab6auua 1: Hexxenanu peakuum, cbo0ueHu cien Bakcuaupane ¢ COVID-19 Vaccine Janssen

C Hen3BecTHA
yecToTa (0T

HAJIMYHUTE
JaHHU He
MHoro yecTH Yectn Heuectn Penxn MoOke 1a 0bae
Cucremo- (=1/10) (=1/100 no (=1/1 000 no | (=1/10 000 no | HanpaBeHa
OpraHeH KJjac <1/10) <1/100) <1/1 000) OILIEHKA)
Hapymenns na CBpbxuyBcTB | AHaduIakcus
UMyHHAaTa UTEITHOCT; o
cUCcTeMa YpTHKapHs
Hapymenns na | I'maBoGosme Tpemop
HEepBHATa
cucTeMa
PecnimparopHu, Kanunna Kaxasne;
TPBIHU U opodapuHrea
MeAUACTHHAIHU nHa OoJKa
HapyIIeHHS
CromarirHo- T'anene
YpEBHU
HapyLIeHUs
Hapymenuns na O6pus;
KoXKaTta u XHIIEPXUIPO3
MOJKOKHATA a
ThKaH
Hapyumienns Ha Muanrus ApTtpanrus MyckymnHa
MYCKYJIHO- cnabocT;
CKeJIeTHATa Oonka B
cucrema u KpalHUK;
CBhEIMHUTEIHAT 0OoJIKa B
a ThKaH rppba
OO0 Ymopa; ITupekcus; ActeHus,
HapyIICHUS U Ooska Ha epureM Ha HEPAa3MoIoxKe
edexTH Ha MSICTOTO Ha MSICTOTO Ha HHE
MSICTOTO Ha WH)XEKTUPAHE | MHXEKTHpaHe
MPUIOKEHUE ; IOAyBaHe Ha
MSICTOTO Ha
WH)KEKTHpaHe
; CTYJICHH
TPBIKU

CBp'bX‘{yBCTBI/ITC.HHOCT CC€ OTHACA A0 aJICPTUYHU pCaKIMH Ha KOKaTa 1 IMOAKOKHAaTa ThKaH.

b

C’bOGIHaBaHe Ha IToA03UpaHu HCXKCIIaHU PCAKITUN

Ciy4an, IOTy4eHU OT TEKYyIIO0 OTKPUTO npoy4uBane B HOxHa Adpuxka.

C’BOGH_IaBaHeTO Ha IOAO3UPAHU HCKCIIAHWU PCAKIHUU CJICT pa3pcClIaBaHC 3a yHOTpe6a Ha JICKApCTBCHUSA
MMPOAYKT € BAKHO. Topa nmo3BosiBa Ja IpOAbJIKA Ha6J'IIO}:[eHI/IeTO Ha CbOTHOIICHUECTO non3a/p1x1c1< 3a
JICKapCTBCHUA ITPOAYKT. Or MCECIUIIMHCKUTEC CIICHUAJINCTHU CC U3HMCKBA Ja CT)O6HIaBaT BCsKa
IMOoJ03MpaHa HCXKCJIaHA pCaKrd Ype3 HALIMOHAJIHA CUCTEMaA 3a CT>O6H.IaBaHe, IIOCOYCHA B

IIpunoxenue V.

4.9

IIpeno3upane

Hsima cho0O1enn ciryuan Ha nipeno3upane. B npoyuBanusita dasa 1/2, kpaero e npuiiaraa mo-BHUcoka
no3a (o 2 metr), COVID-19 Vaccine Janssen ce monacst 1o0pe, HO BAKCHHUPAHHUTE JIMIA ChOOIIaBaT
3a MOBHUIIIEHA PEAKTOTEHHOCT (3acuiieHa 00JIka Ha MSICTOTO Ha BAaKCHHUPAHE, yMOpa, TJIaBO0OJIHE,

MUAJTUs, rajicHe U MUPEKCUs).



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

B cnyuaii Ha npeno3upane ce nmpenopbyBa HAOIIOAEHNE Ha KU3HEHUTE (YHKIUHU U €BEHTYaIHO
CUMITOMAaTHYHO JIEUCHHE.

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

MexaHu3bM Ha JIENCTBUE

COVID-19 Vaccine Janssen € MOHOBaJICHTHA BaKCHHA, ChCTaBEHA OT BEKTOP, KOWTO €
PEKOMOMHAHTEH, HEPEIUIMKHPAII] CE YOBCIIKH afcHOBUPYC ThIl 26, koaupai] SARS-CoV-2 mumnos (S)
TJIMKONPOTEHH C IThJIHA IBJDKKMHA B cTa0mIn3upana koHpopmarus. Ciaen npuiioxKeHne

S rmukonporenHsT HA SARS-CoV-2 ce excrpecupa NpexoaHo, KaTo CTUMYJIpPa KaKTo
HEYTpaIU3UPALINTE, TaKa U APYTH QGYHKIIMOHATHU S crieluUIHN aHTUTeNa, KAaKTO U KIIEThYHN
UMYHHHU OTTOBOpPH, HACOUYEHU CpPELly S aHTUT€HA, KOETO MOXKE J1a TOMPUHECE 3a 3aLUTA CPELLy
COVID-19.

Kinnnnuna edukacHoCT

B mMomeHTa ce nmpoBesx/ia €THO MHOTOLIEHTPOBO, PAHIOMU3UPAHO, ABOWHOCISTIO, II1aneo-
KOHTpOJIMpaHo npoyuBane ¢asza 3 (COV3001) B Coenunenure math, FOxna Adprka u IbpKaBu OT
JlatnHcka AMepuKa 3a OlleHKa Ha e(pUKaCHOCTTa, 0€30IaCHOCTTa U IMyHOT€HHOCTTA HA CIUHUYHA
no3a COVID-19 Vaccine Janssen 3a npesenuus Ha COVID-19 npu Bb3pacThu Ha 18 1 moBeue
roguad. OT MPOYYBAHETO Ca M3KIIFOYCHH JIUIA C OTKJIIOHEHUS BbB (DYHKIUATA HA UMyHHATa CHCTEMa B
CJIEICTBHE Ha KJIMHUYHO 3a00JIsIBaHe, JIUIA HA IMYHOCYIIPECUBHU TE€palUy B paMKHUTE Ha 6 Mecela
KakTO U OpeMeHHH XeHHU. YdacTHUIM cbe ctabmina HIV nndexnus, kouTo ce JeKyBaT, He ca
n3kioueHu. Paspemienu 3a ynorpeba BakCHHH, ¢ U3KIIOYEHHE HA KMBU BaKCHHU, MOTaT J1a ce
mpuiIaraT mosede oT 14 mHu mpenu win mosede ot 14 qHu ciie]] BAKCHHHPAHETO B IPOYYBAHETO.
Paspemienn 3a ynorpeba ’XUBU aTeHIOMPAaHU BAKCHHHM MOTaT J1a Ce Ipuiiarat oBeve oT 28 JHU Ipean
WIN TIOBEYE OT 28 AHU clie/l BAKCHHUPAHETO B IPOYYBAHETO.

O06m10 44 325 nuua ca paHAOMH3MPAaHU YCIOPEIHO B ChOTHOIIEHHE 1:1 3a monmyuyBaHe Ha
uHTpamyckyiaHa naxekius ¢ COVID-19 Vaccine Janssen wiu mnane6o. O61mo 21 895 pp3pacTau
nosrydaBaT COVID-19 Vaccine Janssen u 21 888 Bb3pacTHH mosy4aBar miaine0o. Meauanara Ha
MPOABIDKUTETHOCTTA Ha MPOCTeIIBaHe Ha YYACTHUIUTE ClIe]] BAKCHHUPaHEeTo € 58 nuu (auama3oH: 1-
124 nam).

[Tonynanusra 3a mbpBUYCH aHaU3 3a eprukacHocT oT 39 321 nuia Bitousa 38 059 cepoHeraTUBHH
3a SARS-CoV-2 nuua Ha u3xoaHO HUBO U 1 262 nuna ¢ HEU3BECTEH CEPOCTATYC.

Jemorpadckure TaHHN ¥ U3XOAHUTE XapaKTEPUCTUKH ca CXOHH NpH Juiara, nonyduan COVID-19
Vaccine Janssen, n nonyumimte miare0o. B monynanusra 3a mbpBUYeH aHATN3 33 €(pUKACHOCT
MenuaHara Ha Bb3pacTrta npu juuata, noxyunid COVID-19 Vaccine Janssen, e 52,0 roguaun
(mmamazon: 18 mo 100 rogunn); 79,7% (N=15 646) ot nuiara ca Ha BB3pacT oT 18 1o 64 roguau
[xaTo 20,3%, (N=3 984) ca Ha BB3pacT 65 uiau noBeue roauHy, a 3,8% (N=755) ca Ha BB3pacT 75 wiu
noBeue roauHu |; 44,3% ca xenwu; 46,8% ca ot CeBepHa Amepuka (Cheaunaenu matu), 40,6% ca ot
JlatuHcka AMepuKa, a 12,6% ca ot FOxna Adpuka (FOxxnoadpukancka peny0ivka). O6mo 7 830
(39,9%) ot xopaTa UMaT MOHE €IHO BEYE CHITICCTBYBAIIO CHITHTCTBAIIO 3a00JIIBaHEe, CBHP3aHO C
MOBHILIEH PUCK OT Mporpecus KbM Texko mpotrudane Ha COVID-19 Ha u3xoaHo HUBO
(chIbTCTBANMTE 3a00JABaHKs BKIIOUBAT: 3aTILCTIBAHE, onpeaeaeHo karo UTM >30 kg/m? (27,5%),
xunepronus (10,3%), nuadet tun 2 (7,2%), crabunna/noope koutponupana HIV nndexnus (2,5%),
CepUO3HU ChpaeuyHM 3a0osaBanus (2,4%) u actMma (1,3%)). JIpyru chIrbTCTBAIIM 3a00JIIBaHUS CE
ycTaHoBsiBatT npu <1% ot nuuara.



Cayuante Ha COVID-19 ca noTBBbpACHU OT LEHTpaIHa J1a00paTopHsl Bb3 OCHOBA HA MOJIOKHUTEICH
pe3yarar 3a SARS-CoV-2 Bupycna PHK, nonyden c Tect Ha 6a3ara Ha moJarMepa3Ha BepH>KHA
peaknus (PCR). Obmiara ehukacHOCT Ha BakcHHATa M €()UKACTHOCTTA IO OCHOBHHU BB3PacTOBH IPYITH
e mpencraBeHa B Tabnuma 2.

Tabnuua 2: Auanu3 Ha epukacHocTTa Ha BakcuHaTa cpemry COVID-19° npu SARS-CoV-2
CEePOHEraTHBHM Bb3PACTHHM - MOMYJIalMs 32 MbPBUYEH aHAJIM3 32 eUKACHOCT

COVID-19 Vaccine Ilnane6o
Janssen N=19 630 N=19 691
Cayyan Ha | YoBeko | Cayyam Ha | Yoseko % eduKacHOCT HA
COVID-19 rOANHH COVID-19 rOANHH BaKCHHAaTa
Ioarpyna (n) (n) (95% CI)*
14 nuu 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
TOJIMILIHA BB3pPacT (55,26; 71,61)
65 u roBeue 9 586,31 51 584,89 82,4
TOJMHHA (63,90; 92,38)
75 u 1IoBCUC 0 107,37 8 99,15 100
TOJIWHHA (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 roBeue 6 583,27 23 580,54 74,0
TOJIUHHA (34,40; 91,35)
75 u TIoBCUC 0 106,42 3 98,06 -
TOIUHHU

CoobpBHYHA KpaiiHa TOYKA (KaKTO ¢ Ae(GUHHPAHO B TPOTOKOJA).

Cumnromatiaern COVID-19, m3uckpam nonoxutenex pesynrat oT RT-PCR u none 1 pecriupaTopeH MprU3HAK HITH
CHMIITOM, WK 2 IPYTU CUCTEMHH IPH3HAKA WIIM CUMITOMA, KaKTO ca Ae(HHUPAHH MO IPOTOKOIL.

JloBepuTeTHUTE HHTEPBAIIM 32 “BCHYKH YYaCTHULU ca KOPUI'MPAHH, 3a Ja Ce MPUJIOKU KOHTPOJI Ha rpelka TuI | 3a
MHO>XECTBEHO TecTBaHe. /loBepUTEeTHUTE HHTEPBAJIH 32 Bb3PACTOBUTE IPYINHU Ca IPEACTABEHU HEKOPUTUPAHHU.

Eduxacnocrra Ha BakcuHaTa cperty Texbk COVID-19 e npencrasena B Tabauua 3 mo-goamy.
Ta6anua 3: AHaIu3 Ha e(pUKACHOCTTA HA BakcuHaTa cpemy Texbk COVID-19* npu SARS-

CoV-2 cepoHeraTHBHHM Bb3PACTHH - NOMNYJIALHAS, IPH KOATO € HANPaBeH
MbpPBUHYEH aHAJIU3 Ha epuKACHOCTTA

COVID-19 Vaccine Ilnaneodo
Janssen N=19 630 N=19 691 %
Ciay4an Ha Yogeko Ciay4an Ha Yosexo epuxacHocT
COVID-19 rOANHH COVID-19 rOAUHH Ha BaAKCHHATAa
Hoarpyna (n) (n) (95% CI)°
14 nHM cjieg BAKCHHHPAHETO
TexbK 76,7
14 3 125,05 60 3122,03 (54,56; 89,09)
28 1HM cjiel BAKCHHHPAHETO
TexXbK 85,4
5 3 106,15 34 3082,58 (54,15; 96,90)

OKOHUATEITHOTO OIpesesiHe Ha TexkuTe crydan Ha COVID-19 e HanpaBeHO 0T He3aBHCHMA apOUTpaskHAa KOMHCHS,
KOSITO € OIIpeAeNiIa ChIIO U TEKECTTa Ha 3a00JIIBAHETO Criope]] JeUHAIMATA B pPbKOBOJICTBOTO HAa FDA.

JloBepuTeIHUTE HHTEPBAIIM Ca KOPUTHPAHH, 32 Ja CE MPUJIOKU KOHTPOII Ha IPEIlKa TUI | 32 MHOXECTBEHO TECTBaHE.



Ot Bp3HuKHanuTE 14 Texku cinydas B rpynata Ha COVID-19 Vaccine Janssen, ¢ Hagano noHe 14 nau
cllefl BakcuHanusATa, cpsamo 60 B iane0o rpymnaTa, XOCIUTaIH3UPaHUTE ca ChOTBETHO 2 CIIpsIMO 6.
TpuMa nanueHTH ca MoYuHaIM (BCHUYKH B I1anedo rpymnara). [loBedeTo OT OCTaHAINTE TEXKKH CITydan
OTTOBApPST CaMO Ha KPUTEPHSI 3a TEKKO 3aboisiBaHe — kucimopoaHa carypamust (Sp02) (< 93% na
CTacH BB31yX).

HpeZ[I/I pascCieCiiaBaHe, JOMMBJIHUTCIIHN aHAJIN3U, CUUTAHU 3a pOSt hOC, Ha ITOJIOKUTCIIHU CIIy4au,
MMOTBBPACHU YPEC3 PCR TECTOBC, HE3aBUCHUMO OT MOTBBPIKACHUCTO HA ICHTPAJIHATA J'Ia60paTOpI/I$I,
KaTO IJIO NOAKPCIIAT PE3YJITATUTE OT IBPBUYHUSA aHAIU3.

Ot 14-Tus neH ciaen BaKCHHAIMATA HATAaThK Ca XOCHUTAIM3UPAHA CHOTBETHO 2 CITydas Ha
MonekyisipHo oTebpaeH COVID-19 B rpymata Ha COVID-19 Vaccine Janssen cripsamo 8 ciaydas B
miae6o rpynara. Equn ciaydaii B miame0o rpymnara € M3UCKBa IMIPUEM B OTICIICHUE 32 HHTEH3UBHO
neuenne (ONJT) u MmexannyHa BeHTHIanuUs. ToBa € MoJKpeneHo oT post hoc aHanM3 Ha BCHYKH
xocnutanuzanuu, cebp3anu ¢ COVID-19, ¢ npunarane Ha no-mypoKo ThPCEHE BbB OCHOBA Ha Ils1aTa
HaNMM4YHa UH()OPMAITUS OT BCUYKH U3TOYHUIH (2 cripsiMo 29 citydasi B pa3mInpeHus Habop OT JaHHH).

[lonrpymnoBute aHain3u Ha IbPBUYHATA KpalfHa TOYKA 3a e()UKACHOCT NOKa3BaT MOAOOHU TOUKOBH
OLICHKH 32 €()MKACHOCT MPU YYACTHULIUTE OT MBKKHU M )KEHCKH T10JI, KAKTO M IPU YYaCTHULIUTE ChC U
0e3 ChITBTCTBAIIM 32a00NIsIBaHNA, CBBP3aHU C BUCOK PHCK OT TeXKo0 npotudyane Ha COVID-19.

[IpoBeneHu ca ekcIIOpaTOPHU NOATPYIOBU aHANN3H 3a e(hUKacHOCT Ha BakcuHarta cpemry COVID-19
u Texxbk COVID-19 3a bpasunus, HOxuna Adpuka u CAILL (Bxk. Tabnuna 4). B moarpynoBure
aHaJM3M ca BKItoYeHN Bcruku ciiydan Ha COVID-19, ce0panu 10 naTaTa Ha 3aKIFOYBaHE HA JTAHHHUTE
3a IbPBUYEH aHAIN3 32 €(PUKACHOCT, BKIIOUUTEHO CIIyyaH, IOTBBPACHH OT EHTpaJHAaTa
nabopartopwusi, U ciydau ¢ JokyMeHTupaH nonoxureneH SARS-CoV-2 PCR ot mectha nabopatopus,
KOHTO BCE OIlIe 0YaKBaT MOTBBPIKJICHHUE OT IIEHTpATHATA JTA00PATOPHSL.

Tadauua 4: O00011eHre HA JaHHUTE 32 epUKACHOCT Ha BakcuHaTa cpemy COVID-19 u
TexbK COVID-19 3a ctpanu ¢ >100 cb00111eHN cayyas

TexecT
Hauaso COVID-19 Texbk COVID-19
TouxoBa onenka TouxoBa ouenka (95%
(95% CI) (6)))

| e 744% (65,00; 8LST) | 78.0% (33.13; 94,58)
one 28 i oo 72.0% (58,19:81,71) | 85.9% (9,38; 99.69)

Spa Eﬁ?&ﬁﬁé’;ﬁm 66,2% (51,01; 77,14) 81,9% (17,01; 98,05)
g;)::niif:;:mﬂ 68,1% (48,81; 80,74) 87,6% (7,84; 99,72)

Mg | macomanars 52.0% (30.26; 67.44) | 73,1% (40,03; 89,36)
Eﬁf&iﬁfﬁiﬁm 64,0% (41,19; 78,66) 81,7% (46,18; 95,42)

[Ipu mbpBUYHMS aHATTU3 ca CeKBEHUpaHU podute oT 71,7% OT NOTBBPAECHUTE OT LIEHTpaIHATa
naboparopus cirydau [CAILL (73,5%), FOxna Adpuka (66.9%) u bpazwumus (69,3%)]. Ot
CEKBEHHpaHUTE poOu € HauIle aucOaianc B IbJIHOTaTa Ha Habopa ot ganHu Mexay COVID-19
Vaccine Janssen u mnaue6o. B CAILL 96,4% ot mamoBete ca naeHTHuIUpany KaTo Bapuant Wuhan-
HI1 D614G; B IOxHa Adpuka 94,5% ot mamoete ca uneHTudunupanu kato Bapuant 20H/501Y.V2
(mmuams B.1.351); B Bpasunus 69,4% ot mamoBeTe ca HASHTU(PHUIIMPAHU KaTO BApUAHT Ha TUHHS P.2 u
30.6% ot mamoBeTe ca uaeHTuUIMpanu kato Bapuant Wuhan-H1 D614G.



CTaDLICCKa nonmyjaanusa

COVID-19 Vaccine Janssen e olieHsiBaHa ITpH JIMIA HA Bb3pacT 18 u moBeue ronunn. EdukacHoCcTTa
Ha COVID-19 Vaccine Janssen nmpu y4acTHHUIIMTE B CTapyuecka Bb3pacT (> 65 rofiMHN) ChOTBETCTBA Ha
Ta3u npu no-mnagute auna (18-64 rogunHm).

IlenuaTpuyHa IomyJaanus

EBpomneiickaTa areHIus 1o JekapcTBaTa oTiara 3aIbDKEHHETO 33 IPEAOCTaBSIHE HA Pe3yaTaTUTe OT
npoyuBanusita ¢ COVID-19 Vaccine Janssen B e/iHa W [TOBEYE MOATPYIH Ha IMeIUaTPUIHATA
nornynanus npu npeseniyst Ha COVID-19 (Bx. Touka 4.2 3a nHbOpMAIUs OTHOCHO YIIOTpeda B
neIuaTpusITa).

PaspernraBane moa ycioBue

To3zu ekapcTBEH MPOAYKT € pas3pelleH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe Mo yCIoBHe .
ToBa 03Ha4aBa, ye 3a TO3M JICKAPCTBEH MPOIYKT CE OYAKBAT NONBJIHUTEIHU JIaHHH.

EBpomneiickaTa areHIus 1o JieKapcTBaTa Iie U3BbPIIBa Iperie] Ha HoBaTa HHPOpMAIH 3a TO3U
JIEKapCTBEH MPOAYKT MOHE BEAHBXK roguiiHo 1 Tazu KXII choTBETHO 1E ce akTyanusupa.

5.2 ®apmakokMHETHYHHU CBOWCTBA

He e mpuiioxumo.

5.3 TlpeaAKIMHUYHH JAHHH 32 0€30IIACHOCT

HexnuanuHuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a X0pa Ha 0a3zaTa Ha KOHBEHIIMOHATHUTE
IIPOYYBaHUS 32 TOKCUYHOCT IIPM MHOIOKPATHO IIPHJIAraHe M JIOKAJIHA IIOHOCUMOCT, U PENPOIyKTUBHA

TOKCUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

I'eHOTOKCHYHOCT M KaHIIEPOTCHHOCT

COVID-19 Vaccine Janssen He € OlleHsIBaHa 32 T€HOTOKCUYEH WM KaHIeporeHeH nmoTennuan. He ce
OYaKBa KOMIIOHECHTUTE Ha BAKCHHATA J1a UMAaT TCHOTOKCHYCH HJIM KaHIIEPOTCHEH MOTCHITHAIL.

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

PenponykTHBHATa TOKCUYHOCT M (DEPTHIUTETHT MPH YKEHCKHU JKUBOTHH Ca OIICHEHH B €JIHO
KOMOMHHMpaHO MPOyYBaHe 32 eMOpHO(ETaTHOTO U Mpe- U MOCTHATAIHOTO Pa3BUTHUE MPH 3aiil. B ToBa
npoyuBaHe mepBo BakcuHupane ¢ COVID-19 Vaccine Janssen € W3BBPIIEHO HHTPAMYCKYJIHO Ha
JKEHCKH 3ai1M 7 JHU Tpeny YUpTOCBaHE B 1033, EKBUBAICHTHA HA 2 BT MPETOPBhUUTETHATA J103a 32
X0pa, TIOCJIEABAHO OT JABE BAKCHHALIUH ChC ChIIATA 103a [0 BpeMe Ha TeCTalMOHHUS nepuo (T.e. B
recraioHay AHU 6 u 20). He ce ycraHOBABAT HeXenaHu eeKTH, CBbP3aHU C BAKCUHATA, BBPXY
KEHCKHUS (PEePTILTUTET, OPEMEHHOCTTA, eMOPHO(ETATHOTO Pa3BUTHE U PA3BUTHETO HA MAJIKHTE.
Maiikute, KakTo u TeXHUTE QEeTyCcH U MOKOJIIEHHE, UIMaT TUTPU Ha aHTUTeNa, cneunpuasu 3a SARS-
CoV-2 S nporenna, KO€TO MOKa3Ba, Y¢ MAHUMHUTE aHTUTENA CE IPEHACST BB (eTycuTe 1o BpeMe Ha
recranusra. JlurncsaT qanHu 3a ekckpenusta Ha BakcuHata COVID-19 Vaccine Janssen B MIISIKOTO.

OcBeH TOBa €ITHO KOHBEHIIMOHAJIHO MPOYYBaHEe 32 TOKCHYHOCT (MHOTOKpaTHO npuinarane) ¢ COVID-

19 Vaccine Janssen npu 3aiiiii He OKa3Ba eEKTH BbPXY MBKKHUTE ITOJIOBH OPTaHH, KOUTO Orxa
MOTJIH J1a YBPEIAT MBKKUST PEPTHIUTET.

10



6. DOAPMAIIEBTUNYHHU JAHHU
6.1 Choucbk Ha NIOMOIIHHUTE BElIECTBA

2-xuapoxcurponmi-p-uukioaexcrpu (HBCD)
JluMoHEeHa KHCenrHa MOHOXUAPAT

ETtanon

XJI0pOBOJOPOAHA KUCETHHA

[HomucopOat 80

Harpues xnopun

Harpues xunpoxcun

TpunaTpueB IUTPaT IUXUAPAT

Bona 3a nnxxeknuu

6.2 HecbBMECTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Ja ce cMecBa ¢ APYTH JIEKAPCTBEHU MIPOAYKTH HIIU J1a Ce
pa3pexna.

6.3 Cpok Ha roaHOCT

HeortBopen duiakon

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

Crien KaTo ce u3Baay OT XJIaIMTHAKA, HEOTBOPEHUSAT (PIIAKOH MOXKE J]a C€ ChXPaHsBa 3allUTECH OT
cBeTiMHA B XaaawiHuK npu 2°C mo 8°C 3a eHOKpaTEH Nepruo 10 3 Mecella, KaTo He TpsOBa jaa ce
W3II0JI3BA CJIe] OTIIeYaTaHaTa JaTa Ha u3TH4aHe Ha cpoka Ha rogHocT (EXP/Tonen mo:).

Crnen pa3mpassiBaHe BaKCHHATa He TPsIOBa Ja ce 3aMpassiBa OTHOBO.

3a CIICIIUAJTHUTEC YCJIOBUA Ha CbXPAHCHUC BUIKTC TOUKA 6.4.

OTtBOpeH ¢1akoH (el IbPBOTO NYHKTUPaHe Ha (JIaKkoHa)

XuMHUYHa U pU3NYHA CTAOMIIHOCT Ha BAKCHHATA B IEPHOJia Ha U3IMIOJ3BaHE € I0Ka3aHa B
npoabbkeHne Ha 6 daca pu 2°C 1o 25°C. Ot MUKpOOHOJIOTUYHA TIEAHA TOYKA 32 MIPETIOPHUBAHE €
NPOIYKTHT JIa c€ YnoTpeOu He3abaBHO e/l MbPBOTO MYHKTUPaHe Ha (IIaKOHA; MPOJAYKTHT o0aue
MOJKe J1a ce cbxpaHsaBa Mexay 2°C -8°C makcuMyM 6 gaca WM Jja OCTaHE Ha cTaliHa TeMIlepaTypa
(makcumaino 25°C) no 3 yaca ciieli IbpBOTO IYHKTHpaHe Ha QuakoHa. Ciiesl ToBa BpEMETO U
YCIIOBUSATA HA ChXPaHEHHE B TIEPHO/a Ha U3ION3BAaHE Ca OTTOBOPHOCT HA TIOTPEOUTEIIS.

6.4 Crhenuananm ycI0BHS HAa CbXpaHeHHe

[la ce cpxpaHsBa 1 TpaHCHOpTHpa 3ampaseHa npu -25°C no -15°C. JlaTaTta Ha U3THYaHE HA CPOKA Ha
TOJHOCT Ipu cbXxpanenue npu -25°C no -15°C e orneyatana BbpXy (1akoHa U BBHIIIHATA KAPTOHEHA
omakoBka ciient ,,EXP/T'onen no:*.

Koraro e cpxpansBana 3ampaseHa npu -25°C no -15°C, BakcuHaTa Moke 1a ce pa3Mpasu uin npu 2°C
no 8°C, i TIpH CTaifHa TeMIiepaTypa:

o npu 2°C no 8°C mie ca HeoOXoauMH MpUOIU3UTETHO 12 "aca 3a pa3MpassBaHETO HA KapTOHEHa
omakoBka ¢ 10 ¢nakoHa, a 3a pa3Mpa3sBaHETO Ha eAUH ()IIaKOH LIe ca HEOOXOIUMHU
NpUOTU3UTETHO 2 yaca.

. npu cTaiiHa Temrepartypa (Makcumanto 25°C) me ca HeoOX0AUMH MPUOIN3UTENTHO 2 Yaca 3a
pa3MpassBaHETO Ha KapToHeHa onakoBka ¢ 10 ¢akoHa, a 3a pa3Mpa3sBaHETO Ha eIUH (IIaKOH
11e € HeoOXxoauM npudnu3uTenHo 1 vac.
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Bakcunara Moxxe J1a ce cbhxpansiBa U B xaaauiHuK npu 2°C qo 8°C 3a eIHOKpaTeH NEpUo 10

3 Meceria, KaTo He TPsIOBa Ja ce M3MOJ3Ba ClIe]] MbpBOHAYAHATA JaTa Ha U3THYaHe Ha CpoKa Ha
roguoct (EXP/Tonen no:). Cnen npeMecTBaHe Ha MPOJIYKTa OT YCIIOBHS 3a ChxpaHeHue mpu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3TUYaHE Ha CPOKA HA TOMHOCT TPsiOBa Ja ce OTOeNe)KH Ha BHHITHATA
KapTOHEHa ONaKOBKA M BAKCHHATA TPSAOBA J1a Ce M3IOJI3Ba WITH J1a Ce U3XBBHPIIHU JI0 Ta3H Jara.
[IppBOHAYaNHATA 1aTa HA U3TUYAHE HA CPOKA HA TOJHOCT TPsAOBa Ja ce 3aauyu. BakcuHara Moxe /1a
ce Tpancnoptupa u mpu 2°C -8°C, ako ce OCUTypAT NOAXOASIIUTE YCIOBUS Ha ChbXPaHEHUE
(Temmeparypa, Bpeme).

Cren pazmpassiBaHe BakcHHATa He TPsIOBa Jla ce 3aMpassiBa OTHOBO.

CroxpaHnsiBaiiTe (IaKOHHUTE B OpUTHHAIHATA KAPTOHEHA OIMAaKOBKa, 32 Ja CE MPE/a3siT OT CBETIHHA.
HeotBopenara COVID-19 Vaccine Janssen e crabuina B mpogbibkeHHe Ha 0010 12 waca npu 9°C o
25°C. ToBa He ca IPENOPBUNTEIHH YCIOBUSA HA ChbXpaHEHHUE WIH TPAHCIOPTHPAHE, HO MOXKE Ja
CIIy’KaT 3a yKa3aHue NP B3eMaHe Ha pellieHre B Cllydail Ha BpeMEHHO OTKJIOHEHHE Ha TeMIlepaTypara
0 BpeMe Ha 3-Mece4yHOTO cbxpaHenue npu 2°C -8°C.

3a yCcloBHsTa HAa ChbXpaHEHHUE cJie/l IbPBOTO OTBAPsIHE HA JIEKAPCTBEHUSI IIPOIYKT BIKTE TOUKa 6.3.
6.5 Buau cbabpaxaHue HA ONMAKOBKATA

2,5 ml cycrnieH3us B MHOT0/1030B (bj1akoH (CTHKIIO Tull 1) ¢ rymeHa 3amymanka (XJopoOyThi ¢
(hiryoponoauMepHO MOKPUTHE), ATyMUHHEBa 00KaTKa U CHHBO IUIACTMACcOBO Karade. Beeku (uakon
cpabpka S gosu ot 0,5 ml.

OnakoBka ot 10 MHOT01030BH (hITaKOHH.

6.6 CrnenuajaHu npeana3Hu MepKHU NPH U3XBHPJIsiHe U padoTa

Vka3zanus 3a pa60Ta 1 NIPUITOKECHHC

C Ta3u BakcHHa TpSI6Ba Ja paGOTI/I MCIHUIIMHCKHU CIICIHUAJINCT, KaTO MU3II0JI3Ba aCCIITUYHA TCXHUKA, 3a
Ja C€ OCUTYpH CTCPUIIHOCTTA Ha BCAKa N034.

o Bakcunara e rotoBa 3a ynotpe0a ciiesi pa3mMpassiBaHe.

. Bakcunara Moske fa ce noctass 3ampasena npu -25°C o -15°C wnmm pasmpasena mpu 2°C 1o
8°C.

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

o CoxpansBaiiTe (prakoHUTE B OpUTHHAIHATA KAPTOHEHA OITAKOBKa, 32 Jla ce MPEAIa3sT OT

CBETJIMHA U 32 J1a ce 0TOENeKH CPOKBT Ha FOAHOCT IIPU Pa3INYHUTE yCIOBHS Ha ChbXPAaHEHHUE,
aKo € MPUIOKHUMO.
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a. CpraHeHne CJea mojayvaBaHe HA BaKCHHaTa

AKO ITIOJYYUTE BAKCUHATA 3AMPA3EHA IIPH -25°C no -15°C, moxke na:

025 C o5 (H) cowc

1
C OR
— ]'_ﬂ —
— y
chbXpaHsABaTe BbB ¢pusep chbXpaHfABaTe B XJIAAUJIHUK
e Bakcunara MOXe J1a ce ChXpaHsBa U e BakcuHara MOXe J1a ce ChXpaHsBa U
TpaHCIOpTHpa 3aMpaseHa npu -25°C Tpa"cnoptupa rnpu 2°C no 8°C 3a
ao -15°C. €IHOKpPATEH MEePHO 10 3 Mecela, KaTo He
e Jlarara Ha U3TUYAaHE HA CPOKA HA TpsiOBa J1a ce U3Mo3Ba Ciie]] MbpBOHAYATHATA
TOJTHOCT € OTIeYaTaHa BbpXY JlaTa Ha U3THYaHE Ha CPOKa Ha
(makoHa M BBHIIIHATA KAPTOHEHA rogaoct (EXP/T"onen no:).
omnakoBka cien ,,EXP/T'onen 10:“ e (Cnen mpeMeCcTBAaHETO HA MIPOAYKTa B
(Bx. TouKa 6.4). xaaauanuk npu 2°C go 8°C

aKTyaJTu3MpaHara JiaTa Ha CPpoKa Ha TOJTHOCT
TpsOBa Ja ce 3aluIie BLPXy BHHIIIHATA
KapTOHEHA KyTHs U BaKCHMHATa TpsiOBa jaa ce
M3MI0JI3Ba WU U3XBBPIIA KbM
aKTyaJlu3WpaHara JiaTa Ha U3TUYaHe Ha CPOKa
Ha rogHocT. [IbpBOHaYa HATa 1aTa HA
CpPOKa Ha TOIHOCT TPSIOBA /12 ce 3aJu4H.
(Bk. 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 3ampa3sBaiite 0THOBO, aKO POAYKTHT € NMOJIydeH Beue pasmpaseH npu 2°C go 8°C.

3alenexka: AKo BaKCHHATa ce MOMy4H B XJIaawiHUK rpu 2°C no 8§°C, npu noigy4yaBaHEToO
MpoBepeTe Jalu AaTaTa Ha W3THYaHE Ha CPOKA Ha TOAHOCT € aKTyaln3UpaHa OT MECTHUS
JOCTaBYUK. AKO HE MOXKETE J1a HAMEPUTE HOBa JIaTa Ha U3THYaHEe HA CPOKA Ha TOAHOCT ClIe]
,,[ OJICH J10:“, CBBPIKETE CE C MECTHHS JIOCTABYHK 3a MOTBBbPKIABaHE Ha JjaTaTa Ha M3TUYaHE Ha
CpOKa Ha TOJTHOCT e ,,['o/ieH 110:“ Ha MpOIyKTa B XJIaJUITHUKA. 3alUIlIeTe HOBATA IaTa HA
U3THYaHe HA CPOKA HA IOHOCT BHPXY BBHHIIHATA KAPTOHEHA OMAKOBKA MPEIH Ja 3all0YHe
CHhXpaHCHUETO Ha BaKCHHATA B XJaJAWiHuKa. [IbpBoHAYAIHATA JaTa HA CPOKA HA T'OHOCT
TpsiOBa Aa ce 3aJu4M. (BX. Touka 6.4).
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0. AKo e 3ampa3zeH, pasMpasere guiakoHa(UTe) B XJIAJUJIHUK MM HA CTaliHA TeMIlepaTypa

Nnpeau NpUuJaoKEeHUue

@ 2°C no 8°C

| -

Pasmpa3ere
3a 12 yaca

e J

Pasmpa3sere B XJIaIMJIHUK

o Koraro e cbxpaHsBaHa 3aMpa3eHa
mpu -25°C go -15°C, me ca
HEOOXOIUMH NIPUOIH3UTENHO 12 Jaca
3a pa3Mpa3sBaHETO Ha KapTOHEHaTa
onakoBka ¢ 10 ¢nakona, a 3a
oTAeTHHUTE (PIAKOHU IIE ca
HEOOXOIUMH TIPUOTM3UTEIHO 2 Yaca,
3a 1a ce pasmpaszar npu 2°C no 8°C.

e AKO BaKkCHMHAaTa He Ce M3IO0JI3Ba
BEJHAra, BIDKTE YKa3aHHUATA B TOUKATa
»CBXpaHsIBaTe B XJIAIMIHAK

o @nakoHBT TPsAOBA Ja CE CHXPaHIBA B
OpHUTMHAJIHATa KApTOHEHA OIIaKOBKa,
3a Ja ce Mperas3y OT CBETIMHA U 32 Ja
ce OTOeINeXKH J1aTaTa Ha U3THYaHE Ha
CpOKa Ha TOJJHOCT MPU Pa3THYHHUTE
YCIIOBHS Ha ChbXPaHEHHE, aKo €
MPUIT0KHUMO.

Jla He ce 3ampassiBa MOBTOPHO CIIe]]
pasmpassiBaHe.

nimn

Pa3mpa3sere Pa3zmpa3sere
3a 3a
yaca 1 gac

L g

Pa3mpaserte Ha cTaiiHa TemInepaTypa
e Koraro e cbxpaHsBaHa 3aMpa3cHa

npu -25°C npo -15°C, kapToHeHaTa
omakoBKa ¢ 10 ¢rakoHa WK OTACITHUTE
(hnaxoHu TpssOBa 1a ce pa3MpassiT Ha
CTaifHa TeMrepaTypa MakCUMaTHO
25°C.

Ile 62T HEOOXOAUMHE TPUOIUIUTEITHO
2 yaca, 3a Jia ce pa3Mpa3u KapTOHECHa
omnakoBka oT 10 ¢uakona.

[le 6b/1e HEOOXOAUM MPUOITUZUTEITHO

1 yac, 3a 71a ce pa3MpasAT OTJACITHUTE
(hakoHH.

Bakcunara e crabuiHa 3a 06mo 12 yaca
npu 9°C no 25°C. Tosa He ca
MIPETIOPHYUTETHH YCIOBHS HA
ChXpaHECHUE WIIH TPAHCIIOPT, HO MOXKE
Jla CIIY’KaT 3a YKa3aHHe IIPH B3€MaHEe Ha
pelieHre B cirydaii Ha BpeMEHHU
TEMIIEPATypPHHU OTKJIOHCHUS.

AKO BakcHHATa HE Ce M3M0JI3Ba Be/IHATA,
BIKTE yKa3aHUATA B TOUKATa
,»CbXpaHsIBaTe B XJIAJUIHUK".

I[a HE C€ 3aMpa3ssBa IIOBTOPHO CJICT

pa3MpassiBaHe.

B. ITpoBepeTe u1akoHa U BAKCMHATA

e COVID-19 Vaccine Janssen e 0e31iBeTHa /10 0JIC0XKbJITa, OUCTPa 10 CUITHO OMaIeCIEHTHA

cycnensus (pH 6-6,4).

o [Ipenu npuiiokeHre BaKCHMHATA TPSIOBA Jla ce MPOBEPH BU3YaTHO 32 HAIMYNE HA BUIUMH

YaCTHIM U ITPpOMsHA Ha LIBCTA.

e [lpeau npunoxkenue GakOHBT TPSIOBa 1a c€ MPOBEPH BU3YATHO 38 HAIMYKE Ha TyKHATHHHU HIIH
HSKaKBU MPOMEHHU BBB BBHHIIHUS BH/I, HAIIp. IPU3HAIM Ha oTBapsHe. He nmpunaraiite BakcnHaTta

IIpU HAJIMYMUC HA TaKWBa NPU3HALIA.

T. HpHFOTBeTe n l'lpHJ'[O)KeTe BaKCHUHaTa
14



10

Ceky

3aBbpTeTEe BHUMATEJIHO
(piraxona

[Ipenu npunarane Ha no3a
OT BaKCMHATa BHUMATEIIHO
3aBppTeTe (IIaKoHa B
U3NPABEHO NMOJI0KeHUE B
NPOIbJIKEHHE HA

10 cexyHau.

» He pazxiiamaiire.

H3reraere 0,5 ml

JIa U3TETIINTE SOAUHUIHA
no3a ot 0,5 ml ot

Hnskextupaiite 0,5 ml
e lI3nos3BaiiTe CTEpUIIHA UTJIa  ®
Y CTEpWJIHA CIIPUHIIOBKA, 32

MHOTO/I030BHS (PIIaKOH (BK.

Touka 4.2).

A OT MHOT0/1030BHS

(l)J'IaKOH MOKE Ja Ce€ U3TErJaaT

HAli-MHOI'0 5 103H.

N3xBBprieTe ocraHanaTta BbB

(1aKoHa BaKCHHA CIIE]
HM3TETIAHE Ha 5 J03H.

IIpunaraiite camo 4ype3
HHTPaMYCKYJIHA
HHKEeKLHSA B JCTITOUIHUS
MYCKYJI Ha TOpHAaTa 9acT
Ha pbKara (BX. Touka 4.2).

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

Crnex IbpPBOTO ITyHKTHPAHE
Ha (rakoHa, BbPXY €THKETa
Ha BCEKH ()JIAKOH 3aIUILIeTe
Jarara M Jaca, KOraTo TOu
TpsiOBa J1a ce U3XBHPIH.

A3a MpenopbUBaHe € Ja ce
M3M0J3Ba BEAHAra cies
IIBPBOTO IIyHKTHPAHE.

@

Jla ce coxpaHsiBa 10 6 yaca

ot >l ]

pann s

e Crnen mbpBOTO
MyHKTHpaHe Ha
(makoHa BakcMHATa

nim

MOXE J1a C€ CbXpaHsaBa

mipu 2°C no 8°C 1o
6 gaca.

o MzxBBpriere nakoHa,
aKo BaKCHHATa HE €

H3I10JI3BaHa B PAMKHTE o

Ha TO31 IEPHUOI.

15

Jla ce cbxpansiBa 10 3 yaca

0

T
Crnen mbpBOTO
MYHKTUpaHe Ha (IIaKoHa
BaKCHHATa MOXE Ja ce
CbXpaHsBa HA CTallHA
TemMmepaTrypa
(MmaxkcumasHo g0 25°C)
3a €THOKpATEH MEPHO A0
3 yaca. (Bx. Touka 6.3).
UzxBbpriere dhiaakoHa, ako
BaKCHHATa HE €
M3M0J3BaHa B pAMKHUTE Ha
TO3U TIEPHO]I.



e. HN3xBBpIIsiHE

HewnsnonsBanara BakcHHa WIKM OTHAIBUYHUTE MaTEPUANU OT Hesl TPSIOBA Aa ce U3XBBPIAT B
CHOTBETCTBHE C MECTHHUTE yKa3aHHA 32 apManeBTHUHH oTraabiy. [Ipu cioydaiiHo pasnuBase,
MSICTOTO TPsIOBa Jia ce Ae3uH(EKIIpa ChC CPEICTBA C BUPHUIIUAHA aKTUBHOCT CPEIIy aJIcCHOBUPYC.

7. HNPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001

9. JATA HA ITbPBO PA3PEIIABAHE/IIOJHOBSABAHE HA PASPEHIEHUETO 3A

YIIOTPEBA

[ara Ha IBpBO paspelaBaHe:

10. JATA HA AKTYAJIMU3UPAHE HA TEKCTA

[MoapoOua nHpOpMAaIHKs 3a TO3W JIEKAPCTBSH NPOIYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickaTa
areHIus 10 JieKapcTBaTa http://www.ema.europa.eu.
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A.

HNPUJIOKEHHUE I1
NNPOU3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHOTO
BEIIMECTBO U NIPOU3BO/JUTEJIN, OTTOBOPHH 3A
OCBOBOXKJIABAHE HA ITAPTUIHN

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIOBUA N UBNCKBAHUA HA PASPEHHIEHUETO 3A
YIHOTPEBA

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

KOHKPETHO 3AABJIKEHUE 3A UBITBJIHEHUE HA MEPKH
CJIEJ PA3ZPEILHABAHE 3A YIIOTPEBA 11O YCJIOBHUE
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A. TIPOU3BOJIUTEJIN HA BUOJOTMYHO AKTUBHOTO BEIIECTBO U
MMPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKIABAHE HA ITAPTUIN

Nme n aapeC HA MPOU3BOAUTCIIA HA OMOJIOrHYHO 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 u aapec Ha MPOU3BOJMTENS, OTTOBOPEH 3a 0CBOOOIK/IaBaHE Ha MAPTHIAUTE

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnanaus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrusa

IleuaTHaTa auCTOBKA Ha JICKApCTBCHUSA NTPOAYKT TpH6Ba Ja CbAbpiKa UMCTO U aApeCa Ha
MMpOU3BOAUTCIIA, OTTOBOPCH 3a OCBO60)K,Z[aBaHeT0 Ha CbOTBCTHATA MapTUAA.

C ornen Ha 0OsBeHaTa KPUTHYHA CUTYallUs, CBbP3aHa ¢ OOLIECTBEHOTO 3paBe, KOSTO € OT
MEXTyHApOIHO 3HAUECHME U 32 1a CE OCUTYPH PaHHA TOCTABKA, TO3H JIEKAPCTBEH MPOAYKT MOJIEKH HA
OrpaHUUYEHO BbB BPEMETO U3KJIIOUEHHE, CIIOPEN KOETO CE I103BOJIsBA Jja C€ IPUEeMaT pe3yITaTUuTe OT
aHaJIM3a 32 KOHTPOJI Ha MapTHIUTE, IPOBEJCH B perucTprpan(1) ueHThp(oBe), HaMupaii(¥) ce Ha
TEPUTOPHUATA HA TpeTa AbpkaBa. CpOKBT Ha ToBa H3KIMoueHue u3tnya Ha 30 ronu 2021 r.
[Ipuiaranero Ha JOrOBOPEHOCTUTE 3a KOHTPOJI HA MAPTUANTE, BanuaeH 3a EC, BKIIOUNTENHO
HEOOXOJUMHTE U3MEHEHHUS Ha pa3pelleHreTo 3a yrnorpeda, TpsioBa aa 3aBbpiid KbM 30 roru 2021T.
Hall-KbCHO, B ChOTBETCTBHUE CHC CHIVIACYBaHMS IUIAH 33 IPEXBBPIISTHE HA aHATIN3A.

b. YCJOBUs NN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUAT MPOLYKT C€ OTITyCKa IO JIEKAPCKO MPEANUCAHUE.
o O¢unnanno ocBodoKIaBaHEe HA MAPTHAN

Cowraacuo ui. 114 ot Hupexrusa 2001/83/EO oduumanHoTOo 0cBOOOKAaBaHE HA MAPTUINTE CE
M3BBPIIBA OT ABPKABHA JTa00PaTOPHsI WK JIAOOpaTOpHs, ONpeAesIcHa 3a Ta3u Le.
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B. APYI'H YCJIOBUSA N U3UCKBAHUS HA PASPEIHNIEHUETO 3A YIIOTPEBA
. Ilepuoguynm aKkTyaJau3upanm aokjaaau 3a oezonacuoct (ITA/IB)

M3uckpanusTa 3a nogasane Ha [TAJIb 3a To3u IeKapCTBEH MPOAYKT ca MMOCOYEHHU B CITUCHKA C
pedepentauTe natu Ha EBponetickus cpio3 (EURD crmcbk), mpensuaes B wi. 1078, air. 7 ot
Hupextupa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIIN aKTyJIN3aIlH, TyOJIMKYBaHU HA €BPOTICHCKHS
yeOIopTal 3a JeKapcTBa.

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nbpsus [TAIb 3a To3u
HPOIYKT B CPOK OT 6 Mecela ciell pa3pelIaBaHeTo 3a yrnorpeoa.

.  YCJIOBUA NJIN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

. IInan 3a ynpaBiaenue Ha pucka (ITYP)

[MpurexarensT Ha pa3pemnienueto 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIBa U3UCKBAHHUTE JICHHOCTH
JEeHCTBUS, CBBP3aHH C IPOCIIEsIBaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, ocoueHH B ogoopenus [1YP,
npezncraBeH B Mozyn 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABAIIN 0J00pEHH
akryanusauuu Ha ITYP.

Axrtyanmsupad [IYP tpa6Ba na ce monasa:

e 110 UckaHe Ha EBponeiickaTa areHnys no jJekapcTBaTa;

e BHHArd, KOTaTo ce M3MEHs CHCTeMara 3a ylpaBlieHHE Ha PUCKa, OCOOCHO B PE3yJITaT Ha
nojy4yaBaHe Ha HOBa HH(POPMAIIUS, KOSITO MOXKE JIa JIOBEJIe 10 3HAYUMU IMPOMEHH B
CHOTHOIIIEHHUETO M0J13a/PHCK, UM CIIe]] IOCTUI'aHe Ha Ba)KEH eTall (BbB BPb3Ka C IPOCIIEIIBaHE Ha
JieKapcTBeHaTa 0€30MacCHOCT WM CBEXIaHE Ha PHCKA 0 MUHUMYM).

E. KOHKPETHO 3AABJKEHUE 3A U3IIBJIHEHUE HA MEPKH CJIE]]
<PA3PEIIIABAHE 3A YIIOTPEBA 11O YCJIOBHUE

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

Onucanue Cpox

3a ;1a ce MOTBBPAM CTAOMITHOCTTA HA TIPOU3BOJICTBEHIS MPOIIEC HAa KpalHUs 15 aBrycr
mpoaykt, [IPY TpsOBa na npenocTaBu JOITBIHUTENHN JaHHU 3a ChIIocTaBUMOCT 1 | 2021 .
BaIIUIUPAHE.

MexxauHeH

noknan: 31

mapt 2021 1.
3a ga noTBBbpAM epuKacHOCTTa U Oe3omacHOCTTa Ha BakcuHata Ad26.COV2.S 31 nekemBpHu
COVID-19, ITPY Tps6Ba ga nogane OKOHYATEICH AOKIA] OT PaHIOMHU3UPAHOTO, 2023 r.

1a11e60-KOHTPOIMPAHO, 3aCIICTICHO 32 HAO0AaTeNsd KIMHIYHO [IPOyYBaHe
VAC31518COV3001.
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INPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

20



A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA 1A CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA OT 10 MHOT'O030BH ®JIAKOHHA

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

COVID-19 Vaccine Janssen HHXEKIIMOHHA CYCHEH3HSA
Baxkcuna cperry COVID-19 (Ad26.COV2-S [pekoMOuHaHTHA])

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

Enna mo3a (0,5 ml) ceappika He mo-manko oT 8,92 log;y nHOEKIMO3HN eTUHUTI
Anenosupyc turn 26, komupani SARS-CoV-2 munoB riukonporent (Ad26.COV2-S)

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

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

ITomonrHu BemecTBa: 2-xuapokcunponui-p-uuknonekctpud (HBCD), nuMoneHa kucenuHa
MOHOXHUJPAT, ETAHOJI, XJIOPOBOJIOPOIHA KHUCETHHA, morcopoar 80, HaTPHEB XJIOPH, HATPUEB
XUJAPOKCHI, TPUHATPUEB IIUTPAT JUXUIPAT, BOJA 32 HHKEKIMH. BIKTe TUCTOBKATa 32 JOIBJIHUTEITHA
nHpopManusl.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HHkeKInoHHA CyCIeH3HS
10 MHOT0/1030BH (hi1aKOHA
Bceku duakon cuappika S5 qo3u mo 0,5 ml

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

MHTpaMyCKyJIHO IPUIIOKEHHE
[penn ynorpeba mpoyereTe JIMCTOBKATA.
3a noBeue uHGopManus ckanupaire To3u QR kox mmm nmocerere www.covidl9vaccinejanssen.com.

6. CIHIEHUAJIHO IMPEAYHIPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT IOTJVIEJA U TOCEI'A HA TELTA

‘ 7. APYI'U CHEINUAJIHUA HNPEAYIIPEXKXIEHUSA, AKO E HEOBXOJINUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no: mpu cexpanenue npu -25°C go -15°C.
3anuiieTe HOBaTa AaTa Ha U3TUYAHE HAa CPOKa HA TOAHOCT IpH cbxpanenue mnpu 2°C go §°C
(MakcumaiHo 3 mecerna):

. 3anMueTe mpeauITHaTa 1aTa Ha H3THIaHe Ha CPOKa Ha TOTHOCT.

‘ 9. CIIEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

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

Mosxe na ce cbxpansiBa u Ha 2°C go 8°C 3a 3 Mecela. 3anuiieTe HoBaTa 1aTa Ha U3TUYAHE HA CPOKA
Ha T'OJIHOCT.

He 3ampa3zsiBaiiTe TOBTOPHO clie]] pa3MpassiBaHe.

CoxpansBaiiTe (prakoHUTE B OpUTHHAITHATA KAPTOHEHA OITAKOBKa, 32 J]a Ce MPea3saT OT CBETINHA.
3a nH(opMaIUs OTHOCHO CPOKA HA TOJHOCT CJIe]l ITBPBOHAYAIHO OTBApSHE U 32 IOMMBIHATEHA
uHGOPMAIUS OTHOCHO ChXPAHCHUETO BUXKTE JIMCTOBKATA.

10. CHENUWAJHH INPEAITA3SHU MEPKU ITPU U3XBBHPJIISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

Jla ce u3XBBpIH B ChOTBETCTBUE C MECTHUTE U3UCKBAHUS, OTHACSIIH Ce 3a (DapMalleBTUIHH
OTIIAIBIIN.

‘ 11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIHIEHHUETO 3A YIIOTPEBA

EU/1/20/1525/001

13. HNAPTHUIAEH HOMEP

ITapTuna:

| 14. HAYHMH HA OTIIYCKAHE |

‘ 15. YKA3AHWUI 3A YIIOTPEBA ‘

| 16. MH®OPMALIMSI HA BPAIJIOBA A3BYKA |

[Ipueto e ocHOBaHKE 12 HE ce BKIOUM HH(opMmarus Ha bpaiinoBa a3Oyka.
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‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKo ¢ BKJIIOYEH YHUKAIECH HACHTU(HUKATOD.

‘ 18. YHUKAJIEH WIEHTUOPUKATOP — JAHHMU 3A YETEHE OT XOPA

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

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

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U ITbT(MLIA) HA BBBEXK/JIAHE

COVID-19 Vaccine Janssen HHXEKIHAS
Bakcuna cpenty COVID-19 (Ad26.COV2-S [pekomOuHaHTHA])
im.

2. HAYYH HA ITPUJIOKEHHME

HMHaTpamycKyTHO NPUIIOKEHNE

‘ 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. INAPTUJEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

5 mo3u 1o 0,5 ml

| 6. JIPYTO

Jara/gac 3a H3XBBPIISHE
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b. IUCTOBKA
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JIncroBka: uH(popManus 3a NOTpedUTENA

COVID-19 Vaccine Janssen HHKeKIINOHHA CyCTIeH3Us
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekomOuHaHTHA])
COVID-19 vaccine (Ad26.COV2-S [recombinant])

vTOBa JICKApPCTBO TOJICKH Ha JONBIHUTEIHO HaOtoaeHne. ToBa 11e M03BOIH ObP30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMaIMs OTHOCHO Oe3omacHOCTTa. MoXeTe Ja ajeTe CBOs MPUHOC KaTo
CHOOITUTE BCSKA HEXKEIaHA PEAKIIHsI, KOSATO CTe MOIYUYMIH. 3a HAUWHA Ha ChOOIIaBaHEe HA HEXKETTaHU
peaKkIny BIDKTE Kpas Ha TOUKa 4.

ITpoueTeTe BHUMATEIHO LSIVIATA JIUCTOBKA, PN 1A C€ BAKCUHUPATE, Thil KATO TS ChAbP:XKA

Ba)kHa 3a Bac undopmanmus.

- 3ana3ere Ta3u JUCTOBKA. MoOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMare HIKaKBH JIOBIHUTEIHA BBIIPOCH, MonuTaiTe Bamms nekap, papmarieBt nim
MEAMIIMHCKA CECTpa.

- Axo IMOJIYYUTC HAKAKBU HCXKCIIAaHU PCAKIIUN, YBEAOMETC Bamus JICKap, Q)apMaueBT nIIn
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKU Bb3MOXKHU HEXKEIaHU PEaKIMK, HEOIIUCAaHU B
Ta3u JUCTOBKA. Bukte Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kako npencrasnsiBa COVID-19 Vaccine Janssen u 3a KakBO ce H310JI3Ba
Kakso Tps6Ba na 3naere, npeau na Bu ce npunoxu COVID-19 Vaccine Janssen
Kaxk ce mpunara COVID-19 Vaccine Janssen

BBb3MOXHYM HEXETaH! peakiin

Kak na ce cexpansiea COVID-19 Vaccine Janssen

ChabppaHye Ha ONAaKOBKATa M JOIBIIHUTENIHA HH(POPMAaLUs

AU S e

1. Kakso npeacraBiasiba COVID-19 Vaccine Janssen n 3a KakBo ce M3I10JI13Ba

COVID-19 Vaccine Janssen e BakcuHa, u3non3BaHa 3a npeanaszsade or COVID-19, npuunHeH ot
Bupyca SARS-CoV-2.

COVID-19 Vaccine Janssen ce mpuiara npu Bb3pacTHU Ha 18 v moBede roAnHM.

Baxkcunara cTaBa npuunHa IMyHHaTa CUCTeMa (€CTECTBEHUTE 3alllUTHU CHIIM Ha OpraHu3Ma) Ja
MPOM3BEKA aHTUTENA U CIIEIMATU3UPaHN Ol KPhBHHU KJIETKH, KOUTO Ca HACOYSHH CPEIIly BUPYCa,
KaTo Taka ce ocurypssa 3ammura cperry COVID-19. Huto enHa ot ¢hCTaBKUTE HA Ta3W BaKCHHA HE
Moxxe na mpuunau COVID-19.

2. Kakgo TpsadBa 1a 3Haete, npeau Aa Bu ce npunoxu COVID-19 Vaccine Janssen

He ce BakcuHupaiite, ako:
- AKO cTe aJlepriYHd KbM aKTHBHOTO BEIIECTBO MM KbM HSKOS OT OCTAHAJUTE ChCTABKH HA Ta3n
BakcHHa (M30pOCHM B TOUKa 6).

IlpenynpesxaeHust ¥ NpeanasHu MEPKH

T'oBopere ¢ Bammus nekap, papManeBT WM MEJULIUHCKA cecTpa, npeau Aa Bu ce npuioxxu COVID-19
Vaccine Janssen, ako:

® HJKOIa CTe UMaJM TeXKa aJIepruyHa peaklys ciie] MHKEKTUPAaHEe Ha Jpyra BaKCHHa,

e HJKOTra CTe MPHUIMAJAIH CIe] MHKEKIUSA C UIJIa,
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e uMaTe TeXKa MH(EKIHs, TpoTHYaIlla ¢ BUCOKa TemmepaTypa (Hazx 38°C). Obaue Moxke J1a ce
BAaKCHHHpATE, aKO UMaTe JIEKO IMOBHUILCHA TEMIIEpaTypa WM JieKa NHPEKIHsI Ha TOPHUTE
JUXaTeTHU ITbTHUILA KaTo MPOCTY/a,

e pMate mpodJeM, CBbP3aH ¢ KbPBEHE WM HACHHSIBAHE WM IIPUEMAaTe aHTUKOAryIaHT (3a
npefoTBpaTsIBaHe Ha 00pa3yBaHETO Ha KPBBHU ChCUPEIH),

e uMmyHHaTa Bu cucrema He QyHKIMOHMpa N0Ope (MMaTe UMyHEH Ae(HUINT) WIK IpueMare
JIeKapCcTBa, KOUTO OTCJIA0BAT IMYyHHATA cCUCTeMa (HAarp. BUCOKH JI03U KOPTHKOCTEPOH/TH,
MMYHOCYTIPECOPH MM IPOTHBOPAKOBH 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 3alurara npu Bac.

Jlena u roHOIIM

COVID-19 Vaccine Janssen He ce MpenopbyBa Jia ce M3M0JI3Ba Py Jena noj 18 roguHu.
[TonacTosmem numcBa gocTaTbyHo HH(popManus oTHOCHO ynotpedara Ha COVID-19 Vaccine Janssen
TIpH JIe11a ¥ IOHOIH 1oy 18-romuimHa BB3pacr.

Jdpyru aexapcrsa 1 COVID-19 Vaccine Janssen
TpH6Ba Ja KaXXCTC Ha Bammus JICKap Wi (I)apMaLICBT, aKo MMpueMare, HaCKOpoO CTC NprueMaIn Uiu €
BB3MOXHO Jia IpUEMATC APYTH JICKapCTBA UJIM BAKCHHH.

BpemMeHHOCT M KbpMeHe

AKo cTe OpeMeHHa WITH KbPMHUTE, CMSTATE, Y€ MOXKE J]a CTe OpeMEeHHA HITH TUTaHUpaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap, ¢papmaieBT Hin MeIMIIMHCKA cecTpa npeau 1a Bu 0b1e nmpusoxena
Ta3H BaKCHHA.

Ilopupane u padoTa ¢ MAIIUHU

Hsikon ot Hexxenanure peakiun Ha COVID-19 Vaccine Janssen, n36poenu B Touka 4 (Bp3moxHan
HE)KEJIaH! PEaKIu), MOXe BPEMEHHO J1a MOBJIUSAT ciocoOHOCTTa BH 3a modupane niu padbota ¢
MaruHe. M3dakaiiTe Te3u peakiuu 1a OTMUHAT, TIpeIu J1a modupare u paboTHTE ¢ MAITUHH.

COVID-19 Vaccine Janssen cbabpika HATpUH
ToBa jekapcTBO ChABPKA MO-MaJIKO 0T 1 mmol Hatpuit (23 mg) Ha mo3a 0,5 ml, T.e. MOKe Ja ce Kaxe,
Yye IPAKTUYECKU HE ChIIbPKA HATPUil.

COVID-19 Vaccine Janssen cbIbpia eTAHOJ

ToBa jekapcTBO ChABPIKA 2 Mg ANKOX0J (eTaHOJ) BbB Beska f03a ot 0,5 ml. KonndyectBoTO Ha
€TaHoJIa B TOBA JIEKAPCTBO € CKBUBAJICHTHO Ha Mo-Maiko oT 1 ml 6upa niam BuHO. MankoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HAMA J]a MMa HAKAKBU 3a0€1eKUMHU eeKTH.

3. Kak ce mpuirara COVID-19 Vaccine Janssen

Bamusr JICKap, (bapMaueBT WM MEANIMHCKaA CECTpa MIC MHXKXCKTUPAT BaKCHMHATa B MYCKYJI -
OOMKHOBCHO B TOpHaTa 9acCT Ha pbKaTa.

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

Crnen nHXeKTHpaHeTo Bamusr nekap, hapMarieBT WM MeJUIIMHCKA cecTpa e Bu HaOmonaBar 3a
OKOJI0 15 MUHYTH 3a IPU3HAIM HA alepruyHa peaKiusl.

AKO UMare HAKaKBH JOMBIHUTEIHHA BBIIPOCH, CBBP3aHM C YIIOTpebaTa Ha Ta3u BaKCHHA, MOTUTAaNTe
Bamms nekap, ¢papMarieBT WM MEJUIIMHCKA CECTpa.
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4. Bb3MOKHHU HexkeJIaHU peaknun

Kakto Bcnuku Bakcuau, COVID-19 Vaccine Janssen Mojke Ja MpeIM3BHKa HEXKEJIaHU PEaKIIny,
BBIIPEKU Y€ HE BCEKH TH MoTydaBa. [loBeueTo oT HeKEIaHUTE PEAKITUH CE MOSBIBAT 1 WK 2 THU Cliel
BAKCUHUPAHETO.

[MoTepceTe cmenHa MEAUIIUHCKA TTOMOII], aKO MOTYYUTE CHMITOMH Ha TEXKa alepruuHa peaKiusl.
TakuBa peakyy MOKe J1a BKIFOYBAT KOMOWHALMS Ha HAKOHU OT CICTHUTE CHMIITOMH:
NpUMAIIsBAaHE WM CBETOBBPTEK

NPOMEHH B ITyJica

3a1yX

CBUPKAIIIH XPHUIIOBE

MOJlyBaHe Ha YCTHUTE, JIUIETO WM I'bPIIOTO

YPTHKApUs Ui 00puB

raJicHe WM TOBPbIIIaHe

cTomarHa 0oJjKa.

CJICI[HI/ITC HCXCIIaHU PCAKIIUN MOKE Ja Bb3HUKHAT CJIC/ IMTPUIIOKCHHUETO HA Ta3W BaAKCHUHA.

MHoro yecTH: MOXe Aa 3acerHar noseue ot 1 Ha 10 gymm
raaBoOoIIne

rajcHe

MYCKYJTHH OOJKH

00JIKa Ha MSACTOTO HAa WH)KEKTHpaHe

yCeIIaHe 3a CUJIHA yMopa

Yectu: Mmoxe ga 3acersar g0 1 Ha 10 xymm
3a4CPBABAHC HA MACTOTO Ha MHKCKTHUPAHEC
IMOAYyBaHC Ha MACTOTO HAa MHKCKTUPAHE
CTYACHU TPBIIKU

CTaBHH OOJIKH

Kaluina

MIOBHILIEHA TEMIIEpaTypa

HeuecTu: moxe na 3acernat 1o 1 va 100 mymm
0o0puB

MYCKyJHa ci1abocT

0oJKa B pBIETE WM KpakaTa
ycelaHe 3a cnadboct

ycellaHe 3a 0010 Hepas3NoI0KeHHe
KHUXaHe

BB3NAJICHO I'BPIIO

Oonku B rpba

TpernepeHe

OOMITHO U3NOTSBaHE

Penxu: moxe na 3acersat no 1 Ha 1000 nymu
° ajepruyHa peakius
° ypTUKapUsL

C Heu3BeCTHA 4eCTOTA (OT HATMYHUTE TaHHU HE MOJKE J1a ObJIC HallpaBeHa OIICHKA)
° TEXKa aJepruIHa PeaKIlus.

Kaxere na Bamms JICKap, (bapMaueBT HJIN MCAUILIMHCKA CECTPaA, aKO UMATC HAKAKBU HCIKCIIAaHU
pC€aKkmumn, KOUTO Bu IMPUTCCHABAT WK HE IPEMHUHAaBAT.
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Cho0uaBaHe Ha He:KeJIAHH PeaKINA

AKO TIOJTyYHTE HAKAKBU HE)KEJIaHH JICKAPCTBCHH PEeaKIvy, yBenoMere Barmus nekap, hapManeBT Win
MEAMIIMHCKA cecTpa. TOBa BKIIFOUBAa BCHYKH BH3MOYKHH HEOIMCAHU B Ta3H JIUCTOBKA HEXKEIaHH
peakuu. Mosxere ChIo Aa ChOOIINTE HEXKETAHN PEeaKIUU AUPEKTHO Ype3 HAIIMOHAIHATA CHCTEMA 32
choOIIaBaHe, mocoyeHa B [IpumokeHue V, KaTo BKIIIOYUTE MMApTHIATA/TIAPTUIHUS HOMED, aKo ca
HanmnyHy. Karo cho0liapare HeXXeIaHH PEaKIMK, MOXKETE Jia NaJeTe CBOsI IPUHOC 3a MOJTy4YaBaHe Ha
noBeue MHPOpPMAIHI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na coxpansBate COVID-19 Vaccine Janssen
CroxpaHsiBaiiTe Ta3u BaKCHHA Ha MSCTO, HEJOCTHITHO 32 JIETIA.
CoxpansBaiiTe (1akoHa B OpUTHHAJIHATa KAPTOHEHA OMAKOBKa, 32 J1a c€ MpeAIa3u OT CBETJINHA.

Bammwsr siexap, ¢papmareBT Wi MEAUIIUHCKA CECTpa ca OTTOBOPHHU 33 CHXPaHIBAHETO HA Ta3H
BAaKCHHA U MPABUIHOTO U3XBBPISIHE HA HEM3IIOJI3BAHUS IPOAYKT.

[a ce cexpansBa u Tpancmoptupa 3ampasena mpu -25°C go -15°C. Jlarara Ha u3THYaHEe Ha CPOKa Ha
TOJIHOCT TpHu chxpanenue npu -25°C 1o -15°C ¢ oTneuaran BbpXy (pjlakoHa U BhHIIIHATA KAPTOHEHA
omakoBka cnen "EXP/T'ogen no:".

BakcunaTta e roToBa 3a ynotpe6a cies pazmpassBaHe. BakcuHaTa Moke a ce JOCTaBs 3aMpa3eHa
npu -25°C no -15°C nnu pazmpasena mpu 2°C go 8°C.

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

no 8°C, wim TIpH CTaifHa TeMIiepaTypa:

o npu 2°C no 8°C mie ca HeoOXoauMU MpUOIU3UTETHO 12 "aca 3a pa3MpassBaHETO Ha KapTOHEHa
omakoBka ¢ 10 ¢nakoHa, a 3a pa3Mpa3sBaHETO Ha €AUH (IIaKOH LIe ca HEOOXOIUMHU
MpUOIU3UTENHO 2 yaca.

. npu cTaiiHa Temreparypa (Makcumainto 25°C) me ca HeoOXOAUMH MPUOIN3UTENTHO 2 Yaca 3a
pa3Mpa3sBaHeTO Ha KapToHeHa onakoBka ¢ 10 ¢akoHa, a 3a pa3Mpa3sBaHETO HA eIUH (IaKOH
1ie e HeoOxoauM npudnn3uTenHo 1 vac.

Crien pa3mpassiBaHe BakcHHATa He TPsOBa Jia ce 3aMpa3siBa OTHOBO.

Bakcunara Moxke Ja ce cbxpansiBa U B xaaauiHuk npu 2°C qo 8°C 3a eAHOKpaTEH NEPUO 10

3 Meceria, KaTo He TPsIOBa Ja ce M3MOJ3Ba ClIe]] MbPBOHAYAHATA JaTa Ha U3THYaHe Ha CpoKa Ha
rogHoct (EXP/Tonen no:). Crnen npeMecTBaHe Ha MPOIYKTa OT YCIIOBHUS Ha chxpaHenue npu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3TUYaHE Ha CPOKA HA TOJHOCT TPsiOBa Ja ce OTOENe)KH Ha BHHITHATA
KapTOHEHa OMaKOBKa M BaKCHHATa TPsiOBa J1a ce M3I0J3Ba HIIH Jia C€ U3XBBPIIU JIO Ta3H JIaTa.
[IbpBOHAYaNHAaTa 1aTa HA U3TUYAHE HA CPOKA HA TOJHOCT TPsOBa Ja ce 3aauyu. BakcuHara Moxe 1a
ce Tpancnoptupa u mpu 2°C -8°C, ako ce OCUTypAT NOAXOASIIUTE YCIOBUS Ha ChbXPAaHEHNE
(Temmeparypa, Bpeme).

6. Chbabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HH(pOpManms

Kakso chabp:ka COVID-19 Vaccine Janssen

° AKTHUBHOTO BemecTBo € AneHoBupyc tut 26, koaupan] SARS-CoV-2 mmrmos
rimkornpotena*(Ad26.COV2-S), He mo-mainko ot 8,92 log;y nadexnuozan eauauiy (Inf.U) BbB
Bcska nmo3a ot 0,5 ml.

* TlpomsBenena B kiuerpuHa auHUsI PER.C6 TetR u upes pexomOunantna JIHK texnonorus.

To3u NpoayKT ChabpiKa reHeTUIHO Moauduuupanu opranuzmu ('MO).
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

. Jpyrure cberaBku (IIOMOIIHYU BEIIECTBA) ca 2-Xuapokcunponui-B-iumkioaekctpun (HBCD),
JUMOHEHA KUCEeITMHA MOHOXH/IPAT, €TAaHOJ, XJIOPOBOJAOPOIHA KHCeTHa, oaucopbat 80,
HATPUEB XJIOPUJI, HATPUEB XUAPOKCHUJI, TPUHATPUEB IIUTPAT TUXUIPAT, BOJA 32 HHKEKITUU
(Bwxkte Touka 2 ,,COVID-19 Vaccine Janssen chaspika Hatpuii u ,,COVID-19 Vaccine
Janssen chabpika eTaHON ™).

Kak m3rnexna COVID-19 Vaccine Janssen u KakBO ChIbPka ONIAKOBKAaTAa
Wmxeknnonna cycrien3ust (mmkekius). CycrneHnsusTa e 6e31BeTHa 10 01e/J0KbITa, OUCTpa 10 CUITHO
onanecuentHa (pH 6-6,4).

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

COVID-19 Vaccine Janssen ce mpe/iara B OnakoBka, chabpikaiia 10 MHOT01030BH (biakoHa.

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 MTPOU3BOIUTEN Ha POIYKTA, KOUTO CTE HOIYYHIIH, IIPOBEPETE MapTHUIHU HOMEp Ha
KapTOHEHaTa OIIaKOBKa MIIM Ha (pJIaKOHA M Ce CBBPIKETE C JIOKATHUS MPEACTABUTEI Ha MIPUTEKATEIS
Ha pa3penIeHueTo 3a yrnorpeoda.

3a nonbAHUTENHA 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 & JIxoHChH 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

Espafa
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

Kvbmpog
Boapvépog 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

Roménia
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 nmocJeIHO NpepasrJie;kaaHe Ha JUCTOBKATA

Ta3u BakcHHa € pa3pelleHa 3a yrnoTpeda 1o T. Hap. cxeMa ,,pa3penaBane moja yciosue™. Tosa
03Ha4aBa, 4€ 3a Ta3W BaKCHHA CE OYAKBAT MOMBJIHUTEITHH TaHHU.

EBpomneiickaTa areHIus 1o JeKapcTBaTa e U3BbPIIIBA MIPerjie] Ha HoBaTa HH(OPMAITUS 3a Ta3H

BAKCHHA MMOHC BEAHBIK T'OAUIIHO U Ta3U JIMCTOBKA CHbOTBCTHO IIC CC aKTyaJIU3Upa.

Cxkanupaiite QR xoma mo-nomny (Ham4ueH U BbPXy KapToHeHaTa onmakoBka U QR kaprata), 3a na
MOJIYYHUTE JTUCTOBKA HA PA3TMYHU €3UIIH.
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W nmocerere URL: www.covid19vaccinejanssen.com
Jpyru n3royHuny Ha uHGpopmanus

[TonpoGHa uHOpMaIKs 3a TOBA JICKAPCTBO € IpeocTaBeHa Ha yeOcaiita Ha EBpornelickara areHIus
o Jekapcraara: http://www.ema.europa.eu.

Ta3u nucroBka e HannyHa Ha Bcnuku e3uiin Ha EC/EUII Ha yeOcaiita Ha EBpornieiickara areHIus mo
JIEKapCcTBaTa.

ITocouenara mo-10Jay HH(l)OpMaI.[l/lﬂ € MpeaAHasHaYeHa CaMoO0 3a MECIUMIIHHCKHA CICIIUAJTUCTH:

o KakTo B4k HHXEKIMOHHH BaKCHHH, TPSIOBAa BUHATH J]a KMa Ha Pa3NoJI0KEHUE MOIXOASII0
JedeHue 1 HaOMoIeHNe B cilydail Ha aHa(MIIaKTUYHA PEaKILUs CIIe/l IPHIIOKEHHE Ha
COVID-19 Vaccine Janssen. Criesi BaKCHHHpaHe XopaTa TpOBa Jia ce MPOoCIesiBaT OT
MEIULUHCKY CIIEUATUCT B MPOIBIDKEHHE Ha Hail-Manko 15 MUHYTH.

o COVID-19 Vaccine Janssen He Tpsa0Ba J1a ce cMeCBa € APYTH JIEKapCTBEHH MIPOAYKTH WIN
paspex/ia B €1Ha U Chlla CIPUHIIOBKA.

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

o WNmynuzanumsra Tpsa0OBa 1a ce u3BbpIIBa CaMO UYpe3 HHTPAMYCKYJTHA HWHXKEKITHSL, 32
NpEeANoYnTaHe B JSITOUAHUS MYCKYJI HAa TOpHATa YacT Ha phbKara.

o [Ipu npunoxeHre Ha BCSKAa HHKEKIHUS MOXeE Jia Bb3HUKHE CHHKON (IIpUNafaHe), BKIIOYUTEIHO

u ¢ COVID-19 Vaccine Janssen. Tps6Ba a ce pasmonara ¢ mpoIeypH 3a peIoTBpaTsBaHe Ha
HapaHABAHC IIPU MMaJaHC U 3a OBJIAAABAHC HAa CUHKOIIAJIHHU PCaKIIU.

IIpocneaumoct

3a 1a ce moao0pH MPOCIEMMOCTTa Ha OMOJOTHYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TIAPTHIHUSAT
HOMED Ha MPUJIOKEHHUS MPOAYKT TPsiOBa SICHO Ja ce 3alncBarT.

Yka3aHus 3a IpUIOKEHUE U padoTa:

C Ta3u BakcuHa TpsAOBa 1a pabOTH MEMIMHCKY CIICIUATNCT, KaTO M3MOJI3Ba aCENTHYHA TEXHUKA, 33
Jla Ce OCUTYPH CTEPUIIHOCT Ha BCSIKA 7103a.

[la ce cpxpaHsBa 1 TpaHCHOpTHpa 3ampaseHa npu -25°C no -15°C. [laTara Ha U3THYaHE HA CPOKA Ha
TrOJIHOCT Ipu chxpanenue npu -25°C o -15°C ¢ oTrneuaTtan BpXy (jlakoHa U BhHIIIHATA KApTOHEHA
omakoBka cnen "EXP/Tonen no:".

Bakcunara e roroBa 3a ynorpeba ciesi pa3mpassiBaHe. BakciHaTta Moke Jia ce TocTaBs 3aMpa3eHa
mipu -25°C mo -15°C unm pasmpazena npu 2°C mo 8°C.

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

no 8°C, i TIpH CTaifHa TeMIiepaTypa:

. npu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOTU3UTENHO 12 yaca 3a pa3Mpa3ssBaHETO Ha KapTOHCHA
omakoBka ¢ 10 ¢nakoHa, a 3a pa3mMpa3sBaHETO Ha eAUH (IIaKOH LIe ca HEOOXOIUMH
NpUOTU3UTETHO 2 yaca.
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o MpH cTaifHa TemnepaTypa (MakcuManHo 25°C) me ca HeoOX0JUMH MPUOINU3UTENHO 2 Jaca 3a
pa3MpassBaHeTO Ha KapToHeHa onakoBKa ¢ 10 ¢nakoHa, a 3a pa3MpassBaHEeTO Ha eIUH (HIaKOH
1ie € HeoOxoauM npudnn3uTenHo 1 vac.

Crien pa3mpassiBaHe BakcHHATa He TPsOBa Jia ce 3aMpa3siBa OTHOBO.

Baxcunara moe na ce cpxpaHsaBa 1 B xyaquiiHuk npu 2°C no 8°C 3a eTHOKpaTeH NepUuoj 10

3 Meceria, KaTo He TPsIOBa /1a ce M3MOJ3Ba ClIe]] MbpPBOHAYAHATA 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 akTyanu3upaHara JlaTa Ha U3THYaHE HA CPOKa Ha TOAHOCT TpsiOBa a ce 0TOeNeky Ha BhHIIIHATA
KapTOHEHa OIIaKOBKa M BaKCHHATa TPsiOBa Jia ce U3M0J3Ba HIIH Jia C€ U3XBBPIIU JIO Ta3H JIaTa.
[IppBOHAYaNHAaTa 1aTa HA U3THYAHE HA CPOKA HA TOJHOCT TPsAOBA Ja ce 3aauyu. BakcuHara Moxe 1a
ce Tpancnoptupa u mpu 2°C -8°C, ako ce OCUTypAT NOAXOASIIUTE YCIOBUS Ha ChbXPAaHEHNE
(Temmeparypa, Bpeme).

CBXpaHHBaﬁTe q)HaKOHI/ITe B OpUTr'MHaJIHATA KapTOHCHA OIIAKOBKA, 3a 1a CC NMPCANa3iaT OT CBCTJINHA U
3a Ja Ce 0oTOCNEKU CPOKBT HAa TOAHOCT IIPU PA3JIMYHUTC YCIIOBUS HA CBbXPAHCHHUC, AKO € MPUIIOKHUMO.

COVID-19 Vaccine Janssen e 0e31BeTHa 10 0JIe05KBIITa, OUCTPA 10 CHIIHO ONANECLCHTHA CYCICH3HS
(pH 6-6,4). Ilpeau npunoxeHNETO BakCMHAaTa TPsiOBa 1a ce MPOBEPH BU3YaAJIHO 33 HAJMYNE HA BUIUMHU
YaCcTUIIM WK IPOMsiHA Ha 1BeTa. [Ipeau npuinokenne (akoHbT TpsiOBa J1a ce MPOBEPH BU3YaITHO 32
HaJIMYMe Ha MyKHATHHU WM HIKAaKBU IPOMEHH BB BHHIIHUS BUJI, HAMP. IPU3HAIM HA OoTBapsiHe. He
npuiIaraitTe BakCHHaTa IpU HANWYHME HAa TAKUBA MIPU3HALIH.

[Ipenu npunarase Ha 703a OT BAKCMHATA BHUMATEIHO 3aBbpTETe (pilakoHa B U3MPABEHO IOJIOKCHHE B
npoabkeHue Ha 10 cexkynau. [a He ce paskiama. M3non3BaiTe cTepuiiba Urjia U CTepUIHa
CIIPUHIIOBKA, 32 J1a U3TETINTe eAMHNYIHA 71032 OT 0,5 ml 0T MHOT01030BHS (PIIAKOH, KAaTO ST IPHIIOKUATE
caMo Ype3 MHTPaMYCKYJTHA WHKEKIINS B JENTOUIHISI MYCKYJI Ha TOpHATA YacT Ha phKarTa.

OT MHOTO71030BUs (HJTAKOH MOXKE JIa Ce M3TETJIAT Hail-MHOTO 5 10o3u. M3XBBHpIieTe ocTaHanara BbB
(hmakoHa BaKCHHA ClIe]] U3TETIITHE Ha 5 103H.

Cren mbpBOTO MyHKTHpaHe Ha (1akoHa BakcuHata ((hrakoHa) Moxe aa ce cbxpaHssa rnpu 2°C mo §°C
10 6 yaca WM Ha cTaiiHa Temneparypa (MakcumanHo 25°C) 3a efHOKpaTeH MepHoa A0 3 Jaca.
W3xBbprere (iakoHa, ako BAKCHHATA, HE € M3II0JI3BaHa B PaMKHUTE Ha To3U nepuo. Cien mbpBOTO
NYHKTUpaHe Ha (JaKoHa BbPXY €THKETa Ha BCEKH (DJIAKOH 3alMIIeTe JaTaTa U 4aca, KoraTo (IakOHbT
TpsiOBa J1a ce U3XBBPIIH.

N3xBbpisiHe
Hewnsnon3Banara BakcHHa WM OTHaABYHUTE MaTepHaU OT Hesl TpsiOBa Ja ce U3XBBPIIT B

CBOTBETCTBHUEC C MCCTHUTC YKa3aHUs 3a q)apMaHeBTI/IT-IHI/I OTImagbIIH. HpI/I CquaﬁHO pas3jimmBaHC,
MACTOTO TpSI6Ba Ja ce z[esnﬂ(belcunpa ChC CPCACTBA C BUpUIIUHA aKTUBHOCT CPCIIY aAICHOBUPYC.
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NPUJIOXKXEHME 1V

SAKJIIOYEHUA OTHOCHO U3JJABAHETO HA PASPELHIEHUE 3A YIIOTPEBA I1O/]
YCJIOBUE, IPEJICTABEHM OT EBPOIIEMCKATA ATEHIIUS IO JIEKAPCTBATA
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3akJir0ueHusi, npeacraseHu or EBponeiickara areHuus mo JieKapcTBaTa, 0THOCHO:
. Pa3pemenne 3a ynorpeda noj yciosue
[IpenBun 3assiaeanero, CHMP e Ha MHEHHE, Y€ CHOTHOIICHUETO MOJI3a/PUCK € OJIaronpusATHO, 3a J1a

ce Mpernopbya n3JaBaHe Ha pa3peleHue 3a ynorpeda noj yclioBHe, KakTo € 00SICHEHO MO-IOAPOOHO B
EBpomneiickus myOanyeH oLeHbYeH JOKIa.
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