NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTo3I/1 JIEKapCTBEH MPOAYKT MOJUICKU Ha JOMBJIHUTEIIHO HAOoieHre. ToBa 111e mo3Boiu Obp30To
YCTaHOBSIBaHE Ha HOBa MH(OpMAaIMs OTHOCHO O0e30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH C&
M3WCKBA J]a ChOOIIABaT BCSIKA MOM03MpaHa HeKellaHa PeakIis. 3a HaunHa Ha ChOOIIaBaHe Ha
HEXEJTaHW PEaKINK BIDKTE TOUka 4.8.

1. HUME HA JJEKAPCTBEHMUS MNPOAYKT

COVID-19 Vaccine Janssen WHXeKIMOHHA CYCIICH3US

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

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

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pJIakOH, KOWTO chabpka 5 no3u mo 0,5 ml.

Enna mo3a (0,5 ml) ceaspixa:

Anenosupyc tun 26, koaupamn; SARS-CoV-2 mumnos (Spike) raukonporenn™ (Ad26.COV2-S), He no-
Maiko ot 8,92 logio undekimosnun exunauim (infectious units, Inf.U).

* [IpousBenen B kierpuna quHUs PER.C6 TetR u upe3 pexkomOunanTHa JJHK TexHomorus.

To3u MpoaYKT ChabpKa reHeTHIHO Moauduimpanu opranuzmu (I'MO).

IToMo1IHM BelecTBa ¢ U3BECTHO AEUCTBUE

Bcesika no3a (0,5 ml) chabprka mpubaM3uTeaHo 2 My eTaHod.

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE BEIECTBA BIXKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA
NmxexnuonHa cycnen3ust (MHXEKIHs).

besnperHa 10 610 biITa, OUCTPa 0 CUITHO omajeciieHTHa cycnensus (PH 6-6,4).

4. KJIWMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3AHUS

COVID-19 Vaccine Janssen e noka3aHa 3a akTHBHa UMyHu3a1us 3a mpeserius Ha COVID-19,
npuurHeH ot SARS-CoV-2 npu nuua Ha Be3pacT 18 winu noseye rouHu.

Ynorpebara Ha Ta3u BakCUHA TPsOBa Jia ObJIc B CbOTBETCTBHE C OQHUIIMATHUTE MPETOPHKH.
4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

gOBH[)OBKa

Jluya na év3pacm 18 unu nogeue coounu
COVID-19 Vaccine Janssen ce mpuitara kato exna go3a mo 0,5 ml camo upes narpamyckyiHa
WHXKEKITHUS.



Ileouampuuna nonynayus
besomacuoctTa u ehuxacuocrra Ha COVID-19 Vaccine Janssen mpu fera u roromu (mox 18-
TOJIMIITHA BB3PACT) BCE OIIE HE ca yeTaHOBEHH. JIMTICBAT TaHHH.

Cmapuecka 6v3pacm
He e HeoOxoanma KopeKIus Ha Jo3aTa MpH JINIA B CTapdecka BB3pacT >65 roauHu. BikTe ChIo u

Touku 4.8 u 5.1.

Hauun Ha npuitoxxeHue

COVID-19 Vaccine Janssen ce mpuiara caMo 4pe3 HHTPaMyCKyJIHa HHXKEKIINS, 3a MPEIOYUTaHE B
JICTITOUTHHSL MYCKYJT B TOPHATa YacT Ha pbKara.

He HH)KCKTHpaﬁTC BaKCHMHaTa BbTPECHA0BO, MHTPABCHO3HO, IOAKOKHO UJIW MHTPAACPMAIHO.

Baxcunara He TpsiOBa ja ce cMecBa B €JHa U ChIlla CIIPUHIIOBKA C APYTH BAaKCUHH WJIH JIEKAPCTBEHU
MPOTYKTH.

3a npe/ma3HuTe MEepKH, KOUTO TPsiOBa J1a ObJaT B3CTH MPEAN MPUIOKEHUE Ha BAKCUHATA, BUXKTE
Touka 4.4,

3a yka3zaHus 3a paboTa ¥ U3XBBHPIISTHE HA BAKCHHATA BIDKTE TOYKa 6.6.
4.3 TIIpoTruBomoka3aHus

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WJIH KBM HIKOE OT TIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

4.4 CneuuaJHu npeaynpe:kaeHus ¥ NpeanasHu MepKH NpH ynorpeda

IIpocneaumoct

3a fa ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U IAPTHHUAT
HOMEp Ha MPWJIOKEHUS MPOIYKT TPSOBA SICHO JIa CE 3aIMCBaT.

CBpPBXYYBCTBUTEIHOCT U aHA(PMIIAKCUSI

CroO1enu ca ciayvan Ha aHaduiakcus. Bunaru TpsiOBa 1a uma Ha pa3noyioKeHHe MOXOISIIO0
MEIUIMHCKO JIeYCHUE U HaOIII0IeHNE B CIydail Ha aHa(MIIaKTUYHA PEAKLUs CIIeT IPHI0KEHHETO Ha
BakcuHaTa. [IpenopruBa ce BHUMATEITHO HAOIIOICHHE B ITPOIBIDKCHIE HA HAH-MaJIKO 15 MUHYTH CJIe[T
BaKCUHHPAHE.

Peakumm CBBP3aHH C TPEBOXKHOCT

Peakiiuu, CBbp3aHH C TPEBOKHOCT, BKJIFOYMTEITHO Ba30BATATHU PEAKIIUN (CHHKOI), XUTICPBEHTHIAINS
WIN Peakiiu, CBbP3aHU ChC CTPEC, MOTAT J1a Bh3HUKHAT BB BPh3Ka ¢ BAKCHHAITUS KaTO MCHXOT'CHHA
peakius Ha yOox/IaHeTo ¢ urita. BaxxHo e J1a ca Hamnvile npeana3Hy MepKH, 3a Ja ce n30erHe
HapaHsBaHe MPH MPUIIOIIABAHE.

CpIbTCTBAIIO 3200IIBaHE

Bakcunanusra TpsOBa 1a ce OTJIOKHU NPH JIMIA, CTPAJAIIHN OT OCTPO TEXKO (HeOpHITHO 3a00IIBaHEe
wnm octpa uHpekys. BakcuHarusaTa o6ade He TpsiOBa Ja ce OTiiara Mpu HaJUYMe Ha JeKa HHPEKIHs
u/viM JIeKO TIOBHIIICHA TeMITepaTypa.



Tpom003a ChC CHHIPOM Ha TPOMOOITUTOIICHHUS

Msoro pszako cien Bakcunanus cb¢ COVID-19 Vaccine Janssen e nabmonaBana Tpom003a B
KoMOWHaNus ¢ TPOMOOLIMTONICHHUS, B HSIKOH CIIydau ChIIPOBOJICHA C KbpBeHe. ToBa BKIIIOYBA TEKKH
CIIy4ad Ha BEHO3HA TpoM0o03a ¢ HeoOWJaiiHa JToKaIn3aIis, KaTo TpoM003a Ha MO3bUEH BEHO3EH
CHHYC, TpoM0O032a Ha CIUIAHXHUKOBA BEHA, KAKTO M apTepraHa TpoM003a, ChITbTCTBAHA OT
TpombouuTorneHus. CboOLIeH € cayvaid ¢ JeTaneH u3xoJ. Te3u cirydau ca HACTBIIWIN B pAMKHUTE Ha
IBPBUTE TPHU CEIMHITU CJIe]] BAKCHHAIIMATA M HAl-BeUe MPH KeHH 1o 60-ToIUIITHA Bh3PAacT.

MeaunuHCKHUTE CICIUAIMCTH TPSAOBA J1a TIOJX0XKIAT ¢ IOBUIIICHO BHUMAHKE 0 OTHOIICHUE Ha
MPHU3HAIUTE ¥ CUMIITOMUTE Ha TPOMOOEMOOIIHS W/WiTH TpPOMOOIUTOTICHYsI. BakcHHMpaHuTe JTuia
Tpsi0Ba 1a 0BT MHCTPYKTUPAHHU Ja TOTHPCAT He3a0aBHO MEAMIIMHCKA TTOMOIIL, aKO CJIET
BaKCHHAIUATA Pa3BUAT CUMIITOMU KaTo 3a1yX, OOJIKa B TPBIHUS KOIII, 00JIKa B Kpaka, OTOK Ha KpakK,
WK yropuTa KopemHa 0oika. OCBEH TOBa BCEKH, KOWTO Clie]] BAKCHHAIMATA € TIOJTy YT
HEBPOJIOTHYHHU CUMIITOMH, KOUTO BKJIFOUBAT TEXKKO WIIH YIIOPUTO TIaBOOOIINE, THPUYOBE, MPOMEHH B
TICUXUYHUSI CTATYC WM 3aMBIIICHO 3pEHUE, WU CIIe] HIKOJIKO JIHU € TIOMYYHI KOXKHU
KpbBOHACsAaHuUs (MIETEXKsI), U3BBH MACTOTO Ha HH)KEKTUpPaHe, TPsIOBa Aa MOThPCH He3abaBHO
MEIUIUHCKA TTOMOIII.

[Tpu cnyyaii Ha TpoMO03a B KOMOMHALIUS C TPOMOOLIMTOIICHHUS € HEOOXOTUMO CIICIUATIH3UPAHO
JICUCHHUC. MC[II/IHI/IHCKI/ITC ClricuaJIuCcTu TpH6Ba Jla HaripaBAT CIIpaBKa B CbOTBETHOTO PHKOBOACTBO
W/WIK 14 Ce KOHCYJITHUPAT ChC CIICHHATUCTH (HAIpP. XeMaTOJI03H, CIICHUATUCTH 0 HAPYIICHHUS Ha
KPBBOCHCUPBAHETO), 32 J1a IUArHOCTUIMPAT U JEKYBaT TOBA ChbCTOSTHHE.

Jlunia, TMarHOCTHIUPAHHU ¢ TPOMOOIUTOIICHUS B PAMKUTE HA 3 CEIMUIIN CIIe]T BAKCHHAIHMSTA ChC
COVID-19 Vaccine Janssen, Tpsi0Ba 1a ObJaT aKTHBHO H3CJICIBAHM 3a MTPU3HAIK HA TpomMO03a. ChIo
TaKa JIMIaTa, KOUTO Pa3BUAT TPOMOO3a B paAMKUTE Ha 3 CEJMMUIIM CJIe]] BAKCUHAIIMATA, TPSOBA J1a
ObJIaT M3CIICABAHH 32 TPOMOOIUTOTICHHUSL.

Puck om xvpeene npu unmpamyckyino npuiodiceHue

Kakro mpu apyru MHTpaMycKyJIHA HHXXEKIIMY, BAKCHHATA TPSOBA Ja ce Mpujiara BHUMATEIHO MPH
JIMLA, TT0JTyYaBalllyl aHTUKOAryJaHTHA TEePaIlus UM TAKHBA C TPOMOOIIMTONICHHSI WIIN HSKAKBO
HapyIICHHE HAa KPbBOCHCHPBAHETO (HAMp. XeMO(UITHS), 3aLI0TO ClIe]] HHTPAMYCKYJIHO TPHIIOKECHHUE
MIPY TSIX MOJKE J1a HACTBITN KbPBEHE MM 00pa3yBaHe HA CHHUHH.

MMYHOKOMIIpOMETHUPAHH JIUIIA

EdukacHocrtTa, 6€301MacHOCTTa U IMYHOT€HHOCTTA HA BAKCHHATA HE Ca OL[CHEHH TPH
UMYHOKOMIIPOMETHPAHH JIMIA, BKIFOUUTEITHO TE3H, MOJyJaBalld KIMyHOCYTIPECHBHA TEPAITHSI.
Eduracnocrra na COVID-19 Vaccine Janssen moske ma 6b/1e O-HUCKA TPH HMYHOKOMIIPOMETHPAHN
JIMIIA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3aluTara

HpO,I[’LJ'DKI/ITCJ'IHOC’ITa Ha OCUTypC€HAaTa OT BAKCHUHATA 3allluTa ¢ HCU3BCCTHA, TBI KaTo TS € B mpouec Ha
YCTaHOBsABAHC BBB BCC OLIC MPOABIIKABAIIN KIIMHUYHU U3IIUTBAHUS.

OFDaHI/I‘IeHI/ISI Ha e(beKTI/IBHOCTTa Ha BaKkCHHATa

3ammrara 3amo4yBa okoyio 14 nHu cien BakcuHUpaHeTo. KakTo mpu BCUYKY BaKCHHU, BAKCHHUPAHETO
¢ COVID-19 Vaccine Janssen mMoske 1a He OCHTYpPH 3all[MTa Ha BCHYKH PEIUITMEHTH Ha BaKCHHATA
(Bx. Touka 5.1).



ITomonTHM BemecTBa

Hampuii

To3u gekapcTBeH MPOAYKT ChbpiKa Mo Mayko oT 1| mmol Harpuii (23 mg) Ha n1o3a ot 0,5 ml, T.e.
MOJKeE J]a ce KaKe, 4e MPAKTUUECKU HE ChAbPKa HATPUiL.

Emanon

To3u JekapcTBeH MPOAYKT Chabpka 2 MQ ankoxos (etanoin) Ha go3a ot 0,5 ml. MaikoTo KOJIH4ecTBO
AJIKOXOJI B TO3H JICKAPCTBEH IPOIYKT HAMA Ja OKa)Ke HAKAKBH 3a0€JIeKUMU €PEKTH.

45 BzaumopaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMoelcTBHE

He ca npoBexxnanu npoyuBanus 3a B3aumoeicTeusaTa. ChpreTBamiorto npmwioxkenue na COVID-19
Vaccine Janssen ¢ ipyru BaKCHHU HE € POYYBaHO.

4.6 @epTHIAUTET, )PEMEHHOCT U KbpPMeHe

BpemenHoct

Wma orpannden onut ot ynotpedara na COVID-19 Vaccine Janssen mpu 6peMeHHH JKEHH.
[TpoyuBanusita npu xkuBotHr ¢ COVID-19 Vaccine Janssen He moka3Bar MpeKH U HETPEKU BPEIHH
e(exTH, CBbpP3aHu C OPEeMEHHOCTTa, eMOPHO/PETATHOTO Pa3BUTHE, PAKIAHETO HIN IIOCTHATATHOTO
passutue (BXkK. Touka 5.3).

IMpunoxenue Ha COVID-19 Vaccine Janssen npu 6peMeHHOCT TpsAOBa Jia ce uMa IpeIBUI, CaMO
KOTaTo MOTSHIIHATHUTE TIOJI3U HAIXBBPIIAT MOTEHIMATHUTE PUCKOBE 3a MaiKaTa M IUI0Ja.

KospMmene

He e u3zBectho nanu COVID-19 Vaccine Janssen ce ekckpetupa B KbpMara.

DepTUnuTer

[MpoyuBaHusITa PY )KUBOTHHU HE TIOKA3BAT MPEKH U HEMPEKU BPEIHU €EeKTH, CBbP3aHU C
penpoayKTUBHA TOKCHYHOCT (BXk. Touka 5.3).

4.7 EdexTn BbpXy crniocodHOCTTA 32 moupaHe U padoTa ¢ MAIIUHA

COVID-19 Vaccine Janssen He moBiHsBa WM TOBIIUSBA IIPEHEOPEKUMO CIIOCOOHOCTTA 3a MOpUpaHe
1 paboTa ¢ MamHU. Hsikon OT HeXellaHUTe peakiuy, CioMeHaTu B Touka 4.8, o6aye Morat BpeMeHHO
Jla HOBJIUSIAT CIIOCOOHOCTTA 32 modupane 1 paboTa ¢ MallIUHHU.

4.8 Hexenanu JieKapCTBeHH peaKuH

Pesrome Ha mpodumiia Ha Oe30macHOCT

besonacuoctra Ha COVID-19 Vaccine Janssen e orieHeHa B €1HO TEKYIIO MPOYYBaHE

¢aza 3 (COV3001). O6mro 21 895 Bu3pacThu Ha Bb3pacT 18 n moBeue roauuu ca moayqran COVID-
19 Vaccine Janssen. Meauanarta Ha Bb3pacTTa Ha yyacTHUIIUTE € 52 rofunu (quanason 18-

100 roauum). AHanu3 Ha 6€30MaCHOCTTa € U3BBPIICH CJie/] JOCTUTaHe Ha MeraHaTa Ha
HPOJBDKUTEITHOCTTA Ha MIPOCIIEsBaHe 2 Mecella ciie]] BAKCHHUpaHeTo. HaindHo e mo-apiaro
npocieasBaHe Ha 0ezomnacHocTTa >2 Mecena 3a 11 948 Be3pactau, nonyummu COVID-19 Vaccine
Janssen.

B npoyusane COV3001 Hait-yecTo choOliaBaHaTa JIOKaIHA HEXellaHa peakiys € 00JIKa Ha MSICTOTO
Ha umKektupane (48,6%). Haii-uectuTe cucTeMHH HeXeaHu peakiuu ca riaBodosue (38,9%), ymopa
(38,2%), muanrus (33,2%) u ragene (14,2%). Ipu 9% ot yyacTHUIMTE ce HAOIIOaBa MTUPEKCHSI



(onpenenena karo TenaecHa Temmeparypa >38,0°C). [ToBeueTo HeXeaHU peakIni Bb3HUKBAT B
pamkuTe Ha 1-2 JHU cliel BAKCHHUPAHETO | €a JIEKH IO YMEPEHH IO TEXKECT U ¢ KpaTKa
npoabokuTenHocT (1-2 auu).

PeakToreHHOCTTa OOMKHOBEHO € TI0-JIEKa U e ChOOIIaBa MO-PsIKO MPH BE3PACTHHU B IIO-HAIPETHAIA
BB3pacT (763 BB3pacTHH >65 TOIWHN).

IIpodumpT Ha 6e30MaCHOCT OOMKHOBEHO € CXOACH MPH YUYACTHHIINA ChC WM 03 MPEAXOIHU TaHHU 32
undpexnus cbc SARS-CoV-2 na uzxoano HuBo. O01110 2 151 Bb3pacTHH, CEPONO3UTUBHU HA U3XO0IHO

HKBO, ca nomyunnn COVID-19 Vaccine Janssen (9,8%).

CHHCBK Ha HEXXEIIAHNUTE PEAKIINN B TAOJINYEH BUI

Hesxenanu nekapcTBeHU peakiivd, HaOMroaaBanu 1o BpeMe Ha npoyusane COV3001 ca

opranusupanu o cucremo-opraren kiac (COK) mo MedDRA. Kareropunre Ha 4ecToTara ca
OIpeieIeH KaKTO CIIeBa:

Msoro gectu (> 1/10);

Yectu (> 1/100 oo < 1/10);
Heuectu (> 1/1000 o < 1/100);
Penxu (> 1/10 000 g0 < 1/1 000);
Mmuoro peaku (< 1/1 000);

C Hem3BecTHaA YecTOTa (OT HATMYHUTE JaHHHU HE MOXe Ja Ob/Ie HalpaBeHa OIleHKa).

B PaMKUTE Ha BCAKO I'PYIMUPAHE 10 YECTOTA HECKCIIAHUTE PEAKIIUU Ca NPECACTAaBCHU B HU3XOJAIT PE
110 OTHOLICHHUEC HAa TAXHaTa CCPHUO3HOCT.

Hexesnanu peakuuu, cho0ueHu ciiex Bakcunupane ¢ COVID-19 Vaccine Janssen

C HeusBecTHA
yecToTa (0T
HAJIMYHUTE
Peakn MHuoro JIAHHH He
MHoro YecTH Heuwectn | (>1/10 000 penaxu MOKe 1a Obae
CucreMo-opraHeH YecTH (>1/100 no (>1/1 000 hi (1 (<1/1000 | umanpaBena
KJIac (=1/10) <1/10) a0 <1/100)| <1/1 000) ) OIIEHKA)
Hapymenus Ha CBpBXUyB AHadunakcu
HMYHHAaTa CUCTEMA CTBUTCJIIHO 5[6
cr?;
ypTUKapu
st
Hapymenus na I'maBoGo Tpemop
HEpBHATa CUCTEMaA e
CbI0BU HapyIICHUS Tpombo3a
B
KOMOMHAI]
usi ¢
TpoMOoIIH
TOTICHHST ™
Pecniupatopnu, rppaHu Kamuuna Kaxane;
Y METMAaCTUHATHHA opodapu
HapyIIECHUs HreajaHa
6onka
CroManrHo-4peBHU T'anene
HapYUICHHsI
Hapymenus Ha koxaTa OO6pus;
Y MOJIKOYHATA ThKaH XHIIEPXU
Jpo3a




Hapymenus na Muanru Aptpanrus Myckyn
MYCKYJIHO-CKEJIeTHaTa s Ha
cucremMa u ciabocr;
ChEMHHUTEIIHATA ThKaH OoJika B
KpalHUK
; OONKa B
rppOa
OO0 HapyIIeHUS U Ymopa; [upekcus;, ActeHns
e(eKTH Ha MICTOTO Ha Oonka Ha epuTeM Ha ;
MPUIIOKEHUE MSICTOTO MSCTOTO Ha HepasImo
Ha WHKEKTHPAHE; | JIOXKEHHE
WHKEKTH | TIOXyBaHE Ha
pane MSCTOTO Ha
WH)KEKTHUpPaHE;
CTy/ICHH
TPBIKH

CBpPBXUYYBCTBUTEIIHOCT CE OTHACS 10 aJIEPIUYHH PEAKIMK Ha KOXKATa U MOAKOXKHATA ThKaH.
Crny4au, IOy4eHH OT TEKYIIO OTKPUTO mpoyuBane B IOxHa Adpuka.
ITpe3 mocTMapKEeTHHIOBHS NIEPHO CE ChOOIIaBa 3a TEXKKH U MHOTO PE/IKH Cllydad Ha Tpom0o03a B

KoMOUHaLus ¢ TpoMOoIHTONeH:s. Te BKIIOYBAT BEHO3HA TPoMO03a, KaTo HalpuMep TpoM003a Ha MO3bUEH
BEHO3€H CHHYC, TpoM003a Ha CIUIAHXHMKOBA BEHA, KAKTO U apTepHalHa TpoM6o3a (BK. Touka 4.4).

Cpo01aBane Ha MOA03MPaHU HEKEIAHN PEAKIIUU

Cro0miaBaHeTo Ha MOIO3UPAHU HEXKEIAHN PEAKIIUU CIIe] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakKHO. TOBa IMO3BOIISBA Ja MTPOIBIDKH HAOMOIEHIETO Ha CHhOTHOIIIEHUETO TOJI3a/PUCK 32
JICKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIICITUAIMCTH CE U3UCKBA Ja ChOOIIaBaT BCAKA
MOI03UPaHa HeXKeIaHa Peakius Ype3 HAIMOHATHA CUCTEMa 33 ChOOIIaBaHe, IIOCOYCHA B

[Ipunoxenue V.

4.9 TIlpemo3upane

Hsima cho01IeHH cityuan Ha Tipeno3upane. B npoyuBanusta ¢asa 1/2, kblieTo e npusiaraHa mno-BHcoka
no3a (mo 2 metr), COVID-19 Vaccine Janssen ce monacst 1o0pe, HO BAKCHHUPAHUTE JIMIIA ChOOIIaBaT
3a TIOBHIIIEHA PEaKTOr€HHOCT (3acHiIeHa 00JIKa Ha MICTOTO Ha BAKCHHHUpPaHe, yMOpa, I1aBo0oIue,
MHAJITHS, TaJICHEe ¥ TUPEKCHSL).

B ciyyaii Ha mpesjo3upaHe ce IpernopbuyBa HaOIIOICHNE Ha KU3HEHUTE (QYHKIIMN U €BEHTYATHO
CHMITOMaTHYHO JICYCHHE.

5. ®APMAKOJIOTMYHU CBOMCTBA

51 @apmakoguHAMUYHM CBOMiCTBA

®dapmakoTepaneBTuuHa rpyna. Bakcunu, apyru Bupycuu Bakcunu, ATC koz: JO7BX03

MexaHu3bM Ha JIENCTBUE

COVID-19 Vaccine Janssen e MoHOBalIeHTHA BaKCHHA, ChCTABEHA OT BEKTOP, KOUTO €
pPEeKOMOMHAHTEH, HEPEIUTUKHUPAII] Ce YOBEIIKH ajeHOBUpYC Tull 26, komupain] SARS-CoV-2 murmos (S)
TJIMKONPOTEHH C ITbJIHA IBJDKHMHA B cTa0MIn3upana koHpopmanus. Cien npuioxKeHne

S rmukonporennsT HAa SARS-C0OV-2 ce ekcripecupa NpexoIHO, KaTO CTUMYJIMPA KaKTO
HEyTpaJIM3UpAIINTe, Taka U Ipyrd QYHKINOHATHU S Crieu(UYHN aHTUTENA, KAKTO ¥ KICThYHH
WMYHHH OTTOBOPH, HACOUEHH CPEeLly S aHTHIeHa, KOETO MOXKE 1a JOTIPHUHECE 3a 3allHUTa CPEILy
COVID-19.


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

Kinunuuna edukacHocT

B MoMeHTa ce mpoBexa eAHO MHOTOLIEHTPOBO, PAHAOMH3HPAHO, JBOWHOCIIAIO, Tane6o-
KOHTpoJupano npoyuBane daza 3 (COV3001) B Crenunenure math, FOxua Adpuka u 1ppxkaBu oT
JlatmHCKa AMeprKa 3a OIleHKa Ha e()UKacHOCTTa, 0€30ITaCHOCTTAa M IMYHOTEHHOCTTA Ha €IMHUYHA
mo3a COVID-19 Vaccine Janssen 3a npesennus na COVID-19 npu Bp3pacTau Ha 18 1 moBeue
roauHu. OT MPOYYBaHETO Ca U3KIIOYCHH JIMIA C OTKJIOHCHUS BbB (DYHKIUATA HA UMyHHATa CHCTEMa B
CJICJICTBUE HA KIMHUYHO 3a00JIsBaHe, JIUIA HA IMYHOCYIIPECHBHH Tepaliy B paMKHTE Ha 6 Mecera
KaKTO ¥ OpeMeHHH JKeHHU. Y4JacTHHUIM cbe cTabmnaa HIV nnbeknuns, KouTto ce nekyar, He ca
n3KIroueHu. Paspemnienu 3a ynotpeba BakCHHH, ¢ U3KIIOUCHHE HA )KUBU BaKCHHHU, MOTaT Ja ce
npuiarat noseue ot 14 qHu npeau wiu noseue ot 14 aHu ciiea BAKCHHUPAHETO B MPOYYBAHETO.
Paspemenn 3a ynorpeba *KHBU aTEHIOUPAaHN BAKCHHYM MOTAT Jia ce MpHiiarat noseye ot 28 qHu npean
WM TIOBeYe OT 28 AHU cliel BAKCHHUPAHETO B IPOYYBAHETO.

O06mo 44 325 numa ca paHIOMHU3HUPAaHH YCIIOPETHO B choTHOMmEeHHe 1:1 3a momy4yBaHe Ha
uHTpamyckyiHa umkekims ¢ COVID-19 Vaccine Janssen wiu miane6o. O61mo 21 895 Bu3pacTau
nmoaygaBat COVID-19 Vaccine Janssen u 21 888 Bs3pacTHu moayvasar mianebo. Mennanara Ha
HPOABIDKUTETHOCTTA Ha MPOCIIeSIBaHE HA YUYACTHUIIUTE CJIe BAKCHHUpaHeTo ¢ 58 nuu (nuanason: 1-
124 num).

[Nomynanusra 3a mbpBUYCH aHaU3 32 eukacHocT ot 39 321 nuna srimousa 38 059 ceponeraruBHU
3a SARS-CoV-2 nwma Ha n3xoaHO HUBO U 1 262 nriia ¢ HEM3BECTEH CEPOCTATYC.

Jdemorpadckure qaHHN 1 U3XOJAHUTE XapaKTEPUCTUKH Ca CXOIHM Npy Juiara, nonyunian COVID-19
Vaccine Janssen, u nmony4miuTe miamnebo. B momynanusita 3a mbpBUYeH aHATN3 38 €PUKACHOCT
MeraHaTa Ha Bb3pacTTa rpu Junata, noaysmwi COVID-19 Vaccine Janssen, e 52,0 roauau
(mmamazon: 18 o 100 roammn); 79,7% (N=15 646) ot nurara ca Ha Bb3pact ot 18 10 64 rogunu
[kaTo 20,3%, (N=3 984) ca Ha BB3pacT 65 niu noseve roauny, a 3,8% (N=755) ca Ha Bp3pact 75 win
noseue roaunu]; 44,3% ca xxenu; 46,8% ca or CeBepra Amepuka (Cbeaunenu matu), 40,6% ca ot
JlatnHcka Amepuka, a 12,6% ca ot IOxna Adpuka (FOxuoadprkancka penyonuka). O6mo 7 830
(39,9%) ot xopara MMaT MMOHE €IHO BEYE CHIIECTBYBAIIO CHITHTCTBAIIO 3a00IABaHe, CBBP3aHO C
MTOBHIIIEH PUCK OT MpOrpecHst KbM TexKo mpotrndane Ha COVID-19 Ha n3xoaHo HUBO
(chbTCTBamUTE 3a60/1ABaHKSA BKIIOYBAT: 3aTIbCTABAHE, onpenenaeHo kato UTM >30 kg/m? (27,5%),
xuniepTorus (10,3%), nuadet tun 2 (7,2%), ctabuinna/nodpe kourponupana HIV nndexuus (2,5%),
CepHO3HU ChpjeuHu 3abomsaBanus (2,4%) u actMa (1,3%)). Apyru cerrpTcTBamy 3a00IsIBAaHAS Ce
ycTaHOBsBaT npu <1% oT nuuara.

Cnyuaute Ha COVID-19 ca noTBbpAcHH OT LIEHTpaIHA J1a00paTOPHUs Bb3 OCHOBA Ha MOJIOKHUTEIICH
pesyarar 3a SARS-CoV-2 sBupycna PHK, noxyden c tect Ha 6a3ara Ha monuMmepasHa BEpHKHA
peakius (PCR). Obmiata eukacHOCT Ha BakcuHaTa U €(hUKACTHOCTTA [0 OCHOBHHU Bb3PACTOBH IPYITH
e npejcTaBeHa B Tabnuma 2.

Tabnuua 2: Auanu3s Ha epukacHocTTa Ha BakcuHaTa cpemry COVID-19° npu SARS-CoV-2
CepPOHEraTHBHU BbH3PACTHH - MOMYJIANHUsI 32 MbPBUYEH aHAJIN3 32 epKacHOCT

COVID-19 Vaccine Iinanedo
Janssen N=19 630 N=19 691
Cayuyanm Ha | YoBeko | Cayyaum Ha | Yoseko % edukacHoCT Ha
COVID-19 | roaunu COVID-19 | roaunmn BAKCHHATA
Ioarpyna (n) (n) (95% CI)*
14 puu cjex BAKCHHHPAHETO
Bceuuku 116 3 116,57 348 3096,12 66.9
YYACTHHIH® (59,03; 73,40)
18 1o 64- 107 2 530,27 297 2511,23 64,2
TOJTUIIIHA Bh3PacT (55,26; 71,61)
65 u moBeue 9 586,31 51 584,89 82,4
TOJIMHU (63,90; 92,38)




75 1 moBeue 0 107,37 8 99,15 100
TOIVHA (45,90; 100,00)

28 auu cjex BAaKCHHHPAHETO

Benukn 66 3102,00 193 3 070,65 66,1

y4acTHHIH? (55,01, 74,80)
18 no 64- 60 2 518,73 170 2 490,11 65.1
TOIMIITHA BB3PacT (52.91; 74.45)
65 u oseue 6 583,27 23 580,54 74,0
TOJIVHU (34,40; 91,35)
75 ¥ moBeue 0 106,42 3 98,06 --
TOJMHHU

ChbpBHYHA KpaiiHa ToUKa (KakTo ¢ AeUHUpPaHO B IPOTOKOJIA).

CumnromarnaeH COVID-19, mucksa nonoxuteneH pesynrat or RT-PCR u none 1 pecrimparopeH npu3HaK win
CHMIITOM, WM 2 JPYTH CUCTEMHH IPH3HAKA WK CUMITOMA, KaKTO ca Ae(HHUPAHH MO IIPOTOKOJL.

JloBepuTEeTHUTE WHTEPBAJIH 32 “BCHYKH YYACTHUIN“ ca KOPUTHPAHH, 32 J]a C€ MPUIIOKU KOHTPOJ Ha rpemka Tui | 3a
MHOXECTBEHO TecTBaHe. JoBepUTeIHITE UHTEPBAIIU 3a Bb3PACTOBUTE I'PYIIH Ca NIPEJCTaBeHU HEKOPUTHPAHU.

EduxacHoctTa Ha BakcuHara cpeiry Texxbk COVID-19 e npencraBena B Tabnuua 3 mo-goay.
Ta6auna 3: AHaIu3 Ha e(pMKACHOCTTA HA BakcuHaTa cpemy TexxbKk COVID-192 mpu SARS-

CoV-2 CCPOHETaTUBHU BB3PACTHH - IOIIyJIallUd, IIPA KOSATO € HAIIPaBCH
IIbPBUYCH aHAJHU3 HA e(l)HKaCHOCTTa

COVID-19 Vaccine Ilnane6o
Janssen N=19 630 N=19 691 %
Ciyyam Ha Yoseko Cayuau Ha Yoseko epuxacHocT
COVID-19 TOJAUHH COVID-19 TOAMHH HA BaKCHHAaTa
Moarpyna (n) (n) (95% CI)°
14 nuu cjien BAKCHHHPAHETO
Texbk 76,7
14 3 125,05 60 3122,03 (54,56; 89,09)
28 nHM cjie] BAKCHHHPAHETO
TexbK 85,4
5 3 106,15 34 3 082,58 (54,15; 96,90)

2 OKOHYATENTHOTO OMpesieNsHe Ha TexkuTe cydan Ha COVID-19 e HampaBeHo OT He3aBHCHMA apOUTPaXKHA KOMUCHS,

KOSITO € OIIpe/ieIiiIa ChILO M TeXKECTTa Ha 3a00JIsIBaHeTO cropes AeUHUIUATA B pbKOBOACTBOTO Ha FDA.

6 I[OBepI/ITeJ'lHI/ITC HWHTEPBAJIM Ca KOPUTUPAHH, 3a 1a CE€ MPUIIOKHU KOHTPOJI Ha I'PEIIKA TUII | 32 MHO>KECTBEHO TECTBaHE.

Ort Bb3uuKHanuTe 14 Texku ciay4as B rpynara Ha COVID-19 Vaccine Janssen, ¢ Ha4aso none 14 gxu
cJle]l BakcuHanusTa, cupsamo 60 B riane0o rpynaTa, XOCIUTAIN3UpaHUTE ca CbOTBETHO 2 clIpsiMO 6.
Tpuma nanyeHTH ca MoYuHa N (BCHUYKH B 11anedo rpynara). [loBedeTo OT OCTaHAINTE TEXKKU CIIydau
OTroBapsIT CaMO Ha KPUTEPHs 3a TEIKKO 3a00isiBaHe — KuciopojaHa carypanus (SpO2) (< 93% na
CTaeH BB3IyX).

[penun pa3cnensBane, JOIBIHUTEIHY aHAJIH3H, CYUTaHH 3a POSt NOC, Ha MONIOKUTETHNU CITyYau,
notebpzeHn upe3 PCR TecToBe, HE3aBHCUMO OT MOTBHPIKICHUETO HA IIEHTPATHATA JTa00paTopHsl,
KaTo IISUT0 MOIKPENAT PE3yATaTUTE OT IbPBUYHHS aHAIN3.

Ot 14-Tus ieH crell BAaKCHHAIMATA HATATHK Ca XOCIUTAIM3UPAHU ChOTBETHO 2 Cyvas Ha
MosekyssipHo ToTBbpaeH COVID-19 B rpymara na COVID-19 Vaccine Janssen cripsimo 8 citydas B
iane0o rpynata. Enun ciydaii B mnaie0o rpymnarta € H3UCKBal MPUEM B OTACIICHUE 32 HHTEH3WBHO
neuerne (ONJT) u MexaHMuHa BeHTHIaKA. ToBa € MOAKpeneHo oT POSt hOC aHanu3 Ha BCUYKH
xocnuTanuzanud, cebp3anu ¢ COVID-19, ¢ npunarase Ha mo-IIMPOKO ThPCEHE BB OCHOBA Ha IisjIaTa
HaJU9IHA HH(POPMAITUS OT BCHYKH U3TOUHUITH (2 cripsiMo 29 cimydas B pa3mupeHusi Habop OT TaHHU).

[MoarpymnosuTe aHaMM3M HA MBPBUYHATA KpaliHa TOYKA 32 €(UKACHOCT MOKa3BaT MOX00OHH TOYKOBH
OLICHKH 32 e(pUKACHOCT NPH YYACTHHUIIUTE OT MBKKH U KEHCKH HOJI, KaKTO U ITPH YIACTHULUTE ChC U
0e3 chbIBTCTBAIM 3a00JIABaHUs, CBBP3aHHU C BUCOK PUCK OT TeXK0 npotudane Ha COVID-19.



[IpoBenenu ca ekcIIOpaToOpHH NOATPYIIOBU aHAIN3H 3a eprukacHOCT Ha BakcuHata cpenry COVID-19
u Texxbk COVID-19 3a bpaswus, FOxxna Adppuka u CALL (Bx. Tabnuua 4). B noarpynosute
aHaJIM3M ca BKIHOYeHU BcuukH ciydan Ha COVID-19, crOpanu j0 gatata Ha 3aKIIIOYBAaHE HA JAHHUTE
3a MhPBUYCH aHAIIN3 32 €(PUKACHOCT, BKIIOUUTEITHO CITy4Yau, IOTBBPICHH OT IICHTPaTHATA
naboparopwusi, U ciiydau ¢ JokyMeHTupaH nonoxureneH SARS-CoV-2 PCR ot MectHa nabopaTopus,
KOUTO BCE OIIIC 0YaKBAT MOTBBPKJCHUE OT LIICHTPAIHATa JIA00OpaTOPHsL.

Ta6auna 4: O6o61ieHne HA JaHHNUTE 32 ePUKACHOCT HA BakcuHaTa cpemy COVID-19 n
TeskbKk COVID-19 3a crpann ¢ >100 cho0uienu cayvas

TexecT
Hawano COVID-19 Teanbk COVID-19
ToukoBa oLeHKa ToukoBa ouenka (95%
(95% CI) Cl)

CAIN none 14 aun crien 74.4% (65,00; 81,57) |  78,0% (33,13; 94,58)
BaKCHUHaIIUATa

moHe 28 um crex 72,0% (58,19:81,71) 85,9% (-9,38; 99,69)
BaKCHUHaLusATa

bpasis | none 14 aun crien 66.2% (51,01; 77,14) |  81,9% (17,01; 98,05)
BaKCHUHaIIUATa

moHe 28 mum crex 68,1% (48,81; 80,74) 87,6% (7,84; 99,72)
BaKCHUHausATa

tOsxna none 14 aun crien 52,0% (30,26: 67,44) |  73,1% (40,03; 89,36)
Adpuka BaKCHHAITUATA

moHe 28 mum crex 64,0% (41,19; 78,66) 81,7% (46,18; 95,42)
BaKCHUHaLUsTa

[Ipu mbpBUYHMS aHATN3 ca CEKBEHUpaHH npodute oT 71,7% OT MOTBBPICHNUTE OT LIEHTpaIHATA
naboparopus ciaydan [CAILL (73,5%), IOxHa Adpurka (66.9%) u Bpasumus (69,3%)]. Ot
CEKBEHHpPAHHTE MTPOOU € HAIUIE JrcOaaHc B ITBJIHOTATa HAa HaOopa ot nanHu Mexxay COVID-19
Vaccine Janssen u mane6o. B CAILL 96,4% ot mamoBere ca uiaeHTuduimpanu kato Bapuant Wuhan-
H1 D614G; B IOxna Adpuka 94,5% ot mamosete ca uaeHtuduumpanu kato sapuant 20H/501Y.V2
(smaumst B.1.351); B Bpazuius 69,4% ot niamoBeTe ca HaeHTH(UIIMPAHU KaTO BapHaHT Ha uHus P.2 u
30.6% ot mamoBeTte ca uaeHTUduIMpanu karo Bapuant Wuhan-H1 D614G.

Crapuecka monyiaims

COVID-19 Vaccine Janssen e oreHsiBaHa 1pH Jiniia Ha Bb3pacT 18 u noBeue roaunu. EdukacHocTTa
Ha COVID-19 Vaccine Janssen npu y4acTHUIIMTE B cTapyecka Bb3pact (> 65 roauHn) ChbOTBETCTBA HA
Ta3u npu no-muaaure auna (18-64 roauumu).

HezmanHqHa nonyJianuvsa

EBpomneiickaTa areHIys 1o JeKapcTBara oTiara 3aIb/DKEHHETO 3a IPEI0CTaBIHe Ha PE3yJNTaTUTE OT
npoyusanusita c COVID-19 Vaccine Janssen B exHa wiun moBeve MOATPYITH Ha MeIUaTpUIHATa
nonynarus npu npeenius Ha COVID-19 (k. Touka 4.2 3a nHpOpMAaIUs OTHOCHO yrioTpeda B
HeHATPHUSITA).

Pa3pemaBaHe 0101 YCJIIOBHE

To3u nexapcTBEeH NPOAYKT € pa3pellicH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3peliaBaHe o] YCIOBue .
ToBa 03Ha4aBa, ye 3a TO3M JICKAPCTBEH MPOAYKT CE€ OUAKBAT IOMBJIHUTEIHU IaHHU.

EBporielickaTa areHIus 1o JiekapcTBaTta e H3BbpINBa Mperiie]] Ha HoBaTa HH(popMaIys 3a TO31
JIEKapCTBEH MPOAYKT MOHE BeAHHX roguirHo u Ta3u KXII choTBETHO 1mIe ce akTyamu3upa.
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5.2 dapMaKkoKHHETHYHH CBOWCTBA

He e npunoxumo.

5.3 IlpeakJHHHYHHU JAHHH 32 0€30MACHOCT

HeknuHu4HMTE NaHHU HE TIOKa3BaT OCOOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHAIHUTE
MPOYYBaHUS 32 TOKCHYHOCT IMPU MHOTOKPATHO MPHIIaTaHe U JIOKATHA TOHOCHUMOCT, U PETIPOyKTHBHA

TOKCHYHOCT U TOKCUYHOCT 3a pa3sBUTHUETO.

['éHOTOKCHYHOCT M KaHIICPOI'CHHOCT

COVID-19 Vaccine Janssen He e orieHsiBaHa 3a TCHOTOKCHYCH MIIH KaHIIeporeHeH norennuan. He ce
OYaKBa KOMIIOHCHTUTEC Ha BaKCHMHATA Ja UMAT 'CHOTOKCUYCH MJIM KaHLCPOIrCHCH MOTCHIUAJL.

PenponykTuBHa TOKCHYHOCT U (DEPTHIIUTET

PenponykTuBHaTa TOKCHYHOCT U (PEPTUIUTETHT MPH KEHCKHU KUBOTHH Ca OLICHEHH B €IHO
KOMOWHHPAHO TPOYyYBaHe 32 eMOPHOQETATHOTO U TIPe- U MOCTHATATHOTO pa3BUTHE NpH 3ai1u. B ToBa
npoyuBane mbpBo Bakcunupane ¢ COVID-19 Vaccine Janssen e u3BbpIiieHO HHTPaMyCKYJTHO Ha
JKEHCKH 3aiIy 7 THU Tpeaun YMPTOCBaHE B 1032, CKBUBAJICHTHA HA 2 IBTH MPEIMOPHUYUTEIHATA 1032 32
X0pa, MOCNIE/IBAHO OT J[Be BAKCHHAILIMK ChC ChILATA J[03a [0 BPEMe Ha reCTallOHHUS TepHON (T.€. B
rectaioHHu qHu 6 u 20). He ce yctaHOBsIBaT HexellaH e(peKTH, CBbP3aHH C BAKCHHATA, BHPXY
KEHCKHS PEePTHITUTET, OpEMEHHOCTTA, eMOpHO(ETaATHOTO Pa3BUTHE U PA3BUTHETO HA MaJIKHTE.
Maiikure, KakTo U TeXHUTE (DETyCH U TIOKOJICHNE, UMaT TUTPH Ha aHTHTeNa, cneruduyann 3a SARS-
CoV-2 S nporenHa, KOETO M0Ka3Ba, Ye MauMHUTE aHTHTENA Ce [IPEHACST BbB (DeTycuTe 1o BpeMe Ha
recranusra. JIMIICBAT JaHHK 3a eKCKpernsaTa Ha BakcuHata COVID-19 Vaccine Janssen B MisikoTo.

OcBeH TOBa €IHO KOHBEHIIMOHAIHO MPOYYBaHe 32 TOKCHYHOCT (MHOTrOKpaTHO npuiarade) ¢ COVID-
19 Vaccine Janssen npu 3aiiiin He MoKa3Ba epeKTH BbPXY MBKKUTE TTOJIOBU OPraHH, KOUTO OMxa
MOTJIU /12 YBPEISAT MBKKHUST PEPTHITUTET.

6. DAPMALIEBTUYHU JAHHU

6.1 Cnucbk HAa NIOMOIIHKUTE BElIeCTBA

OmnaxkoBka ot 10 dnakoHa

2-xunpokcunponui-p-ipkinoaekcrpud (HBCD)
JluMoHeHa KrcelnrHa MOHOXHIpAT

Etanon

XJI0pOBOJOPOAHA KUCETTHA

ITonucop6at 80

Hatpues xsopug

Hatpues xunpokcua

TpuHaTpHEB UTPAT AUXUAPAT

Bona 3a umkeknun

Omaxoska ot 20 dakoHa

2-xunpoxcunponui-p-uukinoaekcrpud (HBCD)
JlumMoHeHa KHcenrHa MOHOXUAPAT

Etanon

XJ10poBOAOPOAHA KUCEIIMHA

[omucop6at 80

Harpues xnopuna
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Harpues xuapokcun
Bopa 3a nmxeknmm

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH IPOAYKT He TpsOBa Jja ce cMecBa C APYTH JIEKAPCTBEHH MPOAYKTH WA Ja Ce
paspexna.

6.3 Cpok Ha rogHocT

HeotBopen duakon

2 TOJIMHH, KOTaTo ce chxpaHsaBa npu -25°C no -15°C.

Crnen kaTo ce u3Baam OT hpusepa, HEOTBOPEHHAT (DITAKOH MOJKE J]a Ce ChbXPaHsABA 3aLIUTEH OT
cBenHA B xnaawiHuK mpu 2°C mo 8°C 3a eqHOKpaTeH mepuox 1o 3 Mecena, Kato He TpsiOBa aa ce
M3I0J13Ba CJIe]] OTIIeUaTaHara Jara Ha M3THYaHe Ha cpoka Ha rogHoct (EXP/Toaen no:).

Cren pa3MpassiBaHe BaKCHHATa HE TPSOBa /1a ce 3aMpa3siBa OTHOBO.

3a crienualiHUTe YCIIOBUS Ha ChXPaHCHUE BIKTE TOYKa 6.4.

OtBopeH duakoH (cieq IrbPBOTO MYHKTUPAHE HA JIAKOHA)

XumuyHa U GU3nYHa CTAOMIIHOCT Ha BAaKCHHATA B NIEpHOJia Ha U3II0JI3BaHE € J0Ka3aHa B
npoawipkenue Ha 6 gaca pu 2°C go 25°C. Ot MUKpOOHOJIOTMYHA TJIeIHa TOUYKA 33 IPENOPbUYBAHE €
NPOAYKTHT J1a ce YIoTpeOr He3abaBHO Clie/l MbPBOTO MyHKTUPaHe Ha (IJIaKOHA; MPOJAYKTHT obaue
MOJKe J1a ce chxpaHnsaBa Mexay 2°C -8°C makcumyM 6 yaca uiM Jja OCTaHE Ha CTaliHa TeMIlepaTypa
(maxcumaito 25°C) o 3 yaca cnen IbPBOTO MyHKTHpaHe Ha (hiakoHa. Crelr ToBa BpeMeTo U
YCIIOBHSITA HA ChXpaHEHHUE B TIEPHOa Ha U3IIOJI3BaHE Ca OTTOBOPHOCT HA IOTPEOUTEIISI.

6.4 CrhenuajJHM ycJI0BHUS HA CbXpaHeHUe

[a ce chxpansiBa 1 TpaHCHOpTHpPa 3ampasena npu -25°C no -15°C. JlaTtaTa Ha U3THUAHE HA CPOKA Ha
ToJTHOCT Tipu chxpaHenue npu -25°C no -15°C e oTneuaTana Bpxy (prakoHa 1 BHHITHATA KAPTOHEHA
orakoBka cien ,,EXP/Togen no:“.

Korato e chxpansiBana 3ampasena npu -25°C no -15°C, BakcuHaTa MOXe Ja ce pa3mpasu win npu 2°C
1o 8°C, unu npu craiiHa TeMneparypa:

o npu 2°C no 8°C mie ca HeoOxoaumu mpubnusuTenHo 13 yaca 3a pasmMpa3sBaHETO Ha KApTOHEHA
omaxoBka ¢ 10 win 20 ¢utakoHa, a 3a pa3MpasssBaHEeTO Ha eIMH (HIIAKOH IIe ca HEOOXOTUMHU
NpUOTU3UTETHO 2 yaca.

o npu cTaiiHa Temmneparypa (MakcuManHo 25°C) 1e ca HeoOXoauMu IPUOIN3UTENHO 4 Yaca 3a
pasMpassBaHEeTO Ha KapToHeHa omnakoBka ¢ 10 nim 20 ¢iakoHa, a 3a pa3Mpa3ssBaHETO Ha €JUH
(1aKoH 111e € HE0O0X0 UM HPUOJIM3UTETHO 1 Yac.

Baxcunara Moxke 1a ce crxpaHsBa u B xuamuuiHuk nipu 2°C 1o 8°C 3a eTHOKpaTeH Mepuo/I 10

3 Mecelia, kaTo He TPsiOBa Ja ce M3I0JI3Ba Clie]] MbPBOHAYAIHATA JaTa Ha M3THYaHE Ha CPOKa Ha
rogroct (EXP/Tonen mo:). Cien mpeMecTBaHe Ha MPOAYKTa OT YCIOBHS 3a ChXpaHeHue mpu 2°C 10
8°C akTyanu3upaHaTa JlaTa Ha U3TUYaHE Ha CPOKa HAa TOJHOCT TPsiOBa Ja ce OTOeNekH Ha BhHIITHATA
KapTOHEHA OIaKOBKA M BaKCHHATa TPsOBa 1a Ce M3IOJI3Ba WJIH J1a CE M3XBBHPJIM JI0 Ta3H JaTa.
IIspBOHAvaHATA JaTa HA U3TUYAHE HA CPOKA HA TOAHOCT TPsiOBa na ce 3anuun. BakcuHaTta Moxe aa
ce Tpancnoptupa u npu 2°C -8°C, ako ce OCUTYPAT NOJIXOASIIUTE YCIOBUS Ha ChXPaHCHUE
(Temmepatypa, Bpeme).

CJ'ICI[ pasMpa3saBaHC BAKCHHATA HE TpSI6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.
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CroxpansBaiiTe ()T1aKOHUTE B OPUTHHATHATA KAPTOHEHA OIMAKOBKA, 3a Jla Ce MPE/Ia3sT OT CBETIHHA.
Heorsopenara COVID-19 Vaccine Janssen e crabuiHa B poabibkeHue Ha 00110 12 yaca pu 9°C 1o
25°C. ToBa He ca IPENOPHUYUTEIHU YCIOBHS HA ChXPaHEHUE WITH TPAHCIIOPTUPAHE, HO MOXKeE Ja
CIIy’KaT 3a yKa3aHWe IPH B3eMaHe Ha pellieHre B cliyvyail Ha BpeMEHHO OTKJIIOHCHHE Ha TeMIlepaTypaTa
o BpeMe Ha 3-Mece4HOTO chxpaHnenue npu 2°C -8°C.

3a ycoBUsATa HA ChXPaHEHHE CIIE/l TBPBOTO OTBApSIHE HA JIEKAPCTBEHHS MPOYKT BIXKTE TOUKa 6.3.
6.5 Bwuau chabp:KaHue HA ONAKOBKAaTAa

2,5 ml cycriensust B MHOT01030B (hi1akoH (CThKI0 THIT |) ¢ r'ymMena 3amyrianka (XJaopooyTHi ¢
(ryopononuMepHo MOKPHUTHE), ATlyMUHHEBA 00KaTKa M CHHBO IIACTMAcOBO Karade. Beeku diakon
cbabpka 5 go3u ot 0,5 ml.

Onakoska ot 10 niu 20 MHOTOI030BH (hTaKOHH.

He BcHyky BHIOBE OMAKOBKH MOTAT Jia ObJAT MyCHATH HAa Ma3apa.

6.6 ChenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Vka3zanus 3a paboTa U IpWIOKEHUE

C Ta3u BakcrHA TPsAOBa J1a pabOTH METUITMHCKH CIICIIUAIINCT, KATO M3M0JI3Ba aCeNITHYHA TEXHUKA, 32
Jla Ce OCHTYPH CTEPIITHOCTTA Ha BCSAKA J03a.

o Bakcunara e roroBa 3a ynorpeba ciies pa3mpassiBaHe.

. Baxcunara moxxe na ce mocras 3aMpaseHa rnpu -25°C o -15°C wnum pasmpaszena mpu 2°C 1o
8°C.

o Cnen pa3MpassiBaHe BaKCHHATa He TPAOBa /1a ce 3aMpa3sBa OTHOBO.

o CroxpansBaiiTe (1aKOHUTE B OpUTHHAIIHATA KAPTOHEHA OMAaKOBKA, 33 Ja Ce MPEeJa3sT OT

CBCTJIMHA M 3a J1a C€ OTOENEKH CPOKBT HAa T'OAHOCT IIPU PA3JIMIYHUTC YCIIOBUA HA CbXPAaHCHHUC,
aKO € IPHUJI0XKUMO.

a. CpraHeHHe CJIel mojayvyaBaHe HA BAKCHHaATa

AKO MMOJYUYUTE BAKCUHATA 3AMPA3EHA IIPH -25°C no -15°C, mo:ke na:

() 2:c.0 3

1 o |
1 OR
7 | o T
)
e 3
—
—— -
chbXpaHsiBaTe BbB (puzep ChbXpaHABaTe B XJIAAUITHUK
e BakcuHaTa MOXE Jia Ce ChbXpaHsBa U ¢ BaxkcuHaTa MOXKe Jla ce ChXpaHsBa U
TpaHCIIOpTHpa 3aMpaseHa mpu -25°C tpancnoptupa mpu 2°C no 8°C 3a
mo -15°C. €HOKpaTeH NepHos 10 3 Mecena, KaTo He
e JlaTara Ha U3THYAHE HA CPOKA HA TpsiOBa J1a ce U3MOJI3Ba Ciiel IbpBOHAYaIHATa
TOJTHOCT € OTIIeYaTaHa BbPXY JlaTa Ha U3THYaHe Ha CPOKa Ha
(h1aKoHa U BBHIITHATA KaPTOHCHA roguoct (EXP/T'onen mo:).
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omnakoBka cien ,,EXP/Tonen no:“ e (Clen mpeMecTBaHETO Ha MPOAYKTa B

(k. Touka 6.4). xaaguaHuk mpu 2°C g0 8°C
aKTyaJHM3MpaHaTa JaTa Ha CpOKa Ha FOJTHOCT
TpsiOBa J1a ce 3aruIle BbPXy BhHIIHATA
KapTOHEHA KyTHS M BaKCHHATA TpsiOBa J1a ce
H3I0JI3Ba MJIH U3XBBPIN KbM
aKTyalM3upaHaTa JaTa Ha U3THYaHe Ha CPOKa
Ha rogHocT. IIbpBOHAYATHATA 1aTA HA
CpPOKa Ha IOAHOCT TPsSIOBa 1A ce 3aJIMYH.
(Bk. Touka 6.4).

AKO ITIOJIYYUTE BAKCUHATA PASMPA3EHA ITPH 2°C go 8°C, TpsioBa na s
CbXpaHsABaTe B XJaAWJIHHUK:

@ 2°C pmo 8°C

A He 3ampa3siBaliTe 0THOBO, aKO ITPOAYKTHT € MoJydeH Bede pazmpaseH 1mpu 2°C go 8°C.

3alemexka; Ao BaKCHHATa ce MOJMy4YH B XJIaJwIHUK 1IpH 2°C no 8°C, npu noiayyaBaHETO
IpoBepeTe Aajy JaTaTa Ha N3THYaHE HA CPOKa Ha TOAHOCT € aKTyaJu3upaHa OT MECTHHS
JIOCTAaBYMK. AKO HE MOXKETE J1a HaMEepUTE HOBA J1aTa Ha M3THYaHE HA CPOKa Ha TOAHOCT CIej

,»1 OJIEH 10:*, CBBP)KETE CE C MECTHHS JOCTaBUMK 3a MOTBBPIK/IaBaHE HA JaTara Ha M3THYAHE Ha
CpOKa Ha rOJHOCT ciex ,,l'oeH 10:“ Ha MPOAYyKTa B XJIaJUIHUKA. 3allMIIETe HOBATA AaTa Ha
U3THYaHe HA CPOKA HA TOHOCT BbPXY BHHIITHATA KApTOHEHA OMAKOBKA MPEAH Jia 3al0YHe
ChXpaHEHNETO Ha BaKCHHATa B XJaauiaHuka. [IbpBoHavyasHaTa 1aTa HA CPOKA HA TOAHOCT
TpsioBa aa ce 3aau4u. (BK. Touka 6.4).

0. AKo e 3amMpa3seH, pa3Mpa3sere (uiakoHa(uTe) B XJIaJUWIHMK WIK HA CTAlHA TeMIlepaTypa

npeau NpuJoKeHue

WIN Pasmpasere Pasmpaszere
3a 3a
Pasmpasere g 1 uac
3a 13 yaca |"|
L

Pasmpazerte B XnagnjHuK Pa3mpazere Ha cTaliHa TemnepaTypa
e Koraro e chxpaHsiBaHa 3aMpa3eHa e Koraro e chxpaHsBaHa 3aMpa3cHa

pu -25°C mo -15°C, mie ca ipu -25°C mo -15°C, kapToHeHaTa

HeoOxoaumu pubam3uTenHo 13 yaca omakoBka ¢ 10 wim 20 ¢urakoHa wiu

3a pa3Mpa3sBaHETO Ha KApTOHEHATA oTnenHUTe (IIaKOHU TPsIOBA Ja ce

omakoBka ¢ 10 unu 20 diakoHa, a 3a
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oTHemHUTe (IIAKOHM IIIe ca
HEOOXOAMMH MPUOTM3UTETHO 2 Jaca,
3a 1a ce pasmpassr npu 2°C no 8°C.

e AKO BaKCHHaTa HE CE M3IOJI3Ba
BeJ[HAra, BIDKTE YKa3aHUSITa B TOYKATa
,»CBbXpaHsIBaTe B XJIAIMITHAK .

o ®dnakoHbT TPAOBA Ja Ce ChXpaHsBA B
OpUTHHAIHATA KaPTOHEHA OITaKOBKa,
3a J1a ce Mpe/ra3y OT CBETIMHA U 32 /12
ce oTOeNeXXH JaraTa Ha N3THYaHEe Ha
CPOKa Ha TOJTHOCT TPH PA3ITUIHATE
YCIIOBHUS Ha CbXpaHEHHUE, ako €
MIPHIIOKUMO.

A Janece 3aMpa3siBa MMOBTOPHO CIIE]

pa3mpassBaHe.

pasMpassT Ha cTaifHa TeMIeparypa
MakcuMaiao 25°C.

IIle 6BHaT HEOOXOAMMHE TPUOITU3UTEITHO
4 gaca, 3a 1a ce pa3Mpa3u KapTOHEHA
omakoBka oT 10 wiu 20 ¢dakona.

[Ie 0b1e HEOOXOAUM MPUOITUZUTEITHO

1 uac, 3a 1a ce pa3MpassT OTACITHUTE
(dhmakoHu.

Bakcunara e ctabwina 3a 061io 12 yaca
npu 9°C o 25°C. Tosa He ca
MPENOPBUYUTEIHHU YCIOBHS HA
ChXpaHEHHE WITU TPAHCIIOPT, HO MOXKE
Jla cIy’KaT 3a yKa3zaHHe Ipy B3eMaHe Ha
pElleHKE B CiIy4aid HA BpEMEHHU
TeMIepaTypHH OTKIOHCHHUSI.

AKO BakCHHATA HE C€ M3I0JI3Ba BE/IHATA,
BHWIKTC YKa3aHUATA B TOYKaTa
,,ChbXpaHsBaTe B XJIQWIHHUK .

A Jla ne ce 3aMpassiBa IOBTOPHO ClIe]
pa3MpassBaHe.

B. IIpoBepere (h1akoHa U BAKCHHATA

e COVID-19 Vaccine Janssen e Oe31BeTHa /10 0JIeI0KBJITa, OUCTPA IO CUITHO ONAaJIeCICHTHA
cycnensust (pH 6-6,4).

o [lpenu npuoxeHne BakcuHaTa TpsiOBa Jja ce MPOBEPU BU3YAITHO 32 HAJMYKE Ha BUIUMHU
YJaCTHIM U POMSIHA Ha [[BETA.

o Tlpeau npunoxeHue GIaKOHbT TPSIOBA Ja Ce MPOBEPH BU3YAITHO 3a HAIMYNE HA TYKHATHHH WITH
HAKaKBU ITPOMEHU BbB BHbHIIHUA BU, HAIIP. IIPU3HAIM HAa OTBApPAHE. He HpHHaFaﬁTe BaKCHHaTa

IIpU HAJIMYMEC HA TaAKWUBA IPU3HAIIA.

HpI/IFOTBeTe H MPUJIOKETEC BAKCHHATA

10
Ceky

3aBbpTeTe BHUMATEJIHO

Hzreraere 0,5 ml
(praxona e M3nosn3Baiite crepunHa urna e  Ilpunaraiite camo ype3

HuxexTupaiire 0,5 ml

o [Ipenu npunarane Ha j03a
OT BaKCHHATa BHIMAaTEITHO
3aBBpTeTE (hJIaKOHA B
W3MPABEHO MOJI0KEHHE B
NPOAbJIKEHHE HA
10 cexkynau.

e He pazknamaiite.

W CTEpHUIIHA CIIPUHIIOBKA, 3a
[1a U3TEMNINTE EqUHUYHA
no3a or 0,5 ml or
MHOT0/1030BHs (hJIaKOH (BIK.
Touka 4.2).

HHTPAMYCKYJIHA
WHKEKIHS B JICTITOUTHHS
MYCKYJI Ha TOpHaTa 4acT
Ha ppKarta (BXk. Touka 4.2).

A OT MHOr01030BMs1
(p1akoH Moske 1a ce U3TETJISAT
Hali-MHOr0 5 103H1.
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N3xBBprieTe ocraHanaTa BbB
(hmakoHa BaKCHHA CJIEH
U3TErAHE Ha 5 no3u.

CbxpaHeHue cjiel MbPBOTO MYHKTHPaHe

(Fr-cosc

a ce cbXpaHsiBa 10 6 yaca
A P g Jla ce choxpaHsiBa 10 3 yaca

njimn

— A
L

==b —b
poof —co B ‘nu-:::t:'-‘h
OT0enekeTe JaTaTa U Yaca, e Cnen I'EPBOTO e Cien I'EPBOTO
Koraro QIakoOHbT TPsIOBA 1a NyHKTHPaHE Ha MYHKTHpaHe Ha (h1akoHa
ce U3XBBPJIH (akoHa BakCHHATa BaKCHHATa MOXKE J1a Ce
e (Crnen MbpBOTO MyHKTHPAHE MOXe JIa C€ ChbXpaHsBa ChbXpaHsBa Ha CTaiiHa
Ha (1aKOHa, BEPXY €THKETa mipu 2°C o 8°C 1o TeMImepaTypa
Ha BCEKHU ()JIAKOH 3aIHILIETe 6 gaca. (maxcumasno g0 25°C)
JataTa M 4aca, KoraTo TOi e sxBbpiere ¢uakona, 3a eJHOKpATEH MePUOJI 10
Tps0Ba J1a c€ U3XBBHPJIH. aKO BaKCHHATA HE € 3 yaca. (Bx. Touka 6.3).
A 33 IpeTIOpBYBAHS ¢ 1 Ce M3II0JI3BaHA B PAMKHTE e 3xBbpiere (h1akoHa, aKo
Ha TO3H MEPUO/I. BaKCHHATA HE ¢

M3M0J13Ba B€AHara CJIca

M3II0JI3BaHa B PAMKHUTE Ha
I'BPBOTO ITyHKTHPAHE.

TO3U NIEPUOA.

e. HN3xBbpasiHe

Hewnsmon3panaTa BakCHHA HIIH OTHAABUYHUTC MATCPUAIN OT HESA TpHGBa Ja C€ U3XBBPJIAT B
CBHOTBETCTBHUEC C MCCTHUTC YKa3aHUA 3a @apMaueBanHH OoTIaabpIu. HpI/I cnyqaf/'IHo pasjiuBaHe,
MSICTOTO TPsIOBa J1a ce AC3UH(EKIUPa ChC CPEJACTBA C BUPHIIMIHA aKTHBHOCT CPEIIly aJCHOBUPYC.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001
EU/1/20/1525/002

9. JATA HA ITBPBO PABPEIIABAHE/IIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO pazpemanane: 11 mapt 2021 1.
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10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

ITonpoOHa mH(pOpManHs 3a TO3H JeKapCTBEH MPOAYKT € MpeIocTaBeHa Ha yebcaiiTa Ha EBpomneiickara
areHIws 1o JiekapcraaTa http://www.ema.europa.eu.
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A.

MNPUJIOXKEHHUE |1
IMPOU3BOAUTEJIN HA BUOJIOI'MYHO AKTUBHOTO
BEIIECTBO U INTPOU3BOJAUTEJIN, OTTOBOPHH 3A
OCBOBOXKIABAHE HA ITAPTUAN

YCJIOBUSA NJIN OTPAHUYEHMUSA 3A TOCTABKA "
YIHOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJOBUA NJIN OT'PAHUYEHNS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AQABJI’KEHUE 3A UBITBJIHEHUE HA MEPKH
CJIEJ PASPEILIABAHE 3A YIIOTPEBA 1101 YCJIOBHUE
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A. NPOU3BOIUTEJIN HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO 1
INPOU3BOAUTEJIN, OTTOBOPHHU 3A OCBOBOK/IABAHE HA ITAPTHU /U

HMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTUYHO AaKTUBHOTO 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,
Coenunenu martu (CAILL)

HMe u agipec Ha IPOU3BOJIUTEIS, OTTOBOPEH 3a OCB060)KIlaBaHC Ha IapTUAUTC

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

[leyaTHaTa nuCTOBKA Ha JICKApCTBCHUS NPOAYKT TpH6Ba Ja CbAbpiKa UMCTO U aJpeCa Ha
MMPpOU3BOAUTCIIA, OTTOBOPCH 34 OCBO60)K,Z[aBaH€TO Ha CbOTBCTHATA MapTrUaa.

C ornen Ha oOsiBeHaTa KPUTHYHA CUTYallUsl, CBbP3aHa C OOLIECTBEHOTO 3APaBe, KOSITO € OT
MEXIYHApOIHO 3HAUCHHE U 3a 1a C€ OCUTYPH paHHA JOCTaBKa, TO3U JIEKAPCTBEH MPOLYKT MOUICKH Ha
OTPaHWYEHO BHB BPEMETO M3KIIIOUEHHE, CIIOPE/l KOETO Ce ITO3BOJISABA Jla Ce MIPUEMaT Pe3yJITaTUTE OT
aHaIM3a 3a KOHTPOJI Ha MAPTHIUTE, TPOBEJICH B peTUCTprpaH(1) HeHTHhP(0Be), HaMupaii(¥) ce Ha
TEpUTOpHATA HA TpeTa Abpxasa. CpoKbT Ha TOBA M3KIIOUeHHe n3tnya Ha 31 romm 2021 r.
[Ipunaranero Ha JOTOBOPEHOCTUTE 3a KOHTPOJI Ha MapTuanTe, BanuzeH 3a EC, BKirounTeaHo
HEOOXOIUMHTE M3MECHEHHS Ha Pa3pelleHreTo 3a ynorpeda, TpsoBa ja 3abpiim kbM 31 rosm 2021r.
Hall-KbCHO, B CHOTBETCTBHE ChC ChIIACYBaHMS IUIAH 3a MPEXBHPIISTHE HA aHAIN3A.

b. YCJOBUSA NI OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHHUAT HPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHUCaHHe.
o Odunnaano ocBoGoKIaBaHe HA NAPTHIH

Coraacuo ui. 114 ot Aupektusa 2001/83/EO oduumanHoTO 0cBOOOKAaBaHE HA MAPTUANTE CE
M3BBPIIBA OT Abp)KaBHA JJAOOPATOPHS WIIH TabOpaTOpHs, OIpeIeNICHa 3a Ta3H Iel.
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B. JPYI'U YCJIOBUSA U U3BNCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA
o IepuoanyHu aKTyaIu3upanu Jokjaaau 3a oezonacHoct (ITAB)

W3zuckBanusra 3a nonasane Ha [TAJIb 3a To3u nekapcTBEH NPOAYKT ca MOCOUCHH B CIIUCHKA C
pedepentauTe natu Ha EBponetickus cpro3 (EURD crucwk), npensuaes B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO, 1 BB BCHYKH CIIeIBAIN aKTyIN3alHH, ITyOJIMKYBaHN HA EBPOMEHCKUS
yeOmnopTain 3a JeKapcTBa.

[Mputexarenst Ha pasperieHueTo 3a yrnorpeda (ITPY) tpsoBa na moxane mbpeus [TA/IB 3a To3u
MPOAYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

. YyciaoBus WJin OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[Mputexatenst Ha pa3pemieHrero 3a yrnorpeda ([IPY) tpsbBa na u3BbpIIBa H3UCKBAHUTE ACHHOCTH U
JIEHCTBYSI, CBBP3aHU C TIPOCIeAsIBaHe Ha JIEKapCTBeHATa 0€3011acHOCT, mocoyeHn B onobpenns [1YP,
npencraBed B Moxyn 1.8.2 Ha pa3pemieHreTo 3a ynorpeda, KakTo W BbB BCHUKH CIISBAIIH OI00peHH
akTyanu3anuu Ha ITYP.

Axryammsupas [IYP TpsiOBa na ce moxaBa:

. o cKaHe Ha EBpornelickara areHus 1o JeKapcTBaTa;

o BUHArd, KOraTo Cce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHUE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
NoJTy4aBaHe Ha HOBa HH(OPMaIIUs, KOSITO MOXKeE JIa JIOBeJle 10 3HAYHMH MPOMEHH B
CBOTHOIIEHHETO 10J13a/PHUCK, UM CIIe]] TOCTUIaHe Ha Ba)KeH eTall (BbB BPb3Ka C IPOCIIE/IIBaHE
Ha JIeKapCTBEHAaTa 0€30MaCHOCT WJIM CBEXJaHE Ha PUCKA 10 MUHUMYM).

E. KOHKPETHO 3AJABJIKEHUE 3A U3ITBJIHEHUE HA MEPKMU CJIE/]
<PA3PEIIABAHE 3A YIIOTPEBA I1IOJ YCJIOBHUE

Toga e pa3perieHue 3a yrnorpeda moj ycjaosue u coriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B
onpexaeneHus cpok [IPY TpsOBa i1a U3ITBIHU CIIETHUTE MEPKH:

Onucanue Cpox

3a 1a ce MOTBBPAM CTAOMITHOCTTA Ha MMPOU3BOJICTBEHUS MPOIIEC Ha 30 cenrremBpu 2021 r.

KpaitHus nponykr, [IPY tpsOBa na npenoctaBu JONBIHUTEIHHU JAaHHU 32

CBIIOCTaBUMOCT W BaJIUIUPAHE. MesxanHeH JoKal;
31 mapr 2021 r.
MexnuHeH JTOKIaI.
19 anpun 2021 r.
MexnuHeH JToKIa.
27 ampun 2021 r.
MexnuHeH JTOKIaI.
31 mait 2021 1.

3a ;1a HoTBBbPIU ePUKACHOCTTA U 0€30IIaCHOCTTAa HAa BaKCHHATA 31 nexemepu 2023 .

Ad26.COV2.S COVID-19, TIPY Tps06Ba aa nojaiec OKOHYATENEH JTOKIIA

OT PaHJAOMH3HUPAHOTO, IIALe00-KOHTPOIUPAHO, 3aCIICHICHO 3a

HaOmogaTens KianangHo npoyusane VAC31518COV3001.
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

COVID-19 Vaccine Janssen WHXEKIIMOHHA CYCIICH3HUS
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekombunaHTHa])

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BELIECTBO(A)

Enna nosa (0,5 ml) ceaspixa ve mo-mainko ot 8,92 10910 MHGEKINO3HN eUHUITNT
AnenoBupyc tum 26, kogupain SARS-CoV-2 munos riaukonporent (Ad26.COV2-S)

Toga nekapcTBO Chabpka reHeTHIHO Moauunupanu opranuszmu (I'MO).

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Onakoska ot 10 ¢rakona

ITomorHu BelecTBa: 2-XuApoKCUnponmi-f-uukioaekcrpun (HBCD), nuMoHeHa KrcemnHa
MOHOXHU/IPAT, €TaHOJI, XJIOPOBOJIOPO/IHA KHUCETHHA, onucopoar 80, HaTpHeB XJIOpHI, HATPHEB
XUJIPOKCHU]I, TPUHATPUEB LIMTPAT JUXUIPAT, BOJA 32 MHKEKIMU. BIKTE JIMCTOBKATA 3a AOIBJIHUTEIIHA
UHpOpMAITHSL.

OnakoBka ot 20 ¢rakoHa
IMomonrnu BemecTBa: 2-xuapokcumponmi-p-uukiaoaekctpud (HBCD), muMoHeHa kucennHa

MOHOXH/IPAT, €TAHOII, XJIOPOBOJIOPOAHA KHCENHHA, TIonrcopOaT 80, HaTpueB XJIOPHI, HATPUEB
XUJAPOKCHI, BOJIA 32 MHXKEKITMHU. BIoKTE JIMCTOBKATA 32 JAOIBJIHUTEIIHA HH(DOPMAIIUSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMnxekimonHa cycreH3ust
10 MHOT0/1030BH (pr1akoOHA
20 MHOTO/1030BH (hi1akOHA
Bceku ¢urakon cpabpika 5 go3u mo 0,5 ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

WNHTpamyCKyJIHO NPUIIOKEHNE
[penu ynotpeba npoyerere JUCTOBKATA.
3a noBeve uHdGopMaIus ckanupaite To3u QR kox wim mocerere WWw.covidl9vaccinejanssen.com.
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELIA

7. JAPYI' CHEIMAJIHU ITPEAYITPEXKAEHUA, AKO E HEOBXO/JUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

logen go: mpu cexpanenue npu -25°C no -15°C.
3anuiieTe HOBaTa AaTa Ha U3TUYAHE HAa CPOKa HA TOIHOCT IpH cbxpaHeHue npu 2°C no §°C
(MakcumaiHO 3 Mecera):

. 3anuyere MpeAuIlHaTa JaTa Ha U3THYaHe Ha CPOKa Ha TOJTHOCT.

9. CIIEHNUAJIHHA YCJIOBUS HA CbXPAHEHUE

[a ce chxpaHsiBa U TpaHCHIOpTHpPa 3amMpasena npu -25°C no -15°C.

Moxe na ce cpxpansia u Ha 2°C mo 8°C 3a 3 Mecena. 3anuieTe HoBaTa JaTa Ha U3THYaHE Ha CPOKa
Ha FOJHOCT.

He 3ampa3ssBaiiTe IOBTOPHO CJel pa3MpassiBaHe.

CoxpansBaiiTe (1aKOHUTE B OpUTHHAIHATA KAPTOHEHA OMMAaKOBKA, 32 Jia CE MPEANa3sT OT CBETIHHA.
3a uH(pOpMAIH OTHOCHO CPOKa Ha TOJHOCT CJIeJ] TbPBOHAYAIHO OTBApSHE U 32 IONIBIHUTEHA
UH(OpMALUsSI OTHOCHO CHXPAaHEHHETO BIKTE JIMCTOBKATA.

10. CHELHWAJIHU MIPEANTIASHU MEPKU IMNPU U3XBDBHPJISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

Jla ce u3XBBPJIM B ChOTBETCTBUE C MECTHUTE U3MCKBAHUS, OTHACSIIH Ce 3a (papMalleBTUIHU
OTHAIbIH.

11. HMME U AAPEC HA ITPUTEXKATEJISA HA PASPEIHEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1525/001
EU/1/20/1525/002

13. TMAPTHUJAEH HOMEP

ITapTuna:
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‘ 14. HAYUH HA OTIIYCKAHE

| 15.  YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM MH(pOpMalus Ha bpaiinosa az0yka.

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(DHUKATOP.

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

25



MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EAMHNYHHU
II'BPBUYHU OITAKOBKH

ETUKET HA MHOI'O/I030B ®JIAKOH (5 1031 IO 0,5 ML)

1. NME HA JIEKAPCTBEHUSA NTPOAYKT U ITBbT(MLIA) HA BBBEXK/JIAHE

COVID-19 Vaccine Janssen uHxeKus
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekomOunaHTHa])
i.m.

2. HAYMH HA ITPUJIOKEHUE

MHTpaMycKyIHO NPUIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

5 no3u o 0,5 mi

| 6. JIPYTO

Haralygac 3a U3XBBPJIISIHE
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

COVID-19 Vaccine Janssen HH:KeKIUOHHA CYCTIEH3UsI
Bakcuna cpeury COVID-19 (Ad26.COV2-S [pekombOunaHTHa])
COVID-19 vaccine (Ad26.COV2-S [recombinant])

vTOBa JICKapCTBO TOAJICIKH Ha TOMBJIHUTEIHO HabmoaeHue. ToBa 1e mo3Bou 6bpP30To
yCTaHOBSIBaHE HA HOBA HH(OPMAIIUs OTHOCHO Oe30macHoCcTTa. MoeTe Jia iajieTe CBOs PUHOC KaTo
CHOOIIUTE BCSKA HEXETaHa Peakilys, KOATO CTe MOTYYMIIHA. 3a HaUrHA Ha ChOOIIIaBaHe Ha HEeXKETaH!
peaKInu BIKTE Kpas Ha TouKa 4.

IIpoyeTere BHMMATEIHO USLJIATA JIMCTOBKA, IPeH 1A Ce BAKCMHMPATe, Thil KATO TH ChbAbPKa

BaxHa 32 Bac nunpopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JOTBIHUTEIIHHA BBIIPOCH, TonuTaiiTe Bamus nekap, papmanesT nin
MEJUITMHCKA CecTpa.

- AKO TIOITyuuTe HAKAKBU HEXEJIaH! peakiny, yBeaomere Bamms nekap, papmanest nin
MEIULUHCKA cecTpa. ToBa BKIIFOUBA U BCUYKH Bb3MOXXHH HEKEJIaHU PEaKIUK, HEOIIUCAHU B
Ta3u JIMCTOBKA. Biokre TOouka 4.

KakBo cbabpika Ta3H JHCTOBKA

Kaxso npencrasnsa COVID-19 Vaccine Janssen u 3a KakBo ce M3M0J3Ba
Kakso TpsibBa 1a 3naere, npenu aa Bu ce npuiosku COVID-19 Vaccine Janssen
Kak ce mpusara COVID-19 Vaccine Janssen

BBb3M0OKHM HEXEIaHU PEaKIUU

Kak na ce chxpanssa COVID-19 Vaccine Janssen

ChpprkaHne Ha OTIAaKOBKATa U TOMBIHUTEIHA HHPOPMANUs

ook wdE

1. Kakso npeacrapasiBa COVID-19 Vaccine Janssen u 3a kKakBo ce M3M0JI13Ba

COVID-19 Vaccine Janssen e BakcuHa, u3noi3Bana 3a npeanassane or COVID-19, npuunnen ot
Bupyca SARS-CoV-2.

COVID-19 Vaccine Janssen ce mpuiiara npu Bb3pacTHA Ha 18 U moBeye rouHu.

BakcuHaTa cTaBa MpuUYMHA MMYHHATa CHCTeMa (€CTECTBEHUTE 3aIUTHY CHJIH HA OpPTaHn3Ma) Ja
MIPOM3BEXKa aHTUTENIA U CIICTIHATU3UPAHN O KPhBHU KJIETKH, KOUTO Ca HACOUEHH CPEIIly BHPYCa,
KaTo Taka ce ocurypsiea 3amuta cperry COVID-19. Huto efHa oT ¢hCTaBKUTE Ha Ta3u BaKCHHA HE
Moxke aa npuuuHn COVID-19.

2. Kakso Tps6Ba aa 3Haete, npeau 1a Bu ce mpuioxn COVID-19 Vaccine Janssen

He ce BakcuHupaiite, ako:
- AXoO cTe aJiepruuHy KbM aKTHUBHOTO BEIIECTBO MIJIM KbM HSAKOSI OT OCTAHAINTE ChbCTABKU Ha Ta3n
BakcHuHa (M30pOeHH B TOYKA 6).

IIpenynpexaeHus M NpeanasHu MepKH

T'oBopete ¢ Bamus nekap, papManeBT WM MEJUIKUHCKA cecTpa, npean aAa Bu ce npuioxxu COVID-19
Vaccine Janssen, ako:

o HSIKOTA CTE UMAJIU TEXKa aJlepTUYHa peaklys ClIe] HH)KEKTUpaHe Ha Jpyra BaKCHHA,

o HSIKOTA CTE MPUIAAAIH CIICA WHXXEKLUS C UIJIa,
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. uMare Texka HHEKIHs, TpoTHYaIa ¢ Bucoka temmeparypa (Han 38°C). Obaue Moxe aa ce
BaKCHHHpATe, aKO HMaTe JIEKO IMOBHILICHA TEMITEPaTypa WK JieKa HHPEKIUs HA TOPHUTE
JIUXATEITHH ITBTHUINA KaTO MPOCTY/Ia,

o umate npo0JieM, CBbpP3aH C KbPBEHE WIIM HACHHSIBAHE WM TIPHEMATe aHTUKOATYJIaHT (32
Npe0TBpaTsIBaHe Ha 00pa3yBaHETO HA KPBBHH ChCHUPEIIH),
o uMmyHHaTa Bu cuctema He pyHKIHOHHPA 100pe (MMaTe HMyHEH Ie(UIUT) WK IPUeMaTe

JIeKapCTBa, KOWTO OTCIIa0BAT MMyHHATa cHCTeMa (Harp. BUCOKH 03U KOPTHUKOCTEPOHIH,
UMYHOCYTIPECOPH HJIH IPOTHBOPAKOBH JICKAPCTBA).

Kakro mpu Bcsika BakcuHa, Bakcuaupaneto ¢ COVID-19 Vaccine Janssen Moxe Ja He 3aluTh
HAIThJIHO BCHYKH, KOMTO S MMOJy4aBar. He e M3BECTHO KOJIKO JBJITO IIIe Tpae 3aimurara npu Bac.

Hapymenus Ha KpbBTA

Mmuoro psako cien Bakcunarus ¢ COVID-19 Vaccine Janssen e nabsromaBaHo oopa3yBate Ha
TpOMOM B KOMOMHAIIHS C HUCKO HUBO Ha TpOMOOIHMTHTE (KIETKH, KOUTO ITOMaraT Ha KPbBTa Ja ce
ChCcHpBa) B KpbBTa. TOBa BKIIOUBA TEKKH CIydan ¢ 0Opa3yBaHe Ha TPOMOU, BKIIIOYUTEIIHO HA
HEOOMYaifHN MecTa, KaTo HallpuMep MO3BK, YepeH JIpod, uepBa U Jlallak, B HAKOH CIIydau
CBIIPOBOJICHO C KbpBEHE. Te3H cilydan ca HACTBHIIWIN B PAMKHUTE Ha IBPBUTE TPU CEAMHULH CIIE]
BaKCHHAIMATA U ca Oniw Haii-Beue mpu skeHr noj 60-roauniHa Bp3pact. ChOOIIEH € ciaydail che
CMBPTEH U3XO0A.

[ToTbpcere He3a0aBHO MEAMIIMHCKA MTOMOII[ aKO TOJIYYUTE TEKKO HIIH YIIOPHTO INIaBOOOJHE, THPUOBE
(npunambLv), IPOMEHH B IICUXUYHHS CTATYC WM 3aMbBIIICHO 3peHHUE, ako 0e3 mpu4nHa ce 00pa3yBaT
CHHHUHH 110 KOXKaTa U3BbH MSCTOTO HA MHIKEKTHUPAHEe, KOUTO CE MOSBSIBAT HAKOJIKO JTHU CIIC]
BaKCHUHAIMATA, TOYKOBUIHH KPBIJIH MIETHA U3BBH MSACTOTO HA HHXKEKTHPAHEe, aKO CE MOSIBU 33/1yX,
0oJika B IPB/IHMS KOIII, OTOK Ha Kpak, 00Jika B Kpaka, Wik yropura 0ojka B kopema. Mupopmupaiite
Barmust iekap, ue Hackopo cre Bakcuuupanu ¢ COVID-19 Vaccine Janssen.

Jeua v roHOImIM

COVID-19 Vaccine Janssen He ce npenopbuBa Jia ce W3I0JI3Ba MPH jelia o 18 roauHm.
[ToHacTOsIIEM JIUTICBA TOCTAThYHO HH(OpMaIKs OTHOCHO yroTpebara Ha COVID-19 Vaccine Janssen
NpY Jiea U roHoM noj 18-roauimHa Bs3pact.

Npyru aexaperBa u COVID-19 Vaccine Janssen
Tps6Ba na kaxxeTe Ha Bamms nexap win hapmaneBT, ako MpreMaTe, HACKOPO CTe MPUEMANTH WITH €
BB3MOXHO Jia IpUEMATC APYTH JICKAaPCTBA UJIM BAKCHUHMU.

BpemeHHOCT M KbpMeHe

AKko cTe OpeMeHHa MU KbPMHUTE, CMSTATe, Y& MOXKe Jia CTe OpeMEHHA WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap, GpapmaneBT Hir MeIUIIMHCKA cecTpa Ipeu 1a Bu 0be npunoxena
Ta3H BaKCHHA.

Ilodupane u padoTa ¢ MAIIMHH

Hsxom ot Hexxenanute peakuuu Ha COVID-19 Vaccine Janssen, n3opoenu B Touka 4 (Bb3MoxHH
HEKeIIaH! PeaKliK), MOKe BPEMEHHO Ja HOBJIUST criocoOHocTTa By 3a modupane i padora ¢
MamuHy. M3dakaiiTe Te3u peakiuu Ja OTMUHAT, TIpei Jia modupare u paboTHTE ¢ MAITUHH.

COVID-19 Vaccine Janssen cbabp:ka HaTpHii
ToBa JIeKapCTBO ChIbprKa Mo-Manko ot 1 mmol wHatpuii (23 mg) na mo3a 0,5 ml, T.e. Moxe 1a ce Kaxe,
4e MPaKTUIECKH HE ChbPKa HATPHH.

COVID-19 Vaccine Janssen cbabp:ka eTaHo

ToBa 1ekapcTBO ChIbpka 2 My ankoxou (eTaHon) BBB Besika go3a ot 0,5 ml. KomnaecTBoTo Ha
€TaHoJIa B TOBA JICKAPCTBO € EKBUBAJICHTHO Ha MMO-Majko oT 1 ml 6upa wiu BuHO. Maikoro
KOJIMYECTBO aJIKOXO0JI B TOBA JIEKAPCTBO HsIMA J]a MMa HAKAaKBHU 3a0€ICKHUMHU e(DEKTH.
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3. Kak ce mpuiaara COVID-19 Vaccine Janssen

Bamust nekap, hapmaiieBT win MEAMIIMHCKA CECTPa IE HHKEKTUPAT BAKCHHATA B MYCKYJI -
0OWKHOBEHO B TOpPHATA YacCT Ha pHKara.

KoJ1ko BaKkcHHA 11€ MOJyYnTe
Wmxkextupa ce enuanuna go3a (0,5 ml) COVID-19 Vaccine Janssen.

Cren nmxekTHpaHeTo Bamusr nekap, hapManeBT Wi MeJUIMHCKa cecTpa e Bu Habmogasar 3a
OKOJIO 15 MUHYTH 3a MPU3HAIM HA alepruyHa peaKiusl.

AKO UMaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € YIOTpebaTa Ha Ta3u BaKCUHA, TIOMHUTANTE
Bamms nekap, ¢papmaneBT WU MEAUIIMHCKA CECTPA.

4. Bb3MOKHU He:KeJIaHU peakuuu

KakTo Bcnuku Bakcuan, COVID-19 Vaccine Janssen mose 1a mpein3BUKa HE)KEIAHW PEaKIlnH,
BBIIPCKU Y€ HC BCCKH I'M I1OJTy4aBa. IToBeueTo OT HEKENAHUTE pCaKnuu Ce rmosABABaT 1 501041 2 JHH CJIIC

BAaKCHUHHPAHETO.

IMoTepcere HE3a0ABHO MEIUITMHCKA ITOMOII], aKO B PAMKUTE Ha 3 CEIMUIIM CJIe]l BAKCUHAIIUITA
MOJIYYUTE HSIKOHM OT CIICTHUTE CUMIITOMM:

o MOJIYYUTE TEKKO WU YIOPUTO II1aBOOOJIHE, 3aMbIJICHO 3pCHHE, IPOMEHH B ICUXUYHUS CTATYC
WJIH T'BPYOBE (PUIATBITH);

° pa3BueTe 3a/1yX, 00JIKa B IPhIHHS KOIII, OTOK Ha KpakK, 00JIKa B Kpaka WU yIopuTa 0ojKa B
Kopema;

. 3a0eNekuTe HeOOMYaHN CHHUHM TI0 KOKaTa WM TOYKOBHIHU KPBIJIH MIETHA, U3BBH MSACTOTO

Ha BaKCHHaIlus.

[ToThpceTe cenIHa MEIUIIMHCKA TTOMOIII, aKO TOJYYUTE CUMIITOMH Ha TEKKa allepruYHa PEaKIusl.
TakuBa peakiuy MOXe Jia BKJIYBAT KOMOMHAIIMS Ha HAKOU OT CJICTHUTE CUMIITOMHU:
MPUMAIIBAHE UITH CBETOBBPTENK

MPOMEHH B ITyJica

3ayX

CBUPKAIIHA XPUITOBE

MOJlyBaHe Ha YCTHUTE, JIMIIETO WJIH I'bPIIOTO

YPTUKAPUS WU O0pUB

raJicHe WK TIOBPbhIIlaHEe

cToMmaliHa 0oJka.

CJ'IC,Z[HI/ITC HCXKCJIaHU PCAKIIUU MOKEC Ja Bb3HHUKHAT CJICA IMPUJIIOKCHHUCTO HA Ta3W BAKCHUHA.

MHoro 4yecTH: Moxe Jia 3acerHat nosede ot 1 Ha 10 aymm
raaBoOoIIHe

rajJicHe

MYCKYJTHH OOJIKH

00JKa Ha MACTOTO HAa MH)KEKTHpaHe

ycelane 3a CHIIHAa yMopa

Yectu: moxe aa 3acersar jo 1 va 10 gymm

. 3auepBsABaHE HAa MSCTOTO HA MHIKEKTUPAHE
. MOTyBaHE Ha MSCTOTO Ha HHKCKTUPAHE

o CTYJIEHU TPBIIKH

° CTaBHH OOJIKH
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o KaIlUTAIA
o MOBUIIIEHA TEMIIEpaTypa

HeuecTu: Moxe aa 3acernar g0 1 va 100 gymm
00puB

MYCKyJTHa cabocT

0oJka B pBIIETE WIIM Kpakarta
ycelmase 3a cabocT

yceImane 3a o010 HepasIoIoKeHHe
KHXaHe

BB3IIAJIIEHO I'BPIIO

Oonku B repOa

Tpenepene

0OWITHO U3MOTSABaHE

Penxu: moxe na 3acernar 10 1 va 1000 mpymum
. aJlepruyHa peaxims
. YPTHKAPHUS

MHoro peaku: Moxe Aa 3acertar o 1 Ha 10 000 gymu
o KPBBHU CHCUPEIH, YECTO Ha HeoOWYaiiHn MecTa (Harp. MO3bK, YepeH qpo0, 4epBa, Jaiak) B
KOMOWHAIMS C HUCKO HABO HA TPOMOOIIUTUTE B KPHBTA.

C Heu3BecTHA 4YecToTa (OT HATMIHUTE JTaHHU HE MOXeE Ja Ob/ic HalpaBeHa OlCHKA)
° TEXKa aJlepTUYHA PEaKIIUs.

Kaxere na Bamms JICKap, Q)apMaueBT WM MCIUIIMHCKA CECTPa, AKO UMATC HAKAKBU HEKCIIaHU
pC€aKkuumn, KOUTO Bu MNPUTCCHABAT WA HC IPCMUHABAT.

Cho0maBaHe Ha HesKeJIAHH PeaKINu

AKXO TOJTyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHN Peakluy, yBeroMeTe Bamms nekap, GpapmaneBT nim
MCIUIMHCKA CeCTpa. ToBa BK/II0UBa BCUYKH Bb3MOKHHM HEOITMCAHHU B Ta3H JINCTOBKA HEKEJIaHU
peakiy. MoxeTe ChIIOo Ja ChOOIIUTE HEeXKENAaHU PEeaKIUU JUPEKTHO Ype3 HAllMOHAJIHATA CHCTEMa 32
cho0IIaBane, mocoyeHa B [Ipuioxenne V, KaTo BKIIOUUTE MapTuaaTa/mapTHIHUS HOMEp, aKo ca
HaimmyHy. KaTo cho0iaBaTe HeXXeTaHu peakiiy, MOXKETe Jia JaJieTe CBOs IPHHOC 3a MOJTyYaBaHe Ha
noBeue HHPpOpMaNus OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansibate COVID-19 Vaccine Janssen
ChXxpaHsBaiiTe Ta3u BAKCUHA HA MSICTO, HEIOCTHITHO 32 JIela.

CoxpanspaiiTe (p1akoHa B OpUTrMHAJIHATa KAPTOHEHA OIIaKOBKa, 32 Jla Ce IIPEeANasu OT CBETJINHA.

Bammsar JICKap, (bapMaueBT WM MCAUIIMHCKA CECTpa €Ca OTTOBOPHU 3a CbXPAHABAHCTO HA Ta3U
BaKCHHA 1 MPAaBUIIHOTO U3XBBHPJIAHE HA HCU3IOJI3BaHUA ITPOAYKT.

[a ce cpxpansBa 1 TpaHCcIOpTHpa 3aMpaszeHa npu -25°C no -15°C. JlaTara Ha u3THYaHE HA CPOKA Ha
roJHOCT npu chxpanenue npu -25°C 1o -15°C e oTneuaTan BopXy (iiakoHa U BhHIIIHATA KAPTOHEHA

omnakoBka cien "EXP/Tonen no:".

Bakcunata e rotoBa 3a ynotpeba ciies pa3mpassBaHe. BakciHaTa MOXKe Jla ce TOCTaBs 3aMpa3cHa
mpu -25°C 1o -15°C unu pasmpasena mpu 2°C g0 8°C.

Koraro e cpxpansBana 3ampasena npu -25°C no -15°C, BakcuHaTa MoKe Ja ce pazmMpasu win mpu 2°C
1o 8°C, wiu npu cTaiHa Temreparypa:
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o npu 2°C no 8°C mie ca HeoOxoaumu mpubausuTenHo 13 yaca 3a pa3MpassBaHETO HAa KApTOHEHA
omakoBka ¢ 10 miu 20 ¢urakoHa, a 3a pa3Mpa3ssBaHETO Ha ¢IrH (IIAKOH IIe ca HeOOXO UMM
MPUOTN3UTEITHO 2 Jaca.

. npu craiiHa Temmneparypa (MmakcumanHo 25°C) me ca HeoOX0AUMHU NPUOIU3UTENHO 4 Yaca 3a
pasMpa3ssBaHeTO Ha KapToHeHa omnakoBka ¢ 10 nim 20 ¢nakoHa, a 3a pa3MpassBaHETO Ha €JUH
¢nakoH e e HeoOX0AUM MpHONIKU3UTENHO | Yac.

Cren pasMpassiBaHe BAKCHHATa HE TPSIOBa Jla ce 3aMpassiBa OTHOBO.

Baxcunara Moke 1a ce chXpaHsaBa 1 B xyaamiHuk npu 2°C 1o 8°C 3a efHOKpaTEH IEPUOI 10

3 Meceria, kato He TpsI0Ba Jia ce U3MOJI3Ba Clie]] MbPBOHAYAHATA JIaTa Ha U3THYAHE HA CPOKA Ha
rognoct (EXP/Tonen no:). Crex npemMecTBaHe Ha NPOJYKTa OT YCJIOBUS Ha chxpaneHue npu 2°C 10
8°C akTyanu3upaHata JlaTa Ha U3TUYaHE Ha CPOKA HAa TOJHOCT TPsiOBa Ja ce OTOENe)KH Ha BhHIITHATA
KapTOHEHA OMaKOBKA U BAKCHHATa TPsAOBA J1a Ce W3IMOJ3Ba MM J]a CE M3XBBPIIH JIO Ta3H JIaTa.
[TbpBOHAUaHAaTa JaTa Ha M3THYAHE Ha CPOKA Ha TOMHOCT TpsiOBa J1a ce 3annyu. BakcuHaTa Moxe 1a
ce Tpancnoprupa u mpu 2°C -8°C, ako ce ocurypsT MOJXOASNINTE YCIOBUS Ha ChbXpaHEHHE
(Temmepatypa, Bpeme).

6. Cpabp:kaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopMauus

Kakso cbabpxa COVID-19 Vaccine Janssen

o AKTHBHOTO BelIecTBO € AneHoBupyc Tum 26, koxupan SARS-CoV-2 mmmnos
rinukonporenn*(Ad26.COV2-S), ue no-manko ot 8,92 10910 nadekunosnu exunuiu (Inf.U) BsB
Besika mo3a ot 0,5 ml.
* TlpousBeneHa B kierbuHa quHUst PER.C6 TetR u upe3 pexomOunanTaa JJTHK TexHomorus.

To3u MpoAyKT ChBpKa reHeTUUHO Moanuduipanu opranuzmu (IMO).

o [pyrute cbcTaBKy (IOMOIIHM BEILECTBA) Ca:

- Omnakoska ot 10 ¢uakona: 2-xuapokcumnponui-f-uuknonekcrpud (HBCD), numonena
KHCEJIMHA MOHOXU/IPAT, €TaHOJI, XJIOPOBOAOPOAHA KHcennHa, noiaucopdar 80, HaTpueB
XJIOpHUJI, HATPUEB XUAPOKCHJI, TPUHATPUEB LIUTPAT JUXUAPAT, BOJA 32 MHKEKIUH (BHKTE
touka 2 ,,COVID-19 Vaccine Janssen csaspika natpuii” u ,,COVID-19 Vaccine Janssen
CBIBPKA €TAHOT ).

- OmnaxoBka ot 20 ¢iakoHa: 2-xuapoxcunponui-p-unkiogekcrput (HBCD), numonena
KHCEJIMHA MOHOXUJIPAT, €TaHOJI, XJIOPOBOJOPOIHA KHCENHnHA, oircopoar 80, HaTpues
XJTIOPHJI, HATPHUEB XUAPOKCHUI, BOJa 3a HHKEKIMHK (BrkTe Touka 2 ,,COVID-19 Vaccine
Janssen cpapprka Hatpuii u ,,COVID-19 Vaccine Janssen cbabpika eTaHon ).

Kaxk m3raesxkaa COVID-19 Vaccine Janssen u KakBo ChIbp:ka 0MaKOBKATA
Nuxexnmonna cycnen3us (nmxekius). Cycrnensusra e 6e3nBeTHa 10 0Je10KbiITa, ONCTpa A0 CHITHO
onanecuentHa (pH 6-6,4).

2,5 ml cycniensust B MHOT0/1030B (hi1akoH (cThkiI0 Tl |) ¢ ryMeHa 3amyiiianka, aryMuHEeBa 00KaTKa U
CHHBO IJIACTMACcOBO Kanaye. Beeku daakon cpappxka 5 go3u mo 0,5 ml.

COVID-19 Vaccine Janssen ce mpezyiara B orakoBka, chabpikaria 10 MHOT0103081 (IrakoHa.
He Bcnuku BHUJOBEC OIIAKOBKH MOTI'aT Aa 6”bZLaT IMyCHATH Ha I1a3apa.

IIpuTeskaTes HA pa3pelIeHUETO 32 YIOTpeda

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse
benarus
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IIpousBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

3a KOHKpPETHHS MTPOU3BOANTEN Ha IPOAYKTA, KOWTO CTe MOIYIHIIH, TPOBEPETE MAPTUIHUS HOMED Ha
KapTOHEHATa OTIAKOBKA MJIM Ha ()JIaKOHA U CE CBBPKETE C JIOKAIHUS PEICTABUTEI HAa IPUTEKATEIS

Ha pa3peneHueTo 3a yrnorpeoda.

3a AOmBIHKUTENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN Ha PUTEKATENSI Ha Pa3pelIeHHEeTO 3a yrnorpeda:

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

Boarapus
»JoKOHCHH & JIxoHchH Bbarapus” EOO/]
Ten.: +35928008028/080018192

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

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

Deutschland
Janssen-Cilag GmbH
Tel: +4932221863163/0080056540088

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

EApLGoa
Janssen-Cilag ®oppaxevtikr A.E.B.E.
TnA: +302119906006/0080056540088

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

France
Janssen-Cilag
Tél: +33185169327/0080056540088
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Lietuva
UAB "JOHNSON & JOHNSON"
Tel: +37052142002/0080056540088

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

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

Malta
AM MANGION LTD
Tel: +35627780004/80065007

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

Norge
Janssen-Cilag AS
TIf: +4723500417/0080056540088

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43720380110/0080056540088

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48225123915/0080056540088

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



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

Ireland
Janssen Sciences Ireland UC
Tel: +353212356806/0080056540088

Island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +3545390674/0080056540088

Italia
Janssen-Cilag SpA
Tel: +390699748520/0080056540088

Kvnpog
Bopvépoc Xatinmavayng Atd
TnA: +35725654186/0080056540088

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +37163138821/0080056540088

Roménia
Johnson & Johnson Roméania SRL
Tel: +40311305128/0800672516

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

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

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

Sverige
Janssen-Cilag AB
Tfn: +46851992561/0080056540088

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC
Tel: +442076602872/0080056540088

]IaTa Ha MOCJCIHO NMPpepasrjJc;kaaHne Ha JIMCTOBKaTa

Tasu BakcuHa € paspelieHa 3a ynorpeda 1o T. Hap. cxeMma ,,pa3periaBase moJ yciosue™. ToBa
03Hau4aBa, Y€ 3a Ta3u BaKCHMHA C€ OYaKBaT JOMBIHUTEIHH JaHHU.

EBpormelickaTa areHIus 1o JiekapcTBara e H3BbPIIBA MPETJie] Ha HoBaTa HHGQOpMAIIKs 3a Ta3H
BAaKCHHA MOHE BEJHBX MOJMIIHO U Ta3H JUCTOBKA CHOTBETHO IIIE CE aKTYyalIHU3Hpa.

Ckanupaiite QR xoja mo-gomny (HaJudeH 1 BpXY KapTOHeHaTa omakoBka u QR kaprara), 3a 1a

MOJIYy4YUTE JIMCTOBKA HA Pa3JIMIHA C3ULU.

W mocerere URL: www.covid19vaccinejanssen.com

JApyru u3To4YHUIIM HA HHPOpPMAaIUA

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPEAOCTABCHA HA ye6caI7ITa Ha EBpOHCfICKaTa arcHuus

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

Tasu nucroBka e HannyHa Ha Bcuuku e3un Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus 1o

JIeKapcTBara.
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ITocouenara mo-a0J1y mul)opMauml € IpeJHa3HavYeHa caMo 3a MEAMIMHCKH CIIENNAJTUCTH!

o KakTo BcH4ky MHKEKIIMOHHN BAaKCHHH, TPSIOBA BUHATH JIa NMa Ha Pa3MOI0KEHNE MTOIXOISII0
JieYeHUE U HAOJIOJICHUE B Ciy4ail Ha aHa(MIIAaKTHYHA PEaKLus CIe/ IPUIOKEHHE Ha
COVID-19 Vaccine Janssen. Ciex BakCHHUpaHe Xopara TpsOBa Jia ce Mpocie/siBaT OT
MEINIMHCKH CIENUAIUCT B MPOABIDKEHUE HA HAH-MAIKO 15 MUHYTH.

o COVID-19 Vaccine Janssen He TpsiOBa Ja ce cMecBa C APYTH JISKAPCTBEHH MPOAYKTH HITH
pa3peskzia B €/1Ha U ChIlla CIPUHIIOBKA.

o COVID-19 Vaccine Janssen He TpssOBa 1a ce Ipujara 4pe3 BbTPEChI0Ba, HHTPABEHO3HA,
MOJIKOYKHA MJTM UHTPaJiepMaTHa HHKEKIIUS PH HUKAKBU 00CTOSATEIICTRA.

o HmynusanusTta TpsiOBa 1a ce U3BBPIIBA CAMO UPE3 HHTPAMYCKYTHA HHXKCKITHS, 38
OpEANOYHUTAHE B ACITOUIHUS MYCKYJI HA TOpPHATA YacT Ha PhKaTa.

o [Tpu mpuToKeHe Ha BCAKA MHKEKIIUS MOXKE Ja Bh3HUKHE CHHKOM (IpUIIaaHe), BKIIOYUTETHO

u ¢ COVID-19 Vaccine Janssen. TpsiOBa 1a ce pasmosara ¢ npoleIypH 3a MpeaoTBpaTsIBaHe Ha
HapaHsIBaHE TPH MaJaHe W 32 OBJasBaHe HAa CHHKOIAIHHN PEaKIIHH.

[Ipocaeaumoct

3a na ce mo00pH MPOCIEAUMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHHU MPOJAYKTH, UMETO U TTAPTHIHUAT
HOMEp Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J1a Ce 3alncBarT.

Vka3zanug 3a IpUIOKEHKME B padoTa.

C Ta3u BakcrHa TPsOBa J1a pabOTH METUITMHCKH CIISIIUAITNCT, KATO M3M0JI3Ba aCeNITHYHA TEXHUKA, 32
Jla C€ OCUTYPH CTEPHIIHOCT Ha BCSKA J034.

a ce cpxpansiBa 1 TpaHCTIOpTHpa 3ampasena npu -25°C no -15°C. JlataTa Ha U3THYaHE HAa CPOKA HA
TOJHOCT MpH ChxpaHeHue npu -25°C 1o -15°C e orneyaran Bbpxy (hjlaKoHA U BBHITHATA KAPTOHEHA
omnakoBka cien "EXP/Toxen no:".

Bakcunata e rotoBa 3a ynorpeba ciiesi pasmpassBane. BakciHaTa Moke J1a ce JOCTaBs 3aMpaseHa
mipu -25°C 1o -15°C unu pazmpazena mpu 2°C g0 8°C.

Koraro e cpxpansiBana 3ampaszeHa mpu -25°C no -15°C, BakcuHata Moxe J1a ce pazmpasu win mpu 2°C

1o 8°C, nnu nipu craiiHa TeMmneparypa:

o mipu 2°C 1o 8°C mie ca HeoOxoqumu pubdbau3uTenHo 13 yaca 3a pa3MpassiBAaHETO Ha KAPTOHEHA
omakoBka ¢ 10 win 20 ¢urakoHa, a 3a pa3Mpa3siBaHEeTO Ha eIUH (HIAKOH Il ca HEOOXOIUMHU
NpUOTU3UTETHO 2 yaca.

o npu cTaifHa Temneparypa (MakcumaiHo 25°C) me ca HeoOX0AUMHU NPHONIM3UTENHO 4 yaca 3a
pasmpassBaHeTO Ha KapToHeHa ornakoBka ¢ 10 nim 20 ¢nakoHa, a 32 pa3Mpa3ssiBaHETO Ha €JJ1H
(1aKoH 111e € HE00X0 UM HPUOIM3UTEIHO 1 Yac.

Cne;[ pa3MpassaBaHC BAKCUHATA HE TpSI6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.

Baxcunara moxke 1a ce chxpaHsBa u B xuamuuiHuk ripu 2°C 1o 8°C 3a eTHOKpaTeH Iepuo/I 10

3 Meceria, kato He TpsiOBa J1a ce M3M0J3Ba Clie]] MFPBOHAYANIHATA J]aTa HA M3THYAHE Ha CPOKa Ha
rogroct (EXP/Tonmen mo:). Cien mpeMecTBaHe Ha IMPOAYKTa OT YCIOBUS Ha chxpanenue mpu 2°C 110
8°C akTyanu3upaHaTa J1aTa Ha U3THYaHEe Ha CPOKa Ha TOJHOCT TPsIOBa Ja ce 0TOee)KH Ha BhHIITHATA
KapTOHEHA OMaKOBKa M BaKCHHATA TPSOBA J1a Ce M3IIOJI3BA WITU JIa CE M3XBBHPIIU JIO Ta3H JaTa.
IIspBOHaYaHATA NaTa HA U3THYAHE HA CPOKa Ha TOJTHOCT TpsOBa Ja ce 3aymyn. BakcuHaTa Moxe 1a
ce Tpancnoprupa u mpu 2°C -8°C, ako ce OCUTYPAT HOIXOMSIINTE YCIOBUS Ha ChXPaHCHUE
(Temmepatypa, Bpeme).

CeoxpansBaiiTe (prakoHUTE B OpUTHHAIHATA KAPTOHEHA OMTaKOBKa, 32 J]a Ce MPEeAIa3saT OT CBETINHA U
3a J1a ce OTOENeX U CPOKBT Ha TOIHOCT IIPH PA3NUYHHUTE YCIOBHS HA ChXpaHEHHE, aKO € MPHUI0KUMO.
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COVID-19 Vaccine Janssen e 6e3rsetHa 10 0J1e105KbITa, OUCTpa 0 CHIHO OIMAIECIIEHTHA CYCIEH3HS
(pH 6-6,4). TIpeau npuIoKEHHETO BAaKCHHATA TPSOBA J1a ce MPOBEPH BU3YATHO 3a HATHYUE HA BUIUMHU
YaCTHUIU WK POMsIHA Ha 11BeTa. [Ipenu npunokeHue QuiakoHbT TPsiOBa Ja ce MPOBEPU BU3YaITHO 32
HaAJIMYME HAa MyKHATHHU WM HIKAKBU TIPOMEHH BHB BBHIIHUS BU/I, HAMpP. MPU3HAIK Ha oTBapsHe. He
NpuIaraite BAKCHHATA TIPU HATMYKME HA TAaKHUBA MTPU3HAIIH.

[Ipenu npunaraHe Ha J03a OT BaKCHHATA BHUMATETHO 3aBbpPTETE (PJIaKOHA B U3MPABEHO MOJIOKEHHUE B
npoxbivkenre Ha 10 cexyrmu. [la He ce paskiiamia. M3mon3BaiiTe cCTepuiTHa UTTIa U CTEPUITHA
CIIPHHIIOBKA, 32 Jla U3TerNIUTe eaquHnYHa 103a ot 0,5 Ml oT MHOT01030BHs (PIIAKOH, KATO s PHIOKUTE
CaMo Ype3 UHTPaMYCKYJHA HHXXEKIUS B JENTOMTHUS MYCKYJI HA TOpHATa YacT Ha pbKarta.

Ot MHOTO030BHS ()JTAKOH MOXKE J1a C€ U3TETIIT Hai-MHOTO 5 03u. M3XBBpIIeTe ocTaHamaTa BbB
(hmakoHa BaKCHHA CJIE] U3TETIITHE Ha 5 103H.

Crien mbpBOTO MyHKTHpaHe Ha (piakoHa BakcuHata ((pakoHa) MoXe 1a ce chxpanssa mpu 2°C mo 8°C
10 6 gaca wiM Ha craitHa Temrepatypa (Makcumaiaao 25°C) 3a eJHOKpaTeH Mmepro a0 3 yaca.
M3xBbpriete ¢uiakoHa, ako BAKCUHATA, HE € N3I0JI3BaHa B paMKUTE Ha To3u nepuoi. Criex nbpBoTo
NYHKTHpaHe Ha ()JIakOHa BBPXY €THKETa Ha BCEKH (DJIAKOH 3alUINeTe JaTaTa U yaca, Korato (JIakOHbT
TpsiOBa J1a ce U3XBBPIIH.

N3xBbprsiHe
Hewsnon3BanaTta BakcHHA WK OTHaIbUYHUTE MaTEpUalU OT Hesl TpsOBa /1a ce U3XBBPIIAT B

CBHOTBETCTBHE C MECTHHUTE YKa3aHH 3a papManieBTHUHU oTraabiy. [Ipu cinyyaiiHo pa3nuBase,
MSCTOTO TpsiOBa a ce Ae3uH(EKIUpa ChC CPEACTBA C BUPULIMAHA AKTUBHOCT CPEILy aJleHOBUPYC.

36



