INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTo31/1 JISKaPCTBEH MPOAYKT IOJUICHKH Ha JOMBJIHUTEIIHO Ha0moaeHue. ToBa 111e mo3Boiu Obp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMAaIKsA OTHOCHO Oe30macHOCTTa. OT MEIUIIMHCKUTE CICIIMATUCTH Ce
M3HCKBa J]a ChOOIIaBaT BCsAKa MMOI03MpaHa HekellaHa peakius. 3a HauiHa Ha ChoOIaBaHe Ha
HEXEJIAaHU PEaKLUU BHXKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COVID-19 Vaccine Janssen HHKEKIIMOHHA CYCIICH3HS

Baxkcuna cpenry COVID-19 (Ad26.COV2-S [pekoMOnHaHTHA])

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

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOTO1030B (hJ1aKOH, KOMTO chabpxa 5 no3u o 0,5 ml.

Enna no3a (0,5 ml) chaspixka:

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

* [Ipoussenen B knerpuna munusg PER.C6 TetR u upes pekombunantna JIHK texnomorus.

To3u NpoayKT ChabpiKa reHeTUIHO Moauduuupanu opranuzmu ('MO).

TIoMOIITHH BellecTBa C U3BECTHO JIECTBUE

Bcesika nosa (0,5 ml) chabpika mpuOIU3UTEIHO 2 Mg €TaHOI.

3a IIBJIHNSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
UmkekunoHHa cycrieH3ust (MHKEKIHA).

besnpetHa 10 OJe10XKbaTa, OUCTPa O CHITHO ONalieclieHTHA cycnen3us (pH 6-6,4).

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHN NOKA3ZAHNUS

COVID-19 Vaccine Janssen e moka3aHa 3a akTHBHa UMyHH3aIusl 32 npeBeHnms Ha COVID-19,
npuuuHeH oT SARS-CoV-2 nmpu auna Ha Bb3pacT 18 uiu nosede roguHM.

Ynorpebara Ha Ta3u BaKCUHA TPsOBa Ja ObJIc B CHOTBETCTBHE C OPHUIMATHUTE TPETOPHKH.
4.2 Jl03MpOBKa M HAYMH HA IPUWJIOKEHHE

gOBH[)OBKa

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



Tleouampuuna nonyrayus
bezomacHocrTa n epukacaoctTa Ha COVID-19 Vaccine Janssen npu gena u roHomw (o 18-
TOJIUIIIHA BB3pAacT) BCe OIlle HEe ca yCTaHOBeHHU. JIUIICBaT NaHHU.

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

Touku 4.8 m 5.1.

Hauun na OPHUITOKECHUC

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

He HH)I(GKTHp&ﬁTG BakKCuHaTa BbTPECHA0BO, HHTPABCHO3HO, ITOJKOKXHO WK UHTpaACpMalIHo.

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

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

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

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

4.4 Croenuajanu npeaynpeskaeHus: U Mpeana3sHd MePKH NPH ynorpeda

IIpocnenumoct

3a na ce mogOOpH MPOCIEAMMOCTTa HA OMOJIOTMIHUTE JICKAPCTBEHU MPOAYKTH, UMETO U IAPTUIHUAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J]a ce 3alncBart.

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

CroO1enu ca ciyvan Ha anaduinakcus. Bunaru TpsiOBa 1a uMa Ha pa3moyiosKeHHE TIOAX OISO
MEIUIMHCKO JeYeHHe 1 HaOIIoIeHue B ciIydail Ha aHa(UIIaKTHYIHA PEaKys CIIeT IPHI0KEHUETO Ha
BakcuHaTa. [IpenopbuBa ce BHUMATENIHO HAOMOIeHHE B IPOAbDKEHNE Ha Hal-MaJKo 15 MUHYTH ciief
BaKCUHHPAHE.

Peakmun CBBP3aHHU C TPCBOXKHOCT

Peaxkiuu, CBbp3aHH € TPEBOXKHOCT, BKJIFOYMTEITHO Ba30BAraJIHU Peakiuu (CHHKOI ), XUTICPBEHTUIAIUS
WIN PEaKIvy, CBbP3aHU ChC CTPEC, MOTaT J]a Bh3HUKHAT BHB BPh3Ka ¢ BAKCHHAITUS KaTO MCHXOTCHHA
peakiys Ha yOOXIaHeTo ¢ urina. BaxkHo e J1a ca HajnMIle pena3Hu MEpKH, 3a Ja ce u3berHe
HapaHsBaHe MPH MPHIIOIIABAHE.

CppreTBalio 3a0ossBade

Bakcunanusra TpsiOBa 1a ce OTIIOKHU NPH JIUIA, CTPAJAIIHA OT OCTPO TEXKO (HeOpHITHO 3200 IsIBaHe
i octpa uH(peknus. BakcuHarusta o6aue He TpsOBa 1a ce oTiara Ipy HaJIM4Jue Ha Jieka HH)EKIHs
W/WJTH JICKO TIOBMIIICHA TEMIIEpaTypa.



Tpom0Oo03a cbC CHHAPOM Ha TPOMOOLIMTOIIEHUS

MHoro psiako cinen Bakcuaaius cb¢ COVID-19 Vaccine Janssen e HaOmoqaBana Tpom0603a B
KOMOUWHAIUs ¢ TPOMOOILIMTONICHHS, B HSIKOW CITydau ChIIPOBOJICHA ¢ KbpBeHe. ToBa BKIIIOYBA TEKKU
clly4au Ha BEHO3Ha TpoMOo03a ¢ HeoOMyaiiHa JOKaIu3anus, KaTo TpoM003a Ha MO3b4YEH BEHO3EH
CHHYC, TPOMOO32 Ha CIUIAHXHUKOBA BEHA, KAKTO M apTepHaiHa TpoM003a, ChIITTCTBAaHA OT
TpomoOormTonenus. ChoOIIeH e ciiydail ¢ jgeraneH n3xoi. Te3u ciiydan ca HaCTBIIMIM B PAMKHTE Ha
IBPBUTE TP CEIMHIIM CJIE]] BAKCHHAIMATA M Hal-Be4e IPH KeHH 1moJ] 60-roanIiHa Bb3pacT.

MenunuHCKATE CIISIHAIUCTH TPSIOBa J]a MOIX0KIAT C MOBUIIICHO BHUMAHHUE 110 OTHOIIIEHHE Ha
NPU3HAIMTE U CUMIITOMUTE Ha TPOMOOEMOOIHS W/WITH TpoMOOUTONIeHHs. BakcianpanuTe nuna
TpsiOBa 1a ObJIAT MHCTPYKTUPAHH Ja MOTHPCAT He3a0aBHO MEANIIMHCKA TIOMOLIL, aKO CJIEH
BaKCUHAIIMATA PA3BHAT CHMIITOMH KaTo 3a]1yX, O0JIKa B TPBIHMUS KOII, O0JIKa B Kpaka, OTOK Ha Kpak,
WIN yIopuTta KopeMHa 0ojika. OCBEH TOBa BCEKH, KOMTO €] BAKCUHALIUATA € IOyl
HEBPOJIOTHYHH CUMIITOMHU, KOUTO BKJIIOYBAT TEKKO MM YIIOPUTO II1aBOO0INE, THPUYOBE, IPOMEHHU B
MICUXWYHHS CTaTyC WIN 3aMBIJIEHO 3pEHNE, WU CIIEA HAKOJIKO JHH € OIYYHI KOKHU
KpbBOHAcCAAaHUS (ETeXUs), U3BBH MICTOTO HAa MHKEKTUpPaHe, TpsiOBa 1a MOTHhPCH He3a0aBHO
MEANIHMHCKA TOMOIIL.

[pu ciryuait Ha TpoMO03a B KOMOWHAINS C TPOMOOIIMTOTICHHST € HEOOXOIUMO CIICITUATU3UPAHO
neueHre. MeIMIIMHCKUTE CIICIIHATMCTH TPSIOBa J1a HANPaBsAT CIIPaBKa B ChOTBETHOTO PHKOBOJICTBO
W/WITK [1a c€ KOHCYATHUPAT ChC CTICLUATIMCTH (HAIpP. XEeMaTOI03H, CIEHUANIKCTH N0 HApYLICHUS Ha
KPBBOCHCHUPBAHETO), 32 1a AUATHOCTHUIMPAT U JIEKYBaT TOBA ChCTOSTHHE.

Jluta, AMarHOCTHUITMPAHU C TPOMOOITUTOTICHHS B PAMKUTE Ha 3 CEAMMIIN CJIe]] BAKCHHAIIAATA ChC
COVID-19 Vaccine Janssen, Tpsi6Ba a Ob/1aT aKTHUBHO U3CJEIBaHU 3a TPU3HAIM HAa TpoM0O03a. ChIo
Taka JIMIaTa, KOUTO pa3BUAT TpoMOO03a B paMKUTE Ha 3 CEJMUITH Clie]] BAKCUHAIIMATA, TPIOBa 1a
OBJaT M3CIeIBaHU 38 TPOMOOIIUTOIICHNSI.

Puck om xvpeene npu unmpamyckyino npunodiceHue

KaxTto npu npyru HHTpaMyCKYJIHH WH)KEKITHH, BAKCHHATA TPsOBa Ja ce Mpuiiara BHUMAaTeIHO MPH
JUIA, TIONyYaBalld aHTHKOATyJIaHTHA TepaIisl WM TaKUBa C TPOMOOIIMTOIICHHUS W HIKAaKBO
HapyIIeHHe Ha KPhBOCHCUPBAHETO (HAMp. XeMO(IITHS), 3alI0TO CJIel MHTPAMYCKYITHO TIPHIIOKECHIE
MIPH TSIX MOKE JIa HACTHITM KbPBEHE WU 00pa3yBaHE HA CHHUHH.

I/IMVHOKOMHDOMCTI/IDaHH JIMIa

EdukacHoctTa, 6€30MacHOCTTa © IMYHOTEHHOCTTA HAa BAKCHHATA HE Ca OICHEHH MTPH
UMYHOKOMIIPOMETHPAHH JIUIA, BKIFOUUTEITHO TE3H, MOJyJaBald UMYHOCYTIPECUBHA TCPAITHSL.
Edukacnocrra Ha COVID-19 Vaccine Janssen Moke fa ObJi¢ TIO-HUCKA PH KMYHOKOMITPOMETHPAHH
JIMIIA.

HDOZ[’BJ'DKI/ITCHHOCT Ha 3aimuTara

HpO,I[’LJ'DKI/ITeJ'IHOCTTa Ha OCUTypCHAaTa OT BAKCHMHATA 3allluTa ¢ HCU3BCCTHA, TBH KaTo TS € B mnmponec Ha
YCTAaHOBSABAHC BBB BCC OLIC NPOABIDKABAIIIU KIIMHUYHU U3ITUTBAHUA.

OFDaHI/I‘IeHI/IH Ha edJeKTI/IBHOCTTa Ha BaKkCHHaTa

3ammrara 3amo4yBa okoJjio 14 nHu cien BakcuHUpaHeTo. KakTo mpu BCHYKH BaKCUHU, BAKCHHUPAHETO
¢ COVID-19 Vaccine Janssen Moke Jia He OCUTYPH 3all[UTa Ha BCUYKH PEIIMITMCHTH HAa BaKCHHATA
(Bk. Touka 5.1).



Tlomonrau BCIICCTBA

Hampuii

To3u JtekapcTBEH MPOAYKT ChIBbpXkKa Mo Manko oT 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, T.e.
MOJKE J1a C€ KaXKe, 4e MPAKTHUYECKU HE ChABPKA HATPHIL.

Emanon

To3zu nekapcTBEH MPOAYKT ChABbPXKa 2 mg aakoxod (eraHoi) Ha 1o3a ot 0,5 ml. MankoTo KoIn4ecTBO
AJIKOXOJI B TO3H JICKAPCTBEH NPOIYKT HAMA Ja OKa)Ke HAKAKBH 3a0€TICKUMU €PEKTH.

4.5 Bs3amMmopeiicTBHE ¢ IPYTrH JeKaApCTBEHH MPOAYKTH M APYru (popMH Ha B3auMojeiicTBHe

He ca mpoBexxaanu npoydBanus 3a B3auMoieicTBusATa. ChbTCTBAIOTO Npuiioxkenne Ha COVID-19
Vaccine Janssen ¢ Ipyry BAaKCHHU HE € TPOYYBAHO.

4.6 DepruauTer, O)PEeMEHHOCT U KbpPMeHe

Bbpemennoct

Wma orpannyen onut ot ynotpedara Ha COVID-19 Vaccine Janssen mpu OpeMeHHH KEHH.
[poyuBanwusita npu kuBoTHU ¢ COVID-19 Vaccine Janssen He 1moka3Bar NpeKy U HETIPEKH BPEIHH
edexTH, CBbp3aHu ¢ OPeMEHHOCTTa, eMOPHO/(PETaTHOTO pa3BUTHE, PAsKAAHETO WM MOCTHATAIHOTO
pasBuTHe (BX. Touka 5.3).

[Ipunoxenne nHa COVID-19 Vaccine Janssen npu OpeMeHHOCT TpsiOBa a ce uMa MpeaBHl, CaMo
KOIaTo MOTEHIMATHHUTE TIOJI3M HaAXBBPIIAT NOTEHIIMATHUTE PUCKOBE 32 MaliKaTa M IUIOAA.

Kopmene

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

DepTUnuTer

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

4.7 EdexTn BbpXy cnoco0HOCTTA 32 mo¢upaHe u padoTa ¢ MAIIUHA

COVID-19 Vaccine Janssen He MOBIUsIBA WIK HOBJIHABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a MIO(pUpaHe
u pabora ¢ MamHU. HsIKoW OT HexXeNaHuTe peakiyuu, CIoMeHaTH B Touka 4.8, o6ade Morat BpeMEeHHO
Jla TIOBJIMSIST CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MaIlIMHU.

4.8 Hexenanu JeKapCTBEHH PeaKINU

Pesrome Ha mpodmiia Ha Oe30macHOCT

bezomacunoctra Ha COVID-19 Vaccine Janssen e orieHeHa B €IHO TEKYIIIO POYYBaHEe

(aza 3 (COV3001). O6mio 21 895 Bb3pacTHU Ha Bh3pacT 18 u nmoseue rofunau ca nonyunan COVID-
19 Vaccine Janssen. MenuaHata Ha Bb3pacTTa Ha y4aCTHULIUTE € 52 ToanHU (nuana3oH 18-

100 roguau). AHanu3 Ha 0€30MMaCHOCTTAa € M3BBPIICH CIIE]] JOCTUraHe Ha MeIMaHaTa Ha
MPOABDKUTETHOCTTA Ha MpociensaBane 2 Mecela ciell BakcuHupanero. Hanngauo e nmo-auiro
npociuensBade Ha Oe3zomnacHocTTa >2 Mecena 3a 11 948 Be3pactau, nomyunnu COVID-19 Vaccine
Janssen.

B npoyusane COV3001 Haii-uecTo cho0IIaBaHaTa JIOKATHA HEXKEJIaHa Peakius € O0JIKa Ha MACTOTO
Ha wHKekTupane (48,6%). Hali-uecture ciucTeMHN HeXXeNaHU peaknuu ca riraBodonwue (38,9%), ymopa
(38,2%), muanrus (33,2%) u ragene (14,2%). [pu 9% oT ygacTHUITUTE ce HAOIIOAaBa TUPEKCHS



(onpexnenena kato TenecHa Temneparypa >38,0°C). [ToBeueTo HexenaHU peaKMH Bb3HUKBAT B
pamkuTe Ha 1-2 THU cief BAKCMHUPAHETO U ca JIEKH A0 YMEPEHH IO TEXKECT U ¢ KpaTKa
npoabLKkuTenHocT (1-2 nam).

PeakTorennoctTa 0OMKHOBEHO € MO-JIeKa U ce Ch0OI1aBa MO-PsIKO MPH Bb3pACTHH B MO-HAIIPEHATIA
BB3pacT (763 BB3pacTHU =65 TOANHN).

[IpodunbT Ha 6€30MACHOCT OOMKHOBEHO € CXOCH MPH YYACTHHIIA ChC WK 03 PEIXOIHH JTaHHU 32
uHpeknus cbec SARS-CoV-2 Ha m3xomHo HEBO. 00110 2 151 BB3pacTHH, CEPOMO3UTHBHU HA U3XOTHO

HuBo, ca nonyuwiu COVID-19 Vaccine Janssen (9,8%).

CruchbK Ha HEXKCIIAHUTE PCAKIINHU B TaOJIMYEH BU

Hexenanu iekapcTBeHH peakiuu, HaOroaaBanu o Bpeme Ha npoyuBane COV3001 ca

opranusupani no cucremo-opranet knac (COK) mo MedDRA. Kareropuure Ha yectorara ca
OIpEeAENeHN KaKTO CIIECBA:

Mpuoro uectu (> 1/10);

Yecru (> 1/100 go < 1/10);
Heuectu (> 1/1000 mo < 1/100);
Peaxu (> 1/10 000 mo < 1/1 000);
Mtuoro penku (< 1/1 000);

C Hemu3BecTHa YecTOTa (OT HATMYHUTE JaHHHU HE MOXe J1a O'bJie HalpaBeHa OILIEHKa).

B PaMKHUTE Ha BCAKO I'PpYIMUPAHE 10 YECTOTA HEXKCITIAHUTE PEAKIIUHN Ca NPEACTABCHU B HU3XOJAIIT PE
IO OTHOLICHUC HA TIXHATa CCPHUO3HOCT.

Hexenanu peakuuu, cbo01enn ciaen Bakcunupane ¢ COVID-19 Vaccine Janssen

C HeusBecTHa
yecToTa (0T
HAJTHYHATE
Peaxnu Mpmuoro TAHHH He
MHoro Yectu Heuectn | (=1/10 000 peaxku MoOzKe 1a 0bje
CucreMo-opranes YyecTH (=1/100 no (=1/1 000 10 (<1/1000 | HampaBeHa
KJac (=1/10) <1/10) o <1/100)| <1/1 000) ) OLIEHKA)
Hapymenus na CBpBXUyB Amnadunakcu
MMYHHATa cHcTeMa CTBHUTEIHO 50
cT?;
ypTHKapu
s
Hapymenus na I'maBo6o Tpemop
HEpBHATa CHUCTEMa e
CpaoBU HapylLIEHUS Tpombo3a
B
KOMOMHAI[
usc
TpoMOoIH
TONEHHMST*
Pecniupatopnu, rppaHu Kamuna Kaxane;
U MEIUACTHHAITHI opodapu
HapyIICHHS HreajHa
6onka
CromaniHo-upeBHI T"anene
HapyIICHHs
Hapymenus Ha xoxara O6pus;
U TIOAKOXHATA ThKaH XHUIEePXU
Jipo3a




Hapymenus na Muanru Aptpanrus Myckyn
MYCKYJIHO-CKEJIeTHaTa q Ha
CHCTEMa H cnadocT;
CHhEIUHHUTEIHATA ThKaH 6oJika B
KpalHUK
; OOJIKa B
rppoa
OOy HapymeHus u YmMmopa; IMupekcus; Acrenus
e(eKTn Ha MACTOTO Ha Oosika Ha €pUTEM Ha ;
HMPUI0XKEHUE MSCTOTO MSICTOTO Ha HEpasIo
Ha UH)KEKTUPAHE; | JIO)KEHHUE
UH)KEKTU | IOAyBaHeE Ha
paHe MSICTOTO Ha
WH)XEKTHPAHE,;
CTYICHU
TPBIKU

CBpBX4yBCTBUTEIHOCT C€ OTHACS [0 AJIEPIHYHHU PEaKIMU Ha KOXKaTa U MOJKO)KHATA THKAH.
Ciy4an, IOTydeHHU OT TEKYIIO OTKPUTO npoy4uBane B HOxHa Adpuxka.
[Tpe3 mocTMapKkeTHHIOBUSI HEPHO/] ce CHOOIAaBa 3a TEXKKH  MHOTO PEIIKH CIIydau Ha TpoMOo03a B

KoMOHMHanus ¢ TpomOoToneHus. Te BKIIFOYBAT BeHO3HA TpoMDO3a, KaTo HarmpuMep Tpombo3a Ha MO3bYCH
BEHO3EH CHHYC, TpoM003a Ha CINITAHXHUKOBA BeHa, KaKTO M apTepuaiiHa TpoM003a (BXK. Touka 4.4).

Cro011aBane Ha MOJI03UPAHU HEXKEIIAHH PEAKIIUH

Cpo01aBaHeTo Ha [MOI03UPAHN HEKEJIAaHU PEaKLUH cJIe]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
NPOLYKT € BaskHO. ToBa M03BOIISABA Aa MPOIBIDKK HAOMIOACHUETO Ha ChOTHOILICHUETO MOI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEMIIMHCKHUTE CIICIHATIICTH CE M3MCKBA J]a ChOOIIaBaT BCSIKA
N0JJ03MpaHa HeXellaHa Peakysl Ype3 HalMOHAIHA CHCTeMa 3a ChOOIaBaHe, IIOCOYEHA B
[Ipunoxxenue V.

4.9 Ilpeno3upane

Hsma cpoOiienu ciyyan Ha npego3upane. B npoyuBanusTa dasza 1/2, kpIeTO € Mpuiarana mo-BUcoka
no3a (o 2 met), COVID-19 Vaccine Janssen ce monacst 1o0pe, HO BAKCHHUPAHUTE JIMIA ChOOIIaBaT
3a MMOBUIIIEHA PEaKTOTEHHOCT (3acwiieHa 00JIka Ha MSICTOTO Ha BAKCHHHpPaHe, yMOpa, TaBo0oiue,

MHUaJIIrus, raacHec u HI/IpeKCI/IH).

B cnyuaii Ha npeno3upane ce nmpenopbyBa HAOIIOAEHUE Ha KU3HEHUTE (YHKLIUHU U €BEHTYaIHO
CUMITOMAaTHYHO JIEUEHHE.

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

MexaHus3bM Ha JIENCTBUE

COVID-19 Vaccine Janssen € MOHOBaJICHTHA BaKCHHA, ChCTaBEHA OT BEKTOP, KOWTO €
PeKOMOMHAHTEH, HEPEIUTMKHPAIIl CE YOBCIIKH afeHOBUpPYC ThIl 26, koaupai] SARS-CoV-2 mumnos (S)
TJIMKONPOTEHH C ITbJIHA IBbJDKKMHA B cTa0mIn3upana koHpopmarus. Ciaen npuiioxKeHne

S rmukonporenHsT HA SARS-CoV-2 ce excnpecrupa NpexoaHo, KaTo CTUMYJIpPA KaKTo
HEYTpaIU3UPALINTE, TaKa U APYTH (GYHKIIMOHATIHU S crieriuUIHN aHTUTENa, KAaKTO U KIIEThYHN
UMYHHHU OTTOBOpPH, HACOUYEHH CpPELly S aHTUI'€HA, KOETO MOXKE J1a TOMPUHECE 3a 3aLUTA CPELLy
COVID-19.



Kinanuna edukacHoCT

B mMomenTa ce nmpoBeskia eTHO MHOTOLIEHTPOBO, PAaHIOMU3UPAHO, ABOWHOCISTIO, II1aneo-
KOHTpOJIMpaHo nmpoy4Bane ¢aza 3 (COV3001) B Coenunenure math, FOxna Adpuka u 1bpKaBu OT
JlatnHcka AMepuKa 3a OlleHKa Ha e(pUKaCHOCTTa, 0€30IaCHOCTTa U IMyHOT€HHOCTTA HA €IUHUYHA
no3a COVID-19 Vaccine Janssen 3a npesennus Ha COVID-19 npu Bp3pacTthu Ha 18 1 moBeue
roguad. OT MPOYYBAHETO ca M3KIIFOYCHH JIUIA C OTKJIIOHEHUS BbB (DYHKIUATA HA UMyHHATa CUCTEMa B
CJICZICTBHE HA KIIMHUYHO 3a00JIs1BaHe, IMIa HA IMyHOCYIIPECHBHHU TE€PAIlMU B PaMKHUTE Ha 6 Mecena
KaKkTO U OpeMeHHH XeHHU. YdacTHULM cbe ctabmina HIV nndexnus, kouTo ce JeKyBaT, He ca
u3KIoveHu. Paspenienu 3a ynorpeda BaKCHHH, ¢ M3KITIOUCHHE HA )KUBU BAaKCHHHU, MOTaT Ja ce
mpuIaraT mosede oT 14 mHu mpenu win moseue ot 14 qHu ciie]] BAKCHHHPAHETO B MPOYYBAHETO.
Paspemenn 3a ynorpeda ’XUBU aTeHIOMPAaHU BAKCHHHM MOTaT Aa ce Mpuiarat nosede oT 28 JHU pean
WM TTOBeue OT 28 HU clie] BAKCHHUPAHETO B MPOYYBAHETO.

O06m10 44 325 nuua ca paHAOMH3UPAaHU YCIOPEIHO B ChoTHOIIeHHE 1:1 3a monmyyBaHe Ha
uHTpamyckyiaHa naxekius ¢ COVID-19 Vaccine Janssen wiu mnane6o. O61mo 21 895 pp3pacTau
nosydaBaT COVID-19 Vaccine Janssen u 21 888 Bb3pacTHH mosy4aBar miaine0o. Meauanara Ha
NPOIBJDKUTEIIHOCTTA Ha MPOCIIEAIBaHEe HA YYaCTHULIUTE CJICA BaKCHHUPaHETo € 58 nHu (quana3oH: 1-
124 num).

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

Jemorpadckute TaHHN ¥ U3XOAHUTE XapaKTEPUCTUKH ca CXOJHH NpH Juiara, nonyuuan COVID-19
Vaccine Janssen, n nonyumimte miare6o. B momynanusra 3a mepBUYeH aHATU3 332 €(hUKACHOCT
MeuaHara Ha Bb3pacTrta npu juuata, nonydwin COVID-19 Vaccine Janssen, e 52,0 roguau
(mmamazon: 18 mo 100 romgunn); 79,7% (N=15 646) ot numara ca Ha BB3pacT oT 18 1o 64 roaunu
[xaTo 20,3%, (N=3 984) ca Ha BB3pacT 65 Wiau noBeue roauHy, a 3,8% (N=755) ca Ha BB3pacT 75 wiu
noBeue roauHu |; 44,3% ca xenu; 46,8% ca ot CeBepHa Amepuka (Cheaunenu matu), 40,6% ca ot
JlatuHcka AMepuKa, a 12,6% ca ot FOxna Adpuka (FOxxunoadpukancka peny0ivka). Q6o 7 830
(39,9%) ot xopaTa UMaT MOHE €IHO BEYE CHITIECTBYBAIIO CHITHTCTBAIIO 3a00JIsIBaHEe, CBHP3aHO C
MOBHILIEH PUCK OT MporpecHs KbM TexXKo mpotrudane Ha COVID-19 Ha u3xoaHo HUBO
(chobTCTBANMTE 3a00JABaHKs BKIIOUBAT: 3aTIbCTIBAHE, onpeaeiaeHo karo UTM >30 kg/m? (27,5%),
xunepronus (10,3%), nuadet tun 2 (7,2%), crabunna/noope koutponupana HIV nndexnus (2,5%),
cepuo3HU chpaeyHu 3abonsaBanus (2,4%) u actMma (1,3%)). pyru chIrbTcTBAIM 32a00IIBaHUS CE
ycTaHoBsiBatT npu <1% ot nuuara.

Crydante Ha COVID-19 ca moTBBpIeHN OT IIEHTpaIHA JTa00paTOpHsl BH3 OCHOBA Ha TOJIOKHUTEIICH
pe3ynarar 3a SARS-CoV-2 Bupycna PHK, nonyden c Tect Ha 6a3ara Ha noJauMMepa3Ha BEpHKHA
peakuus (PCR). Obmiara ehukacHOCT Ha BakcWHATa M €()UKACTHOCTTA IO OCHOBHHU BB3PacTOBH IPYITH
e npencraBeHa B Tabiuma 2.

Tabnuua 2: Auanu3 Ha epukacHocTra Ha Bakcunara cpemry COVID-19° npu SARS-CoV-2
CePOHEraTHBHM Bb3PACTHHM - MOMYJIalMs 32 MbPBUYEH aHAJIM3 32 eUKACHOCT

COVID-19 Vaccine Ilnaneodo
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 nHu cjeq BAKCHHHPAHETO
Benuku 116 3116,57 348 3096,12 66.9
yYacTHUIIH® (59,03; 73,40)
18 no 64- 107 2 530,27 297 2511,23 64,2
TOJIMIIHA BB3pPacT (55,26; 71,61)
65 u noBeye 9 586,31 51 584,89 82,4
TOJMHHA (63,90; 92,38)




75 v moBeye 0 107,37 8 99,15 100
TOJIUHHA (45,90; 100,00)

28 aHH cjeJ BAKCHHHPAHETO

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

YYacTHUIIH® (55,01; 74,80)
18 mo 64- 60 2 518,73 170 2490,11 65.1
TOJIMIIIHA BB3pPacT (52.91; 74.45)
65 u moseye 6 583,27 23 580,54 74,0
TOJMHU (34,40; 91,35)
75 u 1IoBCUC 0 106,42 3 98,06 -
TOAUHU

CoobpBUYHA KpaiiHa TOYKA (KaKTO € AeHUHHPAHO B MPOTOKOIA).

Cumnromatuuen COVID-19, usucksa nonoxurenex pesyiarar or RT-PCR u none 1 pecniupatopen npusHak wiu
CHMIITOM, WK 2 IPYTU CUCTEMHH HPH3HAKA WIIM CHMITOMA, KaKTO ca Ae(HUHUPAHH 110 IPOTOKOIL.

JloBepuTenHUTE MHTEPBAIM 32 “BCHYKH YY4aCTHULIU ca KOPUIHPAHU, 3a Ja C€ IIPUIIOKU KOHTPOJ Ha rpelka Ty I 3a
MHO>XECTBEHO TecTBaHe. /loBepUTETHUTE HHTEPBAJIM 32 Bb3PACTOBUTE IPYIHU Ca IPEACTABEHU HEKOPUTUPAHHU.

EdukacHocrTa Ha BakcuHara cpeiy Texxbk COVID-19 e npencrasena B Tabnuna 3 mo-goiy.
Tabanna 3: AHaIn3 Ha e(PUKACHOCTTA HA BakcHHAaTa cpemy Texbk COVID-19* npn SARS-

CoV-2 CEPOHEraTUBHU BB3PACTHHU - NOITyJalUsd, IIPA KOATO € HAIIPpaBCH
IIbPBUYCH aHAJU3 HA e(l)l/lKaCHOCTTa

COVID-19 Vaccine Inauedo
Janssen N=19 630 N=19 691 %
Ciayyau HA Yoseko Ciayyau HA Yoseko epuxacHocT
COVID-19 rOANHH COVID-19 rOAUHH Ha BaAKCHHATAa
Hoarpyna (n) (n) (95% CI)°
14 naM cjieg BAKCHHHPAHETO
TexkbK 76,7
14 3125,05 60 3122,03 (54,56; 89,09)
28 1HM cilel BAKCHHMPAHETO
TexbK 85,4
5 3 106,15 34 3 082,58 (54,15; 96,90)

% OKoHYATeNHOTO ONpeieNsaHe Ha TexKkuTe caydan Ha COVID-19 e HanpaBeHo OT HE3aBMCHMA aAPOMTPAKHA KOMHCHS,

KOSITO € OIpe/esInia ChI0 M TeKECTTa Ha 3a00JIIBaHeTO cropea AeUHHULUITA B PHKOBOACTBOTO Ha FDA.

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

Ot Bp3HUKHANUTE 14 Texku ciydas B rpynata Ha COVID-19 Vaccine Janssen, ¢ Hauano noxe 14 qau
cliesl BakcuHanusTa, cpsimo 60 B ruiane0o rpymnaTa, XOCIUTaTH3NpaHUTE ca ChOTBETHO 2 CIIPSIMO 6.
Tpuma nanmeHTH ca MoYuHa M (BCHUYKH B Iu1anedo rpynara). [loBedeTo OT OCTaHAINTE TEXKKU CIIydau
OTrOBapAT CaMoO Ha KPUTEPHS 3a TEKKO 3a0oisiBane — KuciaopoaHa catypauus (SpO2) (< 93% na
CTaeH BB3IyX).

[Ipenu pascnensBane, JONBIHUTEIHN aHAIN3H, CYUTAHH 3a post hoc, HA MTONIOKUTETHH CITy4yaH,
notebpacHU upe3 PCR TectoBe, HE3aBHCUMO OT MOTBHPKACHUETO HA IIEHTPAIHATA JIA00PATOPHSL,
KaTo LIAJIO MOJKPENT pe3yaTaTUTe OT IbPBUYHHS aHAIN3.

Ot 14-Tus el cien BaKCHMHALMATA HATAThK Ca XOCHHUTAIN3UPAHU CHOTBETHO 2 cydas Ha
MmoekysspHo noteepaeH COVID-19 B rpynata va COVID-19 Vaccine Janssen cripsimo 8 ciy4as B
wiane0o rpynata. Enun ciydaii B mane6o rpymnarta € H3UCKBaJl IPHUEM B OTAEICHUE 32 HHTEH3UBHO
neuenne (ONJI) u mexannyna BeHTHIanus. ToBa e moakpeneHo ot post hoc aHanu3 Ha BCUYKH
XocnuTanusanuu, cebp3anu ¢ COVID-19, ¢ npunarane Ha mo-IKUPOKO ThPCeHE BB OCHOBA HA IIsj1aTa
HaJM4Ha HHGOPMAIKS OT BCHYKH U3TOYHHIM (2 cripsiMo 29 ciydas B pa3lIMpeHus Habop OT JaHHHU).

[MonrpymnoBuTe aHaNIM3W HA TBPBUYHATA KpalfHAa TOUYKA 32 ()UKACHOCT MOKa3BaT MOJ00OHU TOUKOBH
OIICHKH 32 e(h)MKACHOCT NPU YYACTHHUIIUTE OT MBKKHU U )KEHCKH T10J1, KAKTO M TIPU YYACTHHUITUTE ChC U
0e3 ChIIBTCTBAIIM 3a00JIABaHU, CBBP3aHH C BUCOK PUCK OT TeXK0 npotudane Ha COVID-19.



[IpoBenenu ca ekcIIOpaTOPHU NOATPYIOBY aHANM3HU 3a e(hUKacHOCT Ha BakcuHarta cpemy COVID-19
u Texxbk COVID-19 3a bpasunus, FOxna Adpuka u CAILL (Bxk. Tabnuna 4). B moarpynoBute
aHaJM3M ca BKItoYeH! Bcruku cirydan Ha COVID-19, ce0panu 10 gaTaTa Ha 3aKIFOYBaHE HA JIAHHHUTE
3a IbPBUYEH aHAIN3 32 €(PUKACHOCT, BKIIOUUTEHO CITyyau, IOTBbPACHH OT EHTpaJHAaTa
nabopartopusi, U ciydau ¢ JokyMeHTupaH nonoxureneH SARS-CoV-2 PCR ot mectha nabopatopus,
KOHTO BCE OIlIe 0YaKBaT MOTBBPIKJICHHUE OT IIEHTpAIHATA JTa00PATOPHSL.

Tabumna 4: O000menne Ha JaHHUTE 32 e(PUKACHOCT HA BakcuHaTa cpemy COVID-19 n
TexbK COVID-19 3a cTpanu ¢ >100 ch0o011eH cayyas

TexecT
Havtaro COVID-19 Teaxsk COVID-19
TouykoBa oLeHKA ToukoBa ouenka (95%
(95% CI) CI

CAIl mone 14 mum cren 74,4% (65,00; 81,57) 78,0% (33,13; 94,58)
BaKCHUHAIIUsITa

moHe 28 i crien 72,0% (58,19:81,71) 85.9% (-9.38; 99,69)
BaKCHUHaUATa

bpasumaz | none 14 auu cren 66,2% (51,01; 77,14) 81,9% (17,01; 98,05)
BaKCHUHAIIUsITa

moHe 28 i crien 68,1% (48.81; 80,74) 87.6% (7.84: 99.72)
BaKCHUHaUATa

HOzxcua mone 14 mum cren 52,0% (30,26; 67,44) 73,1% (40,03; 89,36)
Adpuka BaKCHHALMATA

moHe 28 i crien 64,0% (41,19; 78,66) 81,7% (46,18; 95,42)
BaKCHUHalUATa

[Ipu mbpBUYHMS aHATTU3 ca CeKBEHUPaHU podute oT 71,7% OT NOTBBPAECHUTE OT LIEHTpaIHATa
naboparopus ciyudau [CAILL (73,5%), IOxxua Adpuka (66.9%) u Bpazunus (69,3%)]. Ot
CEKBEHHPAHUTE MTPOOHU € HANUIE JricOalaHe B ITBIHOTATa Ha Habopa oT nanau Mexxay COVID-19
Vaccine Janssen u mnaue6o. B CALL 96,4% ot mamoBete ca uaeHTHuIMpany kaTo Bapuant Wuhan-
HI1 D614G; B IOxna Adpuka 94,5% ot mjamosete ca uaeHTudunupanu kato Bapuant 20H/501Y.V2
(mmuans B.1.351); B Bpasunus 69,4% ot mamoBeTe ca HASHTU(DHUIIPAHU KaTO BApUAHT Ha JTUHHS P.2 u
30.6% ot mamoBeTe ca uaeHTHGUIUpanu kato Bapuant Wuhan-H1 D614G.

Crapuyecka HoIryJiamnus

COVID-19 Vaccine Janssen e orieHsiBaHa IIpy 1L Ha Bb3pacT 18 u noBeue ronunu. EdukacHocTTa
Ha COVID-19 Vaccine Janssen nmpu y4acTHHUIIUTE B CTapuecKa Bb3pacT (> 65 rofiMHN) ChOTBETCTBA Ha
Ta3u npu no-miuaaute auna (18-64 ronunn).

HGZ[I/IaTDI/ILIHa nonmyjganusa

EBporneiickaTa areHuus 10 JieKapcTBaTa oTiara 3ab/KEHUETO 3a IPeloCcTaBsiHE Ha pe3yITaTUTe OT
npoyusanusita ¢ COVID-19 Vaccine Janssen B eHa i moBeye MOArPYyIM HA eIUaTpuyHaTa
nomynanus npu npesenipst Ha COVID-19 (Bx. Touka 4.2 3a nHbOpMAIIUS OTHOCHO YIIOTpeda B
MeANATPHTA).

PaspemaBane moj yciioBue

To3zu nekapcTBEH MPOAYKT € pa3pelleH 3a yrnorpeda mo T. Hap. CXeMa ,,pa3peliaBaHe 1Mol yCIOBHe .
ToBa 03Hay4aBa, 4e 3a TO3M JEKapCTBEH MPOTYKT CE€ OYAKBAT JONBIHUTEIHHU JaHHHU.

EBporeiickara areHuus 1o JiekapcTBarta Il H3BbPINBa Mperiie]] Ha HoBaTa HH(pOopMaIys 3a TO31
JIEKapCTBEH IIPOLYKT IOHE BeIHBXK roauinHo U Ta3u KXII cbOoTBETHO 111e ce aKTyaau3upa.
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5.2 ®apmMakoKWHETHYHH CBOJCTBa

He e mpuiioxumo.

5.3 IIpeakJMHUYHU JaHHM 32 0€30IACHOCT

HexknuanuHuTe TaHHU HE TIOKa3BaT OCOOEH PUCK 3a X0opa Ha 0a3aTa Ha KOHBEHIIMOHAIHUTE
MIPOYYBAHUS 338 TOKCHYHOCT NPU MHOTOKPATHO MpWJIaraHe M JIOKaJIHa IOHOCUMOCT, U pENPOAYKTHBHA

TOKCUYHOCT U TOKCUYHOCT 3a pa3BUTHUCTO.

I'eHOTOKCHYHOCT M KaHIIEPOICHHOCT

COVID-19 Vaccine Janssen He € OlicHsIBaHa 3a TEHOTOKCUYEH WIIM KaHIIEpOreHeH noTeHnuai. He ce
O4YaKBa KOMIIOHCHTUTC Ha BaKCUHATa Ja UMAaT T'CHOTOKCUYCH MJIM KaHICPOIrCHCH MOTCHIIUAIL.

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

PenponykTuBHATa TOKCHYHOCT M (PEPTUIUTETHT MPH )KEHCKHU KUBOTHH Ca OLICHEHH B €IHO
KOMOMHHPaHO MPOyYBaHe 32 eMOpHO(ETaTHOTO U Mpe- U MOCTHATAIHOTO Pa3BUTHUE MPH 3aiiu. B ToBa
npoyuBaHe mepBo Bakcuaupane ¢ COVID-19 Vaccine Janssen € W3BBPIIEHO HHTPAMYCKYJIHO Ha
YKEHCKH 3aiIM 7 JHU Tpeny YUPTOCBaHE B 1033, EKBUBAICHTHA HA 2 BT MPEMOPBhUUTETHATA J103a 32
X0pa, TIOCJIEABAHO OT JABE BAKCHHALIMH ChC ChIIATA 103a [0 BpeMe Ha TeCTalMOHHUS Nepuo (T.e. B
recranronan aHU 6 u 20). He ce ycraHOBsIBaT HexXeNaHu eeKTH, CBbP3aHu C BAKCUHATA, BHPXY
KEHCKHUS (PEPTIITUTET, OPEMEHHOCTTA, eMOPHO(ETATHOTO Pa3BUTHE U PA3BUTHETO HA MAJIKHTE.
MaiikuTe, KakTo u TeXHUTE QeTyCcH U MOKOJICHHE, UIMaT TUTPU Ha aHTUTeNa, cneunpuanu 3a SARS-
CoV-2 S nporenna, K0€TO MOKa3Ba, U¢ MAHUMHUTE aHTUTENA CE MIPEHACST BB (eTycuTe 1o BpeMe Ha
recranusra. JlurncsaT qanHu 3a ekckpenusta Ha BakcuHata COVID-19 Vaccine Janssen B MIISIKOTO.

OcBeH TOBa €IHO KOHBEHIIMOHAJIHO MPOYyYBaHEe 32 TOKCHYHOCT (MHOTOKpaTHO npuinarane) ¢ COVID-
19 Vaccine Janssen npu 3aiiiiy He IOKa3Ba eEKTH BbPXY MBKKHUTE IIOJIOBH OpTaHH, KOUTO Onxa
MOTJIH J12 YBPEIAT MBKKUS PEPTHIUTET.

6. DAPMALIEBTUYHU JAHHHU

6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBA

OmaxkoBka ot 10 daakoHa

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

Etanon

X10poBOAOPOAHA KHCEINHA

ITonucop6at 80

Hatpues xmopug

Hatpues xunpokcng

TpuHaTpueB MUTpaAT AUXHUIPAT

Bona 3a nmxeknuu

OmaxkoBka ot 20 dakoHa

2-xuapoxcurponui-p-uukioaekctpud (HBCD)
JluMoHeHa KHCcelnrHa MOHOXUAPAT

ETtanon

XII0pOBOAOPOIHA KHCEIMHA

[omucopOar 80

Harpues xnopun
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HanI/IeB XUAPOKCUA
Bona 3a HHXKCKIINHU

6.2 HecbBMEeCTHMOCTH

To3u iekapcTBEH MPOAYKT He TPsiOBa J1a ce CMecBa C JAPYTH JCKApCTBEHU MPOAYKTH WM Ja Ce
paspexna.

6.3 Cpok Ha rogHOCT

HeotBopen duiakon

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

Crnen kaTo ce u3Baau OT Pppusepa, HEOTBOPESHUAT (IIAKOH MOXKE JIa Ce ChXpaHsBa 3aIlUTEH OT
cBeiinHA B xJaawiHuK rpu 2°C mo 8°C 3a eqHOKpaTeH Mmepuo 0 3 Mecela, KaTo He TpsOBa j1a ce
W3II0JI3BA CJIe] OTIIeYaTaHaTa JjaTa Ha u3Tu4aHe Ha cpoka Ha rogHocT (EXP/Tonen no:).

Crnen pa3mpassiBaHe BaKCHHATa He TPsiOBa fa ce 3aMpassiBa OTHOBO.

3a cenuaHUTe YCIOBHUS HA ChXpaHEHUE BIKTE TOUKa 6.4.

OTtBopeH ¢akoH (el IbPBOTO NYHKTUPaHe Ha ¢JIaKkoHa)

XuMHUYHa U pU3HYHA CTAOMIIHOCT Ha BAKCHHATA B IEPHOJia Ha U3IMIOJ3BaHE € I0Ka3aHa B
npoxbibkeHue Ha 6 daca mpu 2°C go 25°C. Ot MUKpOOHOIOTHYHA TJIeJHa TOUYKA 33 IPENOpPbUYBAHE €
NPOIYKTHT JIa c€ YNoTpeOu He3abaBHO e/l MbPBOTO MYHKTUPaHE Ha (IIaKOHA; MPOJAYKTHT o0ade
MOe J1a ce chxpaHsaBa Mexay 2°C -8°C makcuMyMm 6 gaca WId Ja OCTaHE Ha CTaifHa TeMIiepaTypa
(makcumaiHo 25°C) o 3 yaca cies IbPBOTO MyHKTHpaHe Ha (hiaakoHa. Ciel ToBa BpeMeTo U
YCIIOBUAATA HA ChXPaHEHHE B TIEPHO/a Ha U3IONI3BaHE Ca OTTOBOPHOCT HA TIOTPEOUTEIIS.

6.4 Crhenuananm ycI0oBHs Ha CbXpaHeHHe

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

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

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnmsuTenHo 13 vyaca 3a pasmpa3siBaHETO HAa KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢uiakoHa, a 3a pa3Mpa3ssBaHETO Ha ¢IMH (HIAKOH Il ca HEOOXOTUMHU
NpUOTU3UTETHO 2 Yaca.

o Ipu cTaifHa Temnepatypa (MakcuMainHo 25°C) me ca HeoOXoIuMH MPUOIU3UTENHO 4 yaca 3a
pa3mpassBaHeTO Ha KapToHeHa ornakoBka ¢ 10 uinu 20 ¢gnakoHa, a 3a pa3MpaszsaBaHETO HA eIUH
(haKoH 111e € HeoOX0AUM PUOIU3UTEIHO 1 Yac.

Bakcunara Moxke J1a ce cbxpansBa U B xaaauiHuk nopu 2°C no 8°C 3a eqHOKpaTeH Nepuol 10

3 Meceria, KaTo He TPsIOBa Ja ce M3MOJ3Ba Clie]] MbpPBOHAYATHATA JaTa HAa U3THYaHe Ha CpoKa Ha
roguoct (EXP/Tonen no:). Cnen npeMecTBaHe Ha MPOIYKTa OT YCIIOBHS 3a ChxpaHeHue mpu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3TUYaHEe Ha CPOKA HA TOJHOCT TPsiOBa Ja ce OTOENe)KH Ha BHHITHATA
KapTOHEHa OTIaKOBKa M BaKCHHATa TPsiOBa Jia ce U3M0J3Ba HIIH Jia C€ U3XBBPIIU JI0 Ta3H JIaTa.
[IppBOHAYanHaTa 1aTa HA U3TUYAHE HA CPOKA HA TOJHOCT TPsAOBa Ja ce 3aau4yu. BakcuHara Moxe J1a
ce Tpancnoptupa u npu 2°C -8°C, ako ce OCUTypAT NOAXOASIIUTE YCIOBUS Ha ChbXPAaHEHNE
(Temnepatypa, Bpeme).

CJ'IC,Z[ pa3Mpa3saBaHC BAKCHMHATA HE Tpﬂ6Ba Ja Cc€ 3aMpa3ssaBa OTHOBO.
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CoxpansBaiiTe (prakoHUTE B OpUTHHAITHATA KAPTOHEHA OITaKOBKa, 32 J]a Ce MPEe/na3saT OT CBETINHA.
Heoteopenara COVID-19 Vaccine Janssen e crabuiHa B poabbkeHue Ha 001110 12 gaca npu 9°C 1o
25°C. ToBa He ca IpeNOPHUNUTEIIHN YCIOBUS Ha ChXPAaHEHHE WIIH TPAHCIIOPTHPAHE, HO MOXKeE Ja
CITy’KaT 3a yKa3aHue NP B3eMaHe Ha pellieHre B CIlydail Ha BpeMEHHO OTKIIOHEHUE Ha TeMIlepaTypara
Mo BpeMe Ha 3-meceuHoTo chxpanenue mpu 2°C -8°C.

3a yCcIoBHUATa HA ChXpaHEHHUE CJIeN bPBOTO OTBApsHE HA JICKAPCTBEHHUSI IIPOYKT BIKTE TOUKA 6.3.
6.5 Buau chabp:kaHue HA OMAKOBKATA

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

Omnakorka ot 10 win 20 MHOT0Z1030BH (pJIAKOHHU.

He Bcuuku BuIOBE ONTaKOBKM MOTar Jia ObJaT IMyCHATH Ha Ta3apa.

6.6 CrnenuajaHu npeana3Hu MepKHU NPH U3XBHPJIsiHEe U padoTa

Vka3zanus 3a paboTa ¥ IPWIOKEHUE

C Ta3u BakcuHa TpH6Ba Ja pa60TI/I MCIUIIMHCKHU CIICIHUAJINCT, KaTO M3II0J3Ba aCCIITUYHA TCXHUKA, 3a
Ja €€ OCUTYpH CTCPUIIHOCTTA Ha BCAKa N034.

. Baxkcunara e rotoBa 3a yroTpe0a cies pasMpassiBaHe.

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

o Cren pa3mpassiBaHe BakcHHATa He TPsIOBa Jla ce 3aMpassiBa OTHOBO.

. CoxpansBaiiTe QpakoHUTE B OpUTMHAIHATA KAPTOHEHA OMAaKOBKa, 3a Jia ¢e MPEAa3sT OT

CBCTJIMHA U 3a Ja C€ OTOENEKH CPOKBT Ha TOJAHOCT IIPU PA3JIMIHUTEC YCIIOBUA HAa CBbXPAHCHHUC,
aKO € IPHUJI0XKUMO.

a. CpraHeHHe CJjiel mojgdyvyaBaHe HA BAKCHHATa

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

(025 o5 H) e8¢

OR

1
1
rj L | - |

)
g ] -
chbXpaHsiBaTe BbB (pusep ChbXpaHsBaTe B XJIAAUITHUK
e BakcuHara MOXe J1a ce ChbXpaHsBa U e BakcuHara MOXKe J1a ce ChbXpaHsBa U
TpaHCIOpTHpa 3aMpaseHa npu -25°C Tpancnoptupa mnpu 2°C no 8°C 3a
mo -15°C. €IHOKpaTeH Nepros 10 3 Mecena, KaTo He
e JlaTara Ha M3THYAHE HA CPOKA HA TpsiOBa J1a ce U3MOI3Ba Cle IbPBOHAYAIHATA
TOAHOCT € OTIeYaTaHa BbpXy JlaTa Ha U3THYaHe Ha CpPOKa Ha
(1aKoHa U BBHIITHATA KapTOHEHA roxaocT (EXP/T'onen mo:).
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omnakoBka cien ,,EXP/T'onen g0:“ e (Crnen mpeMecTBAaHETO HA MIPOIYKTA B

(BX. TOuKa 6.4). xaaauaHuk npu 2°C go 8°C
aKTyaJlu3MpaHara JiaTa Ha CPOKa Ha TOJTHOCT
TpsiOBa Ja ce 3aIluIlle BbPXY BhHIIIHATA
KapTOHEHA KyTHs U BaKCHMHATa TpsiOBa jaa ce
M3II0JI3BA WK U3XBBHPIU KM
aKTyallu3WpaHara JiaTa Ha U3TUYaHe Ha CpPOKa
Ha roaHocT. [IbpBOHaYajHaTA 1aTAa Ha
CPOKa HA TOHOCT TPsIOBa /1a ce 3aJIHYH.
(Bk. TOuKa 6.4).

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

@ 2°C no 8°C

CbXpPaHABATE B XJaAWJIHUK:

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

3alemnexka: Ao BakCHHATa ce MOJy4YH B XJIaIuIHUK pu 2°C o 8°C, npu noiaydyaBaHETO
MIPOBEpETE Jalli aTaTa Ha U3THYAHE HAa CPOKA HAa FOJTHOCT € aKTyaJn3upaHa OT MECTHUS
JOCTaBUUK. AKO HE MOXKETe Jla HAMEpUTE HOBa JlaTa Ha U3TUYaHE HA CPOKA Ha FOAHOCT ClIe]L
,,] OIEH 710:%, CBBpIKETE Ce C MECTHHS JOCTABYMK 32 MMOTBBPIK/IaBaHE Ha JaTaTa Ha U3TUYaHE Ha
CpOKa Ha roJIHOCT ciieq ,,]'0JeH 10:“ Ha MpOayKTa B XJIaJWIHUKA. 3allUIIeTe HOBATA aTa Ha
H3THYaHe HA CPOKA HA TOAHOCT BbPXY BHHIITHATA KAPTOHEHA OMaKOBKA MPEAH Ja 3alovHe
ChXpaHEHUETO Ha BaKCHHATa B XJaauiHuKa. [IbpBoHaYyaHaTa 1aTa HA CPOKA HA TOAHOCT
Tpsi0Ba 1a ce 3aJM4M. (BX. Touka 6.4).

0. AKo e 3ampa3zeH, pasMmpasere guiakoHa(UTe) B XJIAJMJIHUK MM HA CTallHA TeMIlepaTypa
Npeu NpUJIoKeHUe

| | |
Pa3mpazere Pa3mpazere
o [ | Ll 3a 3a
Pasmpasere - 1 uac
3a 13 yaca |1 _D_
- J
Pa3mpazere B XnnagnJIHuK Pa3mpaserte Ha cTaiiHa TemInepaTypa
e Koraro e cbxpaHsiBaHa 3aMpa3eHa e Koraro e cbxpaHsABaHa 3aMpa3cHa
ipu -25°C mo -15°C, mie ca mipu -25°C no -15°C, kapToHeHaTa
HeoOXoauMHu NpuobIM3uTENHO 13 Jaca onakoBka ¢ 10 unu 20 ¢grakoHa uiu
3a pa3Mpa3sBaHETO Ha KApTOHEHATa otaenHute GpruakoHu TpsOBa na ce

omakoBka ¢ 10 wiu 20 diakona, a 3a
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OTIEIHUTE PIIAKOHHU IIE ca
HEOO0X0IUMH PUOIU3UTEIHO 2 yaca,
3a na ce pazmpazsat npu 2°C no 8°C.

e AKO BaKCHMHATa HE C€ M3I0JI3Ba
BEJIHAra, BIDKTE YKa3aHHUATA B TOUKATA
»CBXpaHsIBaTE B XJIAAUIHUK .

o @nakoHBT TPsAOBA Ja CE CHXPaHIBA B
OpPUTHWHAIHATA KaPTOHEHA OITaKOBKa,
3a J1a ce mpe/nas3y OT CBeTJIMHA U 32 Ja
ce oTOeneXy AaTraTa Ha U3TUYaHEe Ha
CpOKa Ha TOJTHOCT IPHU Pa3TUIHATE
YCIIOBHS Ha ChbXpaHEHHE, aKo €
MPUII0KHUMO.

Jla He ce 3ampassiBa MOBTOPHO ClIe]]
pasmpassiBaHe.

B. IIpoBepete iakoHa U BAKCHHATA

pa3MpassT Ha CTaifHa TemmnepaTtypa
Makcumanso 25°C.

[Ie ObIaT HEOOXOIUMH MPUOTUIUTEITHO
4 yaca, 3a Ja ce pa3Mpas KapToHeHa
omakoBka oT 10 uiu 20 daakoHa.

[le 6b/1e HEOOXOAUM MPUOITUZUTEITHO

1 yac, 3a 71a ce pa3MpasAT OTJCIHUTE
(akoHH.

Baxkcunara e crabumHa 3a 0o6mo 12 yaca
npu 9°C no 25°C. Tosa He ca
MIPETIOPHYUTETHA YCIOBHS HA
ChXpaHEHUE WIIN TPAHCTIOPT, HO MOXKeE
Jla CITy’)KaT 3a yKa3zaHHe TIpU B3eMaHe Ha
pelIeHre B cilyyail Ha BpeMEHHU
TEeMIIEPaTypHU OTKIOHEHUSI.

AKO BakCcHHATa HE Ce M3M0JI3Ba Be/IHATA,
BW)KTE YKa3aHUsITa B TOUKATa
,»CbXpaHsIBaTe B XJIAIMITHHAK

Jla He ce 3ampa3siBa MOBTOPHO CJIE]

pa3mpassBaHe.

e COVID-19 Vaccine Janssen e 0e31iBeTHA 10 OJIE0XKBITA, OMCTpa IO CHITHO OTANIeCIEHTHA
cycnensus (pH 6-6,4).
o [lpenu npunoxeHne BakcHHATa TPSAOBA J]a ce MPOBEPH BU3YAITHO 32 HAJTMYWE Ha BUTUMHU
YACTHITH U MPOMSHA Ha IIBETA.
o [Ipenu npunoxenue GIakoHBT TPSAOBA a ce MPOBEPU BU3YAIIHO 3a HAJMUNE HA MyKHATHHU WIIH
HAKAKBU MPOMEHU BbB BHHIIIHUS BUJ, HAIP. IPU3HALIK Ha oTBapsHe. He mpuaraiite BakcuHata
MIpU HAINYHE Ha TAKUBA MIPU3HAIH.

IIpurorBere N NpUJIOKETE BAKCHHATA

10
Ceky

3aB"preTe BHHUMATEJJIHO

e [lpenu npunarane Ha qo3a
OT BaKCHHATa BHUMATEITHO
3aBbpTeTEe (hIaKOHA B
H3MPABEHO MOJIOKEHUE B
NPOABJIKEHHE HA
10 cexynam.

e He pasknamaiire.

H3reraere 0,5 ml
¢prakona e Mznonssaiite ctepunHa urna e Ilpumaraiite camo ype3

Y CTEpPHUIIHA CIIPUHIIOBKa, 33
Jla U3TETJINTE eINHUYIHA
no3a ot 0,5 ml ot
MHOTO/I030BHS (JIaKOH (BK.
Touka 4.2).

A OT MHOr0/1030BHSA
(y1akoH Mo3Ke 1a ce U3TErJIsIT
Hal-MHOI0 5 103u.

15

Hnskextupaiite 0,5 ml

HHTPaMYCKYJIHA
HHKEKLHSA B ACTITONIHUS
MYCKYJI Ha TOpHaTa 4acT
Ha pbKaTa (BXK. Touka 4.2).



U3xBbpreTe ocTaHanata BbB
(h1akoHa BakCHHA CIIE
HU3TErJISIHE HA 5 J103U.

CpbxpaHeHHe cJie]l MbPBOTO YHKTHPAaHe

Jla ce coxpansiBa 10 6 yaca

Jla ce cbxpansiBa 10 3 yaca

\I/

nimn
Jres o e ﬁ
p— T
OTt0ese:xeTe 1aTaTa u yaca, e Ciiest MbPBOTO e Ciiest MbPBOTO
KoraTo GuIakoHBT TPsIOBaA 1a MYHKTUpaHE Ha NYHKTUpaHe Ha (QaKkoHa
ce U3XBbPJIH (hmakoHa BakcuHAaTa BaKCHHATa MOXeE J1a ce
o (e MbpBOTO MyHKTHPAHE MOXe J]a c€ ChXPaHsBa ChXpaHsBa Ha cTaliHa
Ha (akoHa, BbPXY €TUKETa npu 2°C o 8°C no TeMIeparypa
Ha BCEKU (DJIAKOH 3aITUIIETe 6 yaca. (makcumasHo g0 25°C)
Jarara 1 yaca, Koratro TOU [] I/I3XB’]’;,p_]'[eTe (bj'[aKOHa, 3a CAHOKPATCH Iepuoa 10
TpsIOBa J1a ce U3XBBPIIU. aKo BakCHHATa HE ¢ 3 gaca. (Bxk. Touka 6.3).
A 3a mpemophuBaKe ¢ 1a ce M3M0JI3BaHa B PAMKUTE e lI3xBBprere QuakoHa, ako
Ha TO3H MEPUO/I. BaKCHHATA HE €

H3M0J13Ba B€aHara CJca

M3II0JI3BaHA B PAMKHUTE Ha
II'BPBOTO ITyHKTHPAHE.

TO3HU NICPHUO.

e. HN3xBBpIIsiHE

Hewusnon3BanaTa BakcHHA WM OTHAIBYHATE MaTEePUAIH OT Hesl TPOBA J1a ce M3XBHPIIAT B
CHOTBETCTBHE C MECTHHUTE YKa3aHHA 3a apManeBTHIHU oTraabiy. [Ipu cnydaiiHo pa3nuBaHe,
MSICTOTO TPsiIOBa J1a ce Ae3uH(EKINpa ChC CPEICTBA C BUPHUIIUIAHA aKTUBHOCT CPEIIy aJIcCHOBUPYC.

7. NPUTEXATEJ HA PASPEIHEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse
bearns

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

9. JATA HA TbPBO PA3PEINABAHE/IIOJJHOBSABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha mepBo pazpemasane: 11 mapt 2021 1.
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10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[Honpobna nnpopmanus 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickaTta
areHIys 1o JiekapcTBaTa http://www.ema.europa.eu.
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A.

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

YCJIOBUSA NI OTPAHUYEHUSA 3A TIOCTABKA 1
YIHOTPEBA

APYI'N YCJIOBUA N UBNCKBAHUA HA PASPEHIEHUETO 3A
YIHOTPEBA

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

KOHKPETHO 3AABJIKEHUE 3A UBITBJIHEHUE HA MEPKH
CJIEJ PA3SPEILIHABAHE 3A YIIOTPEBA 11O YCJIOBHUE
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A. TIPOU3BOJIUTEJIM HA BUOJOTMYHO AKTUBHOTO BEIIECTBO U
NNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKIABAHE HA ITAPTUIN

Nme n aapeC Ha MPOU3BOAUTCIIA HA OMOJIOTHYHO aKTHBHOTO BCIICCTBO

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

2333 CN Leiden,

Hunepnannus

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

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

HMe m aapec Ha IPOM3BOJAMTENS, OTTOBOPEH 3a 0CBOOOIK/IaBaHE HA MAPTHIUTE

Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

IleuaTHaTa aHMCTOBKA Ha JICKApCTBCHUS NPOAYKT Tpﬂ6Ba Aa CbAbpiKa UMCTO U aipeCa Ha
MMPpOU3BOAUTCIIA, OTTOBOPCH 3a OCBO60)K,Z[aBaHeTO Ha CbOTBCTHATA MapTUAA.

C ornex Ha oOsBeHaTa KPUTHYHA CUTYALHs, CBbP3aHa C 0OLIECTBEHOTO 31paBe, KOSITO € OT
MEXTyHapOIHO 3HAYECHME U 32 1a CE OCUTYPH PaHHA JOCTABKa, TO3M JIEKAPCTBEH MPOAYKT MOJUIEKH HA
OTpaHUYEeHO BBB BPEMETO M3KIIIOUEHHE, CIIOPE KOETO Ce MO3BOJIABA J]a c€ IpUeMaT pe3yJITaTUTe OT
aHajn3a 3a KOHTPOJ Ha MapTUAUTE, MPOBEACH B perUcTpupaH(¥) eHTHP(0BE), HaMupari(¥) ce Ha
TEpPUTOPHUATA HA TpeTa AbpkaBa. CpOKBT HA TOBa M3KJIIOUeHUe u3TH4a Ha 31 ronmm 2021 1.
[Ipunaranero Ha JOrOBOPEHOCTUTE 3a KOHTPOJ Ha MapTUANTE, BamuaeH 3a EC, BKIIOUNTENHO
HEOOXOJMMHUTE U3MEHEHNS Ha Pa3pelieHHeTo 3a ynorpeda, TpsioBa ja 3aBbpiud KbM 31 rorm 2021T.
Hall-KbCHO, B ChOTBETCTBHUE CHC CHIIACYBAHHS IUIAH 3a IPEXBBPIITHE HA aHATTN3A.

b. YCJOBUs NJIIU OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITyCKa MO JISKAPCKO MPEIUCaHueE.
o O¢unuanno ocBodokIaBaHe HA NAPTUAHU

CworiacHo wi. 114 ot JIupextusa 2001/83/EO oduimaaHoTo 0cBOOOXKIaBaHE HA TTAPTHIANUTE CE
U3BBPIIBA OT Ibp)KaBHA JJAOOPATOPHS HIIH JTa00paTOpHsl, ONpEIe/iCHa 3a Ta3H IeJl.
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B. JAPYI'H YCJIOBUSA N U3UCKBAHUS HA PASPEIHNIEHUETO 3A YIIOTPEBA
. Ilepuoguynm akTyaJau3upanm aokjaaau 3a oezonacuoct (ITAIB)

M3uckpanusaTa 3a nojgasane Ha [TAJIb 3a To3u IeKapcTBEH MPOAYKT ca MOCOUEHHU B CITUCHKA C
pedepentauTe natu Ha EBponeiickus cpio3 (EURD crmcbk), npensuaes B wi. 1078, air. 7 ot
Hupextupa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIM3aI[|H, TTyOJMKYBaHH HA €BPOICHCKHS
yeOropTal 3a JeKapcTBa.

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

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

. Ilnan 3a ynpaBiaenue Ha pucka (ITYP)

[MpurexarensT Ha pa3perienuero 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIIBa U3UCKBAHHUTE JICHHOCTH
JEeHCTBUS, CBBP3aHH C IPOCIIEsIBaHE Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHH B ogoopenus [1YP,
npezacraBed B Moayn 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABAIIN 0J00pEHH
akryanu3auuu Ha ITYP.

Axrtyammsupan [IYP tpa6Ba na ce monasa:

o o MckaHe Ha EBporielickaTa areHIusl 1o JeKapcTBara;

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

E. KOHKPETHO 3AABJKEHUE 3A U3IITBJIHEHUE HA MEPKH CJIE]]
<PA3PEIIABAHE 3A YIIOTPEBA 11O YCJIOBHUE

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

Onucanue Cpok

3a 1a ce MOTBBPAM CTAaOMIIHOCTTA Ha MPOU3BOJICTBEHNUS IPOLIEC HA 30 centempu 2021 r.
KpaifHus npoaykT, [IPY TpsiOBa na npenoctaBu JOBIHUTENIHHU JAaHHU 32

CBIIOCTABUMOCT U BaJIIHUPAHE. MexnuHeH TOKIa:

31 mapt 2021 1.
MexxauHeH noKnaz;
19 ampu 2021 T.
MexauHeH ToKIaz;
27 anpun 2021 1.
MexxauHeH noKnaz;
31 maii 2021 r.

3a a MOTBBPIU e(PUKACHOCTTA U 0€30IaCHOCTTAa Ha BaKCHHATA 31 nexemBpu 2023 .
Ad26.COV2.S COVID-19, I1PY tpsdBa na nofane OKOHYATEIICH JOKIIA
OT PaHIOMHU3UPAHOTO, TIALC00-KOHTPOJIUPAHO, 3aCIICIICHO 3a
HaOoaTeNns KIMHUYHO npoyyBade VAC31518COV3001.
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INPUJIOKEHHUE I11

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

KAPTOHEHA OITAKOBKA

1. NME HA JIEKAPCTBEHUSA ITPOAYKT

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

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

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

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

3. CIIUCBK HA TIOMOIIHUTE BELLIECTBA

Onakoska ot 10 ¢rakona

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

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

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

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

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

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

MHTpaMyCKyIJIHO IPUIIOKEHHE
[penu ynotpeba npouyereTe IMCTOBKATA.
3a noBeue uHpopmanus ckanupaire To3u QR kox mnu nocerere www.covidl9vaccinejanssen.com.

23



6. CHELOUAJIHO HPEAYIIPEXKIEHUE, YE JJEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onmen no: pu cexpanenue npu -25°C mo -15°C.
3anuieTe HOBaTa JaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT NpH cbxpaHeHue npu 2°C go 8°C
(MakxcumaiHo 3 Mecera):

. 3anudere mpeAuIHaTa JaTa Ha H3THYaHE Ha CPOKa Ha TOJTHOCT.

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

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

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

He 3ampa3zsiBaiiTe mOBTOPHO clie]] pa3MpassiBaHe.

CoxpansBaiiTe (GpIakoHUTE B OpUTMHAIHATA KAPTOHEHA OIMAKOBKa, 32 Jla ¢e IPera3saT OT CBETINHA.
3a nH(opMaIUs OTHOCHO CPOKa HAa TOJHOCT CJIe] ITBPBOHAYATHO OTBApSHE U 32 IOMBIHATEHA
nH(pOpPMAIUI OTHOCHO ChXPAaHEHHUETO BIKTE JIICTOBKATA.

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

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

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

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

13. HNAPTHUIAEH HOMEP

ITapTuna:
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‘ 14. HAYUH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[Ipuero € ocHOBaHUE J1a He ce BKIOYM nH(popMalusa Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKO/]

JIByn3MepeH 0apKoJI ¢ BKJIFOYEH YHUKAJICH HACHTH()HUKATOP.

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

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CBABPXKAT MAJIKUTE EJIJUHUYHU
II'bPBUYHU OITAKOBKH

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

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

COVID-19 Vaccine Janssen HHXEKIHAS
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekomOuHaHTHA])
1.m.

2. HAYYH HA ITPUJIOKEHUME

HMHaTpamycKyIHO MPUIIOKEHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

5 mo3u 1o 0,5 ml

| 6. JIPYTO

[Hara/gac 3a H3XBBPIISHE
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b. IUCTOBKA
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JIncroBka: nuH(popManus 3a NOTpedUTENA

COVID-19 Vaccine Janssen HHKeKIINOHHA CyCHIeH3Us
Bakcuna cpenry COVID-19 (Ad26.COV2-S [pekomOuHaHTHA])
COVID-19 vaccine (Ad26.COV2-S [recombinant])

vTOBa JICKApPCTBO TOJICKH Ha JOIBIHUTEIHO HaboaeHne. ToBa 11e M03BOIH ObP30TO
YCTaHOBSIBaHE HAa HOBa MH(OpMAaITUsl OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOS MMPUHOC KaTo
CHOOITUTE BCSKA HEXKEIaHa PEAKIIHsl, KOATO CTe MOIYUYMIH. 3a HAUWHA Ha ChOOIIaBaHEe HA HEXKETTaHU
peakIuy BIDKTE Kpas Ha TOUKa 4.

IIpouyeTeTe BHUMATEIHO LS1JIATA JIUCTOBKA, PN 14 C€ BAKCUHUPATE, Thil KATO TS ChAbP:Ka

BakHa 3a Bac undopmanmus.

- 3ana3zere Ta3u JUCTOBKA. MOXe 1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMare HIKaKBH JIOIBIHUTEITHHA BBIIPOCH, MonuTaiTe Bamms ekap, papmarieBt nim
MEIMIIMHCKA CECTpa.

- Axo IMOJIYYUTC HAKAKBU HCXKCIIaHU PCAKIIUN, YBEAOMETC Bamus JICKap, Q)apMaueBT U
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKH Bb3MOXKHU HEXKEIaHU PEaKLMK, HEOUCAaHU B
Ta3u JUCTOBKA. Bukte Touka 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kako npencrasnsiBa COVID-19 Vaccine Janssen u 3a KakBO ce H3I0JI3Ba
Kakso Tps6Ba na 3naere, npenu na Bu ce mpunoxu COVID-19 Vaccine Janssen
Kaxk ce mpunara COVID-19 Vaccine Janssen

Bb3MOXHH HEXelTaH! peakiiuu

Kak na ce cexpansisa COVID-19 Vaccine Janssen

ChbabppxaHye Ha ONAKOBKATa M JOIBIIHUTENIHA HH(POPMAaLIUs

AU e

1. Kakso npencraBiasiba COVID-19 Vaccine Janssen n 3a KakBo ce H3I0JI13Ba

COVID-19 Vaccine Janssen e BakcuHa, u3noi3BaHa 3a npeanaszsade or COVID-19, npuunHeH ot
Bupyca SARS-CoV-2.

COVID-19 Vaccine Janssen ce mpuiara npu Bb3pacTHU Ha 18 1 moBede roAnHM.

Baxkcunara cTaBa npuurHa IMyHHaTa CUCTeMa (€CTECTBEHUTE 3allUTHU CHIIM Ha OpraHu3Ma) Ja
MIPOM3BEkKA aHTUTENA U CIISIMATU3UPaHN 0T KPBBHU KJIETKH, KOUTO Ca HACOYSHH CPEIIly BHPYCa,
KaTo Taka ce ocurypsna 3ammura cperry COVID-19. Huto enHa oT ¢hCTaBKUTE HA Ta3W BaKCHHA HE
Moxxe na mpuunau COVID-19.

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

He ce BakcuHupaiite, ako:
- AKO cTe aJIepriYHd KbM aKTHBHOTO BEIIECTBO MM KbM HSKOS OT OCTAHAIUTE ChCTABKH HA Ta3n
BakcHHa (M30pOCHU B TOUKa 6).

IIpenynpesxaenust U NpeanasHu MepKH

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

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

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

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

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

KakTo npu Besika BakcuHa, BakcuHupaneTo ¢ COVID-19 Vaccine Janssen MoXe J1a HE 3alIUTH
HAI'BJTHO BCUYKH, KOUTO 5 IOoTy4yaBaT. He € M3BECTHO KOJIKO JIBJITO 1€ Tpae 3amurara npu Bac.

Hapymennsi Ha KpbBTa

Mtuoro psako cien BakcuHarus ¢ COVID-19 Vaccine Janssen e Ha0/1r01aBaHo o0pa3yBaHe Ha
TpoMOU B KOMOMHAIIMS C HUCKO HUBO HAa TPOMOOLUTHTE (KJIETKU, KOUTO IIOMaraT Ha KpbBTa Ja ce
ChCUpPBa) B KpbBTa. TOBa BKIIOUBA TEKKHU CIIydan ¢ 0Opa3yBaHe Ha TPOMOU, BKIIFOUUTEITHO HA
HEOOMYaiiH! MecTa, KaTo HallpuMep MO3BK, YepeH JIpo0, uepBa U Jallak, B HIKOH CITydau
CBIIPOBOJICHO C KbpBeHE. Te3H cilydan ca HACTBHIIWIN B PAMKHUTE Ha IBPBUTE TPU CEAMULH CIIE]
BaKCHHALIMATA U ca OWJIM Haii-Beue npH xeHu nox 60-rogumHa Be3pacT. ChoOIIeH € ciryyail cbe
CMBPTEH U3XO/I.

[Hotbpcere He3a0aBHO MEUIIMHCKA MTOMOIL aKO MOJIYYUTE TEXKKO HIIH YIIOPUTO II1aB0O0IINE, THPUOBE
(MpumapIM), IPOMEHH B ICHXUYHUS CTaTyC WK 3aMbIIICHO 3peHHe, ako 0e3 MpUIHHa ce 00pa3yBar
CHHHWHH 110 KOXXaTa U3BBH MACTOTO Ha MHIKCKTUPAHC, KOUTO CC MMOABABAT HAKOJIKO AHU CJIC
BAaKCHMHALIMATA, TOYKOBUIHU KPBIJIH NIETHA U3BBH MICTOTO Ha MH)KEKTUPAHE, aKo Ce MOSIBH 3a1yX,
0oJiKa B TPBIHHSA KOIII, OTOK Ha Kpak, 00JIKa B Kpaka, HiIH yropuTa 0onka B kopema. Madopmupaiite
Bamms nekap, ue Hackopo cre Bakcuaupanu ¢ COVID-19 Vaccine Janssen.

Jlena u roHOIIM

COVID-19 Vaccine Janssen He ce npenopbyBa 1a ce U3M0I3Ba Ipu Aeua nox 18 roguxu.
[TonacTosem numncBa focTaTbyHo HHpopManus oTHOCHO ynotpedbara Ha COVID-19 Vaccine Janssen
TIpH JIe11a ¥ IOHOIH 1oy 18-romuimHa BB3pacr.

Jdpyru aexapcrsa 1 COVID-19 Vaccine Janssen
Tps6Ba ga kaxere Ha Bamus nexap wim gpapmanesT, ako IpreMare, HACKOPO CTe IPUEMAalIH WU €
BB3MOXHO Jia IpUEMATC APYTH JICKAapPCTBA UJIM BAKCHUHU.

BpemeHHOCT M KbpMeHe

AKo cTe OpeMeHHa WITH KbPMHTE, CMSTATE, Y€ MOXKeE J]a CTe OpeMEeHHa HITH TUTaHUpaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap, papmaneBT Wiin MeIUIIHCKA cecTpa npeau 1a Bu 0b1e npuioxena
Ta3H BaKCHHA.

Ilodupane u padoTa ¢ MAIIUHU

Hsikon ot Hexxenanute peakiun Ha COVID-19 Vaccine Janssen, n36poenu B Touka 4 (Bp3mMoxHN
HE)KEJIaHU PEaKIMH), MOXKe BPEMEHHO J1a MOBJIUSAT ciocoOHOCTTa BH 3a modupane nim padbota ¢
MamuHe. M34akaiiTe Te3u peakiuu 1a OTMUHAT, TIpe/Iu J1a modupare u paboTHTE ¢ MAIIUHH.

COVID-19 Vaccine Janssen cbabp:ka 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 cbIbpa eTaHOJ

ToBa jekapcTBO ChABPIKA 2 ME ANKOX0J (€TaHOJ) BbB Beska f03a ot 0,5 ml. KonndyectBoTo Ha
€TaHoJIa B TOBA JIGKAPCTBO € CKBUBAJICHTHO Ha Mo-Maiko oT 1 ml 6upa nim BuHO. MankoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HAMA J]a UMa HAKAKBU 3a0€1eKUMHU eeKTH.
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3. Kak ce mpuirara COVID-19 Vaccine Janssen

Bamusr JICKap, (bapMaueBT WM MEANIMHCKaA CECTpa M€ MHKXCKTUPAT BaKCHMHAaTa B MYCKYJI -
OOMKHOBECHO 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 MPU3HAIM HA aleprUyHa peaKiusl.

AKO UMare HAKaKBH JOMBIHUTEIHHA BBIIPOCH, CBBP3aHHM C YIIOTpebaTa Ha Ta3y BaKCHHA, MOMUTANTE
Bamms nekap, ¢papMarieBT WM MEUIIMHCKA CECTpa.

4. Bb3MOKHM HeKeTaHU peakiuu

Kakro Bcnuku Bakcuau, COVID-19 Vaccine Janssen Moxxe 1a Ipein3BHUKa HEKEIAaHU PEaKLIUH,
BBIIPEKH Y€ HE BCEKHU TU MojTyyana. [[oBe4eTo OT HeXelaHuTe peakiiuy ce MOABSIBaT | WK 2 JHHU Cle]

BaKCHHUPAHETO.

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

o MOJYYHTE TEXKKO MU YIOPUTO TIIaBOOOINE, 3aMBIJICHO 3pEHUE, IPOMEHHU B IICUXUYHUS CTATYC
WK TBPYOBE (TPUTIAIBIIN);

o pasBHeTe 3a]1yX, 00JIKa B TPBIHUS KOIII, OTOK Ha Kpak, 00JIKa B Kpaka WM yIopuTa 00JIka B
Kopema,

o 3a0enexuTe HeOOMYaiHU CHHUHM MO KOKaTa WJIM TOYKOBUAHHU KPBIJIM NIETHA, U3BBH MSACTOTO

Ha BaKCHHaIlus.

[ToTbpcere cnenrHa MEAUIIMHCKA TIOMOIII, aKO MOTYYUTE CHMIITOMHU Ha TEXKKA aJlepTUYHA PEaKIIHs.
TakuBa peakiMy MOXKE J1a BKJIIOYBAT KOMOMHAIIMS Ha HAKOU OT CJICHUTE CUMIITOMHU:
MpUMasBaHe UM CBETOBBPTENK

MIPOMEHH B ITyJIca

3a1Iyx

CBUPKAIIA XPUTIOBE

MOTyBaHe HA YCTHUTE, JIUIIETO WJIH I'BPIIOTO

YPTUKapUs WU 00pUB

raJicHe WM TOBPbhINaHE

cToMaIlHa OoJKa.

CJ'IC,Z[HI/ITG HCXKCJIaHU PCAKIIMU MOKC Ja Bb3HUKHAT CJICT IMMPUIIOKCHHUCTO HA Ta3U BaAKCHUHA.

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

rajicHe

MYCKYJIHH OOJIKH

00JKa Ha MACTOTO HAa MH)KEKTHpaHe

yCellaHe 3a CUIIHA yMopa

YecTu: Moxke na 3acerHat 10 1 Ha 10 gymmu

. 3auepBsABaHE Ha MSCTOTO HA MHXKEKTUPAHE
. MOTyBaHe HA MACTOTO Ha HHKEKTHUPaHE

° CTYJIeHH TPBIIKH

° CTaBHH OOJIKH
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. KaliuIa
o MTOBHUIIICHA TEMIIEpaTypa

Heuectu: moxe na 3acersar 10 1 va 100 apymu
o0puB

MYCKYyJIHa c1abocT

0oJKa B phIIETE WIH KpakaTa
ycelaHe 3a cabocT

ycelaHe 3a 0010 Hepa3MmoJI0KEHHE
KHUXaHe

BB3MNAJICHO I'bPJIO

Oonku B repba

TpenepeHe

OOMITHO M3IOTSBAHE

Penxu: moxe ma 3acerrar o 1 va 1000 xymm
o aJlepruyHa peaxius
. ypTUKApHUs

MHoro peaku: Moxe fa 3acertar g0 1 Ha 10 000 gymmu
o KPBBHHU ChCHPEIH, YECTO Ha HeOONYaliH! MecTa (Hamp. MO3bK, YepeH Apo0, YyepBa, JajlaK) B
KOM6I/IHaHI/I$I C HUCKO HHUBO Ha TpOM6OIII/ITI/ITe B KpbBTA.

C Hen3BeCTHA 4eCTOTA (OT HaAJIWYHUTC JaHHHU HC MOXKE Ia 6”[),[[6 HaIrpaBCHa OI_IGHKa)
L4 TCIKKA aJICPruyHa pCaKkuus.

Kaxere na Bamms JICKap, (bapMaL[eBT WM MCAUIIMHCKA CECTPaA, AKO UMATC HAKAKBU HCKCIIAaHU
peaKkiunu, KOUTO Bu MPUTCCHABAT WJIN HC IPCMUHABAT.

Cho01aBaHe HA HesKeJIAHU pPeakuuu

AKO MONyynTe HIKaKBU HEXEJIaHU JICKApCTBEHU peakiy, yBeaomere Bamus nekap, GpapmaneBT nin
MCIOUIIMHCKA CECTpa. ToBa BK/II0UBa BCUYKH BH3MOKHH HEOIMMCAHHU B Ta3H JIMCTOBKA HEKEIaHU
peakiy. MoxkeTe ChIIo a ChOOIIUTE HEeXKENaH!U PEeaKIMy JUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 32
cboO1IaBane, mocoueHa B [lpunoskenue V, kaTo BKIIOUMTE NapTUAATA/TIAPTUAHUS HOMED, aKo ca
HanumaHu. Kato cpoOiiaBare HexXeIaHu peakuy, MOXKETe Jja JaJleTe CBOS MIPUHOC 3a MoydYaBaHe Ha
noBeue nHQopManus OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansBate COVID-19 Vaccine Janssen
CoxpansBaiiTe Ta3u BaKCHHA Ha MACTO, HEAOCTHITHO 32 JIEe1Ia.

CopxpansBaiiTe GrrakoHa B OpUTHHATHATAa KapTOHEHA ONAKOBKa, 3a Ja ce MPEe/as3n OT CBETIMHA.

Bammsar JICKap, (bapMaueBT WM MCAUIIMHCKA CECTpa Ca OTTOBOPHU 3a ChbXPAHABAHCTO HA Ta3U
BaKCHHA 1 MPABUJIIHOTO U3XBBHPJIAHEC HAa HCU3IIOJI3BAHUA IIPOJYKT.

[la ce cpxpaHsaBa U TpaHCHIOpTHpa 3ampaseHa npu -25°C no -15°C. [laTara Ha U3TMYaHE HA CPOKA Ha
TOJIHOCT TpHu chxpanenue npu -25°C 1o -15°C ¢ oTrneuaran BbpXy (pjlakoHa U BhHIIIHATA KAPTOHEHA

omakoBka ciexn "EXP/Tonen no:".

Baxkcunara e rotoBa 3a ymorpeba cies pa3MpassiBaHe. BakcuHaTta Moke 1a ce I0CTaBsl 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 pa3Mpasu uiu npu 2°C
no 8°C, wim TIpH CTaifHa TeMIiepaTypa:
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. mipu 2°C 10 8°C 111e ca HEOOXOIUMH MPUOIU3UTEIHO 13 "yaca 3a pa3Mpa3ssBaHETO Ha KAPTOHCHA
onakoBka ¢ 10 unu 20 ¢grakoHa, a 3a pa3Mpa3saBaHETO HA eUH (DIAKOH IIe ca HeOOXOAUMHU
NpUOTU3UTETHO 2 Yaca.

. npu cTaiiHa Temreparypa (Makcumanto 25°C) me ca HeoOX0AUMH MPUOIN3UTENHO 4 Yaca 3a
pasmpassBaHEeTO Ha KapToHeHa ornakoBka ¢ 10 mmm 20 dnakoHa, a 3a pa3mMpassBaHETO Ha €MH
(haKoH 111e ¢ HeoOXOAUM IPUOIU3UTEIHO 1 Yac.

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

Baxkcunara moxe na ce cexpaHsBa 1 B xyaquiHuk npu 2°C no 8°C 3a eTHOKpaTeH Nepuoj 10

3 Mecena, KaTto He TpsiOBa J1a ce U3MOI3Ba Cile]] IbPBOHAYAIHATA 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 U3THYaHE Ha CPOKa Ha TOJHOCT TPsIOBa Ja ce OTOEIS)KH Ha BhHITHATA
KapTOHEHa OIaKOBKa M BaKCHHATa TPsiOBa a ce M3M0J3Ba WM Ja Ce U3XBBPIH 10 Ta3H JaTa.
[IppBOHAaYaNHAaTa aTa HA U3TUYAHE HA CPOKA HA TOJHOCT TPsOBa Ja ce 3aau4yu. BakcuHara Moxe 1a
ce Tpa"cnoptupa u mpu 2°C -8°C, ako ce OCUTypAT HOIXOASIIUTE YCIOBHUS Ha ChXpaHEHNE
(Temnepatypa, Bpeme).

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpOopManms

Kakso cuabp:ka COVID-19 Vaccine Janssen

. AKTHBHOTO BellecTBO € AneHoBupyc Tun 26, kogupan] SARS-CoV-2 mmnos
rkornpotena*(Ad26.COV2-S), He no-mainko ot 8,92 log;y uadekuozan eaunuiy (Inf.U) BbB
Bcsika 1o3a ot 0,5 ml.
* TIpomsBenena B kieThbuyHa JnHUS PER.C6 TetR u upes pekomOunantha JJHK texnomorus.

To3u NpoayKT Chabpika reHeTHYHO Moauduuupanu opranuzmu (I'MO).

o [pyrure cbcTaBKH (IOMOIIHH BEIIECTBA) ca:

- Onakoska ot 10 ¢nakona: 2-xuapoxcunponui-p-uuknogaekcrpua (HBCD), mumonena
KHCeJIMHa MOHOXHUIPAT, €TaHOJI, XJIOPOBOAOPOAHA KHCENHa, noaucopdar 80, HaTpueB
XJIOpHUJI, HATPUEB XUAPOKCU/I, TPHHATPUEB LIUTPAT JUXUAPAT, BOAA 38 MHKEKLUU (BUXKTE
touka 2 ,,COVID-19 Vaccine Janssen cpappixa HaTpuii u ,,COVID-19 Vaccine Janssen
CBABPKA CTAHOT ).

- OmnaxoBka ot 20 ¢iakoHa: 2-xuapoxcunponui-f-uukiogekctpun (HBCD), numonena
KHCEIIMHa MOHOXUJIPAT, €TaHOJI, XJIOPOBOJOPO/IHA KHCEIHHA, oircopoar 80, HaTpues
XJIOpUJ, HATPUEB XMIPOKCHU/I, BOZA 32 HHXKeKIMK (BrxkTe Touka 2 ,,COVID-19 Vaccine
Janssen cpapprka Hatpuii u ,,COVID-19 Vaccine Janssen cbabpxka eTaHon™).

Kaxk m3rae:xna COVID-19 Vaccine Janssen H KaKBO ChAbp:Ka 0IaKOBKATA
Wmxeknnonna cycrien3us (mmkekius). CycrnensusTa e 6e31BeTHa 10 01e/J0KbITa, OUCTpa 10 CUITHO
omanecrentHa (pH 6-6,4).

2,5 ml cycrnieH3ust B MHOT0/1030B (hi1akoH (CTHKIIO THII [) ¢ r'yMeHa 3amyIiainka, aryMHHUeBa 00KaTKa 1
CHHBO IJIacTMacoBO Kanaue. Beeku ¢uakon ceappika 5 nosu mo 0,5 ml.

COVID-19 Vaccine Janssen ce mpejiara B OlakoBKka, chabpskaiia 10 MHOTr01030BH (piakoHa.
He Bcuuku BuIOBE ONaKOBKW MoOTrar Ja ObJaT IMyCHATH Ha Ta3apa.

IpuTexaTes HA pa3pelleHUETO 32 yHOTpeda

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse
benarns
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IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

2340 Beerse

benrus

3a KOHKPCTHUA MPOU3BOAUTCIT HA IIPOAYKTA, KOKTO cTe NOJIy4YHrJiv, MPOBCPCTC NMAPTUAHUA HOMEP Ha
KapTOHCHAaTa OIIaKOBKa HUJIM Ha Q)HaKOHa " CC CBBPIKETE C JIOKATTHHUA NPCACTABUTEII HA IPUTECKATEIIA

Ha pa3peuIeHueTo 3a yrnorpeoda.

3a nonbAHKUTENHA HH(GOPMALIUS OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTaBUTEN Ha TIPUTEKATEIS Ha Pa3pelIeHHEeTo 3a yrnorpeda:

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

Boarapus
L JkoHCHH & J[xouchH bearapus” EOO/]
Ten.: +35928008028/080018192

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420225296622/0080056540088

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

Deutschland
Janssen-Cilag GmbH
Tel: +4932221863163/0080056540088

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

EArada
Janssen-Cilag ®appokevtikr) A.E.B.E.
TnA: +302119906006/0080056540088

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

France
Janssen-Cilag
Tél: +33185169327/0080056540088
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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 o.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
Bapvépog Xatinmavayng Atd
TnA: +35725654186/0080056540088

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +37163138821/0080056540088

Romania
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
Tfn: +46851992561/0080056540088

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

I[aTa Ha IMOCJCIHO NMpepasrjaekaane Ha JIMCTOBKaTa

Ta3u BakcHHa € pa3pelieHa 3a yrnoTpeda 1o 1. Hap. cxeMa ,,pa3penaBase moj yciosue™. Tosa
03HAa4aBa, 4€ 3a Ta3W BaKCHHA CE OYAKBAT MOMBJIHUTEITHH TaHHU.

EBpomneiickaTa areHIus 1o jeKapcTBaTa e U3BbPIIBA MPerjiel Ha HoBaTa HH(GOPMAITUS 3a Ta3H
BAKCHHA MIOHE BEJIHBK FOAMIIHO U Ta3H JIUCTOBKA CHOTBETHO III€ CE aKTyaJu3Upa.

Cxkanupaiite QR xoma mo-nony (Haim4ueH U BbPXy KapToHeHaTa ormakoBka U QR kaprata), 3a na

MOJIYYUTC JIUCTOBKA HA pa3JIMYHU C3ULU.

W mocerere URL: www.covid19vaccinejanssen.com

JApyru u3rouHunu Ha uHpopmanus

Ho;[po6Ha I/IH(I)OpMaL[I/Iﬂ 3a TOBa JICKAPCTBO € MPECAOCTABCHA HA ye6caﬁTa Ha EBpOHCﬁCKaTa arCHIus

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

Tasu nucToBka e Hanu4yHa Ha Bcuuku e3un Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHuus 1o

JeKapcTBara.
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ITocouenara mo-10Jay HH(l)OpMaI.[l/lﬂ € MpeaAHasHavYeHa CaMo0 3a MEIUIIHHCKHA CICHIUAJTUCTH:

o Kakto BcH4ky HHXEKIMOHHH BaKCHHH, TPSIOBAa BUHATH J]a Ma Ha Pa3NoJI0KEeHUE MOIXOASII0
JedeHue 1 HaOoieHNe B cilydail Ha aHa(MIIaKTUYHA PEaKILs CJIe/ IPHIIOKEHHE Ha
COVID-19 Vaccine Janssen. Ciiesi BAKCHHHpaHe XopaTa TpIOBa Jia ce MPpOoCesiBaT OT
MEIUIUHCKY CIIEUATUCT B MPOIBDKEHHE Ha Hall-Manko 15 MUHYTH.

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

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

o Nmynuzanmsra Tps0OBa 1a ce u3BbpIIBa CaMO Ype3 HHTPAMYCKYJTHA HHXKEKITHSL, 32
NpeANoYnTaHe B JSITOUAHUS MYCKYJl HAa TOpHATa YacT Ha pbKara.

o [pu npuiokeHre Ha BCsKa HHKEKIAS MOXe Jla Bh3HUKHE CHHKOM (MIpUTaiaHe), BKIFOYUTEITHO

u ¢ COVID-19 Vaccine Janssen. Tps0Ba na ce pasmnonara ¢ npoueaypHu 3a NpeioTBpaTsBaHe Ha
HapaHsIBaHE TPY MaJaHe W 32 OBJIAJsIBaHE Ha CHHKOIAHY PEaKIINH.

IIpocnenumoct

3a 1a ce moa00pH MPOCIEAMMOCTTa HAa OMOJOTMYHUTE JIEKAPCTBEHU MPOIAYKTH, UMETO U TTAPTUIHUST
HOMED Ha MPUJIOKEHHUS MPOAYKT TPsiOBa SICHO Ja ce 3alncBarT.

Yka3aHus 3a IPUIOKEHHUE U padoTa:

C Ta3u BakcuHa TpsOBa 1a pabOTH MEMIIMHCKY 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 U3TMYaHE HA CPOKA Ha
TrOJIHOCT Ipu chxpanenue npu -25°C 1o -15°C ¢ oTneuaTtan BbpXy (jiakoHa U BhHIIIHATA KApTOHEHA
omakoBka cnen "EXP/Tonen no:".

Baxkcunara e rotoBa 3a yrmorpeba cies pa3MpassiBaHe. BakcuHara Mojke J1a ce T0CTaBs 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 pa3Mpasu uiu npu 2°C

no 8°C, i TIpH CTaifHa TeMIiepaTypa:

. npu 2°C no 8°C mie ca HeoOxoaumu mpubnm3uTenHo 13 vyaca 3a pasmpassiBaHETO Ha KAPTOHEHA
omakoBka ¢ 10 wiu 20 ¢iiakoHa, a 3a pa3Mpa3ssBaHETO Ha eMH (HIIAKOH Il ca HEOOXOIUMHU
NpUOTU3UTETHO 2 yaca.

. npu cTaiiHa Temreparypa (Makcumanto 25°C) me ca HeoOX0AUMH NMPHOIN3UTENHO 4 Yaca 3a
pasmpassBaHEeTO Ha KapToHeHa ornakoBka ¢ 10 mm 20 driakoHa, a 3a pa3mMpassBaHETO Ha €IMH
(haKoH 111e € HeoOX0AUM PUOIHU3UTEIHO 1 Yac.

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

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

3 Meceria, Kato He TPsIOBa J1a ce W3MOJ3Ba Clie]] TbPBOHAYANTHATA JaTa Ha M3THYaHe Ha CPOKa Ha
rogHoct (EXP/Tonen no:). Cnen npeMecTBaHe Ha MPOIYKTa OT YCIIOBHUS Ha chxpaHenue npu 2°C 1o
8°C akTyanu3upaHaTa JlaTa Ha U3THYaHE Ha CPOKa Ha TOJHOCT TPsIOBa Ja ce 0TOEIS)KH Ha BhHITHATA
KapTOHEHa ONaKOBKa M BAKCHHATA TPSAOBA J1a Ce M3IOJI3BA WITH JIa Ce U3XBBHPIIH JI0 Ta3H Jara.
[IspBOHaYaHATA JaTa HA U3THYAHE HAa CPOKA HA TOJTHOCT TPAOBa Ja ce 3annyn. BakcuHaTa Moxe 1a
ce Tpa"cnoptupa u npu 2°C -8°C, ako ce OCUTypAT HOIXOASIIUTE YCIOBHUS Ha ChXpaHEHNE
(Temnepatypa, Bpeme).

CoxpansBaiiTe (pakoHUTE B OpUTMHAIHATA KAPTOHEHA OMAaKOBKa, 3a Jia Ce MPEAMa3sT OT CBETIIMHA U
3a 7ia ce 0TOeNIe)KU CPOKBT Ha TOJHOCT MPH Pa3IMYHUTE YCIOBUS Ha ChXPaHEHHUE, aKO € TIPHIIOKUMO.
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COVID-19 Vaccine Janssen e 0e31BeTHa 10 0JIe105KbJITa, OUCTPa 10 CHIIHO ONANECLCHTHA CYCICH3HS
(pH 6-6,4). [lpeau npunoxeHNETO BakCHHATa TPsiOBa 1a ce MPOBEPH BU3YAJIHO 32 HAJMYME HA BUJUMU
YacTUIIM WK POMsiHA Ha 1Beta. [Ipeau npuinokenne (akoHbT TpsOBa J1a ce MPOBEPH BU3YaITHO 32
HaJW4YMe Ha MyKHATUHU WU HAKAaKBYU IPOMEHH BHB BHHILIHUS BUJ, HAaMp. MPU3HAIM Ha oTBapsiHe. He
MpUJIaraiiTe BaKCMHaTa IPH HAIMYKME HA TAKUBa MPU3HALM.

[Ipenu npunarase Ha 7033 OT BAKCMHATA BHUMATEIHO 3aBbpTETe (pilakoHa B U3MPABEHO IOJIOKEHHE B
npoabkenue Ha 10 cexkynau. [a He ce paskiama. M3non3Baiite cTepuiiia Urjia U CTepUiIHa
CIIPUHIIOBKA, 32 J1a U3TETINTe eAMHNYIHA 71032 OT 0,5 ml 0T MHOT01030BHS (PIIAKOH, KAaTO ST IPHIIOKUATE
caMo Ype3 UHTPaMYCKYJTHA WHKEKIIMS B JESNTOUIHISI MYCKYJI Ha TOpHATA YacT Ha phKarTa.

OT MHOTO/1030BUs (HJTAKOH MOXKE JIa Ce MU3TETJIAT Hail-MHOTO 5 103u. M3XBBHpIeTe ocTaHanara BbB
(hakoHa BaKCHHA CIIe]] U3TETIISIHE Ha 5 103U.

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

NsxBbpisiHe
Hewnsnon3Banara BakcrHa WM OTHaABYHUTE MaTepHaU OT Hesl TpsIOBa Jja ce U3XBBPIIT B

CBOTBETCTBHUEC C MCCTHUTC YKa3aHU 3a q)apMaHeBTI/IT-IHI/I OTIagbIIH. HpI/I CquaﬁHO pas3jmBaHC,
MACTOTO TpSI6Ba Ja ce ):[eSI/IH(i)GKL[I/Ipa CbhC CpCACTBA C BUpUIIUJHA aKTUBHOCT CPCILy aACHOBUPYC.

36



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	A. ПРОИЗВОДИТЕЛИ НА БИОЛОГИЧНО АКТИВНОТО ВЕЩЕСТВО И ПРОИЗВОДИТЕЛИ, ОТГОВОРНИ ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В. ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	E. КОНКРЕТНО ЗАДЪЛЖЕНИЕ ЗА ИЗПЪЛНЕНИЕ НА МЕРКИ СЛЕД <РАЗРЕШАВАНЕ ЗА УПОТРЕБА ПОД УСЛОВИЕ
	A. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА

