MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTo3I/1 JIEKapCTBEH MPOAYKT TOJUICKU Ha JOMBIHUTEIIHO HaOoieHre. ToBa 111e mo3Boiu Obp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe3omacHocTTa. OT MEJMIIMHCKHUTE CIICIIHATICTH Ce
M3WCKBA J]a ChOOIIABaT BCSIKA MOM03MpaHa HeKellaHa PeakIis. 3a HaunHa Ha ChOOIIaBaHe Ha
HEXEJIaHW PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JTEKAPCTBEHUSA MPOAYKT

Zabdeno MHXEKIIMOHHA CYCITEH3US

Bakcuna cpenty ebona (Ad26.ZEBOV-GP [pekombunantaa]) (Ebola vaccine (Ad26.ZEBOV-GP
[recombinant])

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna noza (0,5 ml) ceappixka:

Anenosupyc tun 26, koaupari Zaire ebolavirus (EBOV) raukonporens (GP) Bapuant Mayinga
(Adenovirus type 26 encoding the Zaire ebolavirus (EBOV) Mayinga variant glycoprotein (GP))*, ne
no-maiko ot 8,75 10910 nnpexunosun eaunuim (Inf.U)

* Ilpomssenen B PER.C6 knetku u upe3 pexkomOunanTaa JJHK texHomOTHISL.

To3u NpoayKT Chabpika reHHOo Moauumpanu Mukpoopranuzmu (I'MO).

IHoMomuHo(n) BemecTBo(a) ¢ U3BECTHO JIEHCTBUE

Bcesika mo3a (0,5 ml) ceappika 0,10 mg momucop6at-80.

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE BEIECTBA BIXKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
NHXeKIMOHHA CyCIIEH3Us

bes3userna mo CBCTJIOXKBJITA, 61/ICTpa A0 CUJIHO ONAJICCICHTHA CYCIICH3UA.

4, KJIMHUYHU JAHHHA

4.1 TepaneBTHYHU NOKA3AHUS

Zabdeno, kaTo JacT OT cxemaTa Ha BakcuHupane Zabdeno — Mvabea, e mokasan 3a akTMBHA
UMYHHM3AIMs 32 Ipena3Bane oT 3a00JsiBaHe, NPUYMHEHO OT eboia Bupyc (Bua Zaire ebolavirus), npu

xopa >1-roaumina Bb3pact (Bx. Touka 4.4 u 5.1).

[Ipunaranero Ha cxeMaTa Ha BaKCHHUpaHEe TPsIOBa Ja ObJie B CbOTBETCTBHE C OQHULINATIHUTE
MPETIOPBKU.

4.2 J103MpOBKA H HAYMH HA MPUJIOKEHHE
Zabdeno tps6Ba 1a ce mpuiara oT 00y4eH MEIUIIMHCKH CIIEIHAJIHCT.
Zabdeno e mppBaTa BakCHHAIIKA B PO(UIIaKTHYHATA 2-1030Ba CXeMa C XeTepOJI0KHA BAKCHHA CPEIILy

e00J1a, KOSITO CE ChCTOU OT BaKCHUHAIUS che Zabdeno, mocieasana oT BTopa BakcuHaius ¢ Mvabea,
MIPIIIOKEHA TIPUOTM3UTETHO 8 CeIMUIIN TTO-KbCHO (BK. Touka 4.4 u 5.1) (Bx. KXII Ha Mvabea).
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II'bpBUYHA BaKCHHALMSA
Ho3a (0,5 ml) Bakcuna Zabdeno (rakoH ¢ uepBeHa Karmayka) TpsiOBa Jla Ce MPHIOKU KaTo IbpBa
BaKCHHAIIHS.

Ho3a (0,5 ml) Bakcuna Mvabea (dpaakoH ¢ xbiTa Kamnayka) TpsiOBa a ce MPUIIOKH KaTo BTOpa

BaKCHHAITUS IPUOTU3UTEITHO § CEIMMUIIM CIEeH IThpBaTa BakcuHanms cbe Zabdeno (Bx. KXII Ha
Mvabea).

Zabdeno Mvabea

MbpBa BakcUHaUUA BTopa BakcUHaLUA

YiepBeHa Kana4ka XbITa Kana4ka

[a ce npunoxu NpUONU3UTENHO
cnepn 8 ceamuum

—

E \—J

Bycrep BakcuHanus cbe Zabdeno (nmpu xopa, KOMTO NpeaH TOBA €A MOJYYWIN 2-1030BaTa cXeMa
Ha MbPBUYHA BakcuHamusi Zabdeno — Mvabea)

Xopa, KOUTO Mpey TOBa ca 3aBbPIIMIIHN 2-]030BaTa CXeMa Ha bPBUYHA BAKCHHAIIHS, MOXKE 12
nonydat Oyctep nmo3a Zabdeno. KaTto npeanasHa mspka,0ycTep BakcuHarms cbe Zabdeno ce
npernopbyBa MpU X0pa, N3JI0KSHN Ha HEMOCPEICTBEH PHCK OT EKCIO3UIINS Ha BUpyca e0oia 1 ca

3aBBPIIUIN 2-1030BaTa CXeMa Ha MbPBUYHA BaKCUHAIIMSA MIPEAN moBeue oT 4 Mecena (BxX. Touku 4.4 1
5.1).

Kopurupamu Mepku npu HeMpaBUJIHO MPUJIOKEHUE
Axko Mvabea 1o HeBHUMaHKE Ce TPUJIOKH KaTO ITbPBa BAKCHHALIWS, IIPENIOPHUBA CE MPHUIIOKEHUE Ha
Zabdeno kato BTOpa BaKCHHAIHSI TPUOIU3UTETHO 8 CEIMHUITH MO-KbCHO.

Axko Zabdeno 1o HeBHUMaHKE C€ PUI0KH KaTo IIbPBa M BTOPA BaKCHUHAIIMS, TPEIOPhYBA CE
JOITbJIHUTECIIHA I/IMyHI/I3aLII/I$[ C Mvabea HpI/I6J'II/I3I/ITCJ'IHO 8 CECAMMUIIN CJIE] BTOpaTa BaKCHUHaAIUA CbC
Zabdeno.

Axo Mvabea o HeBHUMaHHWE Ce TIPUIIOKHU KaTo IMhpBa M BTOPA BaKCHHAIINSA, IPETOPHYBA CE
JOITbJIHUTECIIHA I/IMYHI/I3aLII/I$[ CbC Zabdeno HpI/I6J'II/IBI/IT€J'IHO 8 CECAMMUIIN CJIE] BTOpaTa BaKCHUHaANUs C
Mvabea.

Ako BTOpaTa BakcuHaius (Mvabea) B cxemara ce 3a0aBu TIOBeYE OT MPEMIOPHUYUTETHUTE 8§ CEIMHIIH
cien mbpBaTa BakcuHanus (Zabdeno) B cxemara, BakcuHara Mvabea Tps0Ba Ja ce IpUIoxKu

HE3aBHUCHMO OT BPEMETO, M3MHHAJIO CJIe]T TbpBaTa BakcuHaius ¢be Zabdeno (Bx. Touka 5.1).

HeanaTpuyna nomyJiauus



Jleria Ha BB3pact ot 1 10 17 roguau

Jlo3upoBkaTa mpw jetia Ha Bb3pact oT 1 10 <17 roauHu € chIlaTa KaTo MpH Bh3PaCTHUTE (BXK.
touku 4.8 u 5.1).

KbpMmauera Ha Bp3pacTt nox 1 roanHa

EdukacHocTTa Ha 2-1030BaTa cXeMa Ha MMbPBUYHA BAKCHHAIHS TP KbpMadeTa Ha Bh3pacT <l roanHa
He e ycTaHoBeHa. KimmHnaHuTe MaHHu ca onvcaHu B ToUkd 4.8 1 5.1, HO IpenopbKu 3a T03UPOBKATa
HE MoraT Ja ObJaT AaJeHH.

Monynanusi B cTapyecka Bb3pacT
He e HeoOX01MMO KOpHTHpaHe Ha J]03aTa IPH X0pa B cTapyecka Bb3pacT >65 TOIUHH.

Xopa ¢ HIV-undexuus
He e mHeo6xommumo kopurupane Ha qo3ara nmpu HIV-nndexktupann xopa ¢ nHGEKIHs, KOHTpOIHpaHa

HOCPE/ICTBOM aHTUPETPOBUPYCHA Tepamnus (BkK. Touka 5.1).

HauwuH Ha npuiioxxeHue

Zabdeno TpsOBa 51a ce mpuiiara HHTpaMyckysHo (i.m.). [IpearnoynTanoTo MsICTO € ACATOUTHUST
MYCKYJI Ha MHUITHUIATa. [Ipr MO-MaJIKUTe Jera A0MyCTHMUTE MECTa 32 HHTPaMYCKYJTHa HHKEKITHS ca
o0JlacTTa Ha JACNTOUIHUS MYCKYJI Ha pPbKaTa MM aHTepOJIaTepaiHaTa 4acT Ha OepOTo.

He npunaraiite Ta3u BaKCUHA UHTPABEHO3HO WIN MOJKOKHO.

BakcuHara He TpsiOBa Ja ce cMecBa B €llHa CITPUHIIOBKA C JPYTH BAKCUHU WIH APYTH JEKapCTBEHU
MPOAYKTH.

3a mpeanasHuTe MEPKU, KOUTO TPSOBA J1a ce MpeanpueMaT IpeIy IpriaraHeTo Ha BAaKCHHATA, BIKTE
Touka 4.4.

3a npeanasHuTe MEPKU IpH pa3MpassiBaHe, padoTa U U3XBBPIISIHE Ha BAKCMHATa BUXKTE TOUKa 6.6.
4.3 IlpoTuBOmOKAa3aHUS

CBp’bX‘-IyBCTBI/ITeJ'IHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBbM HAKOC OT IIOMOIUIHHUTEC BCIIICCTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuajanu nmpeaynpesaeHus: U NpeAnasHy MepKH NpU ynorpeda

IIpocneaumoct

3a 1a ce moI00pH MPOCIIEAUMOCTTA HAa OUOJIOTMYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTUIHUST
HOMEDp Ha MPHUJIOKEHUS MPOAYKT TPsiOBa SICHO Jia Ce 3alncBarT.

CBPBXYYBCTBUTEITHOCT

Crnier BakCHHAIUS Ce MPETOPhYBa BHUMATEITHO HAOIOICHUE 32 paHHH MTPU3HAIM Ha aHa(UIaKCUs
WK aHaUIAKTOUIHU peakiun. KakTo mpy BCHYKH MHXKEKIIMOHHA BaKCUHHU, BUHArM TPsOBa Ja NMa
TOTOBHOCT 32 MOJXO/SIIO JISYEHUE U HAOIIOJICHNE B CITydail Ha peiki aHaQHUIAKTUIHN PEaKIiu ClIe]T
MPUJIOKEHUETO Ha BaKCHHATA. XO0paTa TpsOBa Jia ce HAOI0JaBaT OT MEIUIIMHCKH CIICITUAIIUCT B
MPOABIDKCHUE Ha Hal-MalIko 15 MUHYTH Clie]] BAKCUHAIIMATA.



Peakiuu, cBbp3aHU C TPEBOKHOCT

Peaxuuu, cBbp3aHu C TPEBOKHOCT, BKJIFOUUTETHO Ba30BarajHu peakiuy (CUHKOII), XUTIEPBEHTUIIAIIH
WJIN PeaKIuy, CBbP3aHU ChC CTPEC, MOXKE J1a BH3HUKHAT BB BPb3Ka C BAKCHHAIIMS KATO MCUXOTEHHA
peaxius KbM YOOXKIaHETO C Uriiata. BakHO € Aa ce B3eMaT Mpeana3Hyd MepKH 3a 30sTBaHe Ha
HapaHsIBaHE TIPH IMPUTIAIBK.

TpomMOOLMTONIEHNST M HAPVILIEHNS HA KOATYJIAIMATA

Bakcunara Tp}l6Ba Jia C€ npujara ¢ mNOBUIICHO BHUMAHUC IIPU XOpa C TpOM6OI_II/ITOHeHI/IH W Jpyro
HapylI€HUC Ha KoaryJjianusiaTa, 3alllOTO IIPU TaKMBa XOpa MOXKE J1a HACTHIIU KbPBCHC UJIHU 06pa3yBaHe
Ha CHHUHU CJICA UHTPAMYCKYJIHO IIPUJIOKCHHUC.

CrrobpreTBanio 3a0oisaBade

Bakcunanmsara TpsOBa 1a ce OTIIOKHU IPH X0Opa, CTPAAAIIH OT OCTPO TEXKKO (HeOPHIITHO 3200 sIBaHE HITH
ocTpa UH(QEKIHs, OCBEH aKo MoJj3ara OT He3a0aBHATa BAKCHHAIIMS HE HAIXBHPII MOTCHIIHATHUTE
puckoBe. Hammumero Ha He3HAUMTETHA MH(EKIUS W/WITH JIEKO MTOBUILICHA TEMIIEpaTypa He TpsiOBa 1a e
NpUYMHA 32 OTJIaraHe Ha BaKCHHAIMATA.

HMyHOKOMIIpOMETHUPAHU X0pa

Be3zonacHocTTa 1 MMyHOTEHHOCTTA Ha cXeMara Ha BakcuHupaHe Zabdeno - Mvabea He ca olieHeHH
IIPpU UMYHOKOMIIPOMETHPAHHU XOpa, BKIIIOYUTCIIHO X0pa, IToJIydaBalllid UMYHOCYIIPECCHUBHA TEpaIius.
[Ipy *MyHOKOMIPOMETHPAHHUTE XOpa MOXeE J1a HAMa TOJIKOBA JOOBP OTTOBOP, KAKTO MPH
UMYHOKOMIIETCHTHHTE X0pa, Ha cCXeMaTa Ha BakcuHupane Zabdeno - Mvabea.

HuBo Ha mpoTeKus

TouHoTO HMBO Ha MMPOTCKIUA, IOCTUTHATO YPE3 CXEMAaTa Ha BAKCMHUPAHE, € HCU3BECTHO.

IMopamu nurca Ha TEPEHHU TaHHU 3a e(DUKACHOCT, MPOTEKTUBHUAT €EKT HA cXeMaTa Ha BAKCHHHUPAHE
MIPY XOpa € U3BEJICH Upe3 OTHACSHE Ha JAHHUTE 32 IMYHOTEHHOCT MPU XOpa KbM JIAHHHTE 32
UMYHOT€HHOCT U €(pUKACHOCT, ITOJIyUYCHH IPH HEUOBEKOIOA00HM TpuMaty (immunobridging) (Bix.
Touka 5.1).

AKO e IpUIIoKEeHa caMo eJiHa OT BakcuHuTe, Zabdeno niu Mvabea, ouakBa ce eukacHOCTTa Ja ObJie
HaMmajeHa B CPaBHEHHE C 2-1030BaTa CXeMa Ha BaKCHHHPAHE.

CxeMara Ha BAaKCHHUPaHEe MOJXE J]a He 3allUTH BCHYKU X0pa OT 3a0osisiBaHe ¢ BUpyca eboina (Buj
Zaire ebolavirus) u ne 3amecmea npednaznume mepKu 3a u303a26ane HA eKCNOZUWUS HA 6UPYCA
ebona. BakcuHupanuTe xopa TpsAOBa Ja ce MPUIbPKAT KbM JIOKAJTHUTE PHKOBOJICTBA U MPETIOPHKH 3a
NPEBEHIIMS WK JICUEHHE NPU eKCIIO3UIMS Ha BUpyca eboa.

Cxemara Ha BakcuHHpaHe Zabdeno - Mvabea He TpsiOBa /1a ce 3amo4Ba 3a nmpo(uiIaKkTUKa Cperry
BUpYyca eboia ciel eKCIO3UIIHS.

HDOJI’I)H)KI/ITCJIHOCT Ha IIPOTCKIIMATA

ITpoabiKUTENHOCTTA HA IPOTEKIMATA € Hen3BecTHA. JlokasaHo e, 4e Oycrep no3a Ha Zabdeno,
NPUIOKEHA Ha pa3IndHN MHTEPBAJIM CJIe/l 3aBbpIIBaHE HAa IbPBUYHATA cepHst cbe Zabdeno u Mvabea,
Npen3BUKBa aHAMHECTHYEH OTroBop (Bxk. Touka 5.1).KaTo npeanaszna msapka OycTep BaKCHHALHS ChC
Zabdeno Tps0Ba Aa ce nMa MPEABHU IIPH XOPa, U3JI0KEHH Ha HEMOCPEACTBEH PUCK OT EKCIO3UIIHS Ha
BUpYyca eboJa, HapruMep MeIUIMHCKH CTICLHAINCTH U X0Pa, )KUBEEIIN WX TTOCEIIaBaniy 00IacTu
ChC CHIIECTBYBAIIO B MOMEHTA OTHUILE Ha 3a00isBaHe ¢ €0051a BUPYC, KOUTO Ca 3aBbPILIMIN
2-1m030BaTa cxeMa Ha ITbPBUYHA BAKCHHALMS IpeIH rmoBeyde oT 4 mecena (Bxk. Touku 4.4 u 5.1).



TIporeknus cpenry 3a00JSIBAHKS, IPHIUHEHH OT d)I/IJIOBI/IDVCI/I

Cxemara Ha BAKCHHUPaHE HE € MpeIHa3Ha4YeHa 3a MPe0TBpaTsBaHe Ha 3200 IsIBaHMs, IPUIUHEHHU OT
¢GunoBupycH, paznuyHu oT Bua Zaire ebolavirus.

CunapoMm Ha TpoM0O03a ¢ Tpomboruronenus (TTS)

Cunnpom Ha Tpom603a ¢ TpombonuTonienus (TTS), B HAKOM cirydan PUAPYKEH OT KbPBEHE, Ce
HaOJIF0/1aBa MHOTO PSIKO CJIE]] UMYHHU3AIHsI ¢ BAKCHHU € aJiecHOBHUpYceH BekTop cperry COVID-19.
[ToBeueTo OT Te3u Cily4au ca HACTBIIMIIHN MPE3 IBPBUTE TPY CEIAMMUIIM CJIe]] BakcuHanmsaTa. He ce
ChOOIIIaBa 3a CIIy4au Ha MHAYIUpPaH OT BakcuHata TTS npu nuia, BakcuHUpanu cse Zabdeno.

TTS u3uckBa criequaI3upaHo KIMHAYHO JieueHHe. MeAUIMHCKUTE CTIEHUaINCTH TPsIOBa 1a
BHUMABAT 32 MIPU3HALM U CHUMIITOMH Ha TPOMOOEMOOIHSI W/WIIK TPOMOOIIMTOTICHHSI U 12 HAIIPABAT
CIIpaBKa B ChOTBETHHUTE PHKOBOJICTBA (HAIP. OT MECTHH W/HMJIM MEXIyHApOIHHU 3{paBHHU OPTaHU HIIH
eKCIIePTHHU TPYTIN) W/HITH JIa C€ KOHCYATHPAT ChC CIICIUANNCTH (HATP. XEMAaTOJIO3H) C el OBp30TO
JMarHOCTHLIUPaHe U JIeYeHNe Ha ToBa 3a0oisiBaHe. BakcunupanuTte una TpsioBa 1a 6baaT
MHCTPYKTHUPAHH JIa TOTHPCAT He3a0aBHO MEIUIIMHCKA TIOMOIL, aKO Pa3BUSAT CHMITOMH Ha
TPOMOOEMOOJIHSI W/UITH TPOMOOITUTOTIEHUS

Harpuii

ToBa nekapcTBO ChIBbprKa MO-Maiko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.€. MOXKe Ja ce Kaxe, ue
MPaKTUIECKU HE ChIbPKa HATPUH.

Hommcop6at-80

Tosa nmexapctBo chappika 0,10 mg monmucopo6at-80 BBB Besika go3a ot 0,5 ml. [omucopbarnTe Morar
Jla IPUYHHSAT aJlepPrudHU PEaKI[HH.

45 BszamMmopeiicTBHe ¢ IPYTrH JeKAPCTBEHM MPOAYKTH M APYTrH (JopMH Ha B3aMMo/eiicTBHe

be3omnacHocTTa, IUMyHOr€HHOCTTA M epUKACHOCTTA IIPH STHOBPEMEHHO MpuiiokeHue Ha Zabdeno ¢
JIpYTH BaKCHHHU HE ca OLIEHSABAaHU U MOPa TOBA €THOBPEMEHHOTO MPUIIOKEHHUE HE CE IIPENopbhUBa.

Axo Zabdeno tpsibBa 1a ce mpuiara eIHOBPEMEHHO C Apyra(u) HHKEKIIMOHHA(H) BakCHHA(1), TOraBa
BaKkcHMHaTa(UTe) TPsOBa BUHATH JIa Ce TIpUJIaraT Ha pa3InYHM MecTa Ha HHXeKTupaHe. He cMecBaiite
Zabdeno ¢ apyra BakCHHA B €IHA M ChIllA CIPUHIIOBKA HJIH ()JIAKOH.

4.6 @epTHANTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct

JIunicBat nanuu oT ynotpebara Ha Zabdeno mpu OpeMeHHH KeHH.

[Ipoy4BaHusTa IPH )KUBOTHH HE TIOKA3BAT IMPEKU HITU HETIPEKU BpeIHH e(heKTH, CBBP3aHU C
PENpoayKTUBHA TOKCHYHOCT. CxemuTe Ha BakcuHanus Zabdeno - Mvabea npeau3BukBar mpu
MalKuTe H3MEPUMH THUTPHU Ha CICU(UIHN aHTHUTENa cpenty ebona Bupyca (EBOV) GP, xouto ce
npenasar Ha ¢eryca (BK. Touka 5.3).

Kato npenma3na Msapka e 3a mpeArnoyrTane Jia ce u30srea BakCHHaIMs ¢bc Zabdeno 1mo BpeMe Ha
OpeMeHHOCT. BhIpeku ToBa, KaTo ce MMa MPEBHL TEXKECTTa Ha 3200 ISIBAHETO, MPETU3BUKAHO OT
eboJa BUpYC, BAKCHHAIMATA HE TPsAOBA Ja OTJIara, Koraro Ma KaTeropuveH PUCK OT SKCITO3MIINS Ha
uHbpeknus ¢ ebojia BUPYC.



Kwpmene

He e u3BectHO nanu Zabdeno ce exckpeTupa B KbpMara.
He Mosxe fa ce H3KITI0UN PHUCK 32 HOBOPOACHUTE/KbpMaueTaTa Mpu KbPMEHE OT BAKCHHUPAHHU MaiKH.

Karo npeamazna Mspka € 3a mpearovYnTane aa ce n30sarea BakcHHanus ¢he Zabdeno mo BpeMe Ha
KbpMEHE. BhIpeku ToBa, KaTo ce UMa MPEIBUJ] TEKECTTa Ha 3a00JIIBaHETO, IPEAU3BUKAHO OT BUpYCa

e0oJia, BaKCHHAIIMATA He TPsIOBa J1a OTJiara, KOraTo MMa KaTeropudueH pUCK OT EKCIIO3UIIHS Ha
nH(peKknus ¢ edona BUpYC.

deprunurer

Jlunceat naHHu 3a GeprTuimreTa npyu xopa. [IpoyuBane Ha cxemuTte Ha BakcuHupaHe Zabdeno -
Mvabea 3a penpoyKTUBHa TOKCHYHOCT ITPH )KUBOTHHU HE MMOKA3Ba IAHHU 32 YBpeAeH (pepTUIuTeT npu
xeHckure. [IpoyuBannsaTa 3a 00112 TOKCHYHOCT HE MOKA3BaT €PEKTH BbPXY MBKKHUTE ITOJIOBU OPTraHH,
KOMTO OMXa MOTJIH JIa YBPEISAT MbKKUs pepTuiuteT (BK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTa 32 modupaHe U padoTa ¢ MAIIUHA

Zabdeno HsiMa n3BecTeH eeKT BbPXY CIIOCOOHOCTTA 3a mo(pHpaHe U padoTa ¢ MAIINHH.

4.8 Hexenanu JeKkapcTBeHH peaKIHU

O0600menue Ha npoduiia Ha 6€30MaCHOCT

Haii-gecTute nOKaTHN HEXENAaHU peakllny, ChOOIICHN IPY BH3PACTHHU, HA KOUTO € MPHIIOKEHA
Zabdeno, ca 6omka (47%), 3atorutsue (24%) u momysane (11%) Ha MsIcTOTO Ha MHKeKkTHpaHe. Haii-
YECTHTE CUCTEMHU HEKEJIaHU peakiuu ca ymopa (46%), rimaBooosnue (45%), muanrus (36%),
aprpanrus (24%) u crynenn Tpbiuku (23%). IloBeueTo HexenaHN peakMi Bb3HUKBAT B PAMKUTE Ha
7 MHY cJie]l BAKCUHAIUATA U Ca JISKH JI0 YMEPEHHU I10 TEXKECT U ¢ KpaTKa MPOIbJIKUTEIHOCT (2-3 1HN).

Haii-yecrara nokanHa HexenaHa peakiys, cboOIIeHa IIpy Aela Ha Bb3pactT oT 1 1o 17 roauHu, Ha
KouTo e mpunoxena Zabdeno, e 6oika (24%) Ha MACTOTO Ha WHXKEKTHpaHe. Haii-uecTuTe CUCTeMHH
HeXenaHu peaknuu ca ymopa (19%), namanena aktuBHOCT (16%), Hamanen anetuT (14%) u
pazapasauresnHocT (14%). IloBedeTo HexkenaHU peakluy Bb3HUKBAT B PAMKUTE HA 7 JHU CIel
BakcuHauusATa. IloBeueTo HexkenaHu peakLuy ca JICKH JO YMEPEHH 110 TEXKECT U ¢ KpaTKa
npoabinkuTenHocT (1-4 num).

[Mupexcust ce cpoOIIaBa TTO-YECTO MPH MO-MAIKHUTE Jietia Ha B3pacT oT 1 1o 3 rogunau (11%) u ot 4
1o 11 roguam (12%) B cpaBHEHHE C FOHOIIHMTE Ha Bb3pacT oT 12 g0 17 rogunu (4%) v B3pacTHUTE
(7%). YectoTaTa Ha MUpeKCHs TIPU TTO-MAJTKHTE JeTa € MoJo0Ha Ha HabI0/1aBaHaTa B Tpymara ¢
aKTHBHA KOHTPOJIA, ITOJTyYaBallia pa3penieHa 3a ynorpeda neguaTpuiHa BakKCHHa.

IMpodunbT Ha 6e30omacHocT Ha Zabdeno mpu nena Ha Bb3pact ot 1 10 17 roguHu € KaTo 1510
nogo0eH Ha HaOIr01aBaHMsI TPU BB3PACTHUTE.

IpodunsT Ha 6e3omacHocT Ha Zabdeno mpu kbpMaveTa Ha Bb3pact oT 4 10 11 Mecena Kato 11510 €
nojj00eH Ha TO3H, HAOJII0JaBaH TPH Jiela Ha Bh3pacT oT 1 1o 17 roquan. B pangoMusupanara,
KOHTPOJIMpaHa ¢ aKTUBHO BellecTBO (a3a Ha kiuHuYHOTO m3nuTBane EBL.2005 ca BkitoueHn

75 ydacTHUIIM B 2-71030BaTa CXeMa 3a MbPBUYHA BaKCUHAIIHS.

CruchbK Ha HSXKCIIAHUTE PCaKni B TabInYeH BU

Hexenanute peakiyn, HaOII0JaBaHU 110 BpeMe Ha KIIMHUYHHUTE IPOYYBAHMUS, Ca M30POSHH I0-J10Ty
IO CJICIHUTE KaTErOPUH MO YeCTOTA!

MHoro gectu (>1/10);

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



HedectH (>1/1000 mo <1/100);
peaku (>1/10 000 mo <1/1000).

B PaMKHUTC Ha BCAKA KaTCropus 1o 4€CTOTa HEKCIAHUTE PCAKIINU Ca MPEACTABCHU 110 pC1a Ha

HaMaJIsaBalia CEPUO3HOCT.

Bwvspacmnu

B Tabmuma 1 ca mokazaHu HEXETAHUTE PEaKIIUH, ChOOIICHN OT KIMHUYHHA U3ITUTBAHUS TIPH

BB3PACTHH.

Ta6auna 1: Hexkesanu peakuuu, c-001eHH PH B3PACTHH ¢Jie]l BAKCHHALM cb¢ Zabdeno

CucTeMo0-opraHeH KJjac YecToTa He:xenanm peakunu
Hapywenus na nepsnama cucmema MHOTO YECTH riaBobonme

HEUYECTHU OpPTOCTaTUYHO 3aMaiiBaHe
Cmomawino-upesnu HapyueHus YeCTH MOBPBIIAHE
Hapywenus na xosccama u YecTH CBHpOexK

NOOKONCHAMA MbKAH

Hapywenus na myckynno-ckenemnama
cucmema u CoeOUHUMeTHAma MbKau

MHOTI'O 4YECTHU

apTpairus, MUaJITAst

Obwu HapyuweHus u egpexkmu Ha
MACMOMO HA NPUTIONHCEHUE

MHOT'O YECTH

CTYZAEHU TPBIIKU, yMOpa, O0JIKa Ha
MSICTOTO Ha MH)KEKTHUPAHE,
MOJTyBaHe Ha MSCTOTO Ha
WH)XEKTHpaHe, 3aTOIISIHE Ha
MSICTOTO Ha HH)KEKTHpaHe

4eCTH MUpEKCcHs, CbpOEXK Ha MICTOTO Ha
UH)KEKTHpaHe
HEYeCTH WHypalys Ha MICTOTO Ha

HUHKCKTHUPAHE, CPUTEM HA MACTOTO
Ha MHXXCKTUPAHC

Hsama C"[>06H_I€HI/I HOBH HCXKCJIaHU pCaKUU TP BB3PACTHU CJIC/ MTOJTyYaBaHC Ha 6YCTCp BaKCHHaIA

c¢bC Zabdeno.

leya na évspacm om 1 0o 17 200unu

B Ta6JII/ILIa 2 ca IoKa3aHM HEXKEJIaHUTE peaknuu, CT:»OGH_IGHI/I OT KJIMHWUYHU HU3IMIUTBAHUSA IIPU ACHA HA

BB3pact oT 1 1o 17 rogunm.

Ta6auna 2: HexkeslaHu peakuuu, ChOOIIEHH MPH JIela Ha Bb3pacT oT 1 10 17 roanHu cJiex

BaKcHHaIuda cb¢ Zabdeno

CI/ICTCMO-OpFaHeH KJ1ac

YecToTa

HexeJaHu peakumuu

Hapywenus na memabonusma u
XpanerHemo

MHOTI'O 4YE€CTH

HaMaJICH aIlICTUT

Hcuxuunu napywenus

MHOI'O 4YCCTHU

PA3APASHUTCIHOCT

Hapywenus na nepsnama cucmema peaKu (hebpuitHK repuoBe’
Cmomawno-upesru HapyueHus YEeCTH MIOBPBINIAHE, TaJICHE
Hapywenus na xoorcama u YeCcTH XUIEPXUAPO3a°
HOOKOJNCHAMA MbKAH

Hapywenus na myckynno-ckenemnama | 9€CTi apTpaThsi, MAAJITH

cucmema u CbeOUHUMENHAMA MbKAH

Obwu napyuenus u egpexmu Ha
MACMOMO HA NPUTIOJICEHUE

MHOI'O 4E€CTHU

yMOpa, HaMaJieHa aKTUBHOCT,
00JIKa Ha MSICTOTO Ha
WHXCKTHpaHe, Iiay”

YCCTHU

MMUPEKCHs, ChpOeK Ha MICTOTO Ha
WHXCKTUPAHE, MOTyBaHE Ha
MSICTOTO Ha UHXXEKTHUPAHE, EPUTEM
Ha MSICTOTO Ha MHXKEKTHUPaHe




YecroTa Ha HEXKEITAHUTE pC€aKury Bb3 OCHOBA Ha IIPETJIE] Ha q)e6pI/IJIHI/I I'bP4Y0BE B IIOCTMAPKETUHI'OBATA IIpOTrpaMa
Umurinzi (EBL4002).

Xunepxuzaposa (kmuHrgHO n3nutBaHe EBL.2004 ¢ BbHIIICH BB3JIOKHUTEN).
IIag ce cpoOmaBa camo mpu Aena Ha Be3pacT 1-4 ronunau (kauHu4HO n3nuTBaHe EBL.2004 ¢ BBbHIIEH BB3I0XKUTEN).

[TpodunsT Ha 6e30nmacHOCT Ha OycTep go3ata Zabdeno (EBL2011) mpu neua Ha BB3pacT oT 1 10
11 roguHM KaTO ISLTO € CXOJIESH ¢ TO3H Ha IThpBaTa m03a Zabdeno, HabmronaBad mpu aena (1-
17 romuum).

Kvpmauema na ev3pacm <1 coouna

[Tpu xppMaueTa Ha BB3pacT oT 4 10 11 Mecena (m.e. u36vH nokazanuemo 3a 6vb3pacmma) ce
choOIIaBAT HeXKENAaHH PeaKlMu ciell BakcuHanus cbe Zabdeno (EBL2005). [To-uecto chobmaBanuTe
HE)KeJIaH! Peakiy (YeCTOTa: MHOTO YECTH) Ca HaMaJIeH alleTHT, Pa3pa3HUTEITHOCT, MUPEKCH,
HaMaJIeHa aKTUBHOCT, 0O0JIKa Ha MACTOTO HA HIDKEKTHPAHE, a IPYTUTE ChOOIICHN HEKEIaHH PEaKIInu
(uecToTa: 4ecTH) ca OTOK Ha MSICTOTO Ha MHXKEKTUPAHE M SPUTEM Ha MSICTOTO Ha MHKCKTUPAHE.

CrpoO1iaBaHe Ha HOAO3UPAHU HEXKEIAHN PEAKIINHU

Crpo0maBaneTo Ha MOI03MPAaHN HEXKETIAaHU PEAKIIUHU CIIe/ pa3peliaBaHe 3a ynorpeda Ha
JIEKapCTBEHUSI MMPOJIYKT € BayKHO. ToBa MO3BOJISBA A MIPOIBIIKU HAOTIOCHUETO Ha
CHOTHOIIICHUETO TOJI3a/PUCK 32 JICKAPCTBEHHSI MPOIYKT. OT METUIIMHCKUTE CIICITUATICTH CEe
M3HCKBA J1a ChOOIIABAT BCAKA MOA03MpaHa HeKeIaHa peakius Ype3 HallMOHAlTHATa cUcTeMa
3a ChOOIIaBaHE B!

W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,JJamsia ['pyeB” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 TIlpemo3upane

Hsima cho0Omienu ciryyan Ha mpeo3upaHe.

5. ®APMAKOJIOTMYHU CBOMCTBA
51 @apmakoguHAMUYHH CBOMiCTBA
®dapmMakoTepaneBTHYHA rpyna: Bakcunu, npyru Bupycuu Bakcunu, ATC xox: JO7BX02

MexaHu3bM Ha IEWCTBUE

Zabdeno € MOHOBaJICHTHA BEKTOpHA BaKCHMHA, ChCTaBEHA OT ¢JIMH PEKOMOMHAHTEH, PEILUTUKAIIMOHHO
HEKOMITETEHTEH YOBEIIKH a[cHOBUPYC THII 26, KoiTo Koaupa Zaire ebolavirus sapumant Mayinga GP.
EBOV GP, koaupan ot Zabdeno, ¢ 100% xomosoxeH Ha To3u, koaupan ot Mvabea. Cren
npmwioxenue EBOV GP ce excripecupa JOKaTHO U CTUMYJIUPA UMYHEH OTTOBOP.

EdwukacHoct

[Ipu nuncara Ha TaHHY 32 €UKACHOCT OT KIIMHUYHHU IPOYy4YBaHUsl, e(hUKacHOCTTA Ha 2-1030BaTa
CXeMa Ha MbPBUYHA BaKCHHAIIMS € OLICHEHA Ype3 MPOBOKAMOHHU IIpoyuBaHus (challenge studies)
npu HeyoBekomnoaoouu npuMaty (NHP, nenroonamaty makaru, Macaca fascicularis), naii-
TTOIXOJISIIIHS )KHBOTHHCKH MOJIENT Ha 3a0oisaBane, mpuanHeHo ot EBOV. 2-nmo3oBara cxema Ha
IbPBUYHA BAKCHHAIIMS, IPHJIAraHa Ha HHTEPBA OT 8 CEIMUIIN, € TIPOTEKTUBHA JIO ITbPBa 1032 OT

2 x 10° Bupycuu yactuim (BU) Zabdeno B komGunanus ¢ 1 x 108 Inf.U Mvabea ipu Mozien ¢
Mpearu3BUKBaHEe Ha UMyHOreHHa peakius (challenge model) ¢ yieTaneH U3xo MPH HHTPAMYCKYJIHO
umkekTupane Ha EBOV Kikwit npu NHP. XymopaiHuTe UMyHHH OTTOBOPH, H3MEPEHH YpEe3 HUBOTO


http://www.bda.bg/

Ha EBOV GP-cBbp3BammTe aHTUTENA, CUITHO KOpPENIHpaT ¢ mpexuBsemoctta ipu NHP. 3akmouenus
3a MPOTEKTUBHMS €PEeKT IIPH X0pa ca HalpaBeHH Upe3 CpaBHEHUE Ha KOHIEHTparuuTe Ha EBOV
GP-cebp3Bamute antutena (immunobridging).

KinnHuuga IMYHOT€HHOCT

[Tpu nmuncara Ha JaHHH 332 €PUKACHOCT OT KIMHUYHH MPOYYBaHUS 3aKIIIOYCHUS 32 IPOTCKTHBHUS
e(eKT Ha BaKCHHATAa ca HAaIlpaBEeHU Bb3 OCHOBA HA JaHHWUTE 3a UMyHOTeHHOCT. [Ipu To31 aHanms3 ca
M3I0JI3BaHM JAHHU OT 5 KJIMHUYHU NPOYy4BaHUs, npoBeneHu B EBpomna, CrennHeHnTe MaTh U
Adpuxka, ipu 764 Bp3pactau oT 18 10 50 roguHM, KOUTO ca MOTYYHIH 2-1030BaTa cXema Ha
IbpBUYHA BaKCHHAIMA Ha §-cenMuyeH nHTepBai. AHTH-EBOV GP-cBbp3BamuTe antuTena
KOPEIUpaT C MPOTEKTUBEH e(eKT cpernry Obp30 MporpecupaliaTa HarbJIHO JIeTalHa HHQEKIHs ¢
BUpYyca eboJia IpH HEYOBEKONMOJOOHHN NpuMartu. IMyHHUTE OTTOBOPH IPpU XOpa, u3MepeHu 21 auu
ciesi 103a 2, ca CBbP3aHH € MOBUILICHUE Ha MPOTHO3UPaHaTa BEPOSITHOCT 3a mpekuBsieMoct oT 0%
(t.e. meneH neranutet) 10 53,4% (98,68%Cl: 33,8%; 70,9%) mpu U3mon3BaHe Ha MOJEN BBPXY
JKUBOTHH. BB3 OCHOBa Ha TO3M aHAJIN3 MOXE Jla CE 0YaKBa, Yye cXxeMaTa Ha BakcuHupaHe Zabdeno -
Mvabea nMa npoTeKTHBEH eeKT cpely 3adoisaBane, npuurnaeHo oT EBOV, npu xopa. Berpeku ue
Bpb3KaTa MEXIy TUThPA Ha aHTHUTEJIaTa U IPEKUBIEMOCTTA € IPOydIBaHa caMo npu Bb3pacTHu NHP,
cpaBHEHUETO Ha KoHLeHTpauuTe Ha EBOV GP-cBbp3BamuTe aHTUTENA, U3BBPIICHO IPU
nenaTpUYHH YYaCTHHUIM, XOpa B cTapuecka Bb3pacT U HIV-undexkTnpann y4acTHHIM, TOKa3Ba, e
MOTEHIMATHO MPOTEKTUBHUTE €)EKTH B T€3U MOMYJIAllUN CHOTBETCTBAT HA OIICHKATA ITPH BH3PACTHH.

Hmynozennocm

[IpencraBeHu ca JaHHU 32 IMYHOTEHHOCT 3a 0010 842 Bb3pactHH u 509 nena (Bb3pact ot 1 110

17 ronuHmM), momy4ynny 2-1030BaTa cXxeMa Ha ITbpPBUYHA BaKCHHAIIWS B KIIMHWYHY MTpoy4YBaHus ¢aza ||
u III: mpoyusarne EBL2001 8 O6eanaenoTo KpanctBo u @panmwms, npoyusanus EBL3002 u EBL3003
B Crenunenure maty, npoyuBane EBL2002 B Yranaa, Kenus, bypkuna ®aco u bpsir Ha ciioHoBaTta
kocT u npoyuBane EBL3001 B Cuepa Jleone. Konnenrpanuure na EBOV GP-cnenuduunu
CBBP3BAIH AaHTHUTENA Ca U3MEPEHU MPUOIIM3UTETHO 3 CEIMUIIN CIIe] 3aBbPIIBaHE Ha 2-1030BaTa
cXxeMa Ha ITbpPBHYHA BaKCHHAIM. Te ca mpeacTaBeH KaTo CPEAHO FreOMETPHYHI KOHIICHTPAIHN
(GMC).

JlaHHWTE 32 UMYHOTEHHOCT C€ OIICHSIBAT U B paMKUTE Ha KIMHUYHO npoyuBane (EBL2004) ¢ ppHIIICH
BB3JIOKUTE, poBeieHo B ['Bunes, JInbepus, Manu u Cuepa Jleone. [IpencraBenu ca gaHHU 3a 0010
338 nena (Ha BB3pacT ot 1 10 17 ronuHm), KOUTO ca MOTyYrIIH 2-1030BaTa CXeMa 3a ITbPBUYHA
BAKCHHALIMSA ¥ 32 KONTO MMa HAIIMYHU JaHHK 28 qHM ciref 2-Ta no3a (Bx. Tabmuma 4).

JlaHHKTE 32 UMYHOTEHHOCT Ca OIICHCHU U B KIIMHWYHO npoy4Bane (asa Il B Cuepa Jleone u ['Bunes
(EBL2005) ipu 74 xppmMadeta Ha Bb3pacT oT 4 10 11 mMecena, KOUTO ca MOTYYHIIN 2-1030BaTa cXemMa
Ha IIFPBUYHA BAKCHHAITUS M 32 KOUTO UMa HAJTUIHU JaHHU 21 meH ciuex mo3a 2 (Bxk. Tabmura 5).

Lannu 3a umynozeHHOCm npu 8b3pacmuu cied 2-00306ama cxema Ha NbPEUUHA BaAKCUHAYUS
VMyHHHAT OTTOBOpP KBM 2-7030BaTa CXeéMa Ha MbPBUYHA BaKCHHALIMSA, IPUIIOKEHA Tpe3 §-CeAMHUUEH
WHTEpBaJI, € olleHeH B 5 npoyuBanus ¢a3za I u III, nposenenn B EBpona, Appuka u CALL (Bx.
Tabmuua 3). BB Benuku npoyusanust 98% n0 100% oT yuacTHULMTE 1EMOHCTPHPAT OTIOBOP,
n3MepeH upe3 HuBoto Ha EBOV GP-cBbp3Baiy anTuTena, onpeaesieH KaTo MOBUILIEHUE Haf 2,5 TbTH
Ha KOHIIEHTPALIMATA Ha CBHP3BAIINTE aHTUTENA CIPSAMO CTOMHOCTTA Ha M3XOIHO HHUBO.

Tab6auna 3: OTropopu KbM 2-1030BaTa cxemMa Ha Bakcunupane Zabdeno - Mvabea npu Bb3pacTHu (8-
ceIMUYeH UHTEpPBaJ), u3MepeH ype3 HUBOTO Ha EBOV GP-cnenuduynu cbp3Banu
antuteaa: GMC EU/ml (95% CI)

IpoyuBane W3x01HO HUBO 21 num cen 6 mecena cuien 10 mecena cien
a03a 2 nosa 2 1032 2
<LLOQ 10131 1205
(SLLOQ;<LLOQ) |  (8554;11999) (971; 1497)
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EBL2002 (N=134) (N=136) - (N=133)
39 7518 342
(<LLOQ: 48) (6468; 8740) (291; 401)
EBL3001 (N=231) (N=224) - (N=199)
68 3976 268
(56; 81) (3517; 4495) (234; 307)
EBL3002 (N=140) (N=135) (N=131) -
<LLOQ 11054 1263
(<LLOQ; <LLOQ) |  (9673; 12633) (1100; 1450)
EBL3003 (N=258) (N=254) (N=244) -
<LLOQ 11052 1151
(<LLOQ; <LLOQ) |  (9959; 12265) (1024; 1294)

Iloxa3aHu ca 1aHHM 32 BAKCHHUPAHUTE yYaCTHHIIH, TOIYYHIN 2-030BaTa CXeMa Ha BAKCHUHHUPAHE B TpyIaTa 3a aHalu3 10
MIPOTOKOI.

EU = ELISA enuaumu

Cl = JloBepuTeneH HHTEPBAI

N = Bpoii y4acTHUIH ¢ HATMYHN JaHHH

LLOQ = JlonHa rpaHuIla Ha KOJIHYECTBEHO OMpEICICHUE

HHTepBanbT MeXAy NO3UTE B TE€3U NMPOyuBaHui € 8 ceqmuuu +/- 3 qau. JJoKkato MMyHOreHHOCTTa Ha
CXEMHTE Ha BAKCHHHUPAHE C TO-ABIBI HHTEPBAI MEXIY Jo3uTe A0 69 cemmurin (483 mHM) e mogo0Ha,
CXEMUTE Ha BaKCHHHPaHE C HHTEPBaJ OT 4 CEMHIIU ca 0-cIab0 MYHOT'CHHHU.

Crnen 2-mo3oBara cxeMa Ha ITbpPBHYHA BaKCHHAIINSA C 8-CeIMUYEeH WHTEpBaJ ca HabmogaBann GMC
EU/ml (95% CI) 5283 (4094; 6817) npu HIV-undexrupanu Bp3pacTHi Ha aHTUPETPOBUPYCHA
tepanus, ¢ CD4+ kietku >350 KISTKU/MUKPOIUTHP U 0€3 Mpu3HaIy Ha umyHocynpecus (N=59).

Jlannu 3a umynoeennocm npu oeya (Ha evspacm om 1 00 17 2o0unu) crned 2-0ozoeama cxema Ha
NBPEUUHA BAKCUHAYUS

HVIMyHHHAT OTTOBOp KbM 2-71030BaTa CXeMa Ha IbPBUYHA BAaKCHHALIWS, IPUIIOKEHA MPpe3 8-CeAMHUUICH
MHTEpBaJI, € OLEHEH NpH Jena (Bb3pact oT 1 1o 17 ronuHn) B Tpy NpoyuBaHus, NpoBeaeHH B Adpuka
(Bx. Tabmuua 4). B tpute npoyusanus 98% no 100% oT yuacTHUIIUTE AEMOHCTPUPAT OTTOBOP,
n3MepeH upe3 HuBoto Ha EBOV GP-cBbp3Bamy antutena. MIMyHHUTE OTTOBOPH IIpH JeLara ca 1no-
M3pa3eHu OT HAOII0AaBaHUTE IIPU Bb3PACTHH B CHIIUTE IPOYUBAHUSL.

Tadsuna 4. OTroBopu KbM 2-1030Ba cxemMa Ha BakcuHupaHe Zabdeno - Mvabea npu nena na pb3pacr
ot 1 1o 17 ronunu (8-ceAMuyueH MHTEpBaJ), H3MepeHH Ype3 HUBOTO HAa EBOV
GP-cnenu¢uynu cepp3Baim anturesna: GMC EU/mI (95% CI)

Bn3pact IIpoyuBane HN3xoaHO0 HUBO 21 i::lac; en 6 Me;g;laazc Jen C:EIOeer)e;;aZ
1-3 roqunu EBL3001 (N=123) (N=124) (N=122) (N=120)
<LLOQ 22568 713 750
(<LLOQ; <LLOQ) (18426; 27642) (598; 849) (629; 894)
1-4 ronnam | EBL2004 (N=105) (N=108)* (N=28)
<LLOQ 25111 - 1139
(<LLOQ; (21332; (905; 1432)
<LLOQ) 29559)
4-11 roguHu EBL2002 (N=52) (N=53) (N=53) (N=54)
<LLOQ 17388 715 637
(<LLOQ; <LLOQ) (12973; 23306) (602; 851) (529; 767)
EBL3001 (N=130) (N=124) (N=126) (N=123)
62 10212 442 436
(49; 78) (8419; 12388) (377, 518) (375; 506)
5-11 romman | EBL2004 (N=109) (N=105)* (N=33)
<LLOQ 15797 - 739
(<LLOQ; 40) (13289; (585; 933)
18778)
12-17 roqunn | EBL2002 (N=53) (N=53) (N=41) (N=52)
<LLOQ 13532 577 541
(<LLOQ; 37) (10732; 17061) (454; 734) (433; 678)
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EBL3001 (N=142) (N=134) (N=135) (N=132)
65 9929 469 386
(52; 81) (8172; 12064) (397; 554) (326; 457)
EBL2004 (N=127) (N=125)* (N=63)
49 12279 - 731
(39; 62) (10432; (589; 907)
14452)
HOKa3aHI/I Ca JaHHH! 3a BAKCUHUPAHUTE YUYaCTHUIIN, TOJIYUNIIN 2-,I[O3OBaTa CX€Ma Ha BaKCMHUPAHE B rpynara 3a aHajJus3 110

MPOTOKOJL.

* 28 nuu cnen no3a 2

EU = ELISA enunuim

Cl = JloBepurenen HHTEpBaI

N = Bpoii yyacTHHLIN ¢ HATMYHU JaHHH

LLOQ = JlonHa rpaHUIla Ha KOJUYECTBEHO OIMPEICTICHUE

Hannu 3a umynocennocm npu kepmavema (na ev3pacm 4 oo 11 meceya) cneo 2-0ozoeama cxema Ha
NBPEUYHA BAKCUHAYUSA

VIMyHHHAT OTTOBOp KbM 2-71030BaTa CXeMa Ha IbPBUYHA BaKCHHALWS, IPUIIOKEHA IIPe3 8-CeaMHUUICH
MHTEpBaJ, € OLIEHEH U MpH KbpMaueTa (Ha Bb3pacT 4 10 11 mecena) B €HO KIMHUYHO IPOyYBaHE
(EBL2005) (Bx. Tabnuma 5). B ToBa npoyuBane 100% oT y4acTHHIIUTE JEMOHCTPHUPAT OTIOBOP,
n3MepeH upe3 HuBoTo Ha EBOV GP-cBbp3Bamu antuTena, 21 qau cnenx 103a 2.

Tabéauma 5: OTropopu KbM 2-1030Ba cxeMa Ha BakcuHupaHe Zabdeno, Mvabea npu aena Ha Bb3pact
oT 4 10 11 mecena (8-ceaMuYeH HHTEpPBAJ), U3MepeHH Ype3 HUBOTO HAa EBOV
GP-cnennpuunu cepp3Bamu antutena: GMC EU/ml (95% CI)

Bu3pact IIpoyuBane H3x01HO HUBO 21 ig;lac; et 10 mecena cJex 1o3a 2
4-11 mecena | EBL2005 (N=74) (N=74) (N=72)
<LLOQ 24309 1466
(<LLOQ; <LLOQ) (19695; 30005) (1090; 1971)

IToka3aHu ca JaHHU 3a BAKCHHHUPAHHUTE YYaCTHHIM, TIOJIyIHIN 2-1030BaTa CXeMa Ha BaKCHHHpPAaHe B Ipyriata 3a aHaju3 1o
HPOTOKOJL.

EU = ELISA emquaunm

Cl = [loBepuTeneH HHTEPBAIT

N = Bpoii yyacTHHIIN ¢ HATMYHH JaHHH

LLOQ = JlonHa rpaHUIIa Ha KOJMYECTBEHO OIpeieTICHNe

Jlannu 3a umynoeenHocm npu 6b3pacmuu cied dycmep saxcunayusi cve Zabdeno

NmyHHUAT OTrOBOp KBbM OyCTep BakcHHaIMs che Zabdeno, nmpuiioskeHa 1 wim 2 TOIUHHM CiIell cxeMaTa
C TbPBUYHA BaKCHHAIHS, € OIICHEH B 2 KIMHUYHU npoy4uBaHus (Bk. Tabnuma 6). Bycrep
BaKCHHAIUATA BOJH JI0 OBP30 aKTUBUPAHE HA aHAMHECTHUYCH OTrOBOp ¢ moBuiieHne ot 40 10 56 mbTH
Ha KOHIICHTPAIIMUTE Ha aHTUTENIaTa B paMKHUTE Ha 7 THU. BeaudnHaTa Ha OTTOBOpA IO OTHOIIIEHUE Ha
KpaTHOCTTa Ha noBuieHue u noctoycrepaure GMC e mogo0Ha He3aBUCUMO OT BPEMETO OT
mbpBUYHATA BakcuHaiws (1 uimm 2 roauHn).

Ta6auua 6: OTroBopu KbM 0ycTep BaKCHHAIMSA Che Zabdeno npu Bb3pacTHH, H3MEPEHH Ype3 HUBOTO
Ha EBOV GP-cnenuduynu cebp3Baumu aututesa: GMC EU/mI (95% CI)

MpovuBane Mpenn 7 nHM caen 21 num caen 1 ronuna ciaen
poy Oycrepa Oycrepa Oycrepa OycTepa
EBL20022 (N=39) (N=39) (N=39) (N=37)
366 20416 41643 4383
(273; 491) (15432; 27009) | (32045; 54116) | (2969; 6470)
EBL3001° (N=29) (N=25) (N=29) (N=26)
274 11166 30411 3237
(193; 387) (5881; 21201) | (21972;42091) | (2305; 4547)

OycTep BaKCHHAIM, IPWIOKEHA | TOAMHA Cllel MbPBUYHATA BAKCHHALIUS

OycTep BaKCHHALS, IPUIIOXKEHA 2 TOAWHM CIIe]] MbPBUYHATA BAKCHHAIHSA
IToka3aHu ca JaHHU 32 BAKCHHUPAHUTE YYaCTHHIH, TTOIYYHIU OycTep BAKCHHALMS B TPyIaTa 3a aHAIU3 110 IPOTOKOI.

EU = ELISA enu

HULIU

CI = [loBepuTeneH HHTEpBaI

N = Bpoii yyacTHULIM C HATMYHU TaHHU




Jannu 3a umynoeennocm npu oeya Ha ev3pacm om 1 0o 11 200unu (no epeme Ha 2-00308a NbPEUYHA
saxcunayus) cred dycmep eaxcunayus cvc Zabdeno

HNMyHHHAT OTrOBOp KbM OycTep BakcHMHALUs cbc Zabdeno, MpuiIoKeHa MmoBeye OT 3 TOJUHH ClIe
IbpBOHAYATHATA BAKCHHAIIWS, € OlleHeH B KiIMHUYHO npoyuBane (EBL2011) (sx. Tabxuma 7). bycrep
BaKCHHAIMATA BOJM 10 ObP30 aKTHBHpPAHE HA aHAMHECTHYEH OTIOBOD € 32 TbTH yBEJIMUEHUE Ha
KOHIICHTPAI[MUTE Ha aHTUTEJA B CpaBHEHUE C Ipeu OycTep BaKCHHAIMS NPH JIelia Ha Bb3pacT OT 1 10
3 roauHu 1 63 BTH TIpH Jiena Ha Bh3pacT oT 4 1o 11 roxunu. 3a 21 quu ciiex Oyctep BakCHHAIINS
KOHIICHTPAIHUTE Ha aHTUTEJa Ce yBeln4daBar 76 IbTH B CpaBHEHHE C KOHIICHTPAIIMUATE TPEIH Hes
MIpH Jena Ha Bh3pacT oT 1 10 3 roguuu u 137 mbTu npu aena Ha Bb3pacT oT 4 10 11 ronuHu.

Tadauna 7: OTroBopu KsM fycTep BakcuHanus cbe Zabdeno npu nena na Bs3pact ot 1 10 11 roaunm,
u3MepeHu upe3 HUBOTO Ha EBOV GP-cnennduynn cebp3pamm antureaa: GMC EU/ml

(95% CI)
IIpoyuBane IIpenu 6ycrepa 7 num caex Oycrepa | 21 qum caex OycTepa
EBL2011 (N=49) (N=50) (N=49)
640 28561 64690
(461; 888) (20255; 40272) (48356; 86541)

Tloxazanu ca JaHHM 3a BAKCHHHPAHUTE YYaCTHUIN (A€IIa Ha Bb3pacT OT | 0 FOAWHM 1O BpeMe Ha 2-1030BaTa IbPBUYHA
BaKCHHAIVSA), TOTYYHIN OycTep BaKCHHAIMS (IPUIIOKEHA >3 TOAWHHM Clie]l TbPBUYHATA BaKCHHALM ) B TPyIIaTa 3a aHAN3
O TPOTOKOJL.

EU = ELISA enuanmnu

CI = JloBepureneH HHTEpBAI

N = bpoil yuacTHULIM C HAIMYHU JaHHU

Lbazocpouno nepcucmupane Ha anmumenama npu b3pacmuu

Tpu ceamuiu ciesi 3aBbpIIBaHEe Ha 2-71030BaTa CXeMa Ha MbPBUYHA BAaKCHHAIMS UIMYHHHUAT OTTOBOD
(GMC) nmocrura cost vk (“A” BbB ¢urypa 1 mo-nomy). Ciael muka OTTOBOPHT HAMAIISBA KbM 6-Usl
Mecell M 0cTaBa cTabmiIeH Haii-Manko 1 roxuHa cinen go3a 1 (Tadmuma 3). Kakto ce Bmkaa OT TaHHHUTE
ot 43 Bp3pacthu B nipoyuBane EBL3001, oTroBopbT ocTaBa cTa0uiieH 1 JIBE TOIUHHU cliea A03a 1
(Haii-kbcHATa HalIMYHA BpeMeBa Touka) (“B” BB ¢urypa 1 mo-gomy). Ciies nmpuiiokeHue Ha oycrep
no3a Zabdeno ce HabiogaBa Obp3 aHAMHECTHUYEH OTTOBOP B paMKuTe Ha 7 nuu. Haii-Bucokure
KOHIICHTpAIIMK Ha CBBhP3BAIlM aHTUTEINA ca HaOmoaBanu 21 1 cnen OycrepHata no3a (“C” BbB
¢urypa 1 mo-g0:y), OC/IeIBaHO OT HAMAJICHUE HA KOHIICHTPALIUUTE Ha aHTUTeNarTa. |1 TouHa cies
Oyctepnara 1o3a GMC ca mo-BUCOKH OT IpeAr NPWIOKEHHETO Ha OyctepHara no3a (“D” BbB
¢urypa 1 mo-momny).
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®@urypa 1. OTroBopu cjen 2-1030BaTa cxeMa Ha BakcuHupaHne Zabdeno - Mvabea u 6ycrepna
BaKkcuHaNMs cb¢ Zabdeno 2 roquHu cjie] MbPBUYHATA CXeMa HA BAKCHHUPAaHe MPH
BBb3PAaCTHH, U3MepeHH Ype3 HUBOTO Ha EBOV GP-cnennduynn cBbp3Bamm
anTuTesa B npoyuBane EBL3001%; GMC (95% CI)
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a AHaIM3BT ce OCHOBaBa Ha rpynara 3a aHajiu3 110 IIPOTOKOJI.

CrbabueTaTa Ha TPEIIKUTE PEACTABISIBAT CPEIHO TEOMETPUYHATA KOHIICHTPAIHS U ChOTBETHUS 95% noBepuTEcH
HUHTEpBaJ.

EBpomneiickara areHIus 1o JeKapcTBara oTiiara 3aIbJDKEHHETO 3a PEJI0CTaBsiHE Ha PE3YJITATUTE OT
npoyuBaHusTa ckc Zabdeno 3a nmpoduiakTika Ha 3a00JsBaHe, IPUYMHEHO OT €00Ja BUPYC, B €IHA
WY TIOBEYE MOATPYIH Ha MeaTpruyHaTa momyianus (Bxk. Touka 4.2 3a ”HQOpMaIsi OTHOCHO
ynorpe0a B Ie[uaTpusTa).

Ta3u BakcHHa € paspelicHa 3a yrnotpeda npu ,,u3BbHpEIHN o0cTositencTBa“. ToBa o3HauaBa, 4e 1o
HAy4YHHU ChOOpaKEHUS HE € OMJI0 Bh3MOXKHO J1a C€ MOJIYUH ITbIHA HH(GOPMAIUS 3a Ta3H BaKCHHA.
Bceska roguna EBpomneiickaTta areHus 1o JieKapcTBaTa Iie U3BbpIIBa Iperie]] Ha HoBaTa
uHpopmarus 1 Tazu KXI1 chOoTBETHO 1ie ce aKTyaan3upa.

5.2 @apmakoKHMHeTHYHHM CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHuYHMTE TaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha MPOyYBaHUATA 32 TOKCUIHOCT

MIpU MHOTOKPATHO MpUJIaraHe U MPOYYBAHUS 32 JIOKAJIHA OHOCUMOCT U PENPOAYKTUBHA TOKCUUYHOCT
MpH 3ai1y.
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IIpoyuBaHus 3a 001112 TOKCHYHOCT (IIPH MHOTOKPATHO MPUIOKEHHE), BKIIOUHUTEIHO JIOKATHA
IHOHOCHUMOCT

3aiiuTe oHacAT A00pe pa3IMYHUTE CXeMH Ha BakcuHHpaHne Zabdeno - Mvabea, korato ce npunarat
WHTPAMYCKYJTHO Ha HHBO IThJIHATA 7032 pH xopa. OThens3Ba ce, ue CBhP3aHUTE ¢ BAKCHHATA HAXOJIKU
(M3passBaIiy ce ¢ Bb3MAIUTEIHN IPOMEHN Ha MSICTOTO Ha MPUIIOKEHHE, YBEIIMYCHHE Ha
¢ubpuHoreHa, C-peakTHBHUS IPOTSHH U TTI00YJIMHA, U MUKPOCKOIICKUTE HAXOJKH — TIOBUIIICH
muMOonIeH NeTyJIapUTeT W/WIH TePMUHATHBHU IIEHTPOBE B APEHAKHATE JIMM(HU BB3JIN U CIIE3KATa)
OT3BY4YaBaT 2 CEJMHMIIU CJIC]| MTOCIIETHATA BAKCUHAIIUS U OTPa3siBaT HOpMaJieH (PH3UOIOTHYEH OTTOBOpP,
CBBbp3aH ¢ BakcuHauusTa. He ca HabnronaBaHu epeKTH, KOUTO CE CUUTAT 3a HEXKEJaHH.

DeprmmTeT/penpoaAyKTHBHA TOKCUYHOCT M TOKCHMYHOCT 34 Pa3BUTHETO

[IpoyuBanusiTa 3a OuopasnpeaencHne, MPOBENEHH MPHU 3ailK, He TIOKa3BaT pa3npeaeienue Ha Ad26
BEKTOpPA B TOHAIUTE (TECTUCH, THIHUIIN) CIIeN .M. HH)KEKTHPAHE.

IIpoyuBaHusTa 3a 001112 TOKCUYHOCT (IIPU MHOTOKPATHO MPUJIOKEHHUE) IPU CXEMHU Ha BAKCUHHUpaHE
Zabdeno - Mvabea He moka3Bat e(heKTH BbPXY MBKKHUTE MOJIOBH OPTraHH, KOMTO OHUXa YBPEIUIN
MBKKUS QepTrauteT. OCBEH TOBA MPOYUYBAHUATA 32 00IIa W/WIIK PENPOAYKTUBHA TOKCUYHOCT HE
MOKAa3BaT JaHHU 33 YBpPEeXKAaHe Ha )KeHCKUs pepTunuter. B mpoyuBaHe 3a penpoayKTHBHA
TOKCHYHOCT CXEMUTE Ha BakcuHHpaHe Zabdeno - Mvabea He HHAyIUpaT TOKCHYHOCT IIPH MaiKarta
WJIN TOKCUYHOCT 32 Pa3BUTUETO CIie] eKCIIO3UIMS Ha MalKUTe Ipe3 Iepuoaa npeay YudToCBaHEeTO U
npe3 TecTalrOHHUS Nepruol. B ToBa mpoyuBaHe MpH cCXeMUTE Ha BAKCHHUPAHE CE MOTy4aBaT
nzmepumu TuTpu Ha EBOV GP-crieunduyunm anTuTena npu MaifkaTta, KOUTO ce IpeJaBar Ha Iuioja.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NOMOIIHHUTE BelIeCTBA

JuHaTpues exerar

Etanon

XUCTUMHOB XUJIPOXIOPUA MOHOXUPAT
[Tommcopbat 80

Harpues xnopun

3axapo3a

Boga 3a unxeknuu

Hatpues xunpoxcup (3a kopekius Ha pH)

6.2 HecbBMecTHMOCTH

ITpu nurica Ha mpoyyBaHus 3a HechBMecTuMocTu Zabdeno He TpsiOBa 1a ce cMecBa ¢ Apyru
JIEKApCTBEHU MPOIYKTH.

6.3 Cpok Ha romHocT
7 roqunu ipu -85°C mo -55°C
6.4 ChenmnaJHM ycJI0BHUS HA CbXpaHeHUe

[a ce Tpancmoptupa 3ampaszeH mpu -25°C no -15°C. Cnen monydaBaHe MPOIyKTHT MOXKE J1a e
ChXpaHsBa, KaKTO € YKa3aHO T0-JI0Iy:

[a ce cpxpansiBa BB (hpusep nipu -85°C o -55°C ot quctpuOyTopa B ciiydail Ha ckianupane. Jlatara

Ha M3THYaHE Ha CPOKA Ha FOJIHOCT IpH chXpaHeHue Ha -85°C o -55°C e ormevaraHa BbpXY ¢rakoHa
U BBHIIHATa KapToHeHa onakoBka cien “EXP” u ,,I'ogen no:”.

15



BakcuHaTa MoXe CBINO Jia ce ChbXpaHsIBa OT AUCTPUOYTOpA WK KpaliHUS OTpeOHTeN BhB Qpu3ep npu
-25°C 1o -15°C ennokpatHo 3a nepuoj a0 36 mecena. Cien uzBakaane oT Gppusepa Ha -85°C 10
-55°C HoBara aTa Ha M3THYAHE HA CPOKA HAa FOAHOCT TPSAOBA Aa ce 3alullie OT TUCTPHOYTOpa WK
KpaliHus MOTpeOuTE BbPXY BBHITHATA KAPTOHEHA OMIAKOBKA M BaKCHHATA TPSOBA Jla CE U3II0JI3BA WU
u3xbpiu cien 30 Mecena. Ta3u HOBa JaTa Ha M3THYAHE HA CPOKA HA FOJHOCT He TpsiOBa na Oblie cuen
IIbPBOHAYATHATA JIaTa Ha M3THYaHe Ha cpoka Ha rogHocT (“EXP” u "T'omen no:”). [IppBoHavyaiHaTa
JlaTa Ha W3TUYaHE Ha CPOKa Ha TOIHOCT TPsiOBa Jia ce 3aJINYH.

Bakcunara Moke /1a ce chXpaHsiBa OT AUCTPHOYTOpa WM KPaHUA MOTPEOUTEN CHIO U B XITAAUITHUK
mipu 2°C go 8°C enHokpaTHO 3a nepuoa 10 8 mMecena. Cien u3BakIaHe Ha IPOIYKTa 3a ChbXpaHCHUE
npu 2°C go 8°C, narata Ha H3XBBPIIAHE TPsOBa 1a ce 3amuile OT JUCTPUOYTOPa WIIN KpalHUS
MoTpeduTeN BHPXy BHHIITHATA KAPTOHEHA OITAKOBKA M BAaKCHHATA TPSOBa J1a ce U3I0NI3BA MIIH
M3XBBPIM B Kpas Ha 8-MeceuHus nmepuosl. Ta3u 1aTa Ha U3XBBPIISIHE HE TPsiOBa 1a Obae cien
I'bPBOHAYATHATA JIaTa Ha U3TUYaHe Ha cpoka Ha rogHocT (“EXP” u ,,['onen 10:”) uinu HOBaTa aTa Ha
M3THYaHE HA CPOKA Ha TOJHOCT Ipu cbxpaHeHue npu -25°C no -15°C. [IspBoHavanHaTa gata Ha
M3TUYaHEe Ha CPOKa Ha TOAHOCT W/WJIM HOBaTa JaTa Ha M3THYaHe Ha CPOKa Ha TOTHOCT, OMPEEINICH 3a
chxpanenue npu -25°C 1o -15°C TpsdBa aa ce 3anuymu.

Cnen pa3smpassaBaH€ BaKCHHATa HE MOXKE a C€ 3aMpassBa OTHOBO.

DnakoHBT Tpﬂ6Ba Ja CC CbXpaHsdaBa B OpUI'MHAJIHATA OITAKOBKaA, 3a 1a CC MpEAIasyu OT CBCTJIMHA U Ja
C€ MpocCI€AN JaTaTa Ha U3THYaHE Ha CPOKa Ha TOAHOCT WJIK JaTaTa Ha U3XBBPJIAHE IPU Pa3JIMYHUTE
YCJI0BUA HAa CbXPaHCHUC.

6.5 Bwuau chabp:KkaHNe HA ONAKOBKATA

0,5 ml cycrieH3us B €1HO/1030B (IIAKOH OT CTHKJIO THII | ¢ ryMeHa 3ammymianka (XJIopoOyTHII ¢
HOKPUTHE OT ()IIyOpOIIOIMMED), AITyMHHHEBA 00KaTKa U YepPBEHO [IACTMACOBO Karaye.

Onaxkorka ot 20 e1H01030BH (piakoHa.
6.6 CrhenuajJHu npeanasHu MePKH NP U3XBbPJIsiHe U padoTa

Zabdeno e 6e31BeTHA 10 CBETIIOKBIITA, OUCTPA /10 CHITHO OTAJIECIICHTHA CyCIeH3us. BakcuHara
TpsI0Ba J1a ce mperyie/ia BU3yaaHo 32 HAIMYUE Ha BUIMMHU YaCTUIIM M IPOMSTHA Ha IIBETa NPeIn
npunoxenue. GrakoHBT TPsIOBa Ja ce Iperiie/ia BU3yalHoO 3a ITyKHATHHU WM HapyIIeHUs Ha
[EJIOCTTa Ha OMaKOBKAaTa, KaTo Hallp. PU3HAIM Ha OTBapsiHE, peu puiioxenue. [Ipu Haauyme Ha
HSIKO€ OT TOPENOCOYCHUTE HE MpHilaraiiTe BaKCHHATA.

Crie KaTo BaKCHMHATa ce M3Baau OT ()pU3epa U ce pa3Mpasu, TS TPsOBa J1a ce U3I0JI3Ba He3a0aBHO WITH
na ce chxpansBa B xnaauHuk mpu 2°C mo 8°C (Bxk. Touka 6.4). Cieq kaTto ce U3Baau OT XJIAJUITHUKA,
3a MPUIIOKEHUE, TS TPAOBA J1a ce M3MO0I3Ba He3a0aBHO.

BuumMarenHo cMeceTe ChIbpKaHUETO Ha (UIaKOHA, KAaTO IO BEPTHUTE B POALIDKEHHE Ha 10 CeKyHTH.
He pasknamaiite. M3non3BaiiTe cTepuiHa Uria U CTEpUIIHA CIIPUHIIOBKA 32 U3TEIJISTHE Ha LSUI0TO
CBhABPIKUMO OT (hJ1aKOHA 32 MPHUIIOKEHHUE.

Wznon3BaiiTe oTAenHa CTEpUIIHA UTJIA U CIIPUHLIOBKA 32 BCEKH YoBeK. He € Heo0X01uMo /1a ce CMEHSAT
UTTIMTE MEX/Ty U3TETIISTHETO Ha BaKCHHATA OT (prlakoHa M MHXKEKTHPAHETO, OCBEH aKo Uriiara He €
HOBpeeHa min 3aMmbpceHa. OCTaHAIOTO ChABPKAHNE BBB (UIaKOHA TPAOBA J1a C€ N3XBBPIIH.

Hewnsnonspanusr JICKAPCTBCH NPOAYKT WX OTHAABYHUTC MAaTCPpUAJIU OT HETO Tp;16}3a Ja CC U3XBBPJIAT

B CHOTBETCTBHE C MECTHHUTE M3UCKBaHUs.IIpy eBeHTyanHO paznuBaHe MACTOTO TPsIOBa 11a ce
Je3uH(eKIrpa cbe CPENICTBA C BUPYLUIHA AKTUBHOCT CPEIIy aJICHOBUPYCH.
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7. HHPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1444/001

9. JATA HA ITbPBO PAZPEINABAHE/IIOJJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[Hata Ha mppBo pazpemanane: 01 romu 2020 r.

10. [OATA HA AKTYAJIM3BUPAHE HA TEKCTA

09/2024

[Mompo6Ha nH(DOpMaIUs 3a TO3M JIEKApCTBEH MPOIYKT € peJocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus 1o JiekapcTaTa https://www.ema.europa.eu.
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MPWIOKEHME I
MPOU3BOJUTEJ(A) HA BUOJIOTMYHO AKTUBHOTO(UTE)
BEIECTBO(A) U MPOU3BOJUTEJI(A), OTTOBOPEH(HU) 3A
OCBOBOKJIABAHE HA TAPTHU/IN
YCJIOBUSI WJIM OTPAHUYEHUSI 3A IOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHUS 3A BE3OITACHA "
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A U3BITBJIHEHUE HA MEPKH

CJIEJ PAPEIIIABAHE 3A YIIOTPEBA IIPU U3BBHPE/THU
OBCTOSATEJICTBA
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A. NPOU3BOIUTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE) BEIIECTBO(A) U
INPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKXJIABAHE HA ITIAPTUAN

Hme u aapec Ha NpoU3BOAUTENI(UTE) HA OMOIOTMYHO aKTUBHOTO(HUTE) BEMIECTBO(A)
Cilag GmbH International,

Janssen Bakcuam,

kioH Ha Cilag GmbH International

Rehhagstrasse 79

3018 Bern

[Iseinapus

Hme u agpec Ha npou3BoAUTENA(HUTE), OTTOBOPEH(HHU) 32 OCBOOOKIaBaHE HA NAPTUINTE
Janssen Biologics B.V.

Einsteinweg 101

2333 CB Leiden

Hunepnannus

Janssen Pharmaceutica NV

Turnhoutseweg 30

B-2340 Beerse

benrus

IlewaTHaTa TUCTOBKA Ha JIEKAPCTBEHHS MPOAYKT TPIOBa Ja ChIbPKa UMETO U ajpeca Ha
MPOU3BOAMTEIS, OTTOBOPEH 32 OCBOOOKIABAHETO Ha CHOTBETHATA TAPTHU/IA.

b. YCJIOBUS NJIIA OTPAHUYEHMNA 3A JOCTABKA U YIIOTPEBA
JlexapcTBEHUSAT POIYKT C€ OTITyCKa I10 JIEKAPCKO MPEeITHUCaHHE.

. O¢puuuanHo ocBo0oKIaBaHE HA MAPTUAHU

CeritacHo uit. 114 ot Hupextusa 2001/83/EO odunmaiHoTo 0OCBOOOKIaBaHE HA MTAPTUIUTE CE

H3BBPIIBA OT AbPiKaBHA na60paTopH;1 HIIn na60paTopI/I${, OIIpEACJICHA 3a Ta3Ku LCII.

B. JAPYI'M YCJIOBUSA N UBUCKBAHUA HA PASPEIIEHUETO 3A YIIOTPEBA

. Iepuoanynn akTyam3upanu Aokjaaau 3a 6ezonacuoct (ITA1B)

W3uckBanusra 3a nonasane Ha [TAJIb 3a To31 jlekapCTBEH MPOAYKT ca IIOCOYEHH B CITUCHKA C
pedepentauTe natu Ha EBpometickus cpro3 (EURD cruchk), npensuaeH B wi. 1078, an. 7 oT
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIM3aIlH, TTyOJMKYBaHH Ha €BPOTICHCKUS
yeOropTai 3a JeKapcTBa.

IIpurexatensat Ha pa3peuiernero 3a ynorpeda (IIPY) tpsbsa na momane mepsus ITA/Ib 3a To3m

MPOAYKT B CPOK OT 6 Mecela cie]l pa3pelraBaHeTo 3a ynorpeoa.

I. YCJ0OBUSA NJIN OTPAHUYEHUS 3A BESOITIACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITPOAYKT

o Ilnan 3a ynpaBienne Ha pucka (ITYP)

[putexarensat Ha pasperieHueTo 3a yrnorpeda (ITPY) tpsOBa 1a U3BBpIIBa H3UCKBAHUTE ACHHOCTH U

ﬂeﬁCTBHﬂ, CBBpP3aHU C NPOCICASABAHC Ha JICKAPCTBCHATA 6630HaCHOCT, IIOCOYCHHU B OZ[O6p€HI/I$I HYP,
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npeactaBed B Moxyn 1.8.2 Ha pa3pemnieHneTo 3a ynorpeda, KakTo U BB BCUUKH CJICIBAIIHA OJ00PCHH
akTyanu3auuu Ha ITYP.

Axrtyanusupan [IYP Tps6Ba na ce mopasa:

e 110 uckaHe Ha EBpomnelickaTa areHIus 1o JeKapcrnara;

e BHHArW, KOraTo ce M3MeHsI CUCTeMarTa 3a YIpaBJIeHUE Ha pHCKa, OCOOCHO B pe3yiTaT Ha
MoJTydaBaHe Ha HOBa WH(OpPMAITHs, KOATO MOXKE Jla TOBEJIE 10 3HAYNMHU TIPOMEHH B
CHOTHOIIEHHUETO TT0JI33/PUCK, HITH CIIE/ JOCTUTaHe Ha Ba)KEH eTan (BbB BPH3Ka C
mpoclieisBaHe Ha JISKapCTBeHAaTa 0€30MIaCHOCT WIIN CBEXIAaHE HA PUCKA 0 MUHUMYM).

A. KOHKPETHO 3AABJKEHUE 3A U3II'BJIHEHUE HA MEPKU CJIE]]
PASPEIIABAHE 3A YIIOTPEBA IIPU U3BBHPEJJHU OBCTOATEJICTBA

Toga e pa3zpenieHue 3a yrmorpeda mpu U3BbHPEIHU 00CTOSATENCTBA U ChITIACHO Wi. 14, air. 8 ot
Pernament (EO) Ne 726/2004 B onpenenenus cpok [1PY TpsOBa na nposeie CICAHUTE MEPKH:

Onucanue Cpok
3a ;1a ce OCHTYpH aIeKBaTHO MPOCIIeAsIBaHe Ha ePEKTUBHOCTTA, CrarycoT TpsiOBa 1a ce
3asBUTEIIAT 1€ U3BBPIIH CISAHOTO MIPOYUIBaHE 32 ChOMpaHe Ha TaHHH B cboOIaBa €KEr0JHO B
KOHTEKCTa Ha MpeJiBuieHaTa yrnorpeda Ha mpoduiIakTHIHaTa cXeMa Ha paMKHTE Ha BCSIKO
Bakcunupane Ad26.ZEBOV — MVA-BN-Filo. 3asBJICHHE 3a TOIUIITHA
IPEOIeHKa

HCI/IHTepBCHHI/IOHaﬂHO IMOCTMApPKECTUHI'OBO HpOY‘IBaHC:
- VAC52150EBLXXXX: Ouenka Ha e(peKTHBHOCTTA Ha TEPEH Ha

XETepOJI0KHA, IBY1030Ba TPOPUIAKTHYHA BAKCHHA CpeILy edoa.
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MNNPUJIOKEHUE III

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OITAKOBKA C 20 EJHOO30BU ®JIAKOHA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Zabdeno MHXEKITHOHHA CYCIICH3US
Bakcuna cpernry ebona (Ad26.ZEBOV-GP [pekombunanTHa])

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

Enuununana mgo3a ot 8.75 logio undekunosuu equuunu (Inf.U) 8 0,5 ml

AnenoBupyc THm 26, koaupar Zaire ebolavirus (EBOV), riukonpoTenH Bapuant Mayinga

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

JIMHATPUEB €JIeTaT, €TAHOJ, XMCTUAMHOB XUIPOXJIOPHUI MOHOXHIPAT, ronucopoaT 80, HaTpueB
XJIOPH]I, 32aXapo3a, BOJIa 3a HHXKEKIINN, HATPUEB XUAPOKCH/T (32 Kopekius Ha pH)

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKnuoHHA CyCIIeH3US
20 enHomo30BM (priakoHa

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBbBEXKJIAHE

HHTpaMyCKyJIHO NPHIIOKEHNE
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO TPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA IT'OAHOCT

Buxre ,,['onen no:“ 3a matara Ha m3THYaHe Ha CpoKa HA roHOCT 1pu -85°C mo -55°C.

Hamumrere HOBa AaTa Ha M3THYaHe HA Cpoka Ha rogHocT npu -25°C mo -15°C (MakcumMym

36 mecera):

Hanumere HOBa nata Ha uzxebpisiHe npu 2°C no §°C (MakcumyM 8 Mecera):

Crnen HammcBaHe Ha HOBATa J1aTa Ha M3THYaHE HAa CPOKA HA TOJHOCT/AaTaTa Ha U3XBBPIIIHE, 3aIu4eTe
IpeaUIIHaTa JaTa Ha U3TUYaHe Ha CPOKa Ha IT'OJHOCT.
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9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

CexpansBaiiTe (priakoHa B OpUTHHATIHATA OITAKOBKa, 3a Ja C€ MPEAIa3y OT CBETIINHA U /1a Ce MPOCIean
JlaTaTta Ha M3THMYaHe Ha CPOKa Ha TOJHOCT/AaTaTa Ha U3XBBPIISHE.

Ha ce cexpansiBa mipu -85°C o -55°C umu nipu -25°C o -15°C wu npu 2°C o 8°C.

BuiKTe JHUCTOBKATA 34 oripeae/isiHe Ha JaTaTa HA UI3TUYAHE HA CPOKA HA OAHOCT WJIM JaTaTa HA
HU3XBBPJIAHE IPU pa3INIHUTE YC/I0BUS.

[a ce Tpancmoptupa 3ampase mpu -25°C mo -15°C.

Cren pasMpassiBaHe BaKCHHATa He TPSIOBA J]a ce 3aMpa3siBa MOBTOPHO.

10. CHEIHUAJIHU ITPEAIIASHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

I[a CC U3XBBPJIM B CbOTBETCTBUEC C MCCTHUTC N3MCKBAHMA.

11. HUME U AJJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1444/001

13. TAPTHUJAEH HOMEP

[MapTtuna:

‘ 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Ipuero e ocHOBaHUWE a He ce BKItoUYM nH(popMarus Ha bpaiiosa a3dyka.

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBynsmepeH 0apKoa ¢ BKIIOYCH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHU OITAKOBKH

EJHOJ030B ®JIAKOH

| 1. MME HA JEKAPCTBEHMSI IPOAYKT U MbT(MIIA) HA BbBEXKIAHE

Zabdeno

8.75 logso Inf.U/0,5 ml

UHKEKIINS HHKEKIIMOHHA CYCIIEH3HUS

Bakcuna cpernry ebona (Ad26.ZEBOV-GP [pekombunanTHa])
i.m.

2. HAYUH HA ITPUJIIOKEHUE

HHTpaMycKyIHO NPUIIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP
-85 —-55°C

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

0,5ml

| 6.  JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Zabdeno MHKEKIMOHHA CYCIIEH3USA
Bakcuna cpemy e6osna (Ad26.ZEBOV-GP [pexomOunanTHal)
Ebola vaccine (Ad26.ZEBOV-GP [recombinant])

vTOBa JIEKapCTBO TOJUICKH Ha AOITBIHUTEIIHO HabmoneHue. ToBa 1me mo3Boiu Obp30TO
YCTaHOBsIBaHE Ha HOBa MH(OpMAaIMs OTHOCHO Oe30macHOCTTa. MoXeTe Ja JajieTe CBOs IPUHOC KaTo
CHOOIINTE BCSKA HEXKETaHa PeaKIHs, KOSTO CTe MOMyYMIA. 32 HaurWHa Ha ChOOIIaBaHe Ha HEXXeJIaH!
peakIuy BIDKTE Kpas Ha Touka 4.

IIpouyereTe BHUMATEIHO USAJIATA JUCTOBKA, npeAu Bue niu Bamero gere ce BakcuHupare, Thil

KaTo T4 ChAbpPka BaxHa 3a Bac ungopmanus.

e 3amasere Ta3H JUCTOBKA. Moe a ce HaJIO0XKU Aa s IPOYETETE OTHOBO.

e AKO mMare HIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONIUTaiTe Bamms nexap, papmaneBT mim

METUITMHCKA CecTpa.

e Ta3u BakcHHa € ImpeanucaHa Ju4Ho Ha Bac unu Ha Bameto nete. He s npeotcrriBaiite Ha Apyru
xopa.

Axo Bue nnu Bamero nere monyduTte HAKaKBH HEXKEIAHH peaklny, yBeaoMere Bamus gexap,
(hapManeBT WM MEIUIIMHCKA cecTpa. ToBa BKIIFOYBA M BCHYKH BH3MOXKHU HEXKEIIaH! PEaKIvy,
HEOIIMCaHU B Ta3W JHUCTOBKA. BiokTe Touka 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso nipencrasisisa Zabdeno u 3a kakBo ce U3MMoJI3Ba

2. Kakgo Tpsi0Ba na 3Haere, npeau Bue wnun Bammero aere na momyunte Zabdeno
3. Kaxk ce mpuara Zabdeno

4.  Bb3MOXHH HEXEIIAHU PEaKIuu

5. Kak na cpxpansBate Zabdeno

6. ChabpkaHue Ha ONIAKOBKATa W JOMBIIHUTEIHA HHPOPMALIUS

1. KakBo npeacraBasiBa Zabdeno u 3a kakBo ce U3M0JI3Ba

Kakso npeacrasasia Zabdeno

Zabdeno e BakcHHa, U3I10J13BaHa 3a 3alllMTa CPEIly BUPYCHOTO 3a00ssBaHe €0o0iia B ObeIle.
[Mpunara ce Ha XOpa Ha Bb3pacT | ToMHA M MO-TOJIEMH, KOUTO € Bb3MOYKHO JIa BIISI3aT B KOHTAKT C
eboJa Bupyca.

Zabdeno ce npuiiara KaTo IrbpBa 03a OT 2-1030B Kypc Ha BAKCHHHUpPaHe, 3a 1a Bu npeanasu ot
BUPYCHOTO 3a0ossaBaHe e0oJ1a, mpuarHeHo ot Zaire ebolavirus, koiito e Bua ¢punoupyc. Tazu
BaKCMHa HsMa Aa Bu mpennasu ot apyru BUAOBE QUIOBUPYCH.

Toii kaTo Zabdeno He chabpxa 1sUT €00Jia BUPYC, T HE MOxe 1a Bu 3apasu ¢ BUpyCHOTO 3a0osiBane
eboia.

2-I1030BHSAT KYpC Ha BAKCHHHPAHE CE ChCTOH OT:
e IIBpBa JI03a ¢ BakcuHara Zabdeno,
e [I0CIIe[BaHA OT BTOpA 703a C BaKcHHaTa Mvabea 0koJ10 8 ceIMHUIIN 10-KBCHO.

Jopu ciien kaTo cTe mpeMuHalld Kype Ha BakcuHaius ¢ Zabdeno u Mvabea, TpsiOBa 1a Ob/ieTe MHOTO
BHUMATEJIHHU, 32 J1a n30erHeTe KOHTaKT ¢ eboa Bupyca. Kakro mpu BCHUKH BaKCHHAIIMHU, TO3H KypC

Ha BaKCUHALIUA MOXKE Jia HC 3allIUTH HAITBJIHO BCCKU OT BUPYCHOTO 3a0oisBaHe e0oa.

2-71030BUAT Kypc Ha BakcuHupaHe Zabdeno - Mvabea TpsiOBa 1a ce M3M0/13Ba ChIVIACHO O(DHUIIMATHUTE
NPEMOPHKH.
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Kakso npeacrasjasaBa ebosa

o EGona e cepnosHo 3a001siBaHe, MPUIMHEHO OT BUPYC. Xopara ce 3apassiBar ¢ edona oT
JIPYTH XOpa WK )KUBOTHU, KOUTO €a 3apa3eHu ¢ e001a WK ca TIOYHHAIM OT eboa.
o Mosxe na ce 3apa3uTte ¢ €00J1a IPU KOHTAKT C KPHB M TEIECHH TEYHOCTH KaTO YPHHA,

M3MPaXHEHUSI, CITIOHKA, IOBbPHATA MAaTEPHsI, MOT, KbPMa, CIIEpMa ¥ BarMHAIHU TEYHOCTH
Ha X0pa, 3apa3eHu ¢ ebona Bupyca.

o Moske chIIo /1a ce 3apa3ute ¢ €00Ia OT MPEJAMETH, KOUTO Ca OMIIM B KOHTAKT C KPbBTA
WY TEJICCHUTE TEUHOCTH HAa YOBEK WIIM JKUBOTHO, 3apa3eHHu ¢ e0oa (KaTo Jpexu Ui
NPEJIMETH B MPSIK KOHTAKT).

o Ebona He ce pa3npocTpaHsBa 4pe3 Bb3lyxa, BoJaTa UK XpaHaTa.

BupycnoTto 3abomnsBaHe e0oj1a OOMKHOBEHO MPUYHHSABA BUCOKA TEMIIEpPATypa M MOXKE Ja CIIpe

KPBbBOCHCUPBAHETO, KaTO NIPEAN3BHKA CHIIHO KbpBEHE (TE€XKa XeMoparudyaa Tpecka). ToBa Moxe na

JIOBeJIe 10 CEPHO3HO 3a00sIBaHe, a B HAKOH CIIy4ad U 10 CMbPT.

e [IppBUTE NpU3HALU U CUMIITOMH MOXKE 1a ObaT MOBHILIEHA TEMIIEpATypa, yMopa, c1abocT Uiu
3aMaiiBaHe U MYCKYJHU OOJIKH.

o ITo-kbCcHHUTE IMpU3Hal U CUMIITOMU MOJKE [1a BKJIFOUBAT KbPBCHE IO KOXKAaTa, B OpraHruTC Ha
TSJIOTO, KaTO HAIpUMep YepHUst Apo0 1iu ObOpenuTe 1 OT ycTaTa, OunTe uin ymmre. Hakon
XOpa mnmojriydaBat TCXKa Juapus, pA3KO ClladaHC Ha KPbBHOTO HAJIATaHC UJIWM HaMaJIABaHC Ha
KPBBOCHA0ISIBAHETO HA OPraHUTE B TSUIOTO (IIOK), KOETO MOXKeE Jia MPEAN3BUKA CEPUO3HO U
TpaifHO YBpeXXJaHe Ha Te3U OpraHH, TeXKKa 0ObPKAHOCT (JIEMUPUYM), IPUIATBIH (THPUOBE),
0B0OpeYHa HeJOCTATHYHOCT M KOMA.

I'oBopere mbpBo ¢ Bammsat nekap, GpapmarieBT WM MEIUIIMHCKA CECTPA, 3a Aa PEIlInTe Janu TpsoBa na
Bu ce npunara Ta3u BakcuHa.

Kak neiicTBa BakcuHaTa

2-JI030BHAT Kypc Ha BakcuHUpaHe Zabdeno - Mvabea cTUMyJIMpa eCTECTBEHUTE 3allIUTHY CUJTH Ha
opranu3ma (MMyHHaTa cuctema). BakcuHaTa JeiicTBa, KaTo CTUMYJIMpA OpraHUu3Ma Jia U3rpaxia
coOcTBeHa 3aiuTa (aHTUTENa) Cpelly BUpyca, puunHsaBail nHpekmnusara edosa. Topa 11e CrioMorHe
3a 3aluTa OT BUPYCHOTO 3a0oisiBaHe e0olia B Obele.

2. Kakso TpsdBa na 3Haere, npeau Bue uinu Bamero nere na nonydyure Zabdeno

3a 1a € CUTYpHO, Ye BaKCHHAIIMATA € MMOoAX0/1Ia 3a Bac i 3a Bamero niete, BaxHO € J1a KakKeTe Ha
Bammst niekap, ¢papmaneBT Wil MEAUIIUHCKA CECTPA, aKO HSIKOSI OT TOUKUTE MO-J0JTy C€ OTHACSAT 32
Bac nwnu Bamero nere. Ako nMa Helo, KOeTo He pa3oupare, nmomonere Bammus nekap, papManeBT win
MEJIMITMHCKA cecTpa 1a Bu o0scHST.

He npuniaraiite BakcMHaTa, ako

e Bue nmm Bamero ACTE HAKOT'a CTC MMAJIM TCXKKa aJICPpTUYHa p€aKlrsa KbM HIAKOC OT aKTUBHUTC
BEIIECTBA WIK KbM HAKOS OT OCTaHAJIHUTE ChCTaBKH, M30POEHH B TOUKA 6.

AKoO He cTe CUTYpHH, TOBOpeTe ¢ Barmmis srekap, Q)apMaueBT WM MEJIUIIMHCKA CecTpa, npeau Aa Bu

0bJe MpUIOKeHa BaKCHHATA.

IpenynpesxaeHust U MpeaINa3sHu MEPKH

T'oBopere ¢ Bamwms jtekap, hapMaIrieBT WM MEAWIIMHCKA CeCTpa, Tpean aa Obae nprioxker Zabdeno,

ako Bue unu Bamero nere:

® HiKOra CT€ MMajiid TCXKa aJICpruiHa peakuusa CJICH Apyra MHXXCKIIHOHHAa BaKCHUHa,

HSKOTa CTe MPUMANAIH CIIe] HHKEKTHPaHe,

uMaTe MpoOJIeMH, CBBP3aHH ¢ KbPBEHE WJIH JICCHO TIOTy4aBaTe CUHUHH,

B MOMEHTA UMAaTe MOBHIIICHA TEMIIEpATypa WiIH HH(EKIIHS,

mpreMarte JIEKapcTBa, KOUTO OTCIa0BaT MIMyHHATa CUCTEMa, KaTO HaMp. BUCOKA 7032
KOPTUKOCTEPOUIH (HAIIP. MPETHU30H) WM XUMHOTEpanus (JIEKapCcTBa CPeIry pak),
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e yMaTe ciaba UMyHHa cucteMa, Hanpumep, nopaau XUB nndekuuns unm 6onect, KOATO ce Ipeaasa
B CEMEINCTBOTO (TEHETHYHO HAPYIICHHUE).

AXo0 Hemlo OT TOpHHTE ce OTHAcs 3a Bac wiu Bamiero gete (wim He cTe CUTYpHH), TOBOpeTe ¢ Barmust

nekap, papManeBT Wi MeJUIMHCKA cecTpa, npeau Aa Obae npuiiokeHa Zabdeno.

Crnydaun Ha TpoM003a (00pazyBaHe Ha KPHBHH CHCHPEIN) B KOMOMHANINS C TPOMOOIIUTOTICHHUS
(mamaseH Opoif Ha TPOMOOIMTHTE, KOUTO ITOMaraT 3a CbCHPBAHETO Ha KPBBTA) C€ ChOOIIaBaT MHOTO
psnko (mo-mainko ot 1 Ha 10 000 mymm) cien npunarane Ha Bakcuna cpeiry COVID-19, kosito nma
M3BECTHO CXOJCTBO chc Zabdeno. [loBedeTo OT Te3u cirydan ca HACTHIIHIIN MIPE3 ITbPBUTE TPH
CeIMHIIY cJie]] BakcHanuaATa. He ce cholmmaBar cirydan, cBbp3anu ¢be Zabdeno, HO HE3aBUCHMO OT
TOBa TPsIOBa J]a MOTHPCUTE HE3a0aBHO MEAMIIMHCKA ITOMOILI, aKO MOJYYUTE HIKOH OT CIeTHUTE
CHUMIITOMH, CJIe]T KaTo e nmpuitokeHa Zabdeno:

o BHE3alHa ¥ HeoOsiCHUMa 00JIKa, OyBaHe, U3TPBIIBAHE UM CIa0OCT B PBIETE W/WIH
Kpakara,

0omKa B TBpIUTE,

3a1yX,

MOCTOSTHHA KOpEeMHa 0O0JIKa,

BHE3aITHU IPOMEHH B TICUXHYHOTO CHCTOSTHHE, KaTo 3aMaliBaHe, CHITHO WIIM TIOCTOSTHHO
rJ1IaBO0OJIME, 3aMBIJICHO 3PSHUE U MPUIAIBIH (THPUOBE),

o HEO0sSCHUMO KbPBEHE,

o HEOOSCHUMH CUHUHH H3BBH MSCTOTO HAa MHKEKTHPAHE.

YBenomere Bamms nekap, ue Hackopo Bu e npunoxena Zabdeno.

AXO CcTe M37I0)KEHH Ha BUCOK PHCK OT KOHTAKT ¢ BHpyca e00J1a, MOXe J1a ce mpernopbya Oycrep
BakcHHaIus cbe Zabdeno 3a Bac unu Bamero nere. I'oBopere ¢ Bamus siekap, papmarieBT wiu
MEIUIIMHCKA CECTpa ako TOBa ce oTHAcs 3a Bac wiu Baeto nere.

Axko Ha Bac wiu Bameto gere e npuiokeHa camo eJiHa oT BakcuHute, Zabdeno niu Mvabea, ToBa
MOJKE JIa OCHT'YPH TI0-CJ1aba 3a1uTa KbM BUPYCHOTO 3a00isBaHe €00J1a, OTKOJIKOTO aKo ca MPHUI0KEH!
U JIBETE BAKCHHHU.

Kakro mpu BCMUKH BakCHHH, 2-7030BHST Kypc Ha BakcuHupaHe Zabdeno - Mvabea Mosxe 11a He
3aIUTH HAITBJIHO BCEKH YOBEK OT BUPYCHOTO 3aboiisiBaHe e0ouia, U HEe € U3BECTHA
HPOABIDKUTETHOCTTA HA BPEMETO, IIPe3 KOETO CTE 3alIUTCHH.

e Xopara, Ha KOUTO € MPHJIOKEH 2-1030BHsI Kypc HAa BAKCHHHPaHe, TPAOBA 1a MPOIbJIKAT 1a
B3eMaT NMpeana3sHu MepKH, 3a /1a H30erHaT KOHTAKT ¢ e¢00J1a BUPYC.

[IpaBuiiHOTO M3MUBaHE Ha phiieTe Bu e Hait-ehekTrBHATA MSIpKa CPEIy ITPEIOTBpaTSIBaHE Ha
pasnpocTpaHeHUETO Ha OTIACHH MUKpPOOH, KaTo ebosia Bupyca. ToBa HaMasiBa Oposi HA MUKpOOUTe
BBPXY PBLETE U 0 TO3U HAYWH HAMAJSABA TSIXHOTO Pa3lpOCTPAaHEHNUE OT YOBEK HA YOBEK.

HauunHuTe 3a MpaBUIIHO M3MMBAHE HA PBLETE CA ONUCAHU I10-10JTy.

o W3nonsBaiiTe camyH 1 BoJia, KOTaTO PBIETE Ca MPBCHH WM 3aMbPCEHU C KPBB WIH APYTH
TesiecHH TeuHocTH. He e Heo0XoarMo Aa u3noa3BaTe aHTUMUKPOOHH CallyHH 32
W3MHBaHE Ha pBIIETE.

o Wznonzpaiite ne3nH(EKTaHTH HAa CIUPTHA OCHOBA, KOTraToO phblieTe HE ca MpbcHU. He
M3IIONI3BaTe Ae3NH(EKTAaHTH HA CIIUPTHA OCHOBA, KOTaTo phlieTe Bu ca MpbhcHH nitn
3aMBPCEHH C KPBB WIH JPYTU TEIECHU TEYHOCTH.

Jlokaro cte B 30Ha, 3acerHara ot €00Ja, € BaKHO J1a 30ArBaTe CIeIHOTO:

o KoHTakKT ¢ KpBB U IpyTH TEINECHU TEYHOCTH (KaTO YPHUHA, U3NPAXKHEHHSI, CIIFOHKA, TOT,
MOBBbPHATH MaTEpUH, KbpMa, CIIepMa U BarMHATHA TEYHOCTH).
o [Ipenmertn (kaTo Apexu, MOCTEIHU MPHHAIICKHOCTH, UTIIH HITH MEJUIIMHCKO 000pYIBaHE),

KOHUTO MOXKE 1a ca OUIU B KOHTAKT C KpbBTaA WX TCJICCHUTC TCUHOCTH HA 3apa3CH YOBCK.

30



L Horpe6eHI/1;1 N HOFpe6aJ'IHI/I puTyajivn, KOUTO U3UCKBAT KOHTAKT C TAJIOTO Ha HﬂKOfI, IMOYHHAJI

ot ebomna.

o KoHTakT ¢ mpuieny, mpuMaTH 1 MaliMYyHHU WIH C KPbB, TCYHOCTH U CYPOBO MECO OT TE3U
’KHBOTHH (IMBEYOBO MECO) MM MECO C HEM3BECTEH IIPONU3XOI.

. KonTakT cbe criepmaTa Ha MBX, KOHTO € OmIT 3apa3eH ¢ ebomna. TpsoBa ga BoauTe O6e3o1maceH

TIOJIOB JKUBOT, JIOKATO BUPYCHT HE C€ U3YKCTHU OT criepmara. ['oBopete ¢ Bamms nekap,
(hapManeBT WM MEIUIIMHCKA CECTPa 32 ChBET OTHOCHO MPOIB/DKUTEITHOCTTA HA BOJCHETO Ha
Oe30maceH I10JIOB KHUBOT.

Jena moa 1-roquinHa Bb3pact
Jluncea npemnopbka 3a ynotpeda Ha Zabdeno mpu nema mox 1-roguiiHa Bb3pacT.

Jpyru aexkaperBa u Zabdeno
TpsioBa na kaxxere Ha Bamms nekap win gapmanest, ako Bue nin Baiero fete mpuemare, HaCKOpO
CTe MpHEMAlTH MM € Bh3MOXKHO J1a [IPHEMaTe IPYTH JICKapCTBa WM BAKCHHU.

BpemeHHOCT U KbpMeHe

ITocwkBetBaiiTe ce ¢ Bamms nekap wim dapManesT, npeny Aa 0bJie IPUIIOKEeHa Ta3u BaKCHUHA, ako Bue
win BamaTa gpiiepst cte Opemennu uiu kepmute. Hampasere ToBa u ako mucnute, ye Bue ninu
Bamara npiiepst Moxe J1a cTe OpeMeHHHU WX IUIaHupaTe OpEeMEeHHOCT.

lo¢upane u pa6oTa ¢ MAIIUHHA
Zabdeno HsiMa n3BecTeH eeKT BbPXY CIIOCOOHOCTTA 3a modHpane 1 padoTa ¢ MAIINHH.

Zabdeno cbabpika HATPU
ToBa jekapcTBO ChABPIKA MO-Mayko 0T 1 mmol Hatpwuii (23 mg) Ha no3a ot 0,5 ml, T.e. MOXe 1a ce
Ka)ke, 4e MPAKTUYECKH HE ChIbPKA HATPUIl.

Zabdeno cbabpika eTaHOJ (AJTKOXO0JI)
Toga nekapctBo chabpika 0,002 mg ankoxou (eraHod) B q1o3a 0,5 ml. MaJIkoTo KOJIMYECTBO aJIKOXOJ B
TOBa JIEKAPCTBO HAMA JIa IMa HIKAKBH 320€JIe)KUMHU ePEeKTH.

Zabdeno curabpika moucopoaT-80

Tosa nmexkapcTBo chappika 0,10 mg monmucopo6at-80 BBB Besika go3a ot 0,5 ml. IomucopbarnTe Morar
Jia IPUYUHAT ajieprudau peakiun. TpsoOBa na kaxete Ha Bamws nekap, ako Bue uiu Barero gere
UMare YCTAaHOBCHHU aJIepTHH.

3. Kak ce npniara Zabdeno

BammsaT nekap wim MEIUITMHCKA cecTpa e WHKEKTHPAT BAKCUHATA MYCKYJIHO (MHTPaMyCKYJTHA
WHXKEKI[Hs) B TOPHATA YacT Ha PbKaTa Wik 0eIpoTo.

Zabdeno He TpsiOBa ja ce MHXEKTHUPA B KPHbBOHOCEH Ch/I.

2-71030BUSAT KypC Ha BAKCHHUPAHE C€ ChbCTOH OT:

e ¢JHa 103a BakcuHa Zabdeno,

e [IOCIIeIBaHA OT €IHA 032 BakcuHa Mvabea OKoJIO 8 ceMUIIN MTO-KBCHO.
Bammsar nexap me Bu kaxe narata Ha BTOpaTa BaKCHHA.

KakBo xo1n4ecTBO BakcHHA 1Ie 0bJe NPHIoKeHo Ha Bac nim Bamero nere
II'bpBHYHA BAKCHHALHUSA
e [IbpBa BakcuHanms cbc Zabdeno — ¢uakoH ¢ uepBena kanauka (0,5 ml).
e Bropa BakcuHauus ¢ Mvabea — ¢uakon ¢ xbiara kanauka (0,5 ml), moctaBena okoso
8 cenmuIm ciien mbpBaTa BakCHHALUA Cbe Zabdeno.
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Zabdeno Mvabea

MbpBa BakcMHaums Bropa BakcuHaums

YepBeHa Kana4ka XKbITa Kana4ka

Na ce npunoxu cnen
okono 8 cegmuum

Bycrep BakcuHanus cbe Zabdeno (nonb/jHuTeHA 1032 Zabdeno 3a 3acuiiBaHe Wi
NMO/THOBSIBaHe HA eeKTAa HA MpPeIHIIIeH 2-1030B Kypc Ha BakcMHaNus cb¢ Zabdeno u
Mvabea)

e Dbycrep BakcuHanusTa ce npenopbuBa 3a Bac mnu Baiiero nete, ako cte U3710KEeHH Ha
BHCOK PHCK OT KOHTAakKT ¢ BUpyca e00Jia U CTe 3aBbPIININ 2-T030BHUAT KypC Ha
BaKCHHHpaHe Mpeu noBede oT 4 mecera.

o [lommraiite Bamms nekap nanu Bue nim Bameto nere TpsiOBa na momydnrte OycTep
BaKCHHAaIMS.

Ilo Bpeme Ha U clie]] MHXKEKTHPaHe Ha BakcuHaTa BamusT nexap mie Habmonasa Bac wiu Barero
JIeTe 32 OKOJIO 15 MUHYTH WM TTOBEYE, aKo € HE0OXO0IUMO, 3a TEKKa allepruyHa peakiusl.

Yka3zanus 3a NPUTOTBSAHEC HA BAKCHUHATA - 3a MEJUIIMHCKUTE U 3ApaBHU CIICUAJIMCTH, Ca IaJICHU B
Kpas Ha JIMCTOBKATa.

IIpu HenpeaHaMepeHO WM MHKEKTHPaHe N0 HeBHUMaHue Ha Zabdeno uiu Mvabea

Axo Ha Bac wiu Bameto gerero mo HeBHUMaHUe e ipriioxkeHa Mvabea kato mbpBa
BakcuHanusi, Zabdeno e ObJie MPUIIOKEHA KATO BTOPa BAKCHHAIMS OKOJIO 8 CEIMHIIH T10-
KBCHO.

Axo Ha Bac wiu Bameto gerero mo HeBHUMaHuUE € puiioxeHa Zabdeno kaTo mbpBa v BTOpa
BakcHHaIus1, Mvabea 11e Ob1e MpITo’keHa OKOJIO 8 CeIMUITHU Cliel] BTOpaTa BAKCHHAIINS ChC
Zabdeno.

Axo Ha Bac wiu BameTo gere nmo HeBHUMaHHe € pUiIokeHa Mvabea kaTo IrbpBa U BTOpa
BakcHHaIus, Zabdeno 1e Objie MPUIIoKEHA OKOJIO 8 CEJIMUIIM CJIE]] BTOpaTa BaKCUHALIMS C
Mvabea.

Axko Ha Bac wiu Bameto gerero He e npuiioskeHa Mvabea okoio 8 ceamuiiy ciies
BaKkcHHaIusATa ch¢ Zabdeno, roBopete ¢ Bamms jekap, ¢papManeBT Win MEIUIIUHCKA CeCcTpa, 3a
Jia Objie MPUJIOJKEHA BTOpaTa BakcuHalus ¢ Mvabea.

AKo npomycHeTe 4aca cd 3a BakcuHanus cb¢ Zabdeno uiiu Mvabea

AKo mponycHeTe yroBOPEHO MOCEUICHUE, KakeTe Ha Bamiug gexap u cu HacpoueTe Apyro
MIOCEIICHUE.

AKoO TIponycHeTe IJIaHrpaHa WHKEKITHUs, MOXKe Jia He CTe HAITBJIHO 3alllUTeHU OT BUpyca e0oJa.
AKO uMare HIKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha Ta3u BaKCHHA,
nonuraiite Bamus nekap.
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4. Bb3MOKHE HeKeJIaHU pe€aKkuumn

KakTo Bcuuku JICKApCTBa, Ta3 BAKCHUHA MOXKEC J1a NIPCAU3BUKA HCKCIIAHU PCAKIINHN, BBIIPCKHU UC HE
BCCKH I' TIOJTy4aBa. IloBedeToO OT HEXKEITAHUTE PpCaKluu Bb3HUKBAT B PAMKHUTC Ha 7 IHH OT
HHXCKTHUPAHETO.

CJ'IGILHI/ITG HCXKCJIaHU PCAKIIUU MOKE Ja Bb3HUKHAT IIPHU Bb3PAaCTHH.

MHoro 4yectu (Moxe /1a 3acerHat noBede ot 1 Ha 10 gymm)

0o0JiKa, 3aTOTUISIHE WJIH MOJlyBaHe Ha MSACTOTO Ha WHXKEKTHpPaHE
yCelllaHe 3a CUIIHA yMOopa

TJ1aBOOONIHE WM MYCKYJTHa 00JTKa

cTaBHa 0OIKa

CTYJICHU TPBITKU

Yectn (Moxe aa 3acerHar g0 1 Ha 10 xymn)

o MOBpBIIaHEe

o ChpOeXkK HA MIACTOTO HA MH)KEKTHPAHE
o ChPOEK MO LSIIOTO TSIIO

[}

MOBUIIICHA TEMIIEpaTypa

Heuectu (Moxe na 3acernat 1o 1 va 100 xymn)
o 3aMaiBaHe
o 3a4yepBsBaHE U BTBBPISABAHE KOXKaTa Ha MACTOTO Ha HH)KEKTUPaHE

CrnietHHATE HEXKENAHU PeaKIny MOXe J1a Bh3HUKHAT IPH Jlela Ha Bh3pact oT 1 1o 17 roaunm.

MHoro 4ectu (Moxe J1a 3acerHat nosede ot 1 Ha 10 gymm)
00JKa Ha MACTOTO HAa MH)KEKTHpaHe

HaMaJIeHa aKTUBHOCT

HaMaJIeH arleTuT

pa3ApasHUTEIHOCT

yCelllaHe 3a CUWIHA yMOpa

mIaqg

Yectu (Moxe ma 3acersar 70 1 Ha 10 xymmn)

MoJIyBaHe, ChpOEXK MITH 3a4ePBIBAHE HA MSCTOTO HA HHXKCKTHPAHE
MOBPBIIIaHE

rajcHe

craBHa OOJIKa

MYCKyJTHa 00JTKa

MOBHIIIEHA TEMITEPaTypa

MIPEKOMEPHO TIOTEHE

Penxu (Moxe na 3acernar jo 1 Ha 1 000 mymm)
. rbpUOBe (IPUTIATBIN) C TPECKA TIPU MAJIKH JIETIa.

CremauTe HEXENAaH! PEaKITMN MOKE Ja BB3HUKHAT MPH KbpMadeTa Ha Bb3pacT oT 4 1o 11 mecema.

MHuoro yectu (Moxe J1a 3acernat noseue oT 1 Ha 10 qymm)
pazapa3sHeHHe

HaMaJIeH aleTuT

MOBHILIEHA TEMIIEPATypa

HaMaJIeHa aKTUBHOCT

00JIKa Ha MSACTOTO Ha MHXKEKTHPaHe
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Yectu (Moxe ma 3acersar g0 | Ha 10 xymmn)
o MOJIyBaHe Ha MSICTOTO HA WH)KEKTUPAHE
o 3a4uepBsBaHE HA MSCTOTO HA WHIKEKTUPAHE

IIoBedeTo OT Te3U HEXKEIIaHU pCaKknuu cCa JICKHU 40 YMCPCHU 11O UHTCH3UTET U HC MPOABJIZKAaBaT ABJITO.

Cpo0maBaHe HA HesKeJIAaHU PeaKIIun

AKO TOITyunTe HIKaKBU HEXEJIaHH JICKApCTBEHU peakiyy, yBeaomere Bamms nekap, GapmaneBT win
MeIUIUHCKa cecTpa. ToBa BKIIIOYBAa BCHYKH Bb3MOYKHN HEONTMCAHH B Ta3W JIMCTOBKA HEXKEIAHH
peakin. MokeTe ChII0 a ChOOIIUTE HEeXKENaHH PEaKIMU JTUPEKTHO Ype3 HalMOHATHATA CHCTEMa 32
CbOOLIaBaHE B:

W3nbpHATENHA areHnus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cpho0miaBare HexXenaHH peakiiy, MOXKETE Ja 1a/IeTe CBOS MMPUHOC 3a TOJTydaBaHe Ha MOBeUe
nH(pOpPMAIU OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiate Zabdeno

CobxpansBaiiTe Ta3u BaKCUHA HAa MSCTO, HEIOCTHITHO 32 JEIa.

Nudopmaryst OTHOCHO ChbXpaHEHHETO, CPOKa Ha TOJHOCT, IPUIIOKEHUETO U paboTara ¢ IPOAYKTa €
JlajieHa B pasjienia, IpeJHa3HayeH 3a MEJULMHCKY CIELIUAIMCTY B Kpasl Ha JIMCTOBKATA.

Bammsar JICKap Win (1)apMaI_ICBT Ca OTTOBOPHH 3a ChbXPAHCHHUCTO HA Ta3W BAKCHHA U ITPABUIIHOTO
N3XBBPJIAHC HAa HCU3IIOJI3BaHUA IPOAYKT.

6. C'b)l'bp)l(aﬂlfle Ha OnMaKOBKaTa M JOIIbJHHUTEC/IHA m{(l)opMaum[

Kakso cbabp:ixa Zabdeno

Enna noza (0,5 ml) ceappixka:

. AKTHBHOTO BELIECTBO € AJICHOBHPYC THIT 26, Koaupaii Zaire ebolavirus rimkonporenn
Bapuant Mayinga*, ve mo-manko ot 8.75 10g10 HHGEKIMO3HY €AMHUIIH
* IlpousseneHn B PER.C6 knerku u upe3 pekomOunantHa JJTHK Texnomnorus.

To3u nmpoayKT chaABpka TeHHo Moandumpann Mukpoopranmsmu (I'MO).
o Hpyrure cbecTaBky (TOMOIIHY BEIIECTBA) Ca IUHATPUEB €/1€TaT, €TaHOJ, XUCTUIUHOB
XUIPOXIIOPUI MOHOXHUAPAT, mosincopOat 80, HaTpUEB XJIOPH, 3axXapo3a, BOJA 3a MHKEKLUUH U

HaTpueB XUApOKcH7 (3a Kopekuus Ha pH).

Kak m3raexaa Zabdeno u kakBo cbIbpika onakoBKaTa
Zabdeno e cycrieH3ust B €1H0/1030B CThKIEH ¢uakoH (0,5 ml) ¢ rymMeHa 3amyiuanka 1 4epBeHO Kamaye.

besiBeTHa 10 CBETIIOXKBIITA, OUCTPA 10 CHUITHO OMAIECIIEHTHA CyCIICH3HU.
Zabdeno ce mocraBs B omakoBka, Chabpikaina 20 eIHOmI030BH (IIaKOHa.
IpuTexkaTea HA pa3pelIeHHETO 3a yIoTpeda

Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse
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benrus

IpousBoguTesa
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsI, CBBPIKETC CC C JIOKAJTHUSA

NPEACTAaBUTEN HA MIPUTEXKATEIS Ha Pa3pelieHUETo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKoHCBH & [IxoHchH bearapus” EOO/]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247/+49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E)\LGda
Janssen-Cilag ®appaxevtikr A.E.B.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"

Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tel/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: #3176 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska

Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00
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France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
Bapvéapoc Xatinmovaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

Iv@its.jnj.com

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEAHO Mpepasriie;kaane Ha JuctoBkara 09/2024

Ta3u BakcHHa € pa3pellieHa 3a yrnoTpeda MnpH ,,u3BbHPeIHN 00CcTOsATeNIcTBA . TOBa 03HAUABA, Y€ 110
HAy4YHHU ChOOPaKEHUS JI0 MOMEHTA HE € OMJIO Bb3MOXKHO Jia C€ TIOJIYYH IThJIHA HHPOpMAIHs 3a
nekapcTBoTo. Besika roguna EBponelickata areHIus o jgeKapcTBaTa i€ U3BbpIIBa Iperje Ha
HOBaTa WHGOpPMAIK 32 Ta3W BAKCHHA U Ta3W JMCTOBKA CHOTBETHO III€ CE aKTYyaIH3Hpa.

Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

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

1o JiekapcTBaTa: https://www.ema.europa.eu.

Tasu nucroBka e HannyHa Ha Bcuuku e3un Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o

JeKapcTBara.

Ilocouenara no-goay uH(popManus e MpeJHA3HAYEHA CAMO 32 MeIMIMHCKHU CTIENNATNCTH:
o KaxkTo mpu BCHYKY WHKEKITMOHHU BaKCUHU, BUHATH TPsIOBA J]a ©Ma TOTOBHOCT 32 IMOIX OIS0
JieueHre ¥ HaOJIoICHHUE B ClTydyai Ha aHAQUIIAKTHYHA PEAKIUS Cie]| PHIIOKCHUETO Ha
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Zabdeno. Xopara Tps0Ba 1a ce HaOIIOAaBaT OT MEAUIIMHCKHU CIIEIUAIICT B IPOIbDKEHIE Ha
Hali-ManKko 15 MUHYTH clle] BAKCHHAIIHATA.

o Zabdeno we TpsibBa 1a ce cMecBa B €Ha CIIPUHIIOBKA C IPYTH JIEKAPCTBEHHU MPOLYKTH.

. B HukaxbeB cinyyait Zabdeno He TpsiOBa Aa ce mpuiiara BbTPECHI0BO.

. NmyHm3anmsta TpssOBa Aa ce U3BBPIIN Ype3 HHTPAMYCKyITHA (i.m.) HHKEKIHS 3a IperophiBaHe
B MUIIIHUIIATA B 00JIaCTTa HA JIENTOUIHUS MYCKYJI WX OSAPOTO.

o Cren vy 1opy peil BAKCHHUPAHETO MOXKE J1a HACTBIIA CHHKOT (IIPUTIAIbK ) KATO TICHXOT'eHHA

peakiyst Ha yooxaaneto ¢ uria. TpsOBa qa ObaaT npeBUICHH POLETYPH 32
Npe/IOTBpaTsIBaHE HAa HAapaHsSIBaHE MPH MaJIaHe U 3a OBJIAJsIBAHE HA CHHKOTIA.

Yxazanus 3a npuijiokenue u padora

Zabdeno e 6e31BeTHA 10 CBETIIO YKbJITA, OUCTpa 10 CHITHO OIAJICCIICHTHA CyCIieH3us. BakcuHara
TpsI0Ba /1a ce mperiiesia BU3yarHo 32 HATMYNE Ha BUIAMMHY YaCTUIIM M IPOMSHA Ha IIBETa PEeIn
npunoxxenue. GIakoHBT TPsAOBaA Aa ce Mperiea BU3yanHo 3a MyKHATHHU WK HApyILIEHUS Ha
[EJIOCTTa HA OMaKOBKaTa, KaTo Hallp. MPU3HAIM Ha OTBapsiHE, peIu npuioxenue. [Ipu Hanuume Ha
HSKOE OT TOPETIOCOYCHUTE HE TpHiIaraiiTe BaKCHHATA.

Cnen kaTo BakCHHATa ce U3Baau OT pU3epa U ce pa3Mpasu, TS TpAOBa Ja ce U3M0I3Ba He3a0aBHO WU
Ia ce cpxpansiBa B xiamutHuK ipu 2°C mo 8°C (Bxk. Touka 6.4). Creq Kato ce n3Bau OT XJIaIUITHAKA
3a MPUIIOKEHUE, TS TPAOBA J1a ce M3MOI3Ba He3a0aBHO.

BaumarenHo cMecere chAbpKaHUETO Ha (hI1akoHa, KaTO IO BPTUTE B MpoAbkeHne Ha 10 cekyHau.
He pazknamaiite. M3non3BaiTe cTepuiiHa Urjia U CTEPUIIHA CIIPUHIOBKA 33 U3TEIJISIHE Ha LSUIOTO
ChIbpKaHUE OT (hIaKoHA 32 MPUIIOKEHHE.

W3non3Baiite oT/ieIHA CTEpUITHA UTJIa U CIPUHIIOBKA 32 BCEKH Y0BeK He e HeoOXonuMo f1a ce CMEHST
UTJIMTE MEXTy U3TETJITHETO Ha BaKCHHATA OT (DJIAKOHA Y MH)KEKTHPAHETO, OCBEH aKO UIJlaTa He €
MOBpE/ICHA WK 3aMbpceHa.. OCTaHAIOTO ChIbPKaHKUE BbB (hIaKOHa TPSAOBA J1a C& U3XBBPJIM.

HewnsnonsBanusT neKapcTBEH NPOLYKT WIK OTHaIbUYHUTE MaTEPUAIIU OT HEro TpsiOBa J1a ce U3XBBPIIAT
B CbOTBETCTBHE C MECTHUTE N3UCKBaHHA. [Ipy eBEeHTyalIHO pa3UBaHe MICTOTO TPsIOBa Ja ce
ne3uH(eKnrpa cbC CPeiCTBa C BUPYLUAHA AKTUBHOCT CPELLy aleHOBUPYCH.

Nudopmanus 3a cbXxpaHeHue
He usmon3Baiite Ta3u BakCHHA CJIE]T CPOKA HA TOHOCT, OTOETSA3aH BEPXY KapTOHEHATa OMAaKOBKa CIIe
»EXP“u ,,l'onen no:*. CpoKbT Ha TOJTHOCT OTIOBAPsl HA NOCJIEAHUS AEH OT IIOCOUYECHHSI MECELL.

[a ce tpancnioptupa 3ampasen mpu -25°C o -15°C. Cnen nosryuaBaHe MpOIyKTHT MOXKE JIa Ce
ChXpaHsiBa, KAKTO € YKa3aHO I0-1[0JTy:

Ma ce cbxpansiBa BB (hpusep npu -85°C no -55°C ot quctpubyTopa B ciydait Ha ckiaaupane. Jlatara
Ha M3THYaHE Ha CPOKa Ha TOJHOCT Ipu cbxpanenue npu -85°C no -55°C e orneuaTana BbpXy
(h1akoHa M BBHIIIHATA KAPTOHEHA OomakoBka ciuen ,,EXP“ u ,,'onen mo.

BakcunaTa MOXe CBINO Jia ce ChbXpaHsIBa OT AUCTPUOYTOpa WK KpaliHHUS OTpeOHTeN BbB Qpu3ep npu
-25°C po -15°C egnokpatHo 3a nepuoa Ao 36 meceua. Cnen u3Baxkaane ot gppusepa Ha -85°C no
-55°C HoBara aTa Ha U3THYaHE Ha CPOKA Ha FOAHOCT TPSAOBA Aa ce 3alullie OT TUCTPUOYTOpa WK
KpaifHus MOTpeOUTEN BHPXY BHHITHATA KAPTOHEHA OMAKOBKA U BAKCHHATA TPSIOBA Jia C€ U3IOJI3Ba MU
M3XBBPIH cien 36 Mecena. Ta3u HOBa AaTa HAa U3THYAHE HA CPOKa HA TOTHOCT He TpsiOBa 1a Oble ciexn
IbpBOHAYATHATA JIaTa Ha U3THYaHe Ha cpoka Ha rogHocT (,EXP“ u ,,['ogen no*). [IppBoHavatHara
JlaTa Ha M3THYaHE Ha CPOKa Ha TOIHOCT TPsIOBa Jia ce 3aJINYH.

Baxkcunara Moxke /1a ce chXpaHsBa OT JUCTPHOYTOpa WM KPaiHHUS MOTPEOUTEN U B XJIaAUITHHUK IIPU
2°C mo 8°C emgHOKpaTHO 3a TIepro A0 8 Mecemna. Criel1 m3BaXKaaHe Ha MPOAYKTa 32 ChXpaHCHUE TIPH
2°C mo 8°C pataTa Ha U3XBBPIISTHE TPSIOBA Ja CE 3alMIIe OT TUCTPUOYTOpa MITH KpalHUSI ITIOTPEOUTET
BHPXY BHHIIIHATA KAPTOHEHA OITAKOBKA W BaKCHHATa TPsIOBa Jla ce U3IMOJI3Ba WM U3XBHPJIH B Kpas Ha
8-Meceunus nepuoa. Ta3u nata Ha U3XBBPISIHE HE TPsIOBa N1a ObJE Ciell TbpBOHAYAIIHATA JlaTa Ha
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U3THYaHe Ha cpoka Ha rogHocT (,EXP“ u ,,I'ogen mo*) niam HOBaTa /aTa Ha M3TUYAHE HA CPOKa HA
TOIHOCT pH chXpanenue mpu -25°C go -15°C. IIppBoHavaHaTa MaTa HAa M3TUYAHE HAa CPpOKa Ha
TOJTHOCT W/WJIM HOBATa JIaTa Ha U3TUYAHE HA CPOKA Ha TOAHOCT, ONPECIICH 3a YCIOBUsITA Ha
chxpanenue npu -25°C no -15°C TpsadBa aa ce 3anuymu.

CJ'IC,I[ pa3MpassaBaHC€ BaKCHHATa HE MOXKE 1a C€ 3aMpas3sBa OTHOBO.
D1aKOHBT TpH6Ba Ia C€ ChbXpaHsiBa B OpUI'MHAJIHATa OITaKOBKA, 3a 1a CE€ MPEAIasu OT CBETJIMHA U Ja

C€ IMPOCJICAN JaTaTa Ha U3THYAHE Ha CPOKA Ha 'OJHOCT MJIM Ha JaTaTa Ha U3XBBPJLAHE IIPpU
Pa3JINYHUTE YCIOBHA HAa CbXPAaHCHUC.
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