MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



vTo3I/1 JIEKapCTBEH MPOAYKT TOJUICKU Ha JOMBIHUTEIIHO HaOoieHre. ToBa 111e mo3Boiu Obp30To
yCTaHOBsIBaHE Ha HOBa MH(OpPMAaIIKsA OTHOCHO Oe3omacHOCTTa. OT MEIUIIMHCKHUTE CIICIIHAIUCTH 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 nosza (0,5 ml) ceappxa:

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) chabprka 2 mg etanod.
Bcesika mo3a (0,5 ml) ceappika 0,10 mg momucop6at-80.

3a IBIHUA CIIUCHK HAa TOMOIIHUTE BEIECTBA BUHKTE TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
NHxeKkunoHHa CyClieH3us

BeSHBeTHa J0 CBETIIOXKBJITA, 6HCTpa A0 CHUJIHO OIAJICCICHTHA CYCIICH3UAA.

4, KJIMHUYHU JAHHHA

4.1 TepaneBTUYHU MOKA3AHUSA

Zabdeno, kaTo 4acT oT cxemara Ha BakcuHHpaHe Zabdeno — Mvabea, e mokasaH 3a akTHBHA
UMYHH3AIMS 3a pejina3Bane oT 3a00sBanHe, IPUYUHEHO OT eboia Bupyc (Bua Zaire ebolavirus), npu

xopa >1-roaumiHa Be3pact (Bk. Touka 4.4 u 5.1).

[Ipunaranero Ha cxeMaTa Ha BaKCHHUpaHE TPsIOBa Ja ObJie B CbOTBETCTBHE C OPHULINATIHUTE
MIPENOPBKH.

4.2 Jlo3upoOBKa M HAYMH HA MPUJIOKEHHE
Zabdeno tps6Ba 1a ce mpuiara oT 00y4eH MEIUIIMHCKH CIIEIIHAJIHCT.
Zabdeno e mppBaTa BakcHHaIMs B MPOMUIAKTHYHATA 2-71030Ba CXEMa C XETePOJIOKHA BAKCHHA CPEILLY

e00J1a, KOSATO Ce ChCTOU OT BaKCHHAIUA ¢he Zabdeno, mocieasaHa oT BTOpa BakcuHaius ¢ Mvabea,
MIPHJIOKEHA MPUOTUUTEITHO § CeIMUIIM MTO-KbCHO (Bxk. Touka 4.4 u 5.1) (Bxk. KXII Ha Mvabea).
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ITvpsuuna eaxcunayus
Ho3a (0,5 ml) Bakcuna Zabdeno (rakoH ¢ uepBeHa Karmayka) TpsiOBa Jla Ce MPHIOKU KaTo IbpBa
BaKCHHAIIUS.

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

BaKCHHAITHS IPUOTU3UTEITHO § CEIMMUIIM CJIeH 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

bycmep eaxcunayus cve Zabdeno (npu xopa, koumo npedu mosa ca noay4unU 2-00308ama cxema Ha
nvpeuyna eaxcunayus Zabdeno — Mvabea)

Xopa, KOUTO Mpe TOBa ca 3aBbPIUIMIIHN 2-1030BaTa cCXeMa Ha MbPBUYHA BAaKCHHAIHSA, MOXKE 12
nonydat Oyctep nmo3a Zabdeno. KaTto npeanasHa mspka,0ycTep BakcuHarms cbe Zabdeno ce
IpenopbyBa IIPH XOpa, N3JI0KEHN Ha HETIOCPEIICTBEH PUCK OT EKCIIO3ULHMS Ha BUpyca eboa 1 ca
3aBBPIININ 2-1030BaTa CXeMa Ha MbPBUYHA BaKCUHALIMSA MIPEAN moBeue oT 4 Mecena (BxX. Touku 4.4 1
5.1).

Kopueupawu mepxu npu nHenpasuino npunodxicenue
Axko Mvabea 1o HeBHUMaHKE Ce TPUJIOKH KaTO ITbPBa BAKCHHALIWS, IIPENIOPHUBA CE MPHUIIOKEHUE Ha
Zabdeno kato BTOpa BaKCHHAIHMSI TPUOIU3UTETHO 8 CEIMHUITH MO-KBCHO.

Ako Zabdeno 1o HeBHUMaHKE C€ PUJIOKH KaTo IIbPBa M BTOPA BaKCHUHAIIMS, TPETIOPHYBA CE
JOITbJIHUTECIIHA I/IMyHI/ISaI_H/IH C Mvabea HpI/I6J'II/I3I/IT6J'IHO 8 CECAMUIU CJIE] BTOpaTa BaKCHUHaAUs CbC
Zabdeno.

Axo Mvabea o HeBHUMaHHE Ce TPUIIOKH KaTo MhPBa M BTOPA BAKCHHAIIKSA, TPETTOPHUBA CE
JOITbJIHUTECIIHA I/IMyHI/I3aLII/I$[ CbC Zabdeno HpI/I6J'II/IBI/IT€J'IHO 8 CECAMMUIIN CJIE] BTOpaTa BaKCHUHaANUs C
Mvabea.

Axko BropaTa BakcuHauus (Mvabea) B cxemara ce 3a0aBU IOBeU€ OT MPETNOPHUUTETHUTE § CEAMULIU
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).

Heouampuuna nonynayus
Jlena ga Be3pact oT 1 mo 17 roauau

Jlo3upoBkata npu niena Ha Bb3pact ot 1 1o <17 roauHu e chliaTa KaTto Mpu Bb3pacTHUTE (BIK.
Touku 4.8 1 5.1).




Kwpmauera Ha Bp3pacT nox 1 roamaa

EdukacHoctTa Ha 2-1030BaTa cXeMa Ha MbPBUYHA BAKCHHAIIMS NPU KbpPMayeTa Ha Bb3pacT <l roguHa
HE ¢ ycTaHOBeHa. KIIMHUYHUTE TaHHY ca onvcaHu B Touku 4.8 u 5.1, HO IpEnopbhKH 3a T03UPOBKATA
He MoraT Ja ObJaT JaJcHH.

Tonynayus 6 cmapuecka 6v3pacm
He e HeoOXxoiMMoO KOpHUTHpaHe Ha JJ03aTa IPH X0pa B cTapyecka Bh3pacT >65 rouHH.

Xopa ¢ HIV-ungpexyus
He e HeoOxouMo kopurupane Ha no3ata npu HIV-uHdektupann xopa ¢ nHPEKLHs, KOHTPOJIUpaHa

MOCPE/ICTBOM aHTUPETPOBUPYCHA Tepanus (BXk. Touka 5.1).

Hauwn Ha npunoxeHue

Zabdeno Tps0Ba 11a ce mpuiiara HHTpaMycKyiaHoO. [IpearmoantanoTo MICTO € AeNTOUTHIUAT MyCKYyJT Ha
MurrHunaTa. [Ipu mo-MaakuTe Jiena TOMmyCTUMHUTE MECTa 3a MHTPaMyCKYJIHa MHXEKITHs ca o01acTra
Ha IENATOWIHUAA MYCKYJI Ha pbKaTa WM aHTepoJaTepaHaTa 4acT Ha OeIpoTo.

He npunaraiite Ta3u BaKCMHA MHTPABEHO3HO WJIM MOJKOKHO.

Bakcunata He Tps0Ba ja ce cMecBa B €1HA CIIPUHLIOBKA C IPYTY BAKCHHU WM JPYTH JIEKapCTBEHU
MPOAYKTH.

3a mpe/na3HuTe MEpKH, KOUTO TPsIOBa J1a ce peAnpreMar Mpe/y MpUiaraneTo Ha BAKCUHATA, BUKTE
Touka 4.4.

3a mpeanasHuTe MEPKU IIPU pa3MpassBaHe, padoTa M U3XBbPJISTHE Ha BaKCHHATA BUXKTE TOuKa 6.6.
4.3 IIpoTruBomoKa3aHus

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOILIHUTE BEILECTBA,
n30poeHu B Touka 6.1.

4.4 CneuuaJHu npeiynpe:kaeHus ¥ NpeanasHu MepKH NpH ynorpeda

[Ipocaenumoct

3a fa ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U IAPTHTHUAT
HOMED Ha MPWIOKEHUS IPOAYKT TPsIOBa SICHO J1a C€ 3aIlrCBar.

CBpPBXYYBCTBUTEIHOCT

Criet BAKCHHAIIUS CE MPENOPhYBAa BHUMATEIHO HAOIIOICHUE 3a paHHH MTPU3HAIM Ha aHa(UIaKCUs
WiH aHaWIaKTOUIHY peaknnuu. KakTo mpu BCHYKW MH)KEKIIMOHHN BaKCUHU, BUHATH TPsAOBa J]a UMa
TOTOBHOCT 32 TOJIXO/IAIIO JICUeHNE U HaOII0IeHNE B CITydall Ha pelku aHAWIAKTUIHH PEAKIUY CIIe]T
MPUJIOKEHUETO Ha BaKCHHATa. XOopaTa TpsAOBa Jia ce HaOJI0JaBaT OT MEAUIIMHCKH CIICIIUAUCT B
MPOIBIDKCHNE HA HAl-MaJIKO 15 MUHYTH Clie]] BAKCHHAIIASTA.

Peakium, cBbp3aHH C TPEBOKHOCT

Peaknun, cBbp3aHU C TPEBOKHOCT, BKIFOUUTEITHO BA30BATAIHHA PEAKIIMH (CHHKOI ), XUIIEPBEHTIIIAIIS
WJIN PeaKIy, CBbP3aHU ChC CTPEC, MOXKE J1a Bb3HUKHAT BbB BPb3Ka C BAKCHHALIMS KATO MCUXOTEHHA
peakmusi KbM YOOKIaHETO ¢ uriiata. BaxHo € 1a ce B3eMaT IIpeara3Hu MEpKH 3a n30srBaHe Ha
HapaHsIBaHE TIPH MPUTIATBK.



TpoMOOLUTONCHUS ¥ HAPYIIICHUS HA KOAryJIalusTa

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

CrrobpreTBaiio 3a0oisaBade

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH XOPa, CTPAIAIIN OT OCTPO TEKKO (heOpHITHO 3a00JIIBaHE HITH
octpa MH(]EKIHsI, OCBEH aKo 1MoJ3aTa OT He3a0aBHATa BAKCUHAIUS HE HAJAXBBPIIS MOTCHIIMATHUTE
puckoBe. Hannunero Ha He3HaYnTeTHA MH(GEKIIUS W/WIY JICKO TIOBHIIICHA TeMIIepaTypa He TpsOBa aa ¢
MPUYHHA 32 OTJIaraHe Ha BaKCHHAIIMATA.

MMyHOKOMIIPOMETHPAHHU X0pa

besomacHocTTa M MUMYHOTEHHOCTTA Ha CXeMaTa Ha BakcuHupaHe Zabdeno - Mvabea He ca onieHeHH
I[P UMYHOKOMIIPOMETHPAHHU XOpa, BKIIIOYUTCIIHO X0pa, IToJIydaBalllkid UMYHOCYIIPCCHUBHA TEpaIius.
[Ipy *MyHOKOMIIPOMETHPAHHUTE XOpa MOXKeE J1a HAMa TOJIKOBA JOOBP OTTOBOP, KAKTO MPH
UMYHOKOMIIETCHTHHTE XOpa, Ha cCXeMaTa Ha BakcuHupane Zabdeno - Mvabea.

HuBo Ha npoTeKus

TounoTO HMBO Ha MMPOTCKIUA, IOCTUTHATO YPE3 CXEMAaTa Ha BAKCMHUPAHE, € HCU3BECCTHO.

IMopanu nurca Ha TEPEHHU TaHHU 3a e(DUKACHOCT, MPOTCKTUBHUAT ¢EKT Ha cXeMaTa Ha BAKCHHUPAHE
MIPY XOpa € U3BEJICH Upe3 OTHACSIHE HA JAHHUTE 32 IMYHOTEHHOCT MPU XOpa KbM JIAHHHTE 32
UMYHOT€HHOCT U €(pUKACHOCT, ITOJIyUYCHH TPH HEUOBEKOIIOA00HM ITpuMat (immunobridging) (Bix.
Touka 5.1).

AKO e pUIIOKEeHa caMo e/iHa OT BakcuHuTe, Zabdeno niu Mvabea, odakBa ce eukacHOCTTa Ja ObJlie
HaMajeHa B CPaBHEHHE C 2-1030BaTa CXeMa Ha BaKCHHHPAHE.

CxeMata Ha BAKCHHUPaHE MOJXE Jla HE 3alllUTH BCHUKH X0pa OT 3a00JisiBaHe ¢ BUpyca edoina (Bua
Zaire ebolavirus) u He 3amMecTBa MpeanasHUTE MEPKH 3a U30ATBAHE Ha €KCITO3MIIMS HA BHpyca eboJa.
BakcuHupanute Xxopa TpsiOBa Jia ce MPHIbPKAT KbM JIOKATHUTE PHKOBOJICTBA U MPEHOPHKH 32
NPEBEHIHS I JISYeHHE TIPH EKCITO3HMIIUS Ha BUpyca eboia.

Cxemara Ha BakcuHHupaHe Zabdeno - Mvabea He TpsiOBa J1a ce 3amo4Ba 3a npo(uIaKTUKa Cperry
BUpyca eboJia ciie/l eKCIIO3HIIHSL.

HDOI[’LJ'DKI/ITGJIHOCT Ha IIPOTCKIMATA

[IpogpmKkHUTETHOCTTA HA IPOTEKIHATA € Hen3BecTHaA. Jloka3aHo e, ue Oycrep mo3a Ha Zabdeno,
NPUIOKEHA Ha pa3IndHN MHTEPBAJIM CJIe/ 3aBbpIIBaHE Ha IbPBUYHATA cepHst cbe Zabdeno u Mvabea,
MpeIM3BUKBa aHAMHECTHYEH OTrOBOp (BXK. Touka 5.1).KaTto npennasna msipka OycTep BakKCHHAIUS ChC
Zabdeno TpsiOBa J1a ce UMa MPEABUI IIPU XOPa, U3I0KESHH Ha HETIOCPEACTBEH PHUCK OT EKCIIO3UIIUS Ha
BUpYyca e00Ji1a, HAPUMEP MEIUIIMHCKHU CIIEHUAINCTH U X0pa, dKUBECIH WX MOCEIIaBaly 00J1acTH
ChC CHINECTBYBAIO0 B MOMEHTA OTHUIIE Ha 3a00JIs1BaHe ¢ €00j1a BUPYC, KOUTO Ca 3aBbPIIIIIIH
2-71030BaTa CXeMa Ha IMbPBHUYHA BaKCHHAIIMS TIPE/IU MOBeue OT 4 Mecena (BK. Touku 4.4 u 5.1).

IIporekust cpenry 3a00JisiBaHUs, IPUYUHEHU OT (QMIIOBUPYCHU

Cxemata Ha BAKCMHUPAHE HE € TpeHA3HAUeHa 3a PEAOTBpATIBaHE HA 3a00JIIBAHUS, TPUUNHCHH OT
GbuToBMpYCH, pa3TUUHU OT Braa Zaire ebolavirus.



Cunnpom Ha Tpom603a ¢ Tpombormronenus (TTS)

Cunapom Ha TpomM603a ¢ TpomOonutonerus (TTS), B HIKOU ciiyyau MPUAPYKEH OT KbPBEHE, CE
Ha0JI0/]JaBa MHOTO PSJIKO CJIe UMYHH3AIHS C BAKCUHHM € aJICHOBUpYCeH BekTop cpenry COVID-19.
[ToBeueTo OT Te3U clyvan ca HACTHITHIM NIPe3 IBPBUTE TPH CEAMUIIM Clie]] BakcuHanusaTa. He ce
CcHOOIIaBa 3a CiIy4an Ha HHAYLIHpaH oT BakcuHata T TS npu nuia, BakcuHupanu cke Zabdeno.

TTS u3uckBa crienyalIu3upaHo KIMHIYHO JieueHHe. MeUIMHCKITE CIICIUATICTH TPOBa Jia
BHHMABaT 3a MpHU3HAITM ¥ CHMIITOMHA Ha TPOMOOEMOOIIHS W/ WA TPOMOOIIMTOTICHHUS 1 1a HAIIPaBST
CIpaBKa B ChOTBETHUTE PHKOBOJCTBA (HAMp. OT MECTHU W/UIX MEXIYHAPOIHH 3APAaBHU OPTaHU HIIH
EKCIEPTHH TPYITH) U/IIHU Ja c€ KOHCYJITUPAT ChC CIICIUANNCTH (HAIp. XeMaTOJIO3H) C Lied OBP30TO
JTUAarHOCTHUIIMPAHE U JICYEHHE Ha ToBa 3a0osaBaHe. BakcuHupanuTe nuia TpsoBa ga Obaar
MHCTPYKTHUPAHH Ja MOTHPCAT He3a0aBHO MEIMIIMHCKA IIOMOIII, aKO Pa3BUAT CUMITOMH Ha
TpoMO0eMOOIHs U/UITH TPOMOOLIMTONICHHUST

Hatrpuit

ToBa nexapcTBO ChABPKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha 1032, T.€. MOXKeE Ja ce Kaxe, 4e
NPaKTHIECKH HE ChIbpKa HATPHUH.

Etanon

To3u JTekapcTBEH MPOAYKT ChABPXkKaA 2 MY amkoxon (eTanoi) BsB Beska fo03a 0,5 ml. KommuectBoTo
€TaHoJI B TOBA JIEKAPCTBO € CKBUBAJIICHTHO Ha MO-Mayko oT 1 ml 6upa wiu BuHO. MajaKoTo
KOJIMYECTBO aJIKOXOJI B TOBA JIEKAPCTBO HAMA J]a UMa HIKAKBHU 3a0enexnMu eekTu.

Honucop6at-80

Tosu jekapcTBeH MpoayKT chabpxa 0,10 mg moaucopbar-80 BBB Besika jo3a ot 0,5 ml.
[MonucopbatuTe Morar Aa NPUUUHAT ANEPTUIHU PEAKIINH.

45 B3aumMmopeiicTBHE ¢ IPYTH JeKAPCTBEHH MPOAYKTH U APYTrH (JOPMH HA B3aUMO/eiicTBHE

be3omnacHOCTTa, UMYHOT€HHOCTTa M epUKACHOCTTA IIPH €IHOBPEMEHHO TpriiokeHune Ha Zabdeno ¢
JIPYTH BaKCHHU HE Ca OIIEHSABAaHU W MTOPaJ TOBA €THOBPEMEHHOTO MPHUIIOKEHHUE HE CE IIPETIOphUBa.

Axo Zabdeno Tpsi0Ba aa ce mpuiiara eHOBPEMEHHO ¢ aApyTa(¥) HHXKEKIIMOHHA(HM) BaKCHHA(H), TOTaBa
BaKkcHMHaTa(UTe) TPsIOBa BUHATH Ja Ce TIPUIIaraT Ha pa3InYHM MecTa Ha MHXeKTupane. He cMecBaiite
Zabdeno ¢ apyra BakcuHa B €/1Ha ¥ ChIlla CIIPUHIIOBKA WK (DIIAKOH.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

Jluncear nanHu OT yrnotpebara Ha Zabdeno npu OpeMeHHH KEHH.

[IpoyuBanwusiTa MpH )KUBOTHU HE TIOKA3BAT MPEKH WIIM HETIPEKH BPEIHH €PEKTH, CBbP3aHH C
PENpoayKTUBHA TOKCHYHOCT. CxemuTe Ha BakcuHanus Zabdeno - Mvabea npeau3BukBar mpu
MaiKuTe U3MEPUMH THUTPH Ha cenn(UIHU aHTUTENa cpeity edona Bupyca (EBOV) GP, kouro ce
npezasar Ha ¢deryca (BK. Touka 5.3).

Karo mpeamasna Msipka € 3a mpernoynTane aa ce u30sArea BakcuHanus cse Zabdeno mo Bpeme Ha
OpemMeHHOCT. BhIpeku ToBa, KaTo ce MMa MPE/IBHI TeXKECTTa Ha 3200 SIBAHETO, MPETU3BUKAHO OT
eboJa BUpyC, BAKCHHAIMATA HE TPsAOBa Ja OTjiara, Koraro MMa KaTeropuveH PUCK OT eKCITO3MIINS Ha
uHpexus ¢ eboja 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 penpoJyKTHBHA TOKCUYHOCT IPH KUBOTHH HE [TOKa3Ba JaHHU 3a YBPEACH QEePTHIUTET MPH
xeHckure. [IpoyuBannsaTa 3a 00I1a TOKCHYHOCT HE MOKA3BaT €PEKTH BbPXY MBKKHUTE ITOJIOBU OPTraHH,
KOMTO OMXa MOTJIH J1a YBPEIST MbXKKUs pepTuiuteT (BK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTa 32 modupaHe U padoTa ¢ MAIIUHA

Zabdeno HsiMa n3BecTeH eeKT BbPXY CIOCOOHOCTTA 3a modupane u padoTa ¢ MalIuHU. Bbrpeku
TOBA, HSIKOW OT HEXKEJIaHUTE PEaKIIMi, CIOMEHATH B ToUKa 4.8, KaTo HampuMep yMopa, Morat
BPEMEHHO J1a TIOBIUSAT Ha CIOCOOHOCTTA 3a modupaHe u padboTa ¢ MaIlIuHU.

4.8 Hexenanu JeKapcTBeHH peaKuu

O0600611eHMe Ha podria Ha OE30I1aCHOCT

Hali-uecTuTte TOKaTHM HEXEIaHU PEaKIUK, ChOOIIECHU MPU Bb3PACTHH, HA KOUTO € MIPHIIOKEHA
Zabdeno, ca 6onka (47%), 3arorutsae (24%) u momysane (11%) Ha MsicTOoTO Ha MHXeKTHpaHe. Haii-
YECTUTE CHCTEMHH HEXeJIaHU peakiuu ca ymopa (46%), rimaBooonue (45%), muanrus (36%),
aptpanrust (24%) u ctynenu Tpbuku (23%). [loBeueTo HexenaHu peakiiy Bb3HUKBAT B PAMKHTE Ha
7 JHU Clie/T BAKCHHAIUSTA U Ca JIEKU JI0 YMEPEHHU IO TEXKECT U C KpaTka MPOIbIIKUTEIHOCT (2-3 JHH).

Haii-uecTara jiokagHa HexellaHa peakius, ChoOIICHA TIPH JIelia Ha Bb3pacT oT 1 1o 17 roauHu, Ha
KouTo e mpunoxena Zabdeno, e 6onka (24%) Ha MACTOTO Ha WHXKEKTHpaHe. Haii-uecTuTe cCUCTeMHH
HeXenaHu peakiuu ca ymopa (19%), namanena aktuBHoCT (16%), Hamanen anetut (14%) u
pazapazautenHocT (14%). [loBedero HexenaHU peakilui Bb3HUKBAT B pAMKUTE Ha 7 THU CIej
BakcuHanusATa. [loBedero HexxemaH! peakiuy ca JIEKH O YMEPEHH I10 TeXeCT U C KpaTKa
npoabinkuTeHoCT (1-4 mHu).

[Mupexcust ce croOIIaBa MO-4ECTO MPH MO-MAJKUTE Jera Ha Bb3pacT oT 1 g0 3 ronunu (11%) u ot 4
no 11 roguau (12%) B cpaBHEHHE C FOHOIIATE Ha Bb3pacT oT 12 10 17 rogunu (4%) u Bb3pacTHATE
(7%). YectoTara Ha MUPEKCHS MPH IMO-MAIKUTE JIella € IT0J00Ha Ha HaOJfo1aBaHaTa B rpynara ¢
aKTHBHA KOHTPOJIa, ITOJTyyaBallla pa3pelieHa 3a ynorpeda neguaTpuiHa BaKCHHa.

[podmbT Ha 6e3omacHocT Ha Zabdeno mpu nena Ha Bb3pacT ot 1 10 17 rognHu € KaTo 1510
nmoo0eH Ha HaOIt0TaBaHUs PU BH3PACTHUTE.

[podmrsT Ha 6e3omacHocT Ha Zabdeno mpu kbpMaveTa Ha Bb3pacT oT 4 10 11 Mecena KaTo 1510 €
nono0eH Ha TO3M, HaOII0AaBaH IpH Jena Ha Bb3pacT oT 1 1o 17 ronuan. B pannomusupanara,
KOHTPOJIMpaHa C aKTUBHO BellecTBO (a3a Ha KTuHIHYHOTO m3nuTBane EBL2005 ca BkitoueHn

75 y4acTHUIM B 2-1030BaTa CXeMa 3a IIbPBUYHA BAaKCHHALIHSL.

CuchbK Ha HE)KEJIAHUTE pPCaKnu B TabInueH BUJL

Hexemnanure pcaknuunu, Ha6J'IIOI[aBaHI/I 0 BpEMC HAa KIIMHUYHUTEC IIPOYyYBaHUA, Ca I/I36pOCHI/I no-a0J1y
110 CJICAHUTE KAaTCTOPUH I10 YECTOTA!



MHOTrO yectu (>1/10);

yectu (>1/100 mo <1/10);
Heuectu (>1/1 000 mo <1/100);
penxu (>1/10 000 mo <1/1 000).

B pamkuTe Ha BCAKa KaTeropus Mo YeCTOTa HeXENAaHUTE PeaKIIiy ca MpeACTaBeHH 110 pea Ha
HaMaJIBaIla CEpUO3HOCT.

Bwv3pacmuu
B Ta6nuna 1 ca moka3aHu HE)KENAHUTE PEaKIUU, ChOOIICHN OT KJIMHHYHH MPOYYBAHUS TIPH

BB3PAaCTHHU.

Ta6auna 1: Hexkesanu peakuuu, c5001eHH NPH BB3PACTHH CJie]l BaKCHMHAIMs cb¢ Zabdeno

CucTeMo0-OopraHeH KJjac Yecrora Heskenanm peakumnu

Hapymeﬂuﬂ HA HepsHama cucmema MHOI'O 4YCCTHU raaBoOoime

HCYCCTHU OPTOCTAaTUYHO 3aMaiiBaHe

Cmomawno-upesuu HapyueHus YeCTH MTOBPBIIAHE

Hapywenus na xoorcama u YecTH cbpOex
NOOKOJCHAMA MbKAH

Hapywienus na myckynno-ckenemnama | MHOTO YeCTU apTpairus

cucmema u CbeOUHUMENHAMA MbKAH MUaJIT U1

Obwu napyutenus u egpexmu Ha MHOT'O YECTH CTYJICHHU TPBIIKH

MACMOmMO HA nPpUlo3Icerue yMopa

00JIKa Ha MSICTOTO Ha
HHXCKTHPAHE

MOJTyBaHe Ha MSCTOTO Ha
WH)KEKTHpaHe

3aTOINIAHC HAa MsJACTOTO Ha
HMHXXCKTHUPAHC

YeCTHU IMUPCKCUA

cbpOex Ha MICTOTO Ha
WH)KEKTHpaHe

HCYCCTU HHAypanuda Ha MACTOTO Ha
HWHKCKTHUPAHC

epuTeM Ha MSCTOTO Ha
WH)KEKTHpaHe

Hsima cho0IIIeHn HOBH HEXKEJIaHH PEaKIMHU MPU Bb3PACTHH CJIE/ MOTyYaBaHe Ha OyCcTep BaKCHHAIIUS
c¢be Zabdeno.

Heya na ev3pacm om 1 0o 17 200unu
B Tabimuma 2 ca mokazaHu He)KENaHUTE pPeaKkiui, ChOOIIEHN OT KJIMHHYHH IMPOYYBAHUS TIPH Je1a Ha
BB3pact oT 1 1o 17 rogunm.

Taouuna 2: He:xeslaHU peakuuu, CbOOLIEHH NPH Aela Ha Bb3pacT o1 1 10 17 ronuHu ciien
BakcuHauus cbe Zabdeno

CucremMo-opraseH KJjac YecToTa Hesxenanm peakium
Hapywenus na memabonusma u MHOT'O YECTH HaMaJIeH aleTuT
Xpauenemo
Hcuxuunu napyuienus MHOI'0 4ECTH pa3apa3sHUTETHOCT
Hapywenus na nepsnama cucmema penku ¢deOpuHH rEpUOBE’
Cmomawmno-upesHu HapyuieHus 4eCTH MIOBPBIIAHE

rajicHe
Hapywenus na xosxcama u 4eCTH XUnepxuposa’
HOOKOJICHAMA MbKAH
Hapywenus na myckyano-ckenemnama | 4eCTH apTpaiTHs




cucmema u CbeOUHUMeNHama movKam MHAJITHA

Obwu Hapyuienus u egpexmu Ha MHOT'O YECTHU yMmopa

MSCIMOMO HA NPUTOCEHUe HaMajeHa aKTUBHOCT
0oJIKa Ha MSCTOTO Ha
HHKEKTHpaHE

niaay®

yecTu MTUPEKCHUS

chpOeXK Ha MACTOTO Ha
HHKEKTHpaHE
MOTyBaHE HAa MSCTOTO Ha
WHXCKTUPaHE

epUTEM Ha MACTOTO Ha
HHKEKTHpaHE

*  YecToTa Ha HEXXENAHUTE PEAKIUH Bb3 OCHOBA Ha Iperje] Ha (GeOpuiIHu I'bPUOBE B
nocrMapkeTuHronara nporpama Umurinzi (EBL4002).

Xunepxuapo3sa (knmuHuaHO npoyuBane EBL2004 ¢ BpHIIEH BB3IOKHUTEN).

[Tmau ce crobrmraBa camo Tipu Aena Ha Bb3pacT 1-4 roguan (kiumHrnYHO poyuBane EBL2004 ¢
BBHIIICH BBH3JIOKUATEN).

[IpoduaeT Ha Ge3omacHOCT Ha OycTep mo3ata Zabdeno (EBL2011) mpu nera va Bs3pact ot 1 10
11 romuHU KaTo IS0 € CXOJCH C TO3M Ha mbpBara j03a Zabdeno, HabmoaaBaH ripu aera (1-
17 romuum).

Kvpmauema na év3pacm <I 2o0una
B Tabnuua 3 ca nokazaHu HeXXeJaHUTE PEaklUK, ChOOIICHH OT KIMHUYHO npoyuBane (EBL2005) npu
KbpMadera Ha Bb3pacT oT 4 10 11 mMecena (T.e. M3BBH MOKA3aHUETO 33 Bb3pAcTTa — BXK. TOUKa 4.2).

Taésnua 3: Hexxellanu peakuuu, ChoOIeHH MPU KbpMaveTa oT 4 10 11 MeceuHna BB3pacT cJiej
BakcuHanus cb¢ Zabdeno

CucTeMo-opraseH KJjac YecToTa He:xenanm peakuuu
Hapymenns Ha MeTabosm3mMa 1 XpaHEHETO MHOTO YECTH HaMaJIeH alleTHT
[Tcuxu4yHM HapylIEHHUs MHOI'O YE€CTH pa3apasHUTEIHOCT
OO HapymieHus 1 epeKTH Ha MACTOTO Ha MHOTI'O YE€CTH IIOBHUIIIEHA TEMIIEpATypa
MIPIJIOJKEHUE

HaMaJICHa aKTUBHOCT

0onKa Ha MACTOTO Ha
WH)KEKTHpaHe

YeCTHU IMOoJAyBaHC HA MACTOTO Ha
HWHKCKTUPAHEC

epuTeM Ha MSCTOTO Ha
WH)KEKTHpaHe

Cro01aBane Ha MOJI03MPAHU HEXKEJIAaHH PEaKIIUK

Cpo01maBaHeTo Ha MMOI03MPaHN HEKeJIaHH PEAaKLMH CIe]] pa3pellaBaHe 3a ynorpeda Ha JIEKapCTBEHUS
HPOIYKT € BayKHO. ToBa M03BOJIsIBA /1a MPOABIDKY HAOIIOICHUETO Ha CHhOTHOIIEHHETO TT0JI3a/pUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAULIMHCKUTE CIICUATIICTH CE M3UCKBA Ja ChOOIIaBaT BCSIKa
N0J03MpaHa HeXellaHa PeaKysl Ype3 HallMOHAIHATa CHCcTeMa 3a ChOOIIaBaHe B:

M3mpaHuTENHA areHnys 1Mo JeKapcTBaTa

yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg



http://www.bda.bg/

4.9 Ilpemo3upane

Hsama cpo0ienu cinyuyaun Ha npego3upane. He ca uneHTudunmpanu KOHKPETHU OMTACEHUS OTHOCHO
0e30macHOCTTa MPH KJIMHUYHYU MPOoy4YBaHus ¢daza [ ¢ pa3nnyHu MHTEpBAIN Ha BAKCHHAITUS U CXEMH Ha
NpUIarane, U3MO0JI3BallIH O-BUCOKH JIO3HM BaKCUHA. B ciywail Ha mpeo3upaHe ce nmpernopbhyuBa
npoclieIIBaHe HA KU3HEHNUTE (DYHKIIMU M €BEHTYATHO CHMITOMATHYHO JICUCHHE.

5. ODAPMAKOJIOIT'MYHU CBOUCTBA

5.1 ®dapmakoguHAMUYHH CBOCTBA

®apmakoTepaneBTHYHA Tpymna: Bakcunu, npyru Bupycuu Bakcunu, ATC koxa: JO7BX02

MexaHn3bM Ha JIEHCTBUE

Zabdeno e MOHOBaJICHTHA BEKTOpHA BaKCHHA, ChCTAaBEHA OT €IUH PEKOMOWHAHTEH, PEIUTUKAUOHHO
HEKOMITETEHTEH YOBEIIKH aJeHOBUPYC THI 26, KO#To Koaupa Zaire ebolavirus sapuant Mayinga GP.
EBOV GP, koxupan ot Zabdeno, ¢ 100% xomMoJioxeH Ha To3u, Komupan ot Mvabea. Crien
npuioxenue EBOV GP ce excripecupa JOKaIHO U CTUMYJIUPA UMYHEH OTTOBOP.

EdwukacHoct

[Tpu nuncata Ha naHHH 332 €PUKACHOCT OT KIMHUYHH TIPOYYBaHUsl, ePUKACHOCTTA Ha 2-1030BaTa
CcXeMa Ha TbPBUYHA BaKCHHAIIMA € OIIEHEHa Upe3 MPOBOKAMOHHN IIpoyuBaHus (challenge studies)
npu HevoBekonono0ouu npumatu (NHP, neiroonamaru makarm, Macaca fascicularis), naii-
MTOAXO/ISIIIINS )KUBOTUHCKH MOJIe]T Ha 3a0oisaBane, npuanHeno ot EBOV. 2-no3oBara cxema Ha
IbPBUYHA BAKCHHAIIMS, IPHJIAraHa Ha MHTEPBAI OT 8 CEIMHUIIN, € IPOTEKTUBHA JIO ITbPBa 1032 OT

2 X 10° Bupycuu gactunu (BU) Zabdeno B kom6unamus ¢ 1 X 108 Inf.U Mvabea npu mozen ¢
npean3BUKBaHe Ha MyHoreHHa peakuus (challenge model) ¢ neranen u3xo npu HHTPAMYCKYITHO
nmxkektupane Ha EBOV Kikwit mpu NHP. XymopanHuTe UMyHHU OTTOBOPH, H3MEPEHH Upe3 HUBOTO
Ha EBOV GP-cBbp3BamuTe anTuTENa, CHIIHO KOpEnupaT ¢ npexussemoctra npu NHP. 3axmrouenus
3a IPOTEKTUBHUS €(EKT MPH XOpa ca HalpaBeHU Ype3 CpaBHEHHE Ha KOHIeHTpanuute Ha EBOV
GP-cBbp3Bamure anTuTena (immunobridging).

KnuanyHa UMYHOT€HHOCT

[Tpu nunicata Ha JaHHK 332 €PUKACHOCT OT KIIMHAYHH POYYBaHUS 3aKIIFOYCHUS 32 IPOTSKTHBHUS
e(eKT Ha BaKCHHATAa ca HAallpaBEeHH Bb3 OCHOBA HA IAHHUTE 3a UMYHOTeHHOCT. [Ipu To3n aHanms ca
M3IIOJI3BaHM JAHHM OT 5 KIIMHUYHU Npoy4BaHus, mpoBeaeHu B EBpona, ChequHEHNTE ATH U
Adpuka, ipu 764 Bp3pactau ot 18 10 50 roguHM, KOUTO ca MOTYYHIHN 2-1030BaTa cXxema Ha
IbPBUYHA BaKCHHAIIMSA Ha 8-ceqmudeH uHTepBait. AHTH-EBOV GP-cBbp3Bamure anTurena
KOPENHPAT C MPOTEKTUBEH e(eKT cpelry Obp30 NporpecupamaTa HarbJIHO JIeTajlHa HHPEKIHS C
BHpYyca e0o0Jia Ipyu HEYOBEKONOA00HH NpuMaTy. IMyHHUTE OTTOBOPH NpH X0pa, u3MepeHu 21 nHu
ciiel] 103a 2, ca CBbP3aHHM C MOBUILEHUE Ha MPOTHO3MpaHaTa BEPOSITHOCT 3a npekussieMoct oT 0%
(T.e. mneH neranmutet) 10 53,4% (98,68%Cl: 33,8%; 70,9%) npu U3Moi3BaHe Ha MOJIEN BBPXY
’KMBOTHU. Bb3 OCHOBa Ha TO3M aHAIIM3 MOXKE JIa CE OYaKBa, 4e cxemara Ha BakcuHupane Zabdeno -
Mvabea nma npoTeKTUBEH eQeKT cpenly 3adomnsBane, npuunHeno ot EBOV, nipu xopa. Bbrpeku ue
Bpb3KaTa MeXIy TUThpa Ha aHTHUTEJIaTa U IPEKUBIEMOCTTa € IPOyUBaHa caMo npu Bb3pacTHu NHP,
cpaBHEHHETO Ha KoHNEeHTpanuuTe Ha EBOV GP-cBbp3Bammre anTuTena, M3BbPIICHO IpH
neIMaTpUYHU YYACTHHUIIH, X0pa B cTapyecka Bb3pactT M HIV-uHdekTrpann y4acTHHIM, TTOKa3Ba, e
MOTEHIMAIHO MIPOTEKTUBHUTE €(PEKTH B T€3U MOMYJIAUN ChOTBETCTBAT Ha OIICHKATA IIPHU Bb3PACTHU.

Hmynozennocm

[IpencraBenu ca maHHU 32 UMYyHOTEHHOCT 3a 00110 842 BB3pacTHH U 509 germa (Bb3pact oT 1 10

17 rogunm), momy4nny 2-1030BaTa CXeMa Ha IbPBUYHA BaKCHHALMS B KIMHUYHY poyuBaHus ¢asa |l
u III: mpoyusarne EBL2001 B OGeaunrenoTo kpanctBo u @pannwus, npoyusanus EBL3002 u EBL3003
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B Cprenunaenute matw, nmpoyuBane EBL2002 B Yranma, Kenus, bypkuna ®aco u bpsr Ha ciioHoBaTa
kocT u nmpoyuBane EBL3001 B Cuepa Jleone. Konnenrpanuure Ha EBOV GP-ciennduanu
CBBP3BAIllH AaHTHUTENA Ca U3MEPEHU NPUOJIM3UTEITHO 3 CEIMHUIIU CIIE/ 3aBbPIIBaHe Ha 2-1030BaTa
CXeMa Ha MbPBUYHA BakcUHaNus. Te ca mpe/CcTaBeH! KaTo CPEIHO FEOMETPUYHH KOHIICHTPAIHH

(GMC).

JanHuTe 32 IMyHOT€HHOCT C€ OLICHABAT M B paMKuTe Ha KIuHUYHO npoyuBaHe (EBL2004) ¢ ppHIIEH

BB3IIOKHUTEN, TIpoBeaieHo B [ BuHes, JInbepus, Mamm u Cuepa Jleone. [IpencraBenu ca nanau 3a 001110

338 nena (Ha BB3pact ot 1 10 17 roguHm), KOUTO ca MOJNyYUIIH 2-1030BaTa cCXeMa 3a MbPBUYHA
BaKCHHAIIMSA ¥ 32 KOUTO UMa HAJIMYHU JaHHU 28 qHM crex 2-Ta 103a (Bk. Tabmuma 5).

JlaHHnTE 32 UMYHOTE€HHOCT Ca OIIeHEH! U B KIIMHWYHO npoy4uBane (aza Il B Cuepa Jleone u I'Bunes
(EBL2005) npu 74 xppMadeTa Ha Bb3pacT oT 4 10 11 Mecena, KOMTO ca MOJyYMIIM 2-1030BaTa cXxeMa
Ha TbPBUYHA BAKCUHAIMS M 32 KOUTO UMa HaJIM4YHU IaHHu 21 neH cnen no3a 2 (Bx. Tabauua 6).

Hannu 3a umynoceHnocm npu 6b3pacmuu cied 2-00308ama cxema Ha NbPEUYHA BAKCUHAYUS
VIMyHHUAT OTTOBOp KBbM 2-71030BaTa cXeMa Ha MbpBUYHA BaKCHHALMS, PUIIOXKEHA TIpe3 §-ceMUUueH
WHTepBaJ, € oneHeH B 5 mpoyuBanus (asa Il u I1I, mposenenu B EBpomna, Adpuka u CAIL] (Bx.
Tabmuua 4). BsB Benuku npoyusanust 98% no0 100% oT yuyacTHULMTE IEMOHCTPHPAT OTTOBOP,

u3MepeH upe3 HuBoto Ha EBOV GP-cBBp3Baiiu anTuTeNa, ONpeeicH KaTo MOBUIIICHHUE HAl 2,5 TbTH

Ha KOHICHTpAaLUATa Ha CBBP3BAIIUTEC aHTUTCIIA CIIPAMO CTOMHOCTTA Ha HU3XO0AHO HUBO.

Ta6auna 4: OTroBopu KbM 2-1030BaTa cxeMa Ha BakcuHupane Zabdeno - Mvabea npu

Bb3pacTHH (8-celMUYeH MHTEPBAJ), H3MepeH Ype3 HUBOTO HA EBOV GP-
cineuu¢uynu cbp3pamy anturena: GMC EU/ml (95% CI)

Mpoyusane M3X0/HO HUBO 21 nHm caen 6 Mecena cJjen 10 mecena caen
Ja03a 2 Ja03a 2 a03a 2
EBL2001 (N=70) (N=69) - (N=50)
<LLOQ 10 131 1205
(<LLOQ; (8 554; 11 999) (971; 1 497)
<LLOQ)
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 11 054 1263
(<LLOQ; (9673; 12633) (1100; 1450)
<LLOQ)
EBL3003 (N=258) (N=254) (N=244) -
<LLOQ 11 052 1151
(<LLOQ; (9 959; 12 265) (1 024; 1 294)
<LLOQ)

[oka3zanu ca JaHHU 32 BAKCUHUPAHUTE YIACTHUIH, TIOIYYMIH 2-1030BaTa CXeMa Ha BAKCHHUPAaHE B
rpyrnara 3a aHaJu3 110 IPOTOKOJL.

EU = ELISA enuuniu

Cl = loBepurenen naTepBai

N = Bpoif yqacTHUIM ¢ HATMYHA JaHHU

LLOQ = /lonmHa rpaHHIla Ha KOJMYECTBEHO OTPEIeICHIS

WuTepBanbT MeXIy T03UTE B T€3W Npoy4uBaHus € 8 cenmuny +/- 3 qau. JJokato ”MyHOTE€HHOCTTA Ha

CXEMHTE Ha BAKCHHHUPAHE C MO-IBIBI HHTEPBA MEXY J03uTe A0 69 ceqmuiiu (483 mHU) e mo00Ha,
CXEMHTE Ha BAKCHHUPAHE C HHTEPBAJI OT 4 CEJMHUIIM Ca MM0-cI1a0b0 MMYHOTECHHH.
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Cren 2-m030BaTa cxeMa Ha IMbPBUYHA BaKCHHANMS ¢ 8-ceIMIUCH HHTEpBaI ca Habmomapaan GMC
EU/mI (95% CI) 5283 (4 094; 6 817) mpu HIV-unpekTrHpanu BE3pacTHH HA aHTHPETPOBUPYCHA
tepanust, ¢ CD4+ kietku >350 KIETKH/MUKPOIUTBD U 0€3 Mpu3Hay Ha uMyHocynpecus (N=59).

JHannu 3a umynozennocm npu oeya (1na ev3pacm om 1 0o 17 2coounu) cned 2-0ozoeama cxemd Ha

nvpeuUvHa 6aKCUHAYUA

HVMyHHHSAT OTTOBOp KbM 2-71030BaTa cXeMa Ha MbPBUYHA BaKCHHAIIWS, IPUIOKEHA TIpe3 §-CeAMUUCH
WHTEpBaJ, € OlEHEeH MpH Jena (Bs3pact oT 1 1o 17 roguan) B TpU NpOyUBaHUs, TPOBeAeHN B Adprka
(Bx. Tabnuma 5). B Tpute npoyusanus 98% no 100% oT y4acTHUIITE AEMOHCTPUPAT OTTOBOD,
u3MepeH upe3 HuBoto Ha EBOV GP-cBwp3Baiiu antutena. UMyHHUTE OTTOBOPH MpH AeliaTa ca Io-
W3pa3eHu OT HAOFOIaBaHUTE MPHU BB3PACTHH B CHIIUTE MPOYIBAHHMS.

Tadnauua 4: OTroBopu KbM 2-1030Ba cXxeMa Ha BakcuHupaHe Zabdeno - Mvabea npu nena na
Bb3pact ot 1 10 17 roqunu (8-ceqMuyeH HHTEPBA), H3MEPEHH Ype3 HUBOTO HA
EBOV GP-cniennduyunu cebp3pamu antureaa: GMC EU/ml (95% CI)

Buapacr IMpoyuBan M3X0H0 HHEO 21 nuu caen | 6 mecena caex | 10 mecema
e Ja03a 2 Ja03a 2 cJen n103a 2
1-3romqunun | EBL3001 (N=123) (N=124) (N=122) (N=120)
<LLOQ 22 568 713 750
(<LLOQ; (18 426; (598; 849) (629; 894)
<LLOQ) 27 642)
1-4 roqunn | EBL2004 (N=105) (N=108)* (N=28)
<LLOQ 25111 - 1139
(<LLOQ; (21 332; (905; 1 432)
<LLOQ) 29 559)
4-11 ropunu | EBL2002 (N=52) (N=53) (N=53) (N=54)
<LLOQ 17 388 715 637
(<LLOQ; (12 973; (602; 851) (529; 767)
<LLOQ) 23 306)
EBL3001 (N=130) (N=124) (N=126) (N=123)
62 10 212 442 436
(49; 78) (8 419; (377, 518) (375; 506)
12 388)
5-11 ropunu | EBL2004 (N=109) (N=105)* (N=33)
<LLOQ 15797 - 739
(<LLOQ; 40) (13 289; (585; 933)
18 778)
12-17 roqun | EBL2002 (N=53) (N=53) (N=41) (N=52)
" <LLOQ 13532 577 541
(<LLOQ; 37) (10 732; (454; 734) (433; 678)
17 061)
EBL3001 (N=142) (N=134) (N=135) (N=132)
65 9929 469 386
(52; 81) (8172 (397, 554) (326; 457)
12 064)
EBL2004 (N=127) (N=125)* (N=63)
49 12 279 - 731
(39; 62) (10 432; (589; 907)
14 452)

IToka3aHu ca JaHHY 32 BAKCHHUPAHUTE YYACTHHIIM, MTOJTYYHIN 2-1030BaTa CXeMa Ha BAKCUHUPAHE B
rpymnara 3a aHaJiu3 IO MPOTOKOJI.
* 28 mguu cien mgosa 2
EU = ELISA enuuunim

Cl = JloBepuTenen uHTepBa

N = Bbpoii yyacTHAIM ¢ HATTMYHU JaHHU
LLOQ = /lonmHa rpaHHIla Ha KOJMYECTBEHO OTPEICICHIE



Jannu 3a umynoz2ennocm npu Kepmadema (Ha evspacm 4 0o 11 meceua) cied 2-0ozoseama cxema Ha
NbPEUYHA BAKCUHAYUSA

VIMyHHHSAT OTTOBOp KbM 2-71030BaTa cXeMa Ha IIbpPBUYHA BaKCHHAIIWS, IPUIOKEHA TIpe3 §-CeMUUCH
WHTEpBaJ, € OIICHCH U MpH KbpMaueTa (Ha Bb3pacT 4 10 11 Mecena) B €HO KITMHHUYHO IPOYYBaHE
(EBL2005) (Bx. Tabnuma 6). B ToBa npoyusane 100% 0T y4acTHHIIUTE TEMOHCTPUPAT OTTOBOP,
u3MepeH upes HuBoTo Ha EBOV GP-cBbp3Baliu antutena, 21 qau cien 103a 2.

Tab6auna 6: OTroBopu KbM 2-1030Ba cxeMa Ha BakcuHupane Zabdeno, Mvabea npu aeua na
BBb3pacT oT 4 10 11 Mecena (8-cexMHUYeH HHTEPBAJI), H3MEPEHH YpPe3 HUBOTO HA
EBOV GP-cnenn¢uyunu cebp3amu anturesa: GMC EU/ml (95% CI)

Bw3pact IIpoyuBane H3xonno HuBO 21 i(}::ac; e 10 meceua cJien 103a 2
4-11 mecena | EBL2005 (N=74) (N=74) (N=72)
<LLOQ 24 309 1466
(<LLOQ; <LLOQ) | (19 695; 30 005) (1090;1971)

[loka3aHu ca JaHHU 3a BAKCHHUPAHWUTE YYACTHUIM, HOIY4YHIN 2-1030BaTa CXeMa Ha BAKCUHUPAHE B
rpymara 3a aHajJu3 110 IIPOTOKOJL.

EU = ELISA enuuunu

Cl = JloBepuTeneH uHTEpBaI

N = Bpoii yqacTHUIH ¢ HATWYHA JaHHA

LLOQ = /losHa rpaHMIia Ha KOJMYECTBEHO ONPEICICHUS

Hannu 3a umynozennocm npu gb3pacmuu cied 6ycmep saxkcunayus cvce Zabdeno

HWMyHHHAT OTTOBOp KbM OycTep BakCcHHALUS chec Zabdeno, mpuiokeHa | uiu 2 TOJWHU el cXxemara
C IbPBUYHA BaKCHUHAIWS, € OLICHEH B 2 KJIMHUYHU npoyuBanus (Bx. Tabnuma 7). Bycrep
BaKCHHAIMATA BOJM 10 ObP30 aKTHBHpAHE Ha aHAMHECTHYEH OTroBOp ¢ noBumierne ot 40 10 56 meTH
Ha KOHIICHTPALMUTE Ha aHTUTEJaTa B paMKHUTE Ha 7 AHU. BennmuuHara Ha OTroBOpa O OTHOLIEHUE HA
KpaTHOCTTa Ha noBuieHne u noctoycrepuure GMC e mogoOHa HE3aBUCHUMO OT BPEMETO OT
mbpBUYHaTa BakcuHaIws (1 uimm 2 roanHNm).

Ta6auna 7: OTroBopu KpM 0ycTep BakcHHANHUs ¢be Zabdeno npu BL3pacTHH, H3MEPEHH Ype3
HuBOTO HAa EBOV GP-cnenndguunu cebp3Bamm antureaa: GMC EU/mI (95%

Cl)
Mpoyusane Mpenn 7 mHH clieq 21 nuu cuen 1 roguna
O0ycTepa O0ycTepa Oycrepa cjen 0ycrepa
EBL2002% (N=39) (N=39) (N=39) (N=37)
366 20 416 41 643 4383
(273; 491) (15 432; (32 045; (2 969; 6 470)
27 009) 54 116)
EBL3001° (N=29) (N=25) (N=29) (N=26)
274 11 166 30411 3237
(193; 387) (5881, (21 972; (2 305; 4 547)
21 201) 42 091)

a
6

OycTep BakCHHAITUS, PUIIOKEHA | TOAMHA Clie]] TbPBUYHATA BAKCUHAIIHS

OycTep BakCHHAIIUS, PUIIOKEHA 2 TOAWHHU CJIe]] TbPBUYHATA BAKCUHAIIHS

IToka3aHu ca JaHHY 32 BAKCMHUPAHUTE YYACTHHIIHU, MMOJYYHIH OyCcTep BaKCHHALIMSA B TpyIiaTa 3a
aHaJIN3 110 MPOTOKOIL.

EU = ELISA enuuniu

CI = [loBeputeneH HHTEpBAI

N = Bpo#i yyaCTHUIIM C HAJIMYHU JAHHU

Jannu 3a umynoz2ennocm npu oeya Ha evspacm om 1 0o 11 2o0unu (no epeme na 2-00306a nvpsudta
saxcunayus) cied bycmep saxcunayus cvc Zabdeno

NMyHHHAT OTTOBOP KBbM OycTep BakcHHAIUs cbe Zabdeno, mpuiokeHa moBeue OT 3 TOJIUHHM CIIe]T
I'bpBOHAYATHATA BAKCUHAIIWS, € OlleHeH B KiIMHUYHO npoyuBane (EBL2011) (sx. Tabnuma 8). bycrep
BaKCHHAIIMATA BOJH /10 ObP30 aKTHBHpPAHE HAa AaHAMHECTHUYEH OTIOBOP ¢ 32 MbTH YBEJIMUEHHUE HA
KOHIICHTPAIIMHUTE Ha aHTUTEJa B CpaBHEHHE C IIpeu OycTep BaKCHHAIMS IPH Jelia Ha Bb3pacT oT 1 10
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3 roauuu 1 63 IBTU IpH ela Ha Bb3pacT oT 4 10 11 roguuu. 3a 21 qHu cien OycTep BaKCHHAIUS
KOHIICHTpAITMUTE Ha aHTUTENA CE€ YBEIMYaBaT 76 MbTH B CPABHEHUE C KOHIICHTPAITUUTE TIPEIN Hes
MIpH Jiena Ha Bh3pacT oT 1 10 3 roguuu u 137 mbTu npu aena Ha Bb3pacT oT 4 10 11 ronuHu.

Ta6auna 8: OTroBopu KM 0ycTep BakcuHalus cbe Zabdeno npu nena na Bbp3pacr ot 1 g0 11
rOAMHH, U3MepeHHu upe3 HuBoTO Ha EBOV GP-cneunduynu cBbp3Bamm
antureaa: GMC EU/ml (95% CI)

IIpoyuBane IIpenn OycTepa 7 nuu cyea Oycrepa | 21 nHu caen Oycrepa
EBL2011 (N=49) (N=50) (N=49)
640 28 561 64 690
(461, 888) (20 255; 40 272) (48 356; 86 541)

ITokazaHu ca maHHY 32 BAKCHHUPAaHHUTE YYaCTHHIH (Ie1a Ha Bh3pact oT 1 10 11 roawnan o Bpeme
Ha 2-71030BaTa MbPBUYHA BaKCUHAINS ), TOTYYHIH OycTep BakcHHANuUs (MIPUII0KeHa >3 TOIuHH
clie] MbPBUYHATA BAKCHHALIMS) B TPyIaTa 3a aHaIM3 M0 HPOTOKOJ.

EU = ELISA exuuunm

CI = JloBepureseH nHTepBa

N = bpoli yyaCTHULIM ¢ HAIMYHU JAHHU

Hwreocpouno nepcucmupane na anmumenama npu 8b3pacmuu

Tpu cenMuiiu cien 3aBbpIIBaHE HA 2-030BaTa CXeMa Ha IIbPBUYHA BAKCUHAIIUS HIMYHHHUSIT OTTOBOD
(GMC) nmocrura cBost muk (“A” BbB ¢urypa 1 mo-gomy). Ciaen nuka oTrOBOPHT HAMAIISBA KbM 6-Usl
Mecell ¥ 0cTaBa cTaOmiIeH Haii-Manko 1 romuHa cinen go3a 1 (Tabmuma 4). Kakto ce Bmkaa OT TaHHHATE
ot 43 Be3pacthu B ipoyuBane EBL3001, oTroBopbT ocTaBa cTabuiieH 1 IB€ TOIUHHU cliea Ao3a 1
(Haii-kbCcHaTa HaMYHA BpeMeBa Todka) (“B” BB ¢urypa 1 mo-gomy). Ciieq npuiioxkeHue Ha oycrep
no3a Zabdeno ce HaOmo1aBa Obp3 aHAMHECTHYEH OTTOBOP B paMKuTe Ha 7 nHu. Haii-Bucokure
KOHIICHTpAIINH Ha CBhP3BAIM aHTUTeNA ca HaOmoaaBanu 21 mau cnex OycrepHata mo3a (“C” BbB
¢urypa 1 mo-go:1y), HocieABaHO OT HAMaJICHUE HA KOHIICHTPALIUUTE Ha aHTUTeNarTa. |1 TouHa cien
Oycreprara no3a GMC ca mo-BUCOKH OT Ipean MPIIIOKEHNETO Ha OycTepHaTa no3a (“D” BbB

¢urypa 1 mo-momy).
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®@urypa 1. OTroBopu cjien 2-1030BaTa cxeMa Ha BakcuHupaHne Zabdeno - Mvabea u 6ycrepna
BaKkcuHalus cbe Zabdeno 2 rogunm cjeJ NbPBUYHATA CXeMa Ha BAKCHHHPaHe MpPHU
Bb3PacTHU, u3MepeHH upe3 HUBOTO HAa EBOV GP-cnenuduyunu cBbp3Bamm
anTuTesa B npoyuBane EBL3001%; GMC (95% CI)
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8 AHanu3bT c€ OCHOBABa Ha rpyrnaTa 3a aHaJu3 MO MPOTOKOI.

Crpnbuerara Ha TPCHIKHUTE NPCACTABIABAT CPEAHO I'€COMETPUIHATA KOHICHTPAIUA U CbOTBETHUA 95%
JAOBCPUTCIICH UHTCPBAJI.

EBponeiickaTa areHIus 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEIOCTaBsIHE Ha PE3yITaTUTE OT
npoydBaHusTa cbe Zabdeno 3a npoduiakTuka Ha 3a00/Is1BaHe, IPUIMHEHO OT e00Ja BUpPYC, B €OHA
WY TIOBEYE MOATPYIH Ha MeIMaTpruyHaTa nomyianus (Bxk. Touka 4.2 3a ”HQOpMaIusi OTHOCHO
ynotpe0a B IeIuaTpusITa).

Tasu BakcuHa € paspelieHa 3a ynotpeda npu ,,u3BbHpeaAHN oocrostencTBa“. ToBa o3HauaBa, 4e 1o
HAy4YHHU ChOOpaKEHUS HE € OMJI0 Bh3MOXKHO JIa C€ MOJIyYH IbJIHA HH(GOPMAITUS 3a Ta3H BaKCHHA.
Bceska roguna EBponeiickaTta areHus 1o JiekapcTBaTa Iie U3BbpIlIBa Nperje]] Ha HoBaTa
nHpopmarus u Tazu KXII choTBETHO 1Ie ce akTyanm3upa.

5.2 dapmakoKHMHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHMYHHU JaHHU 32 0€30MACHOCT

HexnuHudHMTE TaHHU HE TIOKa3BaT OCOOEH PUCK 3a Xopa Ha 0a3zaTa Ha MPOyYBaHUATA 32 TOKCUIHOCT

MIPY MHOTOKPATHO MpHJIaraHe U MPOYyYBAHMA 32 JOKAJIHA IOHOCUMOCT U PENPOAYKTUBHA TOKCHIHOCT
TIpH 3aiLH.
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IIpoyuBaHus 3a 001112 TOKCHYHOCT (IIPH MHOTOKPATHO MPUIOKEHHE), BKIIOUHUTEIHO JIOKATHA
INOHOCUMOCT

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 POTSHH U TJI00YJIMHA, 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
BEKTOpA B TOHAINTE (TECTUCH, SIMYHUIIN) CIIET HHTPAMYCKYITHO HHXKEKTHPaHE.

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 NIOMOIIHKUTE BelIeCTBA

JuHaTpues exerar

Etanon

XUCTUMHOB XUJIPOXIOPUA MOHOXUPAT
[Tommcopbat 80

Harpues xnopun

3axapo3a

Boga 3a unxeknuu

Hatpues xunpoxcup (3a kopekius Ha pH)

6.2 HecbBMeCTHMOCTH

I1pu nunica Ha npoyyBaHuUs 3a HechBMecTUMOcTH Zabdeno He TpsOBa 1a ce cMecBa ¢ Ipyru
JIEKapCTBEHU POAYKTH.

6.3 Cpok Ha rogHocT
7 roqunu mipu -85°C o -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-JI0Jy:

[a ce cpxpansa BbB hpusep mnpu -85°C 1o -55°C ot nuctpulyTtopa B cirydail Ha ckiaaupane. [larata

Ha M3TUYaHe Ha CPOKa Ha TOJHOCT NpH chxpaHeHue Ha -85°C 1o -55°C e ornevarana BbpXy QIiakoHa
U BBHIIHATa KapToHeHa onakoBka cien “EXP” u ,,I'ogen no:”.
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BakcuHaTa MoXe CBINO Jia ce ChbXpaHsIBa OT AUCTPUOYTOpA WK KpaliHUS OTpeOHTeN BhB Qpu3ep npu
-25°C 1o -15°C enHokpatHo 3a niepuoj a0 36 mecena. Cien uzBakaane oT ppusepa Ha -85°C 10
-55°C HoBara aTa Ha M3THYAHE HA CPOKA HAa FOAHOCT TPSAOBA Aa ce 3alullie OT TUCTPHOYTOpa WK
KpaliHus MOTpeOuTEe BbPXY BBHITHATA KAPTOHEHA OMAKOBKA M BaKCHHATA TPSAOBA 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 BAKCHHATA TPSOBa J1a ce U3IOI3BA MIIH
U3XBBPJIM B Kpas Ha 8-MeceuHus nepuo. Ta3u 1ata Ha U3XBbPJISHE HE TPsIOBa 1a ObJe ciel
I'bPBOHAYATHATA JIaTa Ha U3TUYaHe Ha cpoka Ha rogHocT (“EXP” u ,,['onen 10:”) uinu HOBaTa aTa Ha
M3THYaHe Ha CpOKa Ha TOTHOCT MpH cbxpaHeHue mpu -25°C mo -15°C. [IspBoHavamHaTa gaTta Ha
M3TUYaHe Ha CPOKa Ha TOAHOCT W/WJIM HOBaTa JjaTa Ha M3THYaHe Ha CPOKa Ha TOHOCT, OMPEEIIeH 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 CbXpPaHCHUC.

6.5 Bwuau chabp:KkaHNe HA ONAKOBKATA

0,5 ml cycrieH3us B e1HO1030B (IIAKOH OT CTHKJIO TUI | ¢ ryMeHa 3ammymiainka (XJIopoOyTHII ¢
HOKPUTHE OT ()IIyOpPOIIOIMMED), AITyMHUHHEBA 00KaTKa U YepPBEHO [IACTMACOBO Karaye.

Onaxkorka ot 20 e1H01030BH (py1akoHa.
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.

Crien KaTo BakCHMHATa ce M3BaaU OT (hpU3epa U ce pa3Mpasu, TS TPsOBa J1a ce U3I0JI3Ba He3a0aBHO WITH
na ce cbxpansBa B xaaquaHuk mpu 2°C 10 8°C (Bxk. Touka 6.4). Ciiest KaTo ce W3Baa OT XJIaIMIHHKA,
3a MPUIIOKEHUE, TS TPAOBA J1a ce M3MOI3Ba He3a0aBHO.

BaumarenHo cMecere chAbpKaHUETO Ha (IakoHa, KaTO ro BPTUTE B MpoAbkeHne Ha 10 cekyHau.
He pasknamaiite.

WznonzBaiiTe cTepuiiHa UTJia U CTEPHUITHA CIIPHUHIIOBKA 33 U3TETIISIHE HA ISUIOTO ChIBPKUMO OT
(rakoHa 3a PUIIOKEHHE.

W3non3saiite OTACJIHAa CTCPUIIHA UTJIa U CIIPUHIIOBKA 3a BCEKH YOBECK. He e HeO6XOIII/IMO Ja C€ CMCHAT
HUITIATE MEXKAY U3TCTIIAHETO HAa BAKCUHATA OT @HaKOHa 1 MHXXCKTUPAHETO, OCBCH aKO vIJjilaTa HE €
MOBpCACHA NI 3aMbpPCCHA. OcTraHaloTo CbAbPKaHUC BbB (bHaKOHa Tpr6Ba Ja CC U3XBbPJIN.

Hewnsnon3sanust JICKAPCTBECH MNPOAYKT WM OTHAABYHUTEC MAaTCpUaJId OT HETO Tp$I6Ba Ja C€ U3XBBPJIAT

B CHOTBETCTBHE C MECTHHUTE M3UCKBaHMsI.[Ipy €eBeHTyaTHO pa3uBaHe MSCTOTO TPsiOBa 1ia ce
Je3rH(pEeKIrpa ChC CPEICTBA C BUPYIHIHA aKTHBHOCT CPEIIy aJleHOBUPYCH.
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7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1444/001

9. JATA HA IBPBO PASPEIIABAHE/IIO/JITHOBSIBAHE HA PASPELHLIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBo paspewmaane: 01 roau 2020 r.

JlaTa Ha moclIeJHO OAHOBSIBAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

03/2025

[MonpoOHa nH(popMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 1o JiekapcTeaTa https://www.ema.europa.eu.
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MPWIOKEHME I
MPOU3BOJUTEJ(A) HA BUOJIOTMYHO AKTUBHOTO(UTE)
BEILIECTBO(A) U MPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOJKJIABAHE HA TAPTUIN
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
INPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUIN

Wme v anpec Ha MPOU3BOIUTEIS HA OMOJOTHYHO AKTUBHOTO BEIIECTBO
Cilag GmbH International,

Janssen Bakcuam,

kioH Ha Cilag GmbH International

Rehhagstrasse 79

3018 Bern

[Iseinapus

Nme n aapeC Ha MPOU3BOAUTCIIA, OTTOBOPEH 3a 0c3060>1<z[aBaHe Ha MapTuauTe
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 NJIA OTPAHUYEHMNA 3A JOCTABKA U YIIOTPEBA
JlexkapCcTBEHUAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHUCAHHE.

. 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

. IepuoanyHu aKTyaIM3upaHu JoKjaaxu 3a oe3onacHoct (ITAB)

N3uckBanusra 3a nogasane Ha [TAJIb 3a To3u nexapcTBeH NPOAYKT ca MOCOUYCHH B CIIUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cnuchk), npeasuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIN3aIlH, TTyOJIMKYBaHH Ha €BPOTCHCKUS
yeOmnopTai 3a JeKapcTBa.

.  YCJIoBUus UJin OrPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JJEKAPCTBEHUSA ITPOAYKT

o Ilnan 3a ynpaBaenue Ha pucka (ITYP)

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tps6Ba na u3BbpIIBa U3UCKBAHNUTE JEHHOCTH U

JIeCTBUS, CBBP3aHU C TIPOCiIe/siBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, TocoueHH B 07100penus [TYP,

npezcraBed B Moayi 1.8.2 Ha pa3penieHueTo 3a ynorpeba, KakTo U BbB BCUUKH CIIE/IBAIIH 0JJ00peHH
akTyanu3auuu Ha [TYP.
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Axryamsupan [TYP TpsOBa na ce momana:

e 110 uckaHe Ha EBpomnelickaTa areHius 1o JeKapcrBara;

e BHHArW, KOraTo ce M3MeHsI CUCTeMarTa 3a YIpaBJIeHUE Ha PHCKa, OCOOCHO B pe3yiTaT Ha
MoJTy4aBaHe Ha HOBa HH(OpPMAITs, KOATO MOXKE Jia TOBEJIE 10 3HAYNMHU IIPOMEHH B
CHOTHOIIEHHUETO TT0JI33/PUCK, WITH CIIE/T JOCTUTaHe Ha Ba)KEH eTan (BbB BPB3Ka C
MpOCJIeIsIBaHe Ha JICKapCTBEHATa 0€30TIACHOCT MJIHM CBEXIaHE HAa PUCKA 10 MUHUMYM).

A. KOHKPETHO 3AABJKEHUE 3A U3II'BJIHEHUE HA MEPKU CJIE]
PASPEIIABAHE 3A YIIOTPEBA IIPU U3BBHPE/ITHU OBCTOATEJICTBA

Toga e pa3pernieHue 3a yrnorpeda nmpu U3BbHPEIHU 00CTOSTEICTBA U ChITIACHO Wi. 14, ar. 8 ot
Pernament (EO) Ne 726/2004 B onpenenenus cpok [IPY tpsadBa na npoBese cieHUTE MEPKH:

Onucanue Cpok
3a ;1a ce ocurypH afieKBaTHO Mpocie/siBaHe Ha e(heKTUBHOCTTA, CratycwT TpsiOBa 112 ce
3asBUTEIIAT 1€ U3BBPIIH CISAHOTO MIPOYUIBaHE 3a ChOMpaHe Ha TaHHH B ChOOIIaBa €XKEroIHO B
KOHTEKCTa Ha IpeIBUAeHaTa yroTpeda Ha NpodHIaKTHIHATa CXeMa Ha paMKuTe Ha BCIKO
Bakcunupane Ad26.ZEBOV — MVA-BN-Filo. 3asBJICHHE 3a TOIUIITHA
IpeoleHKa

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

XETEpOJIOKHA, IBY1030Ba NpodHUIaKTUYHA BAKCHHA Cpelry eboa.
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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 undexnnosuun eaununy (Inf.U) 8 0,5 ml

AnenoBupyc THIl 26, kKoaupari Zaire ebolavirus (EBOV), riukonpoTenH Bapuant Mayinga

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

JUHATPUEB €lIeTaT, €TAaHOJI, XUCTUANHOB XUIPOXJIOPUA MOHOXHUAPAT, monucopoar 80, HaTpueB
XJIOpH]I, 3aXap03a, BOJIA 3a MHKEKIINH, HATPUEB XUAPOKCH (3a Kopekiws Ha pH)
3a JOBIHHUTENIHA HHPOPMALIUS BHXKTE JTHCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKnuoHHa CyCIeH3Us
20 enHOO30BH (prtakoHa

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

HHTpamyCKyJIHO NPUIIOKEHNE
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

Bwxre ,,[lonen 10:“ 3a naTara Ha M3THYaHE HA CpoKa Ha rogHoCT npu -85°C mo -55°C.

Hanmmere HOBa aTa Ha M3THYaHE HA CpoKa Ha ToAHOCT npH -25°C 1o -15°C (Makcumym

36 mecera):

Hammmere HoBa nata Ha u3xBBpIstHE Mpu 2°C 1o 8°C (MakcumyMm 8 Meceria):

Cren HarmMcBaHe Ha HOBaTa JlaTa Ha M3THYaHE HAa CPOKa Ha TOJTHOCT/IaTaTa Ha U3XBBPIISTHE, 3JIMYeTe
NpeaMIIHaTa JaTa Ha U3THYaHe Ha CPOKa Ha TOIHOCT.
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9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CrpxpansBaiiTe (prakoHa B OpUTHHAIHATA OITAKOBKa, 3a Ja Ce MPEAIa3y OT CBETINHA U /1a CE MPOCIean
JlaTaTa Ha M3THYaHE Ha CPOKa Ha TOJHOCT/AaTaTa Ha U3XBBPJISHE.

Ha ce cexpansea mpu -85°C 10 -55°C wau npu -25°C 1o -15°C wiu npu 2°C mo 8°C.

BuKTe JHCTOBKATA 34 oripeae/isiHe HA JaTaTa HA UI3TUYAHE HA CPOKA HA OAHOCT WJIM JaTaTa HA
HU3XBDBPJIsSIHE IPU pa3JIMIHUTE YC/I0BUS.

[a ce Tpancnoptupa 3ampases mpu -25°C o -15°C.

Cren pasMpassiBaHe BaKCHHATa He TPSIOBaA J]a ce 3aMpassiBa MOBTOPHO.

10. CHELHWAJIHU MPEANTASHU MEPKHU IMNPU U3XBBHPJISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTITAABYHHN MATEPHAJIA OT
TAX, AKO CE U3NCKBAT TAKNBA

I[a CC U3XBBPJIM B CbOTBETCTBUEC C MCCTHUTC N3MCKBAHMA.

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

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1444/001

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKIouM nH(opMmanus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH HAEHTU®UKATOP — JIBYU3SMEPEH BAPKO/]

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

EJHOJ030B ®JIAKOH

| 1. MME HA JEKAPCTBEHMSI MPOAYKT 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 JJUCTOBKA, npeAu Bue nwiu Bamero gere ce BakcuHupare, Thil
KaTo T4 ChAbpPka BaxHa 3a Bac ungopmanus.

o 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOKH J1a S IPOYETETE OTHOBO.

o AKO MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, oNUTalTe Bamus sexap, papmaneBT uin
MEAMIMHCKA CeCTpa.

. Tazu BakcuHa e npeanucaHa JnyHo Ha Bac unu Ha Bamerto gete. He s npeorcrenBaiite Ha
JIpyTH Xopa.

. Axo Bue nnu Bamero nere momyduTte HAKaKBH HEXKEIAHH peaklny, yBeaoMere Bamus gekap,

(1)apMaI_I6BT WM MEAUITUHCKA CECTpa. ToBa BK/IIOYBA ¥ BCHYKH Bb3MOKHH HE)KEIIAaHU pe€aKkuuu,
HEOITHCAaHHU B Ta3H JINCTOBKA. BiskTe 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 HE)XEIIAHU PEaKIUuH

5. Kak na cpxpansBate Zabdeno

6. ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA 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 mpuiara KaTo mbpBa J103a OT 2-1030B Kypc Ha BAKCMHUPAaHE, 3a Aa Bu npennasu ot
BHPYCHOTO 3a0ouisiBaHe eboua, npudarHeHo oT Zaire ebolavirus, koiito e Bua dumnosupyc. Tasu
BaKCHHa HsAMa Aa Bu npennasu ot apyru BUgOBe (QUIOBUPYCH.

Toii kaTo Zabdeno He chabpxa 1sUT €001a BUPYC, TS HE MOXke 1a Bu 3apasu ¢ BUpycHOTO 3abosiBane
eboua.

2-I1030BHSAT KYpC Ha BAKCHHHPAHE CE ChCTOH OT:
o bpBa J103a ¢ BakcuHaTa Zabdeno,
. Hocjie/iBaHa OT BTOpa j103a ¢ BakcuHaTa Mvabea o0koio 8 ceMuIu 1o-KbCHO.

Jopu ciien kaTo cTe mpeMuHalld Kype Ha BakcuHaius ¢ Zabdeno u Mvabea, TpsiOBa 1a Ob/ieTe MHOTO
BHHMMATeEJIHM, 32 J1a n30erHeTe KOHTAKT ¢ ebona Bupyca. KakTo mpu BCHYKM BaKCHHAIINH, TO3U KypC

Ha BaKCUHALIUA MOXKE Ja HC 3allIUTH HAITBJIHO BCCKU OT BUPYCHOTO 3a0o0isaBaHe e0oa.

2-J1030BHSAT Kypc Ha BakcuHUpaHe Zabdeno - Mvabea TpsiOBa Jia ce U3M0I3Ba ChIIIACHO ODUIMATTHHTE
IIPENOPBKHU.
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Kakso npeacrasjasaBa ebosa

o Ebomna e cepno3Ho 3a0onsBaHe, MPUYMHEHO OT BUPYC. XopaTa ce 3apa3sBaT ¢ e0oia 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
KPBBOCHCUPBAHETO, KATO MPEIN3BHKA CHITHO KbpBEHE (TeXKa XeMoparnyna Tpecka). ToBa Moxe na
JIOBeJIe 10 CEPHO3HO 3a00sIBaHe, a B HAKOH CIIy4ad U 10 CMbPT.

o [IspBHUTE IPU3HALA U CHMIITOMH MOJKE J1a Ob/IaT MOBUIIIEHA TEMIIEpaTypa, yMopa, ciaboCcT Uil
3aMaiiBaHe 1 MyCKYJIHU OOJIKH.
o Ilo-kbCcHUTE IPU3HAIM U CUMIITOMH MOKE J]a BKJIIOUBAT KbPBEHE MOJI KO)KaTa, B OpraHUTE Ha

TSUTOTO, KaTO HAIIpUMep YepHUs Jpod mwin ObOperrTe U 0T ycTaTa, O4nuTe Wi ymmre. Hsxon
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

2-71030BUSAT KypC Ha BakcuHUpaHe Zabdeno - Mvabea cTiuMynnpa eCTeCTBEHHUTE 3allIUTHU CHITH Ha
opranu3Mma (MMyHHaTa cuctema). BakcuHara JieiicTBa, KaTo CTUMYJIMpA OpraHM3Ma Jia u3rpaxia
coOcTBeHa 3amuTa (aHTUTENa) CPelly BUpyca, IpuunHsaBaIl nHpeknusara eoona. Topa 1me crioMorHe
3a 3aIyTa OT BUPYCHOTO 3a0ossBaHe e0oia B Obaere.

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 nekap, ¢papmaneBT Wil MEAUIIUHCKA CECTPA, aKO HSIKOSI OT TOUKUTE MO-0JTy CE OTHACSAT 32
Bac nwnu Bamero nere. Ako nMa Helo, KOeTo He pa3oupare, nmomonere Bammus nekap, papManeBT win
MEIMIMHCKA cecTpa 1a Bu 00scHST.

He npuiaraiite BakcuHarta, ako

o Bue unu Bamiero ACTE HAKOT'a CTC MMAJIM TCKKaA aJICpIrUiYHa p€aKiud KbM HAKOC OT aKTUBHUTC
BEIIECTBA WIN KbM HAKOSI OT OCTaHAJIUTE ChCTaBKH, M30POEHH B TOUKA 6.

AKo He CTe CHT'YpHH, ToBopeTe ¢ Bammst nekap, hapManeBT win MeJUIIMHCKA cecTpa, pean aa Bu

0bJe MpUIOKeHa BaKCHHATA.

Ilpenynpesxxaenus U npeanasHu MepKu

T'oBopere ¢ Bamwms jtekap, hapMaIrieBT WM MEAWIIMHCKA CeCTpa, Tpean aa Obae nprioxker Zabdeno,
ako Bue mim Bamrero nere:

L] HAKOTa CTC UMaAJIN TCIKKA anepqua peaKHI/Iﬂ ciacn npyra MHXXCKIITMOHHA BaKCHUHA,

HAKOTa CTC HpI/IHaJIaIII/I clien I/IH)KCKTI/IpaHe,

uMaTe Mpo0JIeMH, CBBP3aHH ¢ KbPBEHE MJIH JIECHO TI0Ty4aBaTe CUHUHH,

B MOMEHTA MMaTe MOBHIIICHA TEMIIEpATypa UiIH HH(EKIIHS,

npreMare JIeKapcTBa, KOUTO OTCIIa0BaT MMyHHATa CUCTEMa, KaTO HaMp. BUCOKA 7032
KOPTUKOCTEPOUIH (HAIP. MPETHU30H) WM XUMHOTEpanus (JIEKapCcTBa CPerry pak),
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o umare cinaba IMyHHa cUCTeMa, HarpuMmep, nopaan XMB nadexnus umm 6onect, KOATO ce
MpeIaBa B CEMEHCTBOTO (TEHETUIHO HapyIIIEHUE).

AKXO HelIo OT TOpHHTE ce OTHAcs 3a Bac wim Bamero 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,

0oJKka B I'bpANTE,

3a1IyX,

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 aere e npuiiokeHa camo eiHa oT BakcuHuTte, Zabdeno niu Mvabea, ToBa
MOJKE Jla OCHT'YPH T10-CJ1aba 3a1uTa KbM BUPYCHOTO 3a00isBaHe €00J1a, OTKOJIKOTO aKo ca MPHUI0KEHH
U IBETE 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.

. Xoparta, Ha KOUTO € PUJIOKEH 2-1030BHsI Kypc HA BAKCHHHPaHe, TPAOBA 1a MPOAbJKAT
Aa B3eMAaT MpeAna3Hu MepKH, 3a 1a H30erHaT KOHTAKT ¢ efos1a BUpYC.

[TpaBuiHOTO M3MHMBaHE Ha phileTe By e Hali-e)ekTHBHATA MSIpKa CPELLy IIPEI0TBPaTSIBaHE Ha
pa3npocTpaHeHUETO Ha OTIACHU MUKpPOOH, KaTo ebosia Bupyca. ToBa HaMasiBa Oposi HA MUKpOOUTe
BBPXY PBLETE U N0 TO3U HAUMH HAMAJIABA TSIXHOTO Pa3MpOCTPAHEHUE OT YOBEK HA YOBEK.

HaunHynTe 32 mpaBMITHO H3MHUBAHE Ha PBIETE Ca OMUCAHH MTO-J0ITy.

o W3znon3Baiite camyH U BoJa, KOraTto pbleTe ca MPhCHH WIIM 3aMBbPCEHHU 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.

ﬂOKaTO CTC B 30HA, 3ac€rHara oT e60na, € BAXXHO J1a n30srBaTe CICOHOTO:

. KoHTaKT ¢ KpBB 1 APYTH TEJECHU TEYHOCTH (KaTO ypUHA, M3NPaKHEHHUS, CIIOHKA, TIOT,
MOBBbPHATH MaTEPUH, KbpMa, CIIepMa U BarMHAIHHA TEYHOCTH).
. [Mpeameru (kaTo Apexu, MOCTEITHH MPUHAJICKHOCTH, UTITH MM MEJUITUTHCKO 000py/IBaHe),

KOHUTO MOXKE aa ca OUIU B KOHTAKT C KpbBTA WX TCJICCHUTC TCYHOCTH HA 3apa3CH YOBCK.
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L Horpe6eHI/1;1 N HOFpe6aJ'IHI/I puTyajivn, KOUTO U3UCKBAT KOHTAKT C TAJIOTO Ha HﬂKOfI, IMOYHHAJI

ot eborna.

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 kaxere Ha Bamms nekap win gapmanet, ako Bue nin Baiero fete mpuemare, HaCKOpO
CTe MpHEMAalTH MK € Bb3MOXKHO J1a [IPHEMaTe IPYTH JICKapCTBa MM 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 CocoOHOCTTA 3a modupane u padora ¢ mammuu. Zabdeno
MOJKe J1a IPUYHHH CHITHA yMOpa, KOETO MOXKe BPEMEHHO J1a OBIHsiE Ha criocoOHocTTa Bu 32
modupane 1 paboTa ¢ MalIHHH.

Zabdeno cpabpika HATPUH
ToBa nexapcTBO chABPKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha mo3a ot 0,5 ml, T.e. MOXe 1a ce
KaXke, 4e IMPaKTHYECKH HE ChIbPiKa HATPHH.

Zabdeno cbabpika eTaHOJ (AJTKOXO0JI)
ToBa nexapcTBO chAbpka 2 mg ankoxod (eraHon) B go3a 0,5 ml. MamkoTo KOIM4ecTBO alTkoXO0JI B
TOBA JIEKAPCTBO HsMA Jla UMa HIKAKBH 3a0€JIC)KUMH EPEKTH.

Zabdeno cpabp:xa moaucopoar-80

Toga nekapcTBo chabpska 0,10 mg nonmcop6ar-80 BB Besika 103a ot 0,5 ml. TTomrcopbatute Mmorat
Jla IPUYMHAT aJIepruYHy peakiuu. TpsoBa na kaxere Ha Bamus nekap, ako Bue nnu Bamero nete
uMarTe yCTAaHOBEHHU aJIePrHu.

3. Kak ce npuiara Zabdeno

BammsT nexap nin MEIUIMHCKA CECTpa 1€ MHKEKTUPAT BaKCHHATa MYCKYJIHO (MHTpaMyCKYJIHa
WH)KEKI[Hs) B TOPHATA YacT Ha pbKaTa WK OeIpoTo.

Zabdeno He TpsiOBa Ja ce MHIKEKTUPA B KPBBOHOCEH Ch/I.

2-7I030BHAT KyPC Ha BAKCHHUPAHE Ce ChCTOM OT:

o e/IHa J103a BakcuHa Zabdeno,

o mocJjIeIBaHa OT €Ha 7033 BakCHHa Mvabea 0K0JI0 8 CEIMMUIIN TO-KbCHO.
Bamusr siekap e Bu kaxe maTarta Ha BTOpata BaKCHHA.

KakBo kojnuecTBO BaKCHHA 1Ie O0b/1e npuioxeHo Ha Bac nnn Bamero nete
II'bpBUYHA BakcHHANMA
o [TepBa BakcuHanus cbe Zabdeno — ¢nakoH ¢ yepBena kamauka (0,5 ml).
o Bropa Bakcunanus ¢ Mvabea — ¢nako c sxbiita kanauka (0,5 ml), mocraBena okoiio
8 cenmuim ciien bpBaTa BakCHHALUA ¢be Zabdeno.
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Zabdeno Mvabea

ﬂ'bpaa BaKCMHaUuA B'ropa BaKCUHaUuA

YepBeHa Kana4ka XKbNTa Kana4ka

Na ce npunoxu cnen
oKono 8 cegMuum

BycTep Bakcnnanus cbe Zabdeno (nombaHuTeIHA 103a Zabdeno 3a 3acuiiBaHe WM
NOJAHOBSIBaHEe HA e(peKTa HA NpeaHIleH 2-1030B KypC Ha BaKCMHAaLMsA cb¢ Zabdeno u
Mvabea)

. Bycrep BakcuHanusTa ce mpenopbuBa 3a Bac niu Bamiero aere, ako CTe U3I10XKEHU Ha
BHCOK PHCK OT KOHTaKT ¢ BUpyca e0oJia M CTe 3aBbPIIMIN 2-T030BHAT KypC Ha
BaKCHHHpaHe Mpeu noBede oT 4 mecera.

. [Nonwuratite Bamus nekap nanu Bue unu Bamiero nere TpsiOBa 1a nmonyuure Oyctep
BaKCHHaI.

Ilo Bpeme Ha U clie]l MHXKEKTHpaHe Ha BakcuHaTa BamusaT nexap mie Habmonasa Bac wiu Barero
JIETe 32 OKOJIO 15 MUHYTH MITH TIOBEYE, aKO € He0OXOMMO, 32 TeKKa allepTUIHA PEaKIIHSL.

Yka3anus 3a NMPUTOTBSIHE HA BAKCHUHATA - 3a MCAUMIMNHCKUTC U 3IpaBHU CICIUAJIUCTHU, Ca JaJCHU B
Kpas Ha JIMCTOBKaTa.

IIpu HenpeaHaMepEeHO WM MHKEKTHPAaHe 110 HeBHUMaHue Ha Zabdeno uiiu Mvabea

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

Ako Ha Bac wiu Bamreto gerero mo HeBHUMaHUe € puiioxkeHa Zabdeno kaTo mepBa 1 BTOpa
BakcHHaIus, Mvabea 111e Objie IPHIOKEHA OKOJIO 8 CEIMUITH Clie ] BTOpaTa BAKCHHAIIUS ChC
Zabdeno.

Axko Ha Bac wiu BameTo gere o HeBHUMaHKe € MPUIIOKeHa Mvabea kaTo mbpBa U BTOpa
BakcHHaIus, Zabdeno me Ob/ie MPUIIoKeHa OKOJIO 8 CEIMUIIU CIIE]] BTOpaTa BAaKCUHAIIHS C
Mvabea.

Axo Ha Bac wiu Bameto nerero He e npuioskeHa Mvabea okono 8 ceamunu ciies
BaKcHHaIuATa ¢be Zabdeno, roropete ¢ Barms jekap, papMalieBT Wid MEIUIIMHCKA CecTpa, 3a
na Obe MpuItoXKeHa BToparta BakcuHalms ¢ Mvabea.

AKo npomnycHeTe 4aca cu 3a BakcMHanuA cb¢ Zabdeno uiiu Mvabea

AKO IIpOoIyCHETe yTOBOPEHO MOCEUICHNE, KaXkKeTe Ha Bamus siekap u cu HacpoueTe pyro
HIOCEIIEHHE.

AKO TponycHeTe IJIaHupaHa WHKEKIHs, MOKEe Ja He CTe HAITbJIHO 3allUTeHH OT BUpyca e0oJa.
AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha Ta3u BaKCHHA,
nonuraiTe Bammus nekap.
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4. Bb3MOKHE HeKeJIaHU pe€aKkuumn

KakTo Bcuuku JICKApCTBa, Ta3 BAKCHHA 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 4ectu (MoXxe /1a 3acerHat nosede oT 1 Ha 10 gymm)
riraBobosme

0oJKa B cTaBUTE

00JKa B MyCKYyJINTE

CTYZICHU TPBITKU

yCelllaHe 3a CUIIHA yMOopa

0oJiKa, TIOAyBaHe WK 3aTOILISTHE HA MACTOTO HA WHXKEKTUPaHE

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

. HOBpPBILAHE

o CBhpOEXK IO ISUIOTO TSIIO

. NOBUIIICHA TEMIIEpaTypa

. CbpOEK Ha MACTOTO HA MHXKEKTHPaHE

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

CrenHuTe HEXENAaHU PEaKMU MOKE Ja Bb3HUKHAT IIPU Jlela Ha Bb3pacT oT 1 1o 17 rogunu.

MHoro 4yectu (Moxe J1a 3acerHat nosede ot 1 Ha 10 gymm)
HaMaJIeH amleTuT

pa3apasHUTEIHOCT

yCellaHe 3a CWIHA yMOpa

HaMaJIeHa aKTUBHOCT

00JKa Ha MACTOTO HAa MH)KEKTHpaHe

mIaqg

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

MOBpBIAHE

rajgeHe

MPEKOMEPHO MOTEeHE

craBHa 00JIKa

MYCKyJTHa 00ITKa

MOBHIIICHA TeMIIepaTypa

ChpOEIK, TIOJyBaHEe WIN 3a4epPBIBaHE HA MSICTOTO Ha MHKCKTHUPAHE

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

CremauTe HEXENIAaH! PEaKITNN MOKE Ja BB3HHUKHAT P KhpMadeTa Ha Bb3pacT oT 4 1o 11 mecema.

MHoro yecTH (Moxe J1a 3acernar noseue ot 1 Ha 10 gymm)
HamaJieH aleTUuT

paszapasHeHue

MOBHUIIIEHA TeMIIepaTypa

HamaJieHa aKTUBHOCT
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L 00JIKa Ha MSICTOTO Ha HWHKCKTHPAHC

Yectu (Moxe ma 3acersar g0 1 Ha 10 xymmn)
o MOJTyBaHe WM 3a4epBsIBaHE Ha MSCTOTO HAa HHXKCKTHPAHE

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 HEeXKENaHU 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 cpro0miaBare HexXenaHH peakiiy, MOKETE J1a 1a/IeTe CBOs IPUHOC 3a TT0JTyYaBaHe Ha MOBeye
nH(pOpPMAIU OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiate Zabdeno
CobxpaHsiBaiiTe Ta3u BaKCHHA Ha MSICTO, HEAOCTHITHO 3a JIela.

Nudopmaryst OTHOCHO ChbXpaHEHHETO, CPOKa Ha TOJHOCT, IPUIIOKEHUETO U paboTara ¢ IPOAYKTa €
JlazieHa B pasjiena, IpeJHa3HadeH 3a MEJULMHCKY CIEIUAIUCTY B Kpasl Ha JIMCTOBKATA.

Bamusr nexap unu ¢apmaneBT ca OTTOBOPHH 32 CbXPaHEHHETO HA Ta3U BAKCHHA U IIPABUIIHOTO
U3XBBPJISTHE Ha HEU3IOI3BAHUS IPOIYKT.

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 BEIIECTBO € AJICHOBHPYC THII 26, Kouparil Zaire ebolavirus riukonporens
Bapuant Mayinga*, ve mo-manko ot 8.75 10g10 HHGEKIIMO3HY €AUHUIIH
* Ilpoussenen B PER.C6 knerku u upe3 pekomOunantHa JJHK TexHomorus.

To3u NpoayKT ChbpKa reHHO Moan(uIpanu Mukpooprannzmu (I'MO).

o Jpyrute cbecTaBk (IOMOIIHU BEIIECTBA) ca IUHATPHEB €/IeTaT, €TaHOJ, XUCTHIUHOB
XUIPOXJIOPUI MOHOXHUApAT, mosincopOat 80, HaTpUEB XJIOPH, 3axXapo3a, BOJA 3a MHKEKLUH U
HaTpUeB XUIPOKCH I (3a Kopekuust Ha pH). Brkre Touka 2 ,,Zabdeno ceabpixa HaTpuit™,
,,Zabdeno ceabpika eTanon (ankoxon), ,,Zabdeno ceabpixa moaucopodar 80%.

Kak m3raexaa Zabdeno u kakBo cbIbpika onaKkoBKaTa
Zabdeno e cycrieH3ust B €1HOJ1030B CTHKIEH ¢uakoH (0,5 ml) ¢ TyMeHa 3amyInanka 1 4epBeHO Karade.

besiBeTHa 10 CBETIIOXKBIITA, OUCTPA 10 CHUITHO OMAIECIIEHTHA CyCIICH3HU.
Zabdeno ce mocraBs B 0makoBKa, Chabpikaina 20 eaH0m030BH (IIaKOHa.
IpuTekaTea HA pa3pelIeHHETO 32 ynoTpeda

Janssen-Cilag International NV
Turnhoutseweg 30
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B-2340 Beerse
benrus

IIpousBoguTesa
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

3a momreTHATETHA WHGOPMAITHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHS

NpEeJICTABUTEN Ha MPUTEKATEIS Ha Pa3pelieHHeTo 3a yIoTpeoa:

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

Buarapus

»oKoHCHH & [[xoHchH brarapus” EOO/J]
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)ada

Janssen-Cilag ®oppaxevtiki Movorpdommnn
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

Tél/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: +31 76 711 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 0.0.
Tel.: +48 22 237 60 00

36



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 ehf.

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 Xatinmoavaynig 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.o0.
Tel: +386 1 401 18 00
JNJ-Sl-safety@its.jnj.com

Slovenské 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
Tel: +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 03/2025

Ta3u BakcHHa € paspelicHa 3a ynotpeda npu ,,u3BbHpeHN o0cTosiTencTBa“. ToBa o3HauaBa, 4e 1o
Hay4YHU ChOOpaXKeHUs 10 MOMEHTA He € OMJIO Bh3MOJKHO J1a ce MOYYH IbJIHA HHpOpMaIus 3a
JekapcTBoTO. Besika rogmHa EBponielickara areHIys 1o JeKapcTBara e H3BbpIIBa Iperiesl Ha
HOBaTa MH(pOPMAIIMS 32 Ta3W BAKCHHA U Ta3H JHCTOBKA CHOTBETHO 1€ CE aKTyaJIH3upa.

JApyru u3rounuuu Ha nHpopMmauus

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.

ITocouenara mo-aoJ1y HH(l)OpMaIIHﬂ € nMpeaAHasHaYeHa caMo 3a MEAUIUHCKHU CIICMUAJIUCTH:
L Kakro IIpy BCUYKH MHKCKIIMOHHHU BAKCUHU, BUHArn Tp}I6Ba Ja UMa roTOBHOCT 34 IMOAXOAAIII0
JICYCHHUC U Ha6HI-OlleHI/Ie B cnyqaﬁ Ha aHa(i)I/UIaKTI/I‘IHa peaKknuA CiICa NPpUI0KEHUETO Ha
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Zabdeno. Xopara Tps0Ba 1a ce HaOIIOAaBaT OT MEAUIIMHCKHU CIIEIUAIICT B IPOIbDKEHIE Ha
Hal-Manko 15 MUHYTH ciiel BAKCHHAITUATA.

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

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

o HmyHuzanusra TpsOBa a ce U3BBbPIIH Ype3 HHTPAMYCKYITHA WHXKEKITUS 32 IPENophYBaHe B
MUIITHUALIATA B 00JIACTTA HA IEITOUIHUS MYCKYJI UIU OeapoTO.

o Cren vy 1opy peil BAKCHHUPAHETO MOXKE J1a HACTBIIM 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
LEJIOCTTa Ha OMaKOBKaTa, KaTo Halp. IpU3HAIM Ha OTBapsiHE, Mpeau npuioxenue. [Ipu Haanume 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
UTJIUTE MEXTY U3TETJITHETO Ha BaKCHHATA OT (JIAKOHA M MH)KCKTHPAHETO, OCBEH aKO UTJlaTa He €
MOBpE/ICHA WK 3aMbpceHa.. OCTaHAIOTO ChIbpPKAHKUE BbB (hJIaKOHA TPSAOBA J1a CE U3XBBPJIM.

HeunsnonsBanusT JeKapcTBEH NPOLYKT WIM OTHaIbUYHUTE MaTEPUAIIN 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 nosriyuaBaHe MpoIyKThT MOXKE Jia Ce
ChXPaHsBa, KAKTO € YKa3aHO M0-JI0Jy:

[a ce chxpansiBa BB (hpusep nipu -85°C o -55°C ot quctpubyTopa B ciiydail Ha ckiaaupane. Jlatara
Ha U3THYaHE Ha CPOKa Ha TOJTHOCT Ipu cbxpaHeHue npu -85°C no -55°C e oTneyaTana BbpXy
(h1akoHa M BBHIIIHATA KaPTOHEHa OomaKkoBka cinen ,,EXP“ u ,.'omnen 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.

BakcunaTa MoXxe Ja ce chbXpaHsABa OT JUCTPHOYTOpa WK KpalHUsI MOTPEOUTEN U B XJIAAUIHHUK [IPU
2°C po 8°C emHOKpatHO 3a epuo 1o 8§ mecena. Cien u3Bak1aHe Ha MPOAYKTa 332 CbXpPaHEHUE MPU
2°C no 8°C marata Ha U3XBBPJISHE TPSOBA Ja ce 3aluIlie OT AUCTPUOYTOpa WM KpaiHHs OTPeOUTEN
BBbpXY BBHIIIHATA KAPTOHEHA OMAaKOBKA M BaKCHHATa TPsOBa Aa ce W3I0JI3Ba MM U3XBHPIIM B Kpas Ha
8-meceunus nepuo. Ta3u gata Ha U3XBBPISIHE HE TPAOBa a ObJie ciell MbpBOHaYaIHaTa AaTa Ha

38



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. IIppBoHavYaHaTa JaTa HA M3TUYAHE HAa CPOKa 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 Tpﬂ6Ba 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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