MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



vTo31/1 JICKapCTBEH MPOYKT MOAJICKH Ha JOMBIHUTEIHO HabmoaeHne. Tosa 1ie mo3Boiu 6bp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe3omacHocTTa. OT MEJMIIMHCKHUTE CIICIIHATICTH Ce
M3MCKBa J1a ChOOIIaBaT BCAKA MOI03MPaHa HeXKeJlaHa Peakifis. 3a HaurHa Ha choOIIaBaHe Ha
HEXEJIaHW PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JJEKAPCTBEHMUSI ITPOJAYKT

Zabdeno MHXEKITHOHHA CYCIICH3US

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

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Enna nosa (0,5 ml) ceaspxa:

Anenosupyc tun 26, komupari Zaire ebolavirus (EBOV) riaukonporenn (GP) Bapuant Mayinga
(Adenovirus type 26 encoding the Zaire ebolavirus (EBOV) Mayinga variant glycoprotein (GP))*, ne
no-maiko ot 8,75 10910 napexunosun exuuuim (Inf.U)

* Ilpomssenen B PER.C6 knetku u upe3 pexkomOnnanTaa JIHK TexHOMOTHISI.

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

3a BJIHUA CHUCHK Ha IMOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
WNHxeKoHHa CyCeH3Us

bes3userna no CBCTJIOXKBJITA, 61/ICTpa A0 CUJIHO ONAJICCICHTHA CYCIICH3UA.

4, KINMHNUYHU JAHHUAU

4.1 TepaneBTHYHU MOKA3ZAHUS

Zabdeno, kato gacT oT cxemaTa Ha BakcuHupane Zabdeno — Mvabea, e mokasaHx 3a akTHBHA
MMyHHU3AIMs 3a pe/Ina3Bade oT 3a00sIBane, IPUIMHEHO OT €601a Bupyc (Bux Zaire ebolavirus), mpu

xopa >1-roauntHa Be3pact (Bxk. Touka 4.4 u 5.1).

[Ipunaranero Ha cxemMaTa Ha BaKCUHUpaHe TPsiOBa Jia ObJie B ChOTBETCTBHUE C OQUITHAITHUATE
MIPENOPBKH.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE
Zabdeno Tps6Ba 1a ce npuiara oT 00y4eH MEJUIMHCKU CIICIIHAIIHCT.

Zabdeno e mppBaTa BakcHHaIMs B IPO(UIAKTHYHATA 2-71030Ba CXEMa C XETEPOJIOKHA BAKCHHA CPEILLY
e0oa, KOsITO ce ChCTOM OT BaKCHHAIMs che Zabdeno, mocieaBana ot BTopa BakcuHanus ¢ Mvabea,
NPUIIOKEHA TPUOTH3UTETHO 8 CeMHIIU 1MO-KbCHO (BXK. Touka 4.4 u 5.1) (Bkx. KXIT Ha Mvabea).

EOBI/I[ZOBKa

IIbpBUYHA BAKCHHALIMSA
Ho3za (0,5 ml) Bakcuna Zabdeno (¢pakon ¢ yepBeHa Kanayka) TpsOBa a ce MPUIIOKH KaTo IIbpBa
BaKCHHALUSI.



Hoza (0,5 ml) Bakcuuaa Mvabea (akon ¢ skbiITa Kamadka) TpsAOBa Ia ce MPUI0KH KaTo BTOpa
BaKCHHAINS MPHOTM3UTEITHO 8 CeIMUIIM CIIe/l TbpBaTa BakcuHaIus cbe Zabdeno (x. KXIT Ha
Mvabea).

Zabdeno Mvabea

I'I'pra BaKCUHaUuA BTopa BaKCUHaLUuA

YyepBeHa Kanaika XBbNTa Kana4ka

[a ce npunoxu npubNU3UTENHO
cnep 8 ceamuum

—

g \—J

Bycrep BakcnHanus cbe Zabdeno (nmpu xopa, KOMTO NMpeIH TOBA ca MOJYYHJIH 2-1030BaTa cxemMa
Ha NbpBUYHA BakcuHamusi Zabdeno — Mvabea)

Xopa, KOUTO IpeJy TOBA Ca 3aBbPLIMIIMN 2-1030BaTa CXeMa Ha IbPBUYHA BAKCHHALMA, MOXE A
nosydat Oycrep no3a Zabdeno. Kato npeanasna mspka,0ycTep BakcuHaius che Zabdeno ce
IpenopbyBa MPH X0pa, U3JI0KEHN Ha HETIOCPEIICTBEH PUCK OT EKCIIO3UIMS Ha BUpyca eboia u ca
3aBBPIIMIN 2-1030BaTa CXeMa Ha MbPBUYHA BaKCHHAIIHS MIpeIn ToBeue oT 4 Mecena (BX. TOuku 4.4 1
5.1).

Kopurupamyu MepKd NpH HEMPaBHJIHO MPHIIOKEHHE
Axo Mvabea 110 HEBHEUMaHHE C€ MPUIIOKHU KaTO IbPBa BAKCHHALMS, IPENOPHYBA CE MPUIIOKEHNE Ha
Zabdeno kato BTOpa BaKCHHAIHS TPUOIHU3UTETHO 8 CEAMHUITH MTO-KHCHO.

AKO Zabdeno I10 HCBHUMAHHUC CC HpI/IJ‘IO)KI/I KaTo l'I’LpBa nu BTOpa BaKCHHallyA, npenoquBa Cce
JOIIBJIHUTEIIHA UMYHU3AIU C Mvabea MPUOIM3UTETHO 8 CeAMMIIM ClIe]] BTOPAaTa BAKCUHAIUS ChC
Zabdeno.

Axo Mvabea o HeBHUMaHHE Ce TPHIIOKH KaTo MhpBa M BTOPA BaKCHHAIIWSA, IPETTOPHYBA CE
JIOITBJTHUTEIHA UMYHU3A1Us Ch¢ Zabdeno MpUOIM3UTETHO 8§ CEMUIIM CJIe]T BTOpaTa BAKCHHAIIUS C
Mvabea.

Axko BTOpaTa BakcuHaius (Mvabea) B cxemara ce 3a0aBu 10BEYE OT MPEHOPbUYUTEITHUTE 8 CEAMHUIIM
cien mbppBaTa BakcuHanus (Zabdeno) B cxemara, BakcuHaTa Mvabea TpsiOBa J1a ce IpUI0KH
HE3aBHUCHUMO OT BPEMETO, M3MUHAJIO CJIE/ MbpBaTa BakCHHAIUS ¢he Zabdeno (Bx. Touka 5.1).

Hezmann'ma nmomyJjamnus

Jlena Ha BB3pact oT 1 jo 17 roaunu

JosupoBkata mpu aena Ha Bb3pact oT 1 10 <17 roanHu e chliaTa KaTto MpH Bb3PacTHUTE (BXK.
Touku 4.8 u 5.1).



Kbpmauera Ha BB3pacT moa 1 roanHa

EduxacHocTTa Ha 2-1030BaTa CXeMa Ha MBPBUYHA BaKCUHAIIMS [IPH KbpMadeTa Ha Bh3pacT <l roauHa
HE ¢ ycTaHOBeHa. KIIMHUYHUTE TaHHY ca onrcaHu B TOuku 4.8 u 5.1, HO IpEnopbhKH 3a T03UPOBKATa
He Morar fa ObaaT JajeHu.

IMonysanusi B cTapyecka Bh3pacT
He e HeoOXxoiMMoO KOpHUTHpaHe Ha JJ03aTa IPH X0pa B cTapyecka Bh3pacT >65 rouHH.

Xopa ¢ HIV-ungpexuus
He e neoOxoammo kopurupane Ha qo3ata npu HIV-undektupanu xopa ¢ nuHMEKIHs, KOHTPOJIUpaHa

MOCPE/ICTBOM aHTUPETPOBUPYCHA Tepamnus (BXkK. Touka 5.1).

Hauwn Ha npunoxeHue

Zabdeno Tps0Ba 11a ce mpuiiara HTpaMycKyiIHo (i.m.). [IpeamountanoTo MICTO € AENTOUTHUST
MYCKYJ Ha MULIHHLIATA. HpI/I IMO-MaJIKUTC Acua AOIMYCTUMUTEC MECTA 3a UHTPAMYCKYJIHa MHXXCKIHUA Ca
o0acTTa Ha JENTOUIHUS MyCKYJT Ha phKaTa MM aHTepoJiaTepaliHaTa 4acT Ha OeIpoTo.

He npunaraiite Ta3u BaKCMHA MHTPABEHO3HO WJIM MOJKOKHO.

Bakcunata He Tps0Ba ja ce cMecBa B €1HA CIIPUHLIOBKA C IPYTY BAKCHHU WU IPYTH JIEKApCTBEHU
MPOAYKTH.

3a mpena3HuTe MEepKH, KOUTO TPsiOBa Jia ce MpeAnpreMaT Mpe/ I MPHUIaraHeTo Ha BAKCUHATA, BHXKTE
Touka 4.4.

3a mpeanasHuTe MEPKU IIPU pa3MpassBaHe, padoTa M U3XBbPJISTHE Ha BaKCHHATA BUXKTE TOuKa 6.6.
4.3 TIIpoTuBomoKa3aHus

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT IIOMOIIHUTE 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
HOMEp Ha MPWIOKEHUS MPOIYKT TPSOBA SICHO JIa CE 3aIMCBaT.

CBpPBXYYBCTBUTEIHOCT

Criet BAKCHHAIIUS CE MPENOPhYBA BHUMATEIHO HAOIIOICHUE 3a paHHH MTPU3HAIM Ha aHa(QUIaKCHs
win aHaWIAKTOUIHU peaknuu. KakTo mpu BCHYKH MHXKEKIIMOHHHA BaKCUHU, BUHATH TPSAOBa Jla UMa
TOTOBHOCT 32 TIOJIXO/IAIIO JeUeHHE U HAaOMI0ACHHE B CIydall Ha pelKi aHA(WITAKTHYHY PEaKIIUH CIIe]T
MPUJIOKEHUETO Ha BaKCHHATa. XopaTa TpsAOBa Jia ce HaOJIIoJaBaT OT MEIUIIMHCKY CIICIIHAIIUCT B
MPOIBIDKCHNE HA HAl-MaJIKO 15 MUHYTH Clie]] BAKCHHAIIASTA.

Peakium, cBbp3aHH C TPEBOKHOCT

Peaknun, cCBbp3aHU C TPEBOKHOCT, BKIFOUUTEITHO BA30BATAIHHA PEAKIIMH (CHHKOI ), XUTIEPBESHTHIIAIUS
WJIN peaKIuy, CBbP3aHU ChC CTPEC, MOXKE J1a Bb3HUKHAT BbB BPb3Ka C BAKCUHAIIMS KATO MCUXOT€HHA
peakius KbM yOOXKIaHETO ¢ uriiata. BakHo e 7a ce B3eMaT Mpena3Hu MEpKH 3a n30sreaHe Ha
HapaHsIBaHE TIPH MPUTIATBK.



TpoMOOLUTONCHUS ¥ HAPYIIICHUS HA KOAryJIalusaTa

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.

CrropreTBaiio 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. Hannumnero Ha He3HaunTeTHA MH(EKIIMS W/WIH JICKO TIOBHIIICHA TeMIIepaTypa He TpsiOBa 1a e
MPUYHHA 32 OTJIaraHe Ha BaKCHHAIIMATA.

MMyHOKOMIIPOMETHPAHHU X0pa

Be3omacHOCTTa 1 IMyHOTEHHOCTTA Ha cXxeMara Ha BakcuHupane Zabdeno - Mvabea He ca orieHeHn
IIPpU UMYHOKOMIIPOMETHPAHHU XOpa, BKIIIOYUTEIIHO X0pa, IToJIydaBalllkid UMYHOCYIIPECCHUBHA TCpaIius.
[Ipy IMyHOKOMITPOMETHPAHUTE XOPa MOXKE JIa HsIMa TOJIKOBA OOBP OTTOBOP, KAKTO MPH
UMYHOKOMIIETCHTHHTE XOpa, Ha cXxeMaTa Ha BakcuHupane Zabdeno - Mvabea.

HuBo Ha npoTeKus

TounoTO HMBO Ha MMPOTCKIUA, IOCTUTHATO YPE3 CXEMAaTa Ha BAKCUHUPAHE, € HCU3BCCTHO.

[Mopaau urca Ha TEPEHHU JaHHH 32 €DUKACHOCT, POTEKTUBHUAT €(EKT Ha CXeMaTa Ha BAaKCHHHPAaHE
IPH XOpa € U3BEJCH Ype3 OTHACSIHE Ha JJAHHUTE 32 UMYHOTE€HHOCT IPH XOpa KbM JIAHHUTE 32
HMYHOTCHHOCT ¥ €(hHKACHOCT, MOJTyYeHH IPU HeYOBeKOomoo0uu mpuMatu (immunobridging) (Bx.
Touka 5.1).

AKo e ipuITo’KeHa caMo eHa oT Bakcuaute, Zabdeno wian Mvabea, ouakBa ce epukacHOCTTa Ja ObJe
HaMaJieHa B CpaBHEHHE C 2-71030BaTa CXeMa Ha BAaKCHHHPAHE.

CxeMata Ha BAKCHHUPaHE MOXE Jla HE 3alllUTH BCHUKH X0pa OT 3a0ossiBaHe ¢ Bupyca edona (Bua
Zaire ebolavirus) u ne 3amecmea npednaznume mepKu 3a u303a26aHe HA eKCNOZUWUS HA 6UPYCa
ebona. BakcuHupanute Xxopa TpsAOBa Jia ce MPUIBPIKAT KbM JIOKATHUTE PHKOBOJICTBA U MPEMOPHKU 32
MPEBEHIIMS WK JICUCHHE TIPU SKCIO3UIIHS Ha BUpyca eboa.

Cxemarta Ha Bakcuuupane Zabdeno - Mvabea ne Tps6Ba 1a ce 3amo4Ba 3a IpoHIaKTHKa CPEIy
BHpyca eboJia Clie]l EKCIIO3HIIHS.

HDOI[’LJ'DKI/ITGJIHOCT Ha IIPOTCKIMATA

ITpoab/DKMTEHOCTTA Ha MIPOTEKIMATA € Heu3BecTHA. JlokasaHo e, ye Oycrep no03a Ha Zabdeno,
NPUIOKEHA HA PA3IMYHNA MHTEPBAJIM CJIe]l 3aBbpIIBaHe HAa IbPBUYHATA cepus che Zabdeno u Mvabea,
MpeIM3BUKBA aHAMHECTHUYEH OTrOBOp (BXK. Touka 5.1).KaTo npenna3na msipka OycTep BaKCHHAIUS ChC
Zabdeno Tps0Ba 1a ce uMa peABU/I P XOPa, U3JI0KEHN HA HEMOCPEICTBCH PHUCK OT SKCIIO3UIHS HA
BUpYyca e00J1a, HAPUMEP MEIUIIMHCKHU CIIEHUAINCTH U X0pa, dKUBECIIN WK TOCEIIaBaly 00JIacTH
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 (QMIIOBUPYCH

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



Harpuit

To3u 1ekapcTBeH MPOAYKT ChAbpkKa mo-Manko ot 1 mmol narpuii (23 mg) Ha 103a, T.e. MOXe Ja ce
Ka)ke, 4e TPaKTHUECKH HE ChABbpPKa HATPHIA.

45 B3auMmopeiicTBHE ¢ IPYTd JeKapCTBEHH MPOAYKTH M APYrH (popMH HA B3auMo/eiicTBHE

Be3omnacHOCTTa, UMYHOT€HHOCTTa M epUKACHOCTTA IIPH €IHOBPEMEHHO TpriIokeHue Ha Zabdeno ¢
JIPYTH BaKCHHU HE ca OIIEHSABAHU W ITOPaH TOBA €MHOBPEMEHHOTO MPHUIIOKEHNE HE Ce MPETOPhYBa.

Axo Zabdeno tps0Ba aa ce mpuiara eHOBPEMEHHO ¢ ApyTa(¥) HHXKEKIIMOHHA(HM) BaKCHHA(H), TOTaBa
BaKkCcHHATa(HMTe) TPsAOBA BUHATH JIa CE TIPUIIAraT Ha pa3IMYHU MecTa Ha UHKekThpane. He cmecnaiite
Zabdeno ¢ apyra BakcHHa B €/IHA U ChII[a CIPHUHIIOBKA WK (HIaKOH.

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe

BbpemeHHocT

JIunicBat naHHu OoT ynotpebara Ha Zabdeno nmpu GpeMeHHH KEHH.

[IpoyuBaHUATA IPU KUBOTHU HE MOKA3BAT MPEKH WM HETPEKU BPEIHU €(PEKTH, CBbP3aHH C
pernpoaykTuBHa TOKcH4HOCT. Cxemute Ha BakcuHamwms Zabdeno - Mvabea npenu3ssuksar npu
MafKHTe U3MEPUMH TUTPH Ha crienn(UIHN aHTHTENa cpeiny ebona supyca (EBOV) GP, kouto ce
npenasar Ha ¢detyca (BK. Touka 5.3).

Karo npenmna3xa Mspka € 3a peArnoYnTaHe Ja ce n3dsArea BakcuHaiws cbe Zabdeno mo Bpeme Ha
OpemenHOCT. Bppeku ToBa, KaTo ce MMa MPeBHUL TeXKECTTa Ha 3200 IBaHETO, IPETU3BUKAHO OT
eboua BUpyC, BAKCHHAIMATA HE TPsIOBa J1a OTIara, Koraro UMa KaTeropuieH PUCK OT eKCITO3HIINS Ha
nH(peKnus ¢ edona BUpYC.

KespMmene

He e u3BectHo nanu Zabdeno ce ekckpeTupa B KbpMara.
He Moke 51a ce M3KIIF0YHU PHCK 32 HOBOPOJICHUTE/KbpMaueTaTa Py KbPMEHE OT BAKCHHUPAHHU MalKH.

Kato npeamnasHa MsapkKa € 3a MpeAnoOYruTaHe aa ce n305rBa BaKCHHausA CbC Zabdeno o BpEMC Ha
KbpMCHE. B’preKI/I TOBA, KaTo C€ MMa NpCABU TCIKECTTAa Ha 3360HHB3H€T0, MMpE€aAn3BUKAaHO OT BUpPYyCa

ebouia, BakcHHAINMATA He TPsIOBa J1a OTJiara, KOraTo MMa KaTeropuieH pUCK OT EKCHO3UIHS Ha
nH(peKnus ¢ edona BUpYC.

Deprunurer

Jlurcear nanHu 3a GpepTuikTeTa mpu xopa. [IpoyuBaHe Ha cxemuTe Ha BakcuHupane Zabdeno -
Mvabea 3a penpoyKTHBHa TOKCHYHOCT TIPH )KUBOTHH HE TOKa3Ba JaHHU 32 YBPEICH QEPTHIIUTET MPH
xeHckute. [IpoyduBanusTa 3a 00112 TOKCHYHOCT HE MOKa3BaT eeKTH BbPXY MBKKHUTE ITOJIOBH OpraHH,
KOHMTO OMXa MOTJIM J]a YBPEIAT MBXKHs pepTUiuTeT (BK. Touka 5.3).

4.7 EdexTu BbpXy ciocodHOCTTA 32 mogupaHe U padoTa ¢ MAlIUHA

Zabdeno uHsiMa n3BecTeH eeKT BbPXY CIIOCOOHOCTTA 3a modupane u padoTa ¢ MAIIHHH.

4.8 Hexenanu JieKapCTBeHH peaKuH

O0600mmenre Ha npoduiia Ha 6€30MaCHOCT

Haii-uecTuTe JIOKaJIHN HEXEIAaHU PEaKIInK, ChOOIICHHU ITPU Bb3PACTHHU, HA KOMTO € MPUIIOKEHA
Zabdeno, ca 6omka (47%), 3atorursue (24%) u momysane (11%) Ha MsIcTOTO Ha MHKeKTHpaHe. Haii-



YECTHTE CUCTEMHH HEXKENaH! peakuuu ca ymopa (46%), rmaBobomnme (45%), muanrus (36%),
aptpairust (24%) u crynenu Tpeiku (23%). [loBedeTo HexenaHu peakiini Bb3HUKBAT B PAMKUTE Ha
7 MHY cell BAKCUHAIUATA U Ca JICKH JI0 YMEPEHU 110 TEXKECT U ¢ KpaTKa MPOIbIIKUTEITHOCT (2-3 THN).

Haif-gectaTa mokaaHa HexelaHa peakIus, ChOOIIeHa IIPH Iela Ha Bh3pacT oT 1 mo 17 rogwHm, Ha
KouTo ¢ mpritoxena Zabdeno, e 6oika (24%) Ha MACTOTO Ha UHKeKTUpaHe. Hail-uecTuTe cucTeMHH
HeXellaHu peakiuu ca ymopa (19%), namanena aktuBHoCT (16%), Hamanen anetut (14%) u
pasapazautenHocT (14%). [loBedero HexenaHU peakiiui Bb3HUKBAT B PAMKUTE Ha 7 THU CIIe]T
BakcuHaIusATa. [loBedeTo HexxemaH! peakiiuy ca JIEKH O yMEPEHH 10 TeXECT U C KpaTkKa
OpoaBIKUTENHOCT (1-4 mHM).

[Iupexcus ce cpo0IIaBa MO-4€CTO MPH ITO-MaJKUTE Jera Ha Bh3pacT oT 1 1o 3 rogunn (11%) u ot 4
1o 11 roguau (12%) B cpaBHEHHE C IOHOIIUTE Ha BB3pacT oT 12 1o 17 ronunn (4%) u Bb3pacTHUTE
(7%). YecToTara Ha IUpeKCHs TIPU TTO-MAJKHTE Jiella € MoA00Ha Ha HaOll0JaBaHaTa B Tpymnara c
aKTUBHA KOHTPOJIA, [10JIy4yaBallia paspelieHa 3a ynorpe0a neauaTpuiia BaKCHHA.

[MpodunbT Ha Ge3omacHocT Ha Zabdeno npu nena Ha Bb3pacT oT 1 10 17 TOIUHM € KaTo LsIIo
nmoto0eH Ha HaOIIt0TaBaHUS MPU BH3PACTHUTE.

[TpodunbT Ha Ge3omacHocT Ha Zabdeno npu kppMaueTa Ha Bb3pacT oT 4 1o 11 Mecera KaTo 1suio e
noJo0eH Ha TO3H, HaOII0JaBaH MpH Jiela Ha Bb3pacT oT 1 1o 17 roquan. B pangomusupanara,
KOHTPOJIMpaHa ¢ aKTUBHO BellecTBO (a3a Ha kKuHIHYHOTO m3nuTBane EBL2005 ca BkitoueHn

75 y4acTHHUIU B 2-1030BaTa CXEMa 3a I'bPBUYHA BAKCHHAIHS.

CHHMCBK Ha HEXXEIIAHNUTE PEAKIIMN B TAOJIHMUYEH BU

Hesxemanute peakiinu, HaOII0JaBaHHU 110 BpEMe Ha KIMHUYHUTE MTPOYUBAHMUS, Ca H30POCHH MO-10Ty
0 CJICIIHUTE KATErOPUH IO YeCTOTA!

MHOTro yectu (>1/10);

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

ueuectr (>1/1000 go <1/100);

penxu (>1/10 000 mo <1/1000).

B PaMKUTE Ha BCAKa KaTCropus 1Mo 4€CToTa HEXKECIIAHUTE PCaKIU Ca MPEACTAaBCHU 110 pE1a Ha
HaMaJsBalla CEPUO3HOCT.

Bwvspacmuu
B Tabmnuna 1 ca nmoka3zaHu HeXeJIaHUTE PEaKI[UK, ChOOIIECHU OT KIIMHUYHH W3MUTBAHUS TIPU

BB3PACTHHU.

Tabauua 1: He:kenaHu peakium, CbOOIIEHN NPHU Bb3PACTHH CJel BAKCHHANMs ¢be Zabdeno

CucremMo-opraseH Kjiac YectoTa HexesaHn peakuuu
Hapywenus na nepsnama cucmema MHOT'O YECTH rJ1IaBo0OJIHE
HEYeCTH OpPTOCTAaTHUYHO 3aMaiiBaHe
Cmomawno-upesHu HapyuieHus 4ecTu MIOBpPBIIAHE
Hapywenus na koxcama u 4eCTU cbpOex
NOOKONCHAMA MbKAH
Hapywenus na myckyano-ckenemnama | MHOTO YECTH apTparus, MUajarus
cucmema u CoeOUHUMETHAMA MbKaH
Obwu napywenus u egpekmu Ha MHOI'0 4ECTH CTYJEHH TPBIIKH, yMOpa, O0JIKa Ha
MACMOMO HA NPULOJCEHUE MACTOTO Ha MHXKEKTHPAHE,
nmoayBaHE Ha MACTOTO Ha
WHXEKTUpPaHe, 3aTOIUISTHE Ha
MACTOTO HAa MHXKEKTHpaHE
YECTH MUpEeKcHsi, CbpOekK Ha MICTOTO Ha
WHXEKTUpaHe




HCUYCCTU UHAYpanusa Ha MACTOTO Ha
HWHXCKTUPAHE, CPUTEM Ha MACTOTO
Ha MHXXCKTUPAHC

Hsma choOleHr HOBY HeXellaHH PEeaKIuH ITPHU Bh3PACTHHU CIie] oTy4aBaHe Ha OycTep BaKCHHAIHSI
c¢be Zabdeno.

leya na evspacm om 1 0o 17 eo0unu
B Tabsuma 2 ca moka3aHu HEXXeJTaHUTe PeakIui, ChOOIEHN OT KIMHWYHY U3IMUTBaHUSA [IPH J€a Ha
BBb3pacT oT 1 70 17 roaunu.

Tab6auna 2: HexkejiaHU peaknuu, ChOOIIEHH MPH Jiella Ha Bb3pacT oT 1 10 17 roauuu cJiex
BakcuHaums cbe Zabdeno

CucTeM0-OpraHeH KJjac YecroTa Heskenanm peakunu

Hapywenus na memabonusma u MHOT'O YE€CTHU HaMaJeH alleTUT

Xpanenemo

Tlcuxuunu Hapywenus MHOTO YEeCTH pa3apa3sHUTEITHOCT

Hapywenus na nepgnama cucmema penKu (heOpuitHM rEpUOBE”

Cmomawino-upesHu HapyuieHus YEeCTH MOBPBIIAHE, Ta/ICHE

Hapywenus na xoxcama u YeCTH XUIEPXUAPO3a°

NOOKONCHAMA MbKAH

Hapywenus na myckynno-ckenemnama | 4ecTa apTpairus, MAaIrust

cucmema u Co@OUHUMENHAMA MbKAH

Obwu Hapyuwienus u egpexmu Ha MHOT'0O YE€CTH yMoOpa, HaMaJjieHa aKTUBHOCT,

MACMOMO HA NPUTOICEHUE 0o0JIKa Ha MSCTOTO Ha
UHDKEKTHpaHe, may’

YeCTU MUPEKCHs, ChPOEK Ha MICTOTO Ha

HWHXXEKTHpaHe, IO yBaHE Ha
MSICTOTO Ha UHKEKTUPAHE, EPUTEM
Ha MSICTOTO Ha MH)KEKTUPaHe

YecToTa Ha HeXEJNaHUTE PeaKkIUK Bb3 OCHOBA Ha Iperiie] Ha (peOpritHu I'bpUoBe B IOCTMApKETHHIOBATa IporpaMa
Umurinzi (EBL4002).

Xunepxuaposa (kmuHrnIHO n3nuTBaHe EBL2004 ¢ BHHIIICH BB3IIOKHUTEN).

Ilmag ce crobmaBa camo mpu aena Ha Be3pacT 1-4 ronunan (knmuHIYHO n3nuTBaHe EBL2004 ¢ BHHIIEH BB3JIOKHUTEN).

IMpoduabT Ha Ge3omacHOCT Ha OycTep mo3ata Zabdeno (EBL2011) npu nenia Ha Bb3pact ot 1 110
11 rommHM KaTo 510 € CXO/ICH C TO3H Ha IbpBara go03a Zabdeno, HabmogaBad mipu fera (1-
17 rogunm).

Kvpmavema na ev3pacm <I 2o0una

I[pu kppMaueTa Ha Bb3pacT oT 4 10 11 Mecena (m.e. u3gvbH nokazanuemo 3a 6b3pacmma) ce
ChOOIIABAT HEXKENAHH PeaKIMy ciiell BakcuHanus cbe Zabdeno (EBL2005). [To-uecto chobiaBanuTe
HEXEJaH! PeakIMy (YeCTOTa: MHOTO YeCTH) Ca HaMaJleH alleTHT, Pa3Apa3HUTEIHOCT, TUPEKCHS,
HaMmaJieHa aKTUBHOCT, OOJIKa Ha MSICTOTO HA HHXKEKTHPAHE, a IPYTUTE ChOOIICHN HeXETaHH PEaKIiu
(uecroTa: 4ecTH) ca OTOK Ha MSICTOTO Ha HHXKEKTHUPAHE M ePUTEM Ha MSACTOTO HA MHIKCKTHUPAHE.

Cno01aBane Ha OJI03UPAHN HEXKEJAaHW PEAKIIUH

Crpo01aBaHeTo Ha 110/I03MPaHU HEeXKeJIaHU PEeaKLuy ClIe]] pa3pellaBaHe 3a yrnorpeda Ha JIEKapCTBEHUS
NPOAYKT € BakHO. ToBa Mo3BoIIsABa a2 NPOIBIDKH HAOMIOCHUETO Ha ChOTHOIIEHUETO TOJI3a/PUCK 3a
JIeKapcTBEHUS NMPOAYKT. OT MEAULIMHCKUTE CIICUATICTH CE U3UCKBA Ja ChOOIIaBaT BCSIKa
[I0JJ03MpaHa HeXellaHa Peakiysl Ype3 HallMOHAJIHATA CHCTeMa 33 ChOOIIIaBaHe B:

M3neaHuTenHa areHnys Mo Jekapcraara

yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg
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4.9 Ilpeno3upane

Hsama cpo0mienu ciyyan Ha peo3upaHe.

5.  ®APMAKOJOIMYHU CBOMCTBA
51 d@apmakoaMHAMMYHU CBOiiCTBa
dapmakorepaneBTuuHa rpyna: Bakcunu, apyru Bupycuu Bakcuuau, ATC kox: JO7BX02

MexaHu3bM Ha JIENCTBUE

Zabdeno e MOHOBaJICHTHA BEKTOPHA BaKCHHA, ChCTABEHA OT €IMH PEKOMOMHAHTEH, PEILTMKAIHOHHO
HEKOMITETEHTECH YOBCIIIKH aJICHOBUPYC THIT 26, KoiiTo Koaupa Zaire ebolavirus sapuant Mayinga GP.
EBQOV GP, xomupan ot Zabdeno, e 100% xomooxeH Ha TO3H, koaupan ot Mvabea. Cren
npunoxxeaue EBOV GP ce ekcripecupa TOKaTHO U CTUMYJIHPA KIMYHEH OTTOBOP.

EdukacHoct

[1pu nuricara Ha IaHHU 32 (PUKACHOCT OT KJIMHUYHH IPOYYBaHuUs, eUKacHOCTTa Ha 2-71030BaTa
cXeMa Ha ITbPBHYHA BAKCHHAIUS € OllEHEeHa upe3 MpoBoKarnonHu mpoyusanus (Challenge studies)
npu HevoBekononoouu npumatu (NHP, neiaroonamaru makarm, Macaca fascicularis), naii-
TTOIXOJISITIINS KUBOTHHCKH MOJIeN Ha 3a0onsBane, mpuanHeHo oT EBOV. 2-no30BaTa cxema Ha
IbPBUYHA BaKCHUHAIMS, IPUJIaraHa Ha HHTEPBAJI OT 8 CEIMMIIH, € MPOTEKTHBHA 10 IIbpPBA 71032 OT

2 x 10° Bupycuu yactuium (BU) Zabdeno B kom6unanus ¢ 1 X 108 Inf.U Mvabea ipu Mozien ¢
npenu3BUKBaHe HAa MMyHoreHHa peaknus (challenge model) ¢ setanen u3xom Ipu HHTPAMYCKYITHO
umkekrupane Ha EBOV Kikwit mpu NHP. Xymopanuute uMyHHH OTTOBOPH, U3MEPEHH Ype3 HUBOTO
Ha EBOV GP-cBbp3BamuTe aHTHTENA, CUIIHO KOopenupaT ¢ npexuBsemoctTta ipu NHP. 3akimrouenus
3a MPOTEKTUBHUS €PEKT MPU XOpa ca HalpaBeHH upe3 CpaBHEHUE Ha KOHIIEHTpauuuTe Ha EBOV
GP-cBwp3BaruTe anturena (immunobridging).

KinuHnyHa IMYHOT€HHOCT

[Tpu nunicara Ha JaHHK 332 €PUKACHOCT OT KIIMHUYHH NPOYYBaHUS 3aKIIIOYCHHUS 32 MPOTEKTHBHUS
e(eKT Ha BaKCHHATA ca HAIpaBEeHH Bb3 OCHOBA HA JIAHHHUTE 32 UMYHOTeHHOCT. [Ipu To31 aHanm3 ca
M3M0JI3BaHM JaHHU OT 5 KIMHUYHU NPOYYBaHUsl, IpoBeaeHu B EBpomna, CheiMHEHNTE IAaTH U
Adpuxka, mpu 764 Bp3pactHU OT 18 10 50 roguHM, KOUTO Cca MOIYyYMIH 2-/1030BaTa CXeMa Ha
IbPBUYHA BaKCHHAIIMSA Ha §-ceiMuyeH nHTepBail. AHTH-EBOV GP-cBbp3BamuTe antuTena
KOPEJHPAT C MPOTEKTUBEH e(eKT cpelry ObP30 NporpecupalaTa HalrbJIHO JIeTalHa HHPEKIHS C
BUpyca eboJia PN HEYOBEKONOJOOHHN NpuMartu. IMyHHUTE OTTOBOPH IIPH XOpa, u3MepeHu 21 nuu
cien m03a 2, ca CBhP3aHu C MOBUINICHHE HA TIPOrHO3MPAaHAaTa BEPOSITHOCT 3a mpekupsiemocT oT 0%
(t.e. mpaeH netanutet) 10 53,4% (98,68%Cl: 33,8%; 70,9%) npu U3non3BaHe Ha MOJIEN BbPXY
KMBOTHH. BB3 0CHOBa Ha TO3M aHAJIN3 MOXKE J]a CE OYaKBa, 4ye cXxemara Ha BakcuHupane Zabdeno -
Mvabea nma nporexktuBer edekt cpery 3adonsBane, npuunaeHo ot EBOV, npu xopa. Benpeku ye
BpB3KaTa MEXKAY TUTHPA HA aHTUTENATa U MPEKMUBIEMOCTTa € Mpoy4BaHa camo npu Be3pactHu NHP,
cpaBHEHHETO Ha KoHUeHTpanuuTe Ha EBOV GP-cBbp3BamuTe aHTHTENa, H3BBPIICHO PH
neInaTpUYHU YYaCTHUIM, XOpa B cTapuecka Bb3pacT U HIV-uHdexTupann ydacTHuIM, TOKa3Ba, e
MOTEHIIMATHO MMPOTEKTUBHUTE €(PEKTH B TE3M MOITyJIAI[H CHOTBETCTBAT HA OLIEHKATa IPY BH3PACTHH.

HUmyHnoeennocm

IIpencraBenu ca TaHHA 32 UMYHOTEHHOCT 3a 001110 842 BB3pacTHH U 509 nema (Bb3pact oT 1 10

17 ronuumM), momy4ynny 2-1030BaTa cXeMa Ha TbpPBUYHA BaKCHHALIMS B KIIMHUYHY MTpoy4YBaHus ¢aza ||
u l1l: mpoyusane EBL2001 B O6eaunenoto kpanctBo u ®panuus, npoyusanus EBL3002 u EBL3003
B CpenunenuTte math, npoyusane EBL2002 B Yranna, Kenusi, Bypkuna ®@aco u bpsir na ciionoBara
kocT u nmpoyuBane EBL3001 B Cuepa Jleone. Konnenrpanuure na EBOV GP-cienmnduunu



CBBP3BAIlld AHTUTENA Ca U3MEPCHU MPUOIU3UTEITHO 3 CEAMMUIIH Clie] 3aBhPIIBaHE Ha 2-1030BaTa

CXEMa Ha ITbPBUYHA BaKCUHAIIW. Teca MpeACTaBEHU KAaTO CPEAHO r€COMETPUYIHU KOHIICHTPAIIUH
(GMC).

JlaHHWTE 32 UMYHOTEHHOCT CE OIICHSBAT U B paMKHTE Ha KIMHUYHO npoyusane (EBL2004) c pHIICH
BB3JIOKHUTEN, IpoBeaeHo B [ Bunes, JImbepust, Mamu u Cuepa Jleone. [IpencraBenu ca nanau 3a 00110
338 nena (Ha BB3pact ot 1 10 17 roauHu), KOUTO ca MOTyYMIIH 2-1030BaTa CXeMa 3a ITbPBUYHA
BaKCHHALIMSA ¥ 32 KOWTO MMa HAIMYHU JaHHK 28 nHM cirex 2-Ta mo3a (Bx. Tabmauma 4).

JlaHHuTE 32 IMYHOT€HHOCT ca OLICHEHHU U B KINMHUYHO NpoyuBaHe (aza Il B Cuepa Jleone u I'Bunes
(EBL2005) npu 74 xppMadeTa Ha Bb3pacT oT 4 10 11 Mecela, KOMTO ca MOJyYMIIn 2-1030BaTa cXxeMa
Ha IIbPBUYHA BaKCHHAITUS M 32 KOUTO UMa HATUIHH JaHHU 21 meH ciaex mo3a 2 (Bxk. Tabmuma 5).

Lannu 3a umynozenHocm npu 8b3pacmuu cied 2-00306ama cxema Ha NbPEUUHA BAKCUHAYUS
HVMYHHUSIT OTTOBOp KBbM 2-71030BaTa CXeMa Ha MbPBUYHA BaKCHHAIIWS, IPHIIOKEHA Mpe3 8-ceMHICH
WHTepBaJ, € oneHeH B 5 mpoyuBanus (aza Il u I11, mposenenu B EBpomna, Adpuka u CAL] (Bx.
Tabmuia 3). BeB Bcnuku npoyuBanus 98% no 100% oT yyacTHHIIMTE AEMOHCTPUPAT OTIOBOD,
n3MepeH upe3 HuBoTo Ha EBOV GP-cBbp3Bamn anTuTENa, OMpeesieH KaTo MOBHUIIIEHHE Haf 2,5 TbTH
Ha KOHIICHTPAIUITA Ha CBBP3BAIIUTE aHTHTENA CIIPSIMO CTOMHOCTTA HAa U3XOJIHO HUBO.

Taoauua 3: OTroBopu KbM 2-1030BaTa cxeMa Ha BakcuHupane Zabdeno - Mvabea npu Bb3pacthu (8-
ceIMUY€eH HHTEPBAJ), U3MepeH 4pe3 HUBOTO HAa EBOV GP-cnennduynmn cBbp3Bamu
anrureaa: GMC EU/mI (95% CI)

Ipoyusane M3X0/1H0 HHBO 21 num caen 6 mMecena cJien 10 mecena cien

no03a 2 a03a 2 a03a 2

EBL2001 (N=70) (N=69) - (N=50)

<LLOQ 10131 1205
(<LLOQ; <LLOQ) (8554; 11999) (971; 1497)
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)
IToxa3anu ca JIJaHHHW 3a BAKCUHUPAHUTE YUYaCTHULH, ITOJTYIUIN 2-Z[O3OBaTa CX€Ma Ha BaKCMHWPAHE B rpymnara 3a aHajJus 1o
IPOTOKOI.

EU = ELISA emquaunm

Cl = [loBepuTeneH HHTEPBAI

N = Bpoii yyacTHHIIN ¢ HATMYHHA JaHHH

LLOQ = JlonHa rpaHuIla Ha KOJTHYECTBEHO OMpEICICHUE

WuTepBambT MEKIY JTO3UTE B T€3W TpoyuBanus € 8 ceqmuny +/- 3 qam. J[okaTo HNMyHOTE€HHOCTTA Ha
CXEMUTE Ha BaKCHHHpPAHE C MO-AbIbI HHTEPBAI MeX 1y no3ute 10 69 ceamuru (483 nuu) e momodHa,
CXEMUTE Ha BAKCHHHMPAHE C HHTEPBAJ OT 4 CEIMHIIHU ca M0-c1ab0 HUMYHOTCHHHU.

Cren 2-mo3o0BaTta cxeMa Ha ITbPBUYHA BAKCHHAIIUS ¢ 8-CeIMUYEH HHTepBall ca HabironaBanun GMC
EU/mI (95% CI) 5283 (4094; 6817) npu HIV-undpexTupanu Bb3pacTHH Ha aHTHPETPOBUPYCHA
tepamusi, ¢ CD4+ xierku >350 KIETKH/MUKPOIUTHD U Oe3 mpu3Hauy Ha umyHocynpecus (N=59).

Jannu 3a umynozennocm npu oeya (na év3pacm om 1 0o 17 200unu) cined 2-0ozoeama cxema Ha
NbPEUYHA BAKCUHAYUS

VIMyHHHAT OTTOBOp KBbM 2-7030BaTa CXeMa Ha MbPBUYHA BaKCHHAIIWS, PHIIOXKEHA TIpe3 §-CeAMIYeH
WHTEpBaJI, € OLIEHEH NpH Jiena (Bb3pact oT 1 1o 17 ronmuHn) B TpH NpOy4BaHUs, IPOBeJieHH B Apuka
(Bx. Tabnuua 4). B tpute npoyusanus 98% 1o 100% OT ydacTHULMTE AEMOHCTPHPAT OTTOBOP,
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u3MepeH upe3 HuBoTo Ha EBOV GP-cebp3Baiiu antutena. IMyHHUTE OTTOBOPH IIPH JeliaTa ca 1o-

M3pa3eHu OT HaOII0JaBaHUTE MPHU BB3PACTHH B CHIINUTE MPOYIBAHHSL.

Ta6smuua 4: OTroBopu KbM 2-1030Ba cxema Ha BakcuHupane Zabdeno - Mvabea npu nena Ha Bb3pact
ot 1 10 17 ronunu (8-ceAMUueH MHTEPBAJ), H3MePEeHH Ype3 HUBOTO HAa EBOV
GP-cnienn¢uynu cebp3Bamm anturesna: GMC EU/mI (95% CI)

Bn3pacr IIpoyuBane HN3x0on1HO0 HUBO 21 g::laczn en 6 Me;:;l:zc el c%ir;f;l;az
1-3 roguuu EBL3001 (N=123) (N=124) (N=122) (N=120)
<LLOQ 22568 713 750
(<LLOQ; <LLOQ) (18426; 27642) (598; 849) (629; 894)
1-4 ronnan | 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 romuun | EBL2004 (N=109) (N=105)* (N=33)
<LLOQ 15797 - 739
(<LLOQ: 40) (13289; (585; 933)
18778)
12-17 roqunu | EBL2002 (N=53) (N=53) (N=41) (N=52)
<LLOQ 13532 577 541
(<LLOQ; 37) (10732; 17061) (454; 734) (433; 678)
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)

[Tokazanu ca JIJaHHU 3a BAKCUHUPAHUTE YUYaCTHULH, ITOJTYYUIIN 2-Z[O3OBaTa CX€Ma Ha BaKCMHWPAHE B rpymnara 3a aHajiu3 110

HPOTOKOJI.
*

28 nuu cnex go3a 2

EU = ELISA equaunm

Cl = [loBepuTeneH HHTEPBAI
N = Bpoii yyacTHHIIN ¢ HATMYHHA JaHHH

LLOQ = /lonHa rpaHUIIa Ha KOJTMYECTBEHO OIpeieTICHNue

Jlannu 3a umynoeennocm npu kopmavema (na evspacm 4 0o 11 meceya) crned 2-oozoeama cxema Ha
NbPEUYHA BAKCUHAYUSA
NMyHHHAT OTTOBOp KBM 2-71030BaTa cXeMa Ha ITbpPBUYHA BaKCHHAIIWS, IPUIIOKEHA TIpe3 §-CeMIUeH
WHTEpBaJ, € OLIEHEH U MpH KbpMadeTa (Ha Bb3pacT 4 10 11 mecena) B €JHO KIMHUYHO IPOyYBaHE
(EBL2005) (Bx. Tabnuma 5). B ToBa nmpoyusane 100% oT y4acTHUIIUTE JEMOHCTPUPAT OTIOBOD,
u3MepeH upe3 HuBoTo Ha EBOV GP-cBbp3Bamu antutena, 21 qau cnen 103a 2.
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Tadanna 5: OTroBopu KbM 2-71030Ba cXeMa Ha BakcuHHpaHe Zabdeno, Mvabea npu nena Ha Bb3pacT
ot 4 10 11 mMecena (8-cexMnYeH HHTepBAT), H3MepeHH Ype3 HUBOTO Ha EBOV

GP-cnenmnduunu cepp3Banu anturesna: GMC EU/ml (95% CI)

(<LLOQ; <LLOQ)

(19695; 30005)

Bb3pact IIpoyuBane H3xonno HUBO 21 i::lac; n 10 mecena cJien 103a 2
4-11 mecema | EBL2005 (N=74) (N=74) (N=72)
<LLOQ 24309 1466

(1090; 1971)

Tlokazanu ca JaHHM 32 BAKCHHUPAHHUTE YYaCTHUIN, MOTYUIIIH 2-1030BaTa CXeMa Ha BaKCHHHPAaHe B IpyIiata 3a aHajn3 110
MPOTOKOJL.

EU = ELISA enuaumu

Cl = JloBepurenen nHTEpBaI

N = Bpoii yqacTHUIHN ¢ HATMYHA JaHHH

LLOQ = JloaHa rpaHuUIla Ha KOJHYECTBEHO OMpEeeICHIE

Jlannu 3a umynoeenHocm npu b3pacmuu cied oycmep sakcunayus cvc Zabdeno

NMyHHHAT OTTOBOP KBbM OycTep BakcHHAIms cbe Zabdeno, mpunokena | niw 2 ToOIWHY e cxemara
C IbPBUYHA BaKCHUHAIWS, € OLICHEH B 2 KJIMHUYHU npoyuBanus (Bx. Tabnuma 6). Bycrep
BaKCHHAIUATA BOJM JI0 OBP30 aKTUBUPAHE HA aHAMHECTHUYCH OTrOBOp ¢ moBuiieHue ot 40 10 56 mbTH
Ha KOHIIGHTPAIINNTE Ha aHTHTENAaTa B paMKHUTE Ha 7 THU. Bennymaara Ha OTroBOpa 10 OTHOIIEHHE Ha
KpaTHOCTTA Ha noBuieHue U noctoycrepaure GMC e mogo0Ha He3aBUCUMO OT BPEMETO OT
bpBUYHATA BakcUHAIM (1 Win 2 ToAuHM).

Tabéauma 6: OTroBopu KbM 0ycTep BakcHHAIuUs cb¢ Zabdeno npu Bb3pacTHU, H3MEPEHH Ype3 HUBOTO
Ha EBOV GP-cnenuduynu cebp3Bamu anturenaa: GMC EU/mI (95% CI)

MoovuBane Mpean 7 THU cJieq 21 nuu ciaen 1 roaguua cien
poy Oycrepa Oycrepa Oycrepa Oycrepa
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)

6yCTep BaKCHUHalUs, IPUIIOKEHA 1 roAuHa CJIE IbpBUYHATA BaKCUHALIWA

6 OycTep BaKCHHAIVSI, IPHIIOKEHA 2 TOAWHH CIIe/l MbPBHYHATA BaKCHHAIIS

Tloka3anu ca JaHHM 32 BAKCHHUPAHHUTE YYaCTHHIIN, OTy4YHIn OyCcTep BaKCHHALMS B IPyIIaTa 3a aHajIu3 0 MPOTOKOIL.
EU = ELISA enuaumnu

Cl = JloBepuTeneH HHTEpBAI

N = Bpoii yuacTHUILIM C HATMYHU TaHHH

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

WMyHHHAT OTrOBOp KbM OycTep BakcHHaIUs cbe Zabdeno, MpuiioKeHa moBeye OT 3 TOJUHH CIIe]T
IbpBOHAYATHATA BAKCHHAIWS, € OlleHeH B KiMHUYHO npoyuBane (EBL2011) (sx. Tabnuma 7). bycrep
BaKCHHAIIMATA BOJIU JI0 ObP30 aKTHBUPAaHE HA aHAMHECTUYEH OTTOBOP € 32 MBTH YBEJINYCHUE HA
KOHIICHTPAIIMUTE HA aHTUTENIA B CPAaBHEHHUE C IIpeiu OycTep BaKCHHALIMS TIPH Jenia Ha Bh3pacT oT 1 1o
3 ronuHYU 1 63 HTU TIpH Aena Ha BB3pacT oT 4 10 11 roxuau. 3a 21 qHu cnen OycTep BaKCHHAIUS
KOHILIGHTPALIMUTE HA aHTHUTENA CE yBeJIr4yaBaT 76 MbTH B CPAaBHEHUE ¢ KOHLIEHTPALMUTE PEAH Hesl
TIpH JIe11a Ha BB3pacT oT 1 1o 3 rogunu u 137 meTH nipu 1era Ha Bb3pacT oT 4 70 11 ronuHu.

Tadonuua 7: OTroBopu KbM 0ycTep BakcuHanus cbe Zabdeno npu gena Ha Bb3pact ot 1 10 11 roauHu,
u3MepeHu upe3 HUBOTO HAa EBOV GP-cnennduynn cebp3pamy antureaa: GMC EU/ml

(95% CI)
IIpoyuBane IIpenu 0ycrepa 7 nHuU ciex 0ycrepa | 21 nHu ciaen dycrepa
EBL2011 (N=49) (N=50) (N=49)
640 28561 64690
(461, 888) (20255; 40272) (48356; 86541)
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IToka3aHu ca JaHHU 32 BAKCHHUPAHUTE YJaCTHHIM (JIe1la Ha Bb3PacT OT | 10 TOJUHU [0 BpeMe Ha 2-71030BaTa IIbPBUYHA
BaKCHHAIVS), TOIYYHIN OycTep BaKCHHALMS (IPUJIOKEHA >3 TOAMHM Clie[l TbPBUYHATA BAKCHHALMS ) B TpyIaTa 3a aHaIN3
O TMPOTOKOJI.

EU = ELISA enunuim

CI = JloBepuTteneH HHTEpBaI

N = bpoil yuacTHULIM C HAIMYHU JaHHU

Ivreocpouno nepcucmupane Ha aHmumenama npu 6b3pPACMHU

Tpu ceamuiu cien 3aBbpIIBaHE Ha 2-1030BaTa cXxeMa Ha TbPBUYHA BAKCUHALIUS UMYHHUST OTTOBOP
(GMC) noctura cBos ik (“A” BbB (purypa 1 mo-momny). Cnex nmuka oTTOBOPHT HAMaJsIBa KbM 6-HS
Mecell ¥ 0cTaBa cTabmiieH Hai-Manko 1 romuHa cinen go3a 1 (Tabmuma 3). Kakto ce Bk maa OT TaHHHUTE
ot 43 Bw3pacthu B nipoyuBane EBL3001, oTroBopbT ocTaBa cTabuiIeH U ABE TOJUHHM cien 103a 1
(naii-xbcHATa HaTM4YHA BpemeBa Touka) (“B” BbB durypa 1 no-mony). Cnen npuiiokeHue Ha OycTep
nmo3a Zabdeno ce HabmonaBa 0bp3 aHAMHECTHYCH OTTOBOP B paMKuTe Ha 7 muu. Haii-Bucokure
KOHIIGHTpAIMK Ha CBBbP3Ballld aHTUTeNa ca HabmoaaBanu 21 auu cnen OycrepHata go3a (“C” BbB
¢urypa 1 mo-go:xy), HocieABaHO OT HAMaJICHUE HA KOHICHTPALMUTE Ha aHTUTeNaTa. 1 TonuHa ciex
Oycrepnara no3a GMC ca mo-BUCOKH OT Ipean MPIIIOKEHNETo Ha OycTepHaTa no3a (“D” BB
¢urypa 1 mo-momy).

®urypa 1. Otrosopu cjieg 2-1030BaTa cxeMa Ha BakcuHupaHe Zabdeno - Mvabea u 0ycrepna
BaKkcuHauMs cb¢ Zabdeno 2 roquHu cjie] IbPBUYHATA CXeMa HA BAKCUHUPAaHe NPU
Bb3PaCcTHU, U3MepeHH upe3 HUBOTO HAa EBOV GP-cnenuduyunu cBbp3Bamm
anTuTesa B npoyuBane EBL3001%; GMC (95% CI)
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a AHaIM3bT Ce OCHOBaBa Ha rpynara 3a aHaJii3 110 IIPOTOKOJI.

CrhabyeraTa Ha TPEIIKUTE TPEACTABISBAT CPEIHO TEOMETPUUHATA KOHIICHTPAIMS U ChOTBETHUS 95% noBepHUTENcH
UHTEpBAJL.

EBponeiickaTa areHuus 1o JieKkapcTBaTa oTjara 3abKEHHETO 32 MPEI0CTaBsIHE Ha Pe3YITaTUTE OT
npoyuBaHUATA ChC Zabdeno 3a nmpoduiaakTika Ha 3a00JsIBaHe, MPUUYUHEHO OT €001a BUPYC, B €HA
WY TIOBEYE TMOATPYIH Ha NeMaTpruyHaTa momynanus (Bxk. Touka 4.2 3a nHPOopMaIusi OTHOCHO
ynoTpeba B neauaTpusTa).
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Tasm BakcHHa € pa3peleHa 3a yrnorpeba mp ,,i3BsHpeIHA 00cTosATencTBa . ToBa 03HaUYaBa, Ue 1o
Hay4YHU ChOOpakeHUs He € OMII0 Bh3MOXKHO J1a CE MOy4YH ITbJIHa WH(OPMAITUS 3a Ta3H BaKCHHA.
Bcsika ronuna EBpormneiickaTta areHuus o JiekapcTBara Iie U3BbPIIBa Mperiie]] Ha HoBaTa
uHpopmarms u tazu KXII chOTBETHO IIie ce akTyalu3upa.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Henpuioxxumo.

5.3 TlpeakJIuHUYHYU TaHHH 32 0€30MACHOCT

HexuHUYHUTE JaHHU HE MOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3ara Ha MPOYYBaHHSITA 32 TOKCHYHOCT
MIPH MHOTOKPATHO IMPUJIAraHe U MPOYYBAHUS 32 JIOKATHA IIOHOCUMOCT U PENPOAYKTUBHA TOKCUYHOCT

IIPH 3ai14.

IIpoyuBanms 3a 001Ia TOKCHYHOCT (IIPM MHOTOKPATHO IIPIJIOKEHHUE), BKIIFOUUTEIHO JOKATHA
IIOHOCHUMOCT

3aiinuTe moHACAT J0Ope pas3InYHUTE CXeMH Ha BakcuHupane Zabdeno - Mvabea, koraro ce npunarar
MHTPaMyCKYJIHO Ha HHBO IThJIHATA J03a Ipu xopa. OTOens3Ba ce, 4e CBhP3aHUTe C BAKCHHATA HAXOKH
(u3passiBally ce ¢ Bh3MAIUTEIHN MPOMEHH Ha MSICTOTO Ha TIPHJIOKEHHE, YBEIHMYCHUE Ha
¢ubpuHoreHa, C-peakTHBHUS MPOTEHH U TTI00YITNHA, 1 MEKPOCKOTICKITE HAXO/KH — TIOBUIIICH
nuMQonIeH UemyIapuTeT W/HIH TePMUHATHBHY IICHTPOBE B APCHAXHHUTE TUM(HU BB3IH U ClIe3KaTa)
OT3BYyYaBaT 2 CEJIMHIIM CJIE/ OC/IeIHATA BAKCUHALMS M OTPa3sBaT HOpMaJieH (PH3UOJIOTUYEH OTTOBOP,
CBBp3aH ¢ BakcuHanusATa. He ca HaOiroaBanu epeKTH, KOUTO CE CYUTAT 3a HEKEJIaHH.

q)eDTI/IJII/ITCT/DGHDOZ[VKTI/IBHa TOKCUYHOCT ¥ TOKCUYHOCT 3a Pa3BUTHETO

[IpoyuBaHusTa 3a GHOpa3MNpeaeiCHIE, TIPOBEICHH TIPH 3ailli, He TOKa3BaT pasnpeneieHue Ha Ad26
BEKTOpa B TOHAINUTE (TECTUCH, SIAYHUIIN) CIIEJ I.M. HHKEKTUPAHE.

[IpoyuBaHusTa 32 00112 TOKCHYHOCT (TIPX MHOTOKPATHO MPUJIOKEHUE) TIPH CXEMU Ha BAKCHHHPAHE
Zabdeno - Mvabea He nokasBar edeKTH BbpXY MBKKHUTE [IOJIOBU OPraHU, KOUTO OMXa yBPEIMUIN
MBKKUS pepTranTeT. OCBEH TOBA MPOYYBAHUATA 32 00IIa W/WIIK PENPOJYKTUBHA TOKCUYHOCT HE
NOKAa3BaT JaHHHM 3a YBPEK/IaHe Ha )KEHCKUs GepTuiureT. B mpoyuBaHe 3a pernpoayKTUBHA
TOKCHYHOCT CXeMHTe Ha BakcHHUpaHe Zabdeno - Mvabea He uHIynupar TOKCHYHOCT NP Maikara
WJIM TOKCUYHOCT 32 Pa3BUTUETO CIIe]l eKCIIO3UIIMS Ha MAalKUTe Tpe3 eproa pean YnTOCBAaHETO U
npe3 TecTalroOHHUS Nepruol. B ToBa mpoy4BaHe Npu CXeMUTE Ha BAKCHHHUPaHE Ce MOTyvYaBat
n3mepumu TuTpu Ha EBOV GP-cienmduyunmn anTHTENA TpU MaiikaTa, KOUTO CE MpelaBaT Ha IUIofa.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIeCTBA

[unatpues enerat

Etanon

XUCTUANHOB XUAPOXIOPHU MOHOXUAPAT
[onmucop6ar 80

Harpues xnopun

3axapo3a

Bona 3a nmxexnun

Hatpues xunpokcun (3a kopexuus Ha pH)
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6.2 HecnbBMecTHMOCTH

[1pu numnca Ha npoyyBaHus 3a HechbBMecTUMOcTH Zabdeno He TpsOBa 1a ce cMecBa ¢ Ipyru
JIEKapCTBEHU MPOAYKTH.

6.3 Cpok Ha rogHocT
5 roguuu npu -85°C mo -55°C
6.4 ChenmnaJHM ycJI0BHUS HA ChbXpaHeHHUe

Ja ce tpancnoptupa 3ampases npu -25°C o -15°C. Criex nmonydyaBaHe NpoAyKTHT MOXE Ja ce
ChXpaHsiBa, KaKTO € yKa3aHO MO-A0JTy:

Ja ce cvxpansBa BbB (hpusep mnpu -85°C no -55°C ot muctpubyropa B ciy4dail Ha ckiaaupane. Jlarata
Ha M3TUYaHe Ha CPOKA Ha TOJHOCT NpH chxpaHneHue Ha -85°C no -55°C e ornevarana Bbpxy QiakoHa
Y BBbHIIIHATA KapToHeHa omnakoBka cien “EXP” u ,,['onen no:”.

BakcuHaTa MOXe ChIIO JIa Ce ChbXpaHsIBa OT AUCTPUOYTOPA WK KpaliHHS MOTpeOUTEN BHB QpH3ep mpu
-25°C 10 -15°C exnokpatHo 3a nepuon a0 20 mecena. Cnen uzBakaane ot ppusepa Ha -85°C 1o
-55°C HoBara aTa Ha M3THYAHE HA CPOKA HAa TOAHOCT TPSAOBA Ja ce 3aIlullie OT TUCTPHOYyTOpa WK
KpaifHus MOTPeOUTEN BHPXY BhHITHATA KAPTOHEHA OMAKOBKA U BAKCHHATA TPSOBA J]a CC U3MOJI3BA HITH
u3xBbpiu cien 20 mecena. Ta3u HOBa 1aTa Ha M3THYAHE HA CPOKA HA TOIHOCT He TpsiOBa 1a Obje ciex
I'bPBOHAYAIHATA J]aTa Ha U3TUYaHe Ha cpoka Ha rogHocT (“EXP” u "T'ogen no:”). [IbpBoHauanHara
JlaTa Ha N3THYaHE HA CPOKa Ha TOIHOCT TPsIOBa Jia ce 3aJINYH.

BakcuHarta Moxke 1a ce ChbXpaHsBa OT JUCTPUOYTOPa WM KpaHHUS OTPEOUTEIN CHIIO U B XJIaTUITHUK
npu 2°C 10 8°C exHOKpaTHO 3a nepuoj 1o 8 Mecena. Ciiel M3BakjaHe Ha IPOAYKTA 3a ChbXpaHEHHUE
mipu 2°C g0 8°C, maraTta Ha U3XBBPISIHE TPsIOBa Ja ce 3aIuIle OT AUCTPHOYTOpa WA KpaiHUs
noTpeOuTeN BbpXy BBHIIHATA KAPTOHEHA ONAKOBKA M BaKCHHATa TPsiOBA Ja ce W3I0J3Ba HITH
W3XBBHPIU B Kpas Ha 8-MeceuHus nepuol. Tasu 1aTa Ha U3XBBPIISIHE He TPsiOBa 1a Objie clien
IbpBOHAYAHATA JIaTa Ha U3THYaHe Ha cpoka Ha rogHocT (“EXP” u ,,['onen n0:”) unm HOBaTa aTa Ha
M3TUYaHe Ha CPOKA Ha TOAHOCT MpH chXxpaHeHue mpu -25°C o -15°C. [IppBoHauanHaTa gata Ha
M3THYaHE Ha CPOKa Ha TOJHOCT W/WJIM HOBaTa JlaTa Ha M3THYaHe Ha CPOKa Ha FOJTHOCT, ONpe/elieH 3a
cpxpanenne npu -25°C no -15°C Tpsadsa na ce 3anuym.

Cﬂe,ll pa3MpassaBaH€ BaKCMHATa HE MOXKE 1a CC 3aMpa3sdBa OTHOBO.

D1aKoHBT TpH6Ba Ja CC CbXpPaHsABa B OPUTI'MHAJIHATA OIIAKOBKA, 3a [1a C€ MPpEAIa3u OT CBCTIIMHA U a
CC MMPOCJICAN JaTaTa Ha U3THYAHC Ha CPOKA HA 'OAHOCT WJIM AaTaTa Ha U3XBBPJIAHC ITPU PA3JIMUHUTE
YCJI0BUA Ha ChbXPaHCHUC.

6.5 Bwuxu chabp:kaHNe HA ONAKOBKATA

0,5 ml cycriensus B e1HO1030B ()JIaKOH OT CTHKJIO THI | ¢ ryMena 3amymanka (XJIopooyTuit ¢
MOKPHUTHE OT (PIIyopornonuMep), alfyMUHIEeBa 00OKaTKa U YepPBEHO TUIACTMACOBO Karaye.

Omakoska o1 20 enH01030BU (hIaKoHA.

6.6 CroenuajHu nMpeINa3HU MEPKHU NMPH U3XBbPJIsIHE H padoTa

Zabdeno e 6e31BeTHA 710 CBETIOXKBIITA, OMCTPA 10 CHITHO OMANCCICHTHA CyCIlieH3us. BakcuHara
TpsAOBa Ja ce mperiiefia BU3yalHo 33 HATMYKUE Ha BUIMMU YACTHIIHM U TIPOMSIHA HA IIBETA MIPEIU
npuioxkeHue. OakoHBT TPIOBa Aa ce Mperiieaa BU3yalHo 32 MyKHATHHH WM HApYIISHHS Ha

[[EJIOCTTa Ha OMAaKOBKAaTa, KaTO HAIp. IPU3HAIM Ha OTBapsiHE, Mpeau npuioxkenue. [Ipu nHannuue Ha
HSIKOE OT TOPENOCOUYEHUTE HE ITPUJIaraiiTe BAKCUHATA.
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Cren KaTo BaKCHHATa Ce M3BaAU OT ()pHU3epa U ce pa3MpasH, TS TPSOBa Ja ce U3I0JI3Ba He3a0aBHO MM
na ce chxpanssa B xiamiHuk mpu 2°C mo 8°C (Bxk. Touka 6.4). Cien KaTo ce U3Bau OT XJIaAUTHUKA,
3a TIPUJIOKEHHE, TS TPAOBa Aa ce U3M0I3Ba He3a0aBHO.

BHumareHo cMeceTe ChAbpKaHHETO Ha (hI1aKkoHa, KaTo ro BPTUTE B MPOJIbbKeHHe Ha 10 cekyHIu.

He pazknamaiite. M3non3paiite CTepUIIHA UTJIa U CTSPUIIHA CIIPUHIIOBKA 32 H3TETIISIHE HA ISUTOTO

CHIBPKUMO OT (ITAKOHA 32 TIPUIIOKEHHE.

W3non3Baiite oT/IeIHA CTEPUITHA UTJIa U CIIPUHITOBKA 32 BCEKU Y0BEK. He e HeoOXomuMo f1a ce CMEHST

UTJIUTE MEXTY U3TETIITHETO Ha BaKCHHATA OT (PJIAKOHA M WHYKEKTHPAHETO, OCBEH aKO UTJiaTa He €

MTOBPEIeHa WK 3aMbpceHa. OCTaHaIoTo ChIbp)KaHue BBB (pi1akoHa TPsAOBa 1a ce U3XBBHPIIN.

Hewsnon3BaHusT 1eKapCTBEH MPOAYKT WK OTHAABYHUTE MAaTEPHAIIU OT HEro TPsAOBa Ja ce U3XBBPJISAT

B ChOTBETCTBHE C MECTHUTE W3NCKBaHUs.[Ipy eBeHTyaIHO pa3nuBaHe MACTOTO TPsiOBa aa ce

Je3uH(EeKIrpa Cbe CPENICTBA C BUPYLUIHA AKTUBHOCT CPEIIy aJICHOBUPYCH.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/20/1444/001

9. JATA HA II'bPBO PAZPEIIABAHE/IIO/ITHOBABAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBo paspewmasane: 01 romau 2020 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

07/2023

[Monpo6Ha nH(MDOpMaIUs 32 TO3M JIEKAPCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIus 1o Jiekapceraata http://www.ema.europa.eu.
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MPWIOKEHHME I1
MPOU3BOJUTEJ(A) HA BUOJIOTMYHO AKTUBHOTO(UTE)
BEILIECTBO(A) U MPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOKJIABAHE HA IAPTU/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 UBITBJIHEHUE HA MEPKH

CJIEJ PABPEIIIABAHE 3A YIIOTPEBA ITPU 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

Hme u aapec Ha Npou3BOIUTENSI(MTE) HA OMOJIOTMYHO aKTUBHOTO(UTE) BEIIECTBO(A)
Cilag GmbH International,

Janssen Bakcunn,

kol 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. YCJOBUSA NN OTPAHUYEHUSA 3A 1OCTABKA U YIIOTPEBA
JlexkapCcTBEHUAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHUCAHHE.

. O¢puuuanHo ocBo0oKIaBaHE HA MAPTUAHU

CeritacHo uit. 114 ot Hupextusa 2001/83/EO odurmamHoTo 0CBOOOKJaBaHE HA TTAPTHINUTE CE

H3BBPIIBA OT AbPiKaBHA na60paTopH;1 HIIn na60paTopI/I${, OIIPEACIICHA 3a Ta3Uu LCII.

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

o IepuoanyHu aKTyaIu3upanu Jokjaaau 3a oezonacHoct (ITAB)

N3uckBanusra 3a nogasane Ha [TAJIb 3a To3u nexapcTBeH NPOAYKT ca MOCOUYCHH B CIIUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cniuchk), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyJIN3aIlH, TTyOJIMKYBaHH Ha €BPOTCHCKUS
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 pa3peliaBaHeTo 3a ynorpeoa.

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

o Ilnan 3a ynpaBaenue Ha pucka (ITYP)

[putexarenst Ha pasperieHueTo 3a yrnorpeda ([IPY) tpsadBa na u3BbpIIBa H3UCKBAaHUTE ACHHOCTH U

ﬂeﬁCTBHH, CBBbpP3aHU C NPOCIICASABAHC HA JICKAPCTBCHATA 6630HaCHOCT, IIOCOYCHHU B 0)_'[06peHI/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 [TYP.

Axrtyanusupan [IYP Tps6Ba na ce mopasa:

e 110 uckaHe Ha EBponelickaTa areHIys 1o JeKapcTBara;

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 T0JI3a/PUCK, WITH CIIe] JOCTUTaHEe Ha BayKEH eTall (BbB BPH3Ka C
mpoclieisBaHe Ha JIEKapCTBeHAaTa 0€30MaCHOCT WIIN CBEXIAaHE HA PUCKA 10 MUHUMYM).

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

ToBa e pa3peleHre 3a ynorpeda npu U3BbHPEIHH 00CTOSTENICTBA U ChIIACHO Wi. 14, an. 8 ot
Pernament (EO) Ne 726/2004 B onpenenenus cpok [IPY tpsadBa nga npoBene cieHUTE 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 cboOI1aBa €KEr0JHO B
KOHTEKCTa Ha MpeJiBUieHaTa yrorpeda 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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MNPUJIOKEHHUE |11

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

OIMAKOBKA C 20 EJHOJO30BHU ®JIAKOHA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

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

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

Enuuanuna gos3a ot 8.75 logio nadexumosuu equnuim (Inf.U) 8 0,5 ml

AnenoBupyc Tam 26, koaupar Zaire ebolavirus (EBOV), rmukonporenn Bapuant Mayinga

3. CIIMCBK HA ITIOMOIIHUTE BEIMECTBA

JIMHATPUEB €JIeTaT, €TAHOJ, XMCTUAMHOB XUIPOXJIOPHUI MOHOXHIPAT, ronucopoaT 80, HaTpueB
XJIOpH]I, 32aXapo3a, BOJIa 33 HHXKEKIIMH, HATPUEB XUAPOKCH]I (32 Kopekius Ha pH)

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIuOoHHA CyCIIEH3US
20 emHomo30BH (hrrakoHa

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

HHTpaMyCKyJIHO NPHIIOKEHNE
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO TPEAYIPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEITA

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

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

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

Buwxre ,,['onen no:“ 3a matara Ha m3THYaHE HA CpoKa Ha rogHOCT pu -85°C no -55°C.

Hanmmere HOBa JlaTa Ha M3THYaHE HAa cpoka Ha rojaHocT npu -25°C 1o -15°C (Makcumym

20 mecena):

Hanumere HoBa nata Ha uzxebpisiHe npu 2°C no §°C (MakcumyM 8 mMecena):

Cren HarmMcBaHe HAa HOBaTa JlaTa Ha M3THYaHE HAa CPOKa Ha TOJTHOCT/IaTaTa Ha U3XBBPIISHE, 3JINYeTe
NpeJIMITHATA JIaTa Ha U3TUYaHe Ha CPOKa Ha TOJIHOCT.
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9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

CexpansBaiiTe (prakoHa B OpUTHHATHATA OITAKOBKA, 32 J]a C€ TMPEeAa3d OT CBETINHA U Ja Ce TMPOCIeH
JlaTaTta Ha M3THMYaHe Ha CPOKa Ha TOJHOCT/AaTaTa Ha U3XBBPIISHE.

Ha ce cexpansipa mipu -85°C o -55°C umu npu -25°C o -15°C wmu npu 2°C o 8°C.

BuiKTe JHUCTOBKATA 34 oripeae/isiHe Ha JaTaTa HA UI3TUYAHE HA CPOKA HA OAHOCT WJIM JaTaTa HA
HU3XBDBHPJIAHE IPU Pa3IMIHUTE YCIIOBUS.

[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 OTIIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

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

[MapTuna:

| 14, HAYMH 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 UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH 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 nHKeKIMOHHA CyCTeH3us
Bakcuna cpemry edona (Ad26.ZEBOV-GP [pexomouHanTHAa))
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 BCSIKA HEXKETaHa PeaKIHs, KOSTO CTe MOMyYMId. 3a HAaurHA Ha ChOOIIaBaHe Ha HEeXEJIaH!
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.

3amaseTe Ta3u JUCTOBKA. MOXKe 1a ce HAJIOKH [J1a S IPOYETETE OTHOBO.

AKO MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, NonuTaiTe Bamms nekap, papmaneBT uin
MEIMIIMHCKA CecTpa.

Tazu BakcuHa € npeanucaHa JInyHo Ha Bac unu Ha Bameto nete. He s npeorcrrnBaiite Ha Apyru
Xopa.

Axo Bue nnu Bamero nere monyduTte HAKaKBH HEXKEIAHH peaklny, yBeaoMere Bamus gexap,
¢dapmaneBT WM MEAULMHCKA cecTpa. ToBa BKIIFOUBA M BCUYKH B3MOKHH HEXXEIaHU PEaKity,
HEOIMCaHU B Ta3u JUCTOBKA. Brkre Touka 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

Uk wd P

1.

Kaxkso nipencrasisisa Zabdeno u 3a kakBo ce U3MMoJI3Ba

KakBo Tpsi6Ba 1a 3Haete, npeau Bue waun Barrero gere ma momyuure Zabdeno
Kak ce npuiara Zabdeno

BB3MOKHU HEXENTaHN PEaKIUuH

Kak na cpxpansBate Zabdeno

ChIbprkaHue Ha OTMIAKOBKATA U TOMBJIHUTEIHA HHPOPMAIIUS

KakBo npeacraBasiBa Zabdeno u 3a kakBo ce U3M0JI3Ba

Kakso npeacrasasia Zabdeno

Zabdeno e BakcuHa, M3MOJI3BaHA 3a 3al[UTa CPEILy BUPYCHOTO 3ab0/siBaHe ¢boia B Obele.
[Tpunara ce Ha Xopa Ha Bb3pacT | ToAWHA U TIO-TOJIEMH, KOUTO € Bh3MOXHO JIa BIISI3aT B KOHTAKT C
eboJa Bupyca.

Zabdeno ce npuiara KaTo mbpBa Ji03a OT 2-1030B KypC Ha BAKCHHHUpPaHe, 3a 1a Bu npeanasu ot
BHPYCHOTO 3a0ouisiBaHe ebosa, npudarHeHo oT Zaire ebolavirus, koiito e Bua dunosupyc. Tasu
BaKCHHa HsAMa Aa Bu npennasu ot apyru BUgOBe (QUIOBUPYCH.

Toii kaTo Zabdeno He chabpxa 15T e00Jia BUPYC, T HE MOXke 1a Bu 3apasu ¢ BUpycHOTO 3a0osiBane
eboia.

2-JI030BHSAT KypC Ha BAKCHHUPAHE CE ChCTOH OT:

mbpBa J103a ¢ BakcuHaTta Zabdeno,
mocjieIBaHa OT BTOpA J03a ¢ BakcuHata Mvabea okoio 8 ceaMuIu mo-KsCHO.

Jlopu citer KaTo cTe IpeMHUHAIN Kypc Ha BakcuHaIws ¢ Zabdeno u Mvabea, Tps6Ba 1a 6b1eTe MHOTO
BHUMATEJIHH, 32 J]a m30eTHeTe KOHTAKT ¢ €0oma Bupyca. KakTo mpu BCHYKN BaKCHHAIIMH, TO3U KyPC
Ha BaKCHHAIIMSA MOYKE J1a He 3all[MTH HAIThJIHO BCEKU OT BUPYCHOTO 3abosisiBaHe e6oJa.

2-11030BHAT Kypc Ha BakcuHupane Zabdeno - Mvabea tpsiOBa 1a ce u3mosi3Ba ChbIilaCHO OpUIIHATHUTE
MIPENOPBKH.
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Kakso npeacrasjasgaBa 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,

M3MPaXXHEHUSI, CITIOHKA, IIOBbPHATA MAaTEPHsI, MOT, KbpPMa, CIIEpPMa ¥ BarMHAIHH TEYHOCTH
Ha X0pa, 3apa3eHu ¢ edona Bupyca.

o Moske chIIo /1a ce 3apa3ute ¢ €00Ia OT MPEJAMETH, KOUTO Ca OMIIM B KOHTAKT C KPbBTA
WM TEeJICCHUTE TSUHOCTH HAa YOBEK WJIM JKUBOTHO, 3apa3eHH ¢ e0oa (KaTo Ipexu Win
MPEJIMETH 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 NPEAN3BUKA CHIIHO KbPBEHE (TEXKa XeMoparuyHa Tpecka). ToBa Moxe na

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

e [IppBUTE NpU3HALU U CUMIITOMH MOXKE 1a ObaT MOBUILIEHA TEMIIEPATypa, yMopa, c1abocT HiIu
3aMaiiBaHe U MYCKYJHU OOJIKH.

o ITo-kbCcHHUTE IMpu3Hal U CUMIITOMU MOJKE [1a BKJIFOUBAT KbPBCHE IO KOXKAaTa, B OPraHuTC Ha
TSJIOTO, KaTO HAapUMep YepHUst Apo0 uiu Ob0penuTe 1 OT ycraTa, OuuTe uin ymmre. Hakon
XOpa mnmojriydaBat TCXKa Juapus, pA3KO ClladaHC Ha KPbBHOTO HAJIATaHC UJIWM HaMaJIABaHC Ha
KPBBOCHA0/IIBAHETO HA OPTraHUTE B TSUIOTO (IIOK), KOETO MOXKE Jia MIPEU3BHKA CEPUO3HO U
TpafHO YBpeXXJaHe Ha Te3W OpraHH, TeKKa 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-II030BHAT Kypc Ha BakcuHupane Zabdeno - Mvabea crumyiiipa ecTeCTBEHHUTE 3alllUTHU CHUJIH Ha
opranu3Mma (MMyHHaTa cuctema). BakcuHara JieiicTBa, KaTo CTUMYJIMpA OpraHM3Ma Jia u3rpaxia
coOcTBeHa 3aiuTa (aHTUTENa) CPelly BUpyca, puunHsaBail nHpekmnusara edosa. ToBa 11e crioMortHe
3a 3alKMTa OT BUPYCHOTO 3a0oisiBaHe e0olia B Obele.

2. KakBo TpsioBa 1a 3Haete, npeau Bue win Bamero nere xa mosxyuure Zabdeno

3a 1a € CUTYpHO, Ye BaKCHHAIIMATA € MMOoAX0/1Ia 3a Bac i 3a Bamero niete, BaxHO € J1a KakKeTe Ha
Bammst niekap, ¢papmaneBT WM MEAUIIMHCKA 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
MEIMIMHCKA cecTpa 1a Bu 00scHST.

He npuiaraiite BakcuHarta, ako

e Bue unm Bamrero ACTE HAKOT'a CTC MMAJIM TCKKaA AJICPIUYHa pCaKIusd KbM HAKOC OT aKTUBHUTC
BEIIECTBA WIN KbM HAKOSI OT OCTaHAJIUTE ChCTaBKH, M30POEHH B TOUKA 6.

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

0bJe MpUIOKeHa BaKCHHATA.

Ilpenynpesxxaenus U npeanasHu MepKH

T'oBopere ¢ Barmwms jiekap, (hapMarieBT HIIM MEAWIIMHCKA CeCTpa, Tpeaun aa Obae nprmioxer Zabdeno,

ako Bue mim Bamrero nere:

® HJKOra CT¢ uMaJii TCXKKa anepqua peaKHI/Iﬂ ciacn npyra MHXXCKIIMOHHA BAaKCHUHA,

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

uMaTe MpoOJIeMH, CBBP3aHH C KbPBEHE MJIH JIECHO TI0Ty4YaBaTe CUHUHH,

B MOMEHTA MMaTe MOBHIIICHA TEMIIEpaTypa Uil HH(EKIIHS,

rpreMare JIeKapcTBa, KOUTO OTCIIa0BaT MMyHHATa CUCTEMa, KaTO HaIp. BUCOKA 7032
KOPTUKOCTEPOUIH (HAIP. MPETHU30H) WM XUMHOTEpanus (JIEKapCcTBa CPerry pak),
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e yMaTe ciaba UMyHHa cucTeMa, Hanpumep, nopanu XWB nadekuns umm 6oiect, KOsATO ce mpeaasa
B CEMEHUCTBOTO (TCHETUIHO HAPYIIICHHUE).

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 npuinokeHa Zabdeno.

AKO cTe M3II0KEHN Ha BUCOK PUCK OT KOHTAKT ¢ BHpyca e00a, MOXe Jia ce penopbya oycrep
BakcuHAaIMsA chC Zabdeno 3a Bac nim Bamero aere. ['oBopete ¢ Bamms nekap, ¢papmaneBT win
MEIUIHCKA CECTpa ako TOBa ce oTHacs 3a Bac nnu Bameto nerte.

Axo Ha Bac min Bamerto nete e mpuiokeHa caMo elHa OT BakcHHHUTE, Zabdeno mwin Mvabea, ToBa
MOJKE J1a OCHTYPH I0-cJ1aba 3aliiuTa KbM BUPYCHOTO 3a00J1sBaHe €00J1a, OTKOJIKOTO aKO ¢a MPHUIIOKCHH
U JIBETE BAKCHHU.

KaxTo npu BcHYKH BaKCHHH, 2-T030BHAT Kypc Ha BakcMHUpaHe Zabdeno - Mvabea Moxe 1a He
3alIMTH HAITBIIHO BCEKH YOBEK OT BUPYCHOTO 3a00isiBaHe €0oia, U He € U3BeCTHA
IPOABJDKUTEIIHOCTTa HA BPEMETO, IIPE3 KOETO CTE 3aIUTEHU.

e Xopara, Ha KOUTO € NPUJIOKEH 2-1030BHS KypPC HA BAKCHHHPAaHe, TPA0BA 1a NPOABJLKAT 2
B3eMAT IPeANa3Hu MEPKH, 32 1a H30erHaT KOHTAKT ¢ e00J1a BUpYC.

[IpaBumHOTO M3MIBaHEe Ha phIleTe Bu e Haif-e)ekTHBHATA MSIpKa Cpelly MPeJOTBpaTsIBaHE Ha
pa3npocTpaHeHUETO Ha OMACHU MUKpPOOH, KaTo ebosa Bupyca. ToBa HaMasiBa Oposi HA MUKpOOUTe
BBPXY PBLUETC U 110 TO3U HAYMH HaMaJIABa TAXHOTO pa3lpoOCTPpaHCHHUE OT YOBCK Ha YOBCK.

HauyunuTte 3a IpaBUIIHO U3MUBAHE HA PBLETE €A OIIMCAHU I10-A0IY.

o W3non3Baiite camyH U BoJa, KOraTto pbleTe ca MPbCHH WIH 3aMBbPCEHU C KPBB WU IPYTH
TenecHu TeuHocTu. He e HeoO6XoauMo J1a U3IoI3BaTe aHTUMUKPOOHU CaIlyHH 3a
WU3MHBaHE Ha pBIIETE.

. W3non3eaiite ne3nH(pEKTaHTH HA CIMPTHA OCHOBA, KOTaTo phlieTe He ca MpbcHU. He
M3M0J13BaiiTe Ae3UH(EKTaHTH HA CIMPTHA OCHOBA, KOraTo pblere Bu ca MpbcHU min
3aMBPCEHHU C KPBB WIH JPYTH TEJIECHU TEUHOCTH.

I[OKaTO CTC B 30HA, 3ac€raara oT 660.]'[8,, € BAXHO 1a n30srBaTe CIC€IHOTO:

o KoHTaKT ¢ KpBB U APYyIU TEJIECHU TEYHOCTHU (KaTO ypHHA, M3NPa’KHEHHUS, CIIOHKA, TIOT,
MOBbPHATH MaTEpUH, KbpMa, ClIepMa U BarMHAIHHU TEYHOCTH).

o IIpeameru (kaTo Apexu, MOCTEITHU NPUHAIIEKHOCTH, UM MM MEAULIUHCKO 000pyIBaHe),
KOUTO MOJE J1a ca OMJIM B KOHTAKT C KPBBTA WM TEJIECHUTE TEYHOCTH Ha 3apa3eH YOBEK.

] [MorpeOenus uiu morpedaaIHy PUTYyaIH, KOUTO H3UCKBAT KOHTAKT C TSJIOTO HA HAKOH, MOYHUHAI
ot ebomna.

o KoHTakT ¢ mpuiienu, npuMaTd 1 MaiMyHH WIX C KPBB, TEYHOCTH U CYPOBO MECO OT TE3H
’KUBOTHH (IMBEYOBO MECO) MJIM MECO C HEM3BECTEH IIPOU3XO/I.

o KoHTakT che criepMaTa Ha MBK, KOWTO € Oui 3apaseH ¢ ebona. TpsOBa na BonuTe O6e3omaceH

T0JIOB KMBOT, JJOKaTO BUPYCHT HE CE U3UUCTHU OT criepmarta. ['oBopere ¢ Bamus nexap,
(hapMareBT WM MEIUIIMHCKA CECTPa 32 ChBET OTHOCHO PO IBJKUTEITHOCTTA HA BOJICHETO Ha
0e3oraceH 1MoJI0B KHUBOT.

Jena nox 1-rogumHa Bb3pact
Jluncea npenopbka 3a ynorpeda Ha Zabdeno npu nena nmox 1-roauiiHa Be3pact.

Npyru JexkapcerBa u Zabdeno
TpsiOBa na kaxxere Ha Bamms nekap win gapmaneBt, ako Bue win Baiero fete mpuemare, HACKOPO
CTe MpUeMalli KK € Bb3MOXKHO JIa IPHEMATe JAPYTH JICKapCTBa WK BAKCHHH.

BpemeHHOCT M KbpMeHe

[locwBeTBaiite ce ¢ Bamms nexap wim gapmanesT, npeau Aa ObJe NpUIoKeHa Ta3d BakcHHa, ako Bue
nnu Bamara AbHIEPA CTC 6peMeHHI/I HJIN KbPpMUTE. HaHpaBeTe TOBa U aKO MHUCJIMTE, Y€ Bue nimn
Bamara nbieps Moxe aa cTe OpeMEHHHU WK IUIaHUpaTe OPEMEHHOCT.
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Ilodupane u padoTa ¢ MAIIMHH
Zabdeno HsiMa n3BecTeH eeKT BbPXY CIIOCOOHOCTTA 32 modHpaHe 1 padoTa ¢ MAIINHH.

Zabdeno cpabpika HaTpuii
Zabdeno ceabpixa mo-manko ot 1 mmol watpwuii (23 mg) Ha no3a ot 0,5 ml, T.e. Moke na ce Kaxe, 4e
NPaKTHYECKH HE ChIbPKa HATPUH.

Zabdeno cpabpika eraHos (AJIK0X0.1)
Tosa nexapctBo chabpprka 0,002 mg ankoxoun (eraHon) B go3a 0,5 ml. MaikoTo KOJIHYECTBO AIKOXOJ B
TOBA JICKAPCTBO HAMA Jla MMa HAKAKBU 3a0€1eKUMHU e(EeKTH.

3. Kak ce mpuiara Zabdeno

Bamusr siexap win MeJUIMHCKA CecTpa e HHKEKTHPAaT BaKCHHATa MyCKYJIHO (MHTpaMyCKyJIHa
WHXKEKIHUS) B TOpHATA YacT Ha pbKaTa Wik 0eIpoTo.

Zabdeno we TpsiOBa 1a ce MHKEKTHPa B KPHbBOHOCCH Ch/I.

2-71030BHSAT KypC HA BAKCHHUPAHE CE ChCTOM OT:

e ejHa 703a BakcuHa Zabdeno,

e T[IOCIIe/IBaHA OT €Ha /1032 BakcrHa Mvabea 0KoJIo 8§ ceAMHUIH MO-KBCHO.
Bamwsar nekap me Bu kaxe narata Ha BTopaTa BaKCHHA.

KakBo ko1u4ecTBO BaKCHHA 111e 0'b/Ie NPUI0:KkeHo Ha Bac unu Bamero nere
II'bpBUYHA BaKCHHALMS
e [IbpBa BakcuHaims cbc Zabdeno — ¢uakoH ¢ yepBena kanauka (0,5 ml).
e Bropa BakcuHanus ¢ Mvabea — ¢uakoH ¢ xbiara kanauka (0,5 ml), mocraBeHa okoJo
8 ceqmunm cien mbpBaTa BakCHHANUSA ¢be Zabdeno.

Zabdeno Mvabea

ﬂ'pra BaKCMHaUuA B'ropa BakKCUHaUuA

YepBeHa Kana4ka XKbITa Kana4ka

Na ce npunoxu cnen
oKono 8 cegMuum

Bycrep Bakcunanusa cbe Zabdeno (nonbiaHnTe/HA 1032 Zabdeno 3a 3acuiBaHe WiIH
NMO/THOBSIBaHe Ha eeKTa HA MpeIuIIIeH 2-1030B Kypc Ha BakcMHaus cb¢ Zabdeno u
Mvabea)

e bycrep BakcuHammsTa ce mpenopbuBa 3a Bac mim Bamrero niete, ako cTe U3710KEeHH Ha
BHCOK PHCK OT KOHTakT ¢ BUpyca e0oJia U CTe 3aBbPIIMIN 2-T030BHAT KypC Ha
BaKCHHHpAaHE MPeIu IoBede OT 4 mMecera.

o [lomwmraiite Bamms nekap nanu Bue nnu Bameto nere TpsOBa na nomydure 0ycTep
BaKCHHAITHSI.

ITo Bpeme Ha u ciex HHXKEKTHPaHEe Ha BakcHHATa Bamusat iekap mie HabmronaBa Bac win Bamerto
JIeTe 32 OKOJIO 15 MUHYTH MITK TIOBEYE, aKo € He0OXO0MMO, 32 TeKKa aJIePTUIHA PEaKIIHsL.
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Yka3anus 3a NMPUTOTBAHEC HA BAKCHMHATA - 3a MCAUMIMWHCKUTE U 3I[paBHU CIICTUAJIMCTH, Ca JaACHU B
Kpas Ha JIMCTOBKATa.

IIpu HenpenHaAMepPeHO WJIM UHKEKTUPAHe 10 HeBHUMAaHue Ha Zabdeno niau Mvabea

e Axo Ha Bac wnu Bamero nereTo no HeBHUMaHMe € puiiokeHa Mvabea kaTo mbpBa BaKCHHAIINSA,
Zabdeno e 0b11¢ TPIIIOKEHA KaTO BTOPA BAKCHHAIHS OKOJIO 8 CEIMUITH TTO-KHCHO.

Axo Ha Bac win Bameto meTeTo 1mo HeBHUMaHUE € IpuilokeHa Zabdeno kato mbpBa U BTOpa
BakcHHaIus1, Mvabea 111e Objie PIITIOKEHA OKOJIO 8 CEIMUITH Clie]] BTOpaTa BAKCUHAIIUS ChC
Zabdeno.

Ako Ha Bac wiu Bameto gere no HeBHUMaHKe € MPUIIokeHa Mvabea kaTo mbpBa U BTOpa
BakcuHaIms, Zabdeno mie 0bae MPHUIIOKEHA OKOJIO 8 CEAMMITH CIIE]] BTOpaTa BAKCHHAIIHS C
Mvabea.

Axo Ha Bac mimn Bameto meteTo He e mpuitoskeHa Mvabea 0Kkoiio 8 cemMuITy Ciiel BAKCHHAITHATA
cbc Zabdeno, roBopete ¢ Bamms nekap, papmaneBT WM MEAUIIMHCKA CeCcTpa, 3a a ObJe
MIpHUJIO’KEHa BTOpaTa BakcuHaIws ¢ Mvabea.

AKO NponycHeTe 4aca cH 32 BaKCHHAIMA cbe Zabdeno niau Mvabea

e AKko IpolycHETe yroBOPEHO IIOCEICHHE, KakeTe Ha Bamusd nekap U cu Hacpodere Ipyro
MOCEIICHHE.

e AKO IpoIycHEeTe TUTaHUpaHa WHXKEKIHsI, MOXe Jia He CTe HAITBJIHO 3al[UTeHH OT BUpyca eboa.

e AKO MMaTe HIKAaKBU JOI'BJIHUTCIIHA BBIIPOCH, CBBP3aHU C yHOTpe6aTa Ha Ta3u BaKCHUHa,
nonuTaiite Bamus nekap.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBA, Ta3 BAKCHHA MOXKE J1a NIPCAU3BHUKA HCKCIIAHU PCAKIINHN, BBIIPECKH Y€ HE
BCCKH T'U IIOJTy4aBa. IloBeueTo OT HEXKEIAHUTE PpC€aKu Bb3HUKBAT B PAMKHUTE Ha 7 JHH OT
HWHXCKTHUPAHCTO.

CJ'IC,I[HI/ITG HCXKCJIaHU PCAKIIUN MOKEC 1a Bb3HUKHAT IIPHU Bb3PAaCTHU.

MHoro 4ectu (Moxe J1a 3acerHat nosede oT 1 Ha 10 gymm)
00JIKa, 3aTOTUISIHE WM MOJlyBaHe Ha MSCTOTO Ha WH)KEKTHpaHe
yCelllaHe 3a CHJIHa yMopa

TJ1aBO0OJIME WIIM MYCKYJTHA O0JIKa

cTaBHa 0OJIKa

CTYJI€HHU TPBIIKU

Yectu (Moxe aa 3acerHar 70 1 Ha 10 xymmn)
® TIOBpBIIaHE

e ChpOEK HA MIICTOTO Ha MHKEKTUPAHE

® CHPOEK MO ISUIOTO TSIIO

® TIOBWINIEHA TEMIIEPaTypa

Heuectu (Moxe na 3acernat mo 1 va 100 xymm)
e 3amaiiBaHe
® 3a4YCpBABAHC U BTBBPJAABAHC KOXKaTa Ha MACTOTO Ha MHXKCKTUPAHE

CremuuTe HEXENAaH! PEAKITNN MOKE Ja BB3HUKHAT IPH JIeTla Ha Bh3pacT oT 1 1o 17 roguam.

MmHoro 4yectu (Moxe 11a 3acerHaT nosede oT 1 Ha 10 gymim)
e (o0JKa Ha MACTOTO Ha WH)KEKTHpaHe

e HaMalleHa aKTHUBHOCT

e HaMalleH aleTUT
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® DPa3Apa3HUTEIHOCT
e Yycell[aHe 3a CWJIHA yMOpa
e [may

Yectu (Moxe ma 3acersar g0 | Ha 10 xymmn)

MoJlyBaHe, ChpOEXK MITH 3a4ePBSIBAHE HA MSICTOTO Ha HHXKCKTHPAHE
MOBpBIaHEe

rajicHe

cTaBHa 0oIKa

MYCKyJTHa 00ITKa

MIOBHUIIIEHA TeMIIepaTypa

MPEKOMEPHO MOTEeHE

Peaxu (Mmoxe na 3acernar g0 1 Ha 1 000 mymm)
e rbpuoBe (IPUMAABIM) C TPECKA MIPU MAJIKHU JIeIIa.

CremuuTe HEXENAaHU PEAKIMU MOKE Ja Bb3HUKHAT MPH KbpMadeTa Ha Bb3pacT oT 4 10 11 mecemna.

MHoro yectn (Moe 1a 3acerHar nmosede ot 1 Ha 10 xymm)
pa3apa3HeHue

HaMaJeH aneTUT

MOBUIIICHA TEMIIEpaTypa

HaMajeHa aKTUBHOCT

00JIKa Ha MACTOTO HAa MHXKCKTHPaHE

Yectn (Moxe ga 3acerHar g0 1 Ha 10 xymn)
o IMoAyBaHC HAa MACTOTO HAa MHKXCKTUPAHC
L 3a4C€pBiABaAHC HAa MACTOTO HA MHIKCKTHPAHC

[ToBeueTo OT Te3u HEXKEIAHH PpCaKnuu Ca JICKHU 40 YMCPCHHU 11O UHTCH3UTCT U HC MIPOABJIZKaBaT AbJITO.

Cho0maBaHe Ha HesKeJIAHH PeaKINu

AKO MoJTyunTe HAKaKBU HEXEJIaHU JICKApCTBEHU peaklyy, yBeagomere Bamms nekap, GpapmaneBT nim
MeIUIMHCKA cecTpa. ToBa BKIFOYBA BCUUKU BH3MOXKHU HEOIMCAHH B Ta3H JINCTOBKA HEXKeJIaHH
peakuu. MoxeTe ChIIO JIa ChOOIINTE HEXKENaH! Peakluy TUPEKTHO Ype3 Hal[oOHATHATA CHCTeMa 32
CHOOIIIABaHE B:

W3nbiaHUTENHA areH1us 1o JeKapcTBara

yi. ,,JlamsiH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpoOmiaBate HexXeIaHU peakiiy, MOKETe Jia JaJieTe CBOs IPUHOC 3a MoJy4YaBaHe Ha TIoBeYe
WHOpPMAITUS OTHOCHO 0€301IaCHOCTTA Ha TOBA JIEKapCTBO.

5. Kak na chxpansiate Zabdeno

C’BXpaHHBaﬁTC Ta3W BaKCHMHa Ha MsACTO, HCJOCTBIIHO 3a JCIa.

WHdopmanus 0THOCHO ChbXpaHEHHETO, CPOKA Ha TOIHOCT, MIPHIIOKEHUETO U paboTaTa ¢ MpOIyKTa €
JlaZicHa B pa3jiena, IpeJHa3HaueH 3a MEIUIMHCKY CIIEUAIMCTH B Kpas Ha JIMCTOBKATA.

Bammusr JICKap Win @apMaueBT Ca OTTOBOPHU 3a CHXPAaHCHUETO Ha Ta3 BAKCHHA U ITPABUIIHOTO
H3XBBPJISAHC HAa HCU3IIOJI3BAHUSA NPOAYKT.
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http://www.bda.bg/

6. Cun)pma}me Ha ONnMaKoBKaTa U J0NIbJHUTEC/IHA m{(bopMamm

KakBo cbabpxa Zabdeno

Enna noza (0,5 ml) ceabpika:

e AKTHMBHOTO BEIIECTBO € AJICHOBUPYC THII 26, Koauparlil Zaire ebolavirus rimikonporenn BapuaHt
Mayinga*, ae mo-manko ot 8.75 1010 MHMEKITHO3HN € THHHITH
* Tlpomussenen B PER.C6 xneTku u upe3 pekomOuHanTHa JJHK TexHnomorms.

To3u mpoayKT chabpka reHHo Moandunupann Mukpoopraammu (I'MO).

e Jlpyrure chbCTaBKHU (IIOMOILIHH BEIIECTBA) Ca JUHATPUEB €1ETaT, €TAHOJ, XUCTUANHOB
XUIPOXIIOPUI MOHOXHUApAT, monucopbat 80, HaTpUEB XJIOPHU, 3aXapo3a, BOJA 3a WHKEKLUUH U
HaATpHEB XUIAPOKCHT (3a Kopekius Ha pH).

Kak m3raexaa Zabdeno u kakBo cbIbpiKa 0NaKOBKATa
Zabdeno e cycrieH3us B €1HO/1030B CTHKJIEH ¢uakoH (0,5 ml) ¢ ryMeHa 3amymanka 1 4epBeHO Kamaue.

BesiBeTHa 10 CBETIOKBIITA, OUCTPA IO CHITHO OIANICCIIEHTHA CYCIICH3HS.
Zabdeno ce mocTaBst B OIIaKOBKa, Chabpxkaiia 20 e1Ho1030BH (pIakoHa.

IIpuTexkaTes Ha pa3pelleHHETO 32 yNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

3a nonbaHUTETHA HHOPMAIIHS OTHOCHO TOBA JIEKapPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NPEICTABUTEN HAa MPUTEKATENsl HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com lt@its.jnj.com

Boarapus Luxembourg/Luxemburg
»JlKOHCBH & JxoHCchH boarapus” EOO/] Janssen-Cilag NV

Temn.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11
jjsafety@its.jnj.com janssen@jacbe.jnj.com
Ceska republika Magyarorszag
Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858

janssenhu@its.jnj.com

33



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

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

E\LGda
Janssen-Cilag ®appaxevtikn 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

France

Janssen-Cilag

Tél: 0800 25 50 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
BopvéPog Xotinmavaynig Atd
TmA: +357 22 207 700

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 1 610 300

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

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
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Latvija United Kingdom (Northern Ireland)
UAB "JOHNSON & JOHNSON" filiale Latvija  Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444
Iv@its.jnj.com medinfo@its.jnj.com

JlaTa Ha MOCJIeHO Mpepa3sriexaane Ha sucroBkaTta 07/2023.

Ta3u BakcHHa € pa3pelnena 3a yrnorpeda np ,,i3BbHpenHu o0cTosTencTBa™ . ToBa 03Ha4aBa, 4e 1Mo
HAYYHU ChOOPaKEHUS JI0 MOMEHTA HE € OMJIO BB3MOXKHO Jia Ce TIOIY4H IThJIHA WHPOPMAIIHS 32
nekapcTBoTO. Besika roguna EBponeiickata areHiiys mo JekapcraTa e U3BbpIIBa Nperjie Ha
HOBaTa WHGOpPMAITH 32 Ta3W BAKCHHA U Ta3W JIMICTOBKA CHOTBETHO IIIE C€ aKTyaIn3Hpa.

JApyru u3rouyHunu Ha nHpopmanus
ITonpoGHa ma(pOpManHs 3a TOBa JIEKapcTBO € MpeaocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
1o JiekapcTBata; http://www.ema.europa.eu

Ta3u nmucToBka € HannyHa Ha Bcuuky e3unn Ha EC/ENII Ha yeOcaiita Ha EBporeiickaTta areHIus mo
JIeKapcTBara.

ITocoyenara no-go0y uHgopmManus e NpeJHA3HAYECHA CAMO 32 MEAMIIMHCKH CIIeUATHCTH:

e KakTo npy BCHYKN WH)KEKIIMOHHH BAKCHHH, BUHArd TPOBa /1a ©IMa FTOTOBHOCT 32 MOAXOISIIO
JedeHue U HaOMoJIeHue B cilydail Ha aHa(WIaKTUYHA PeakLus Clle/l IPUIOKEHHETO Ha
Zabdeno. Xopara TpsiOBa J1a ce HaOJIIOJaBaT OT MEUIIUHCKHU CIICIIUATKCT B IPOIbDKCHUE HA
Hal-Manko 15 MUHYTU clell BAKCUHALUATA.

e Zabdeno He TpsiOBa jia ce cMeCBa B €/1HA CIIPUHIIOBKA C JPYTH JICKAPCTBEHU MPOIYKTH.

e B nukaksB ciay4ait Zabdeno we TpsioBa 1a ce mpuiiara BbTPEChI0BO.

e NmyHu3aiusTa TpsiOBa J1a ce U3BBPIIU Ype3 HHTPAMYCKYIHA (i.M.) HHKEKIHUs 32 PENopbYBaHe B
MHUIITHUIIATa B 00JIaCTTa HA IEJITOUIHHS MYCKYJ HIIH OepoTo.

e (e uiM AOpY TIPEN BAKCHHUPAHETO MOKE J1a HACTHITU CHHKOII (MPUIMAABK) KaTO MCUXOTeHHA
peakiys Ha yOoxaaneto ¢ uria. TpsiOBa qa ObaaT npeBUICHH IPOLETYPH 32
NpeoTBpaTsBaHEe HA HApaHsABaHE IPH IaJJaHe 1 3a OBJIAIsBaHE HA CHHKOIIA.

Yka3anus 3a npujiokeHue u padora

Zabdeno e 6e3uBeTHA 10 CBETIIO JKbJITA, OUCTPa 10 CHITHO OIAJICCIICHTHA CyCIieH3us. BakcuHara
TpsIOBa Ja ce mperiiefa BU3yaIHO 332 HaJTU4KUe Ha BUJIUMHU YaCTHIIM U MTPOMSIHA HA [IBETA MPEIN
npuioxkenue. OakoHbT TPIOBa Aa ce Mperiieia BU3yalHO 3a yKHATHHY WM HAPYIICHUS Ha
[EJIOCTTA Ha OMAKOBKAaTa, KATO HAIIP. IPU3HAIM HA OTBApsiHE, pe/u rpuitokenue. [Ipu Hannmuue Ha
HSIKOE OT TOPEMOCOYCHUTE He TIpUiIaraiiTe BAKCHHATA.

Cren xaTo BakCHHATa ce M3BaM OT (prsepa U ce pa3Mpasu, Ts TPsOBa Ja ce U3I0I3Ba He3a0aBHO HITH
na ce chxpansiBa B xuamuiHuK ipu 2°C 1o 8°C (Bxk. Touka 6.4). Crieq KaTo ce U3Baiu OT XJIaIUITHHKA
3a MPUJIOKEHUE, TS TPAOBa /1a ce M3MOI3Ba He3abaBHO.

BuumMarenHo cMeceTe ChIbpKaHUETO Ha (UIAKOHA, KAaTO IO BEPTHUTE B POALIKEHHE Ha 10 CeKyHTH.
He pasknamaiite. M3non3BaiiTe cTepuiHa Uria U CTEpUIIHA CIIPUHIOBKA 32 U3TEIJISTHE Ha LSLI0TO
ChIOBpKAHUE OT (hJIaKOHA 3a TMPIIIOKECHIE.

Wznon3BaiiTe oTAenHa CTEpUIHA UTJIa U CIIPHHLIOBKA 32 BCEKH YoBeK He e HeoOXoanMo Ja ce CMEeHSIT
UTJINTE MEX/Ty U3TETJISTHETO Ha BaKCHHATA OT (pIIakoHa M MHXKEKTHPAHETO, OCBEH aKO UTJiaTa He €
HOBpeieHa Win 3aMbpceHa.. OCTaHaJIOTO ChIbp)KaHNe BbB (DIIakoHa TPsiOBa 1a ce U3XBBPIIH.

Hewsnom3BaHUsAT JIeKapCTBEH MPOAYKT WU OTIIATIHYHATE MATEPHAIA OT HETO TPSAOBA Ja CE€ MU3XBBPIISIT
B CHOTBETCTBHE C MECTHHUTE M3UCKBaHMsI. [Ipy eBeHTyallHO pa3uBaHe MICTOTO TPSIOBA Ja ce
Je3nH(pEKIrpa ChC CPEICTBA C BUPYIHUIHA aKTHBHOCT CPEIIy aJICHOBUPYCH.
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Nndopmanus 3a cbxpaHeHue
He uznon3paiite Ta3u BakCHHA CJIE]l CPOKaA HA TOJHOCT, OTOENA3aH BhPXY KapTOHEHATa OMAaKOBKA CIICT
»EXP“u ,,['ogen 10:“. CpoKbT Ha TOAHOCT OTTOBApS HA MOCJICTHUS JICH OT TIOCOUYCHHUSI MeCell.

Ja ce Tpancnoptupa 3ampases npu -25°C 1o -15°C. Crex mony4yaBaHe NpoAyKThT MOXeE Ja ce
ChbXpaHsiBa, KaKTO € YKa3aHO MO-10JTy:

Ja ce cvxpansBa BbB hpusep mpu -85°C no -55°C ot muctpubyrtopa B ciydaii Ha ckiaaupane. Jlarata
Ha M3TUYaHe Ha CPOKa Ha TOAHOCT NpH chxpaneHue npu -85°C 1o -55°C e orneuarana BEpXy
(h1akoHa M BBHIIIHATA KAPTOHEHA OTaKoBKa cien ,,EXP“ u ,,['onen no®.

BakcunaTa MOXe CBIIO /1a Ce ChbXpaHsIBa OT AUCTPUOYTOpa WK KpalHHUS OTpeOUTeN BbB Qppusep npu
-25°C 1o -15°C ennokpatHo 3a nepuon a0 20 mecena. Cnen uzBaxkaane ot ppusepa Ha -85°C no
-55°C HoBara J1aTa Ha M3TUYAHE HA CPOKa HAa TOJHOCT TPSAOBA Ja Ce 3aluliie OT TUCTPHOyTOpa UiH
KpaiHus MOTpeOUTEN BHPXY BhHITHATA KAPTOHEHA OMAKOBKA U BAKCHHATA TPSOBA J]a C€ M3IMOJI3Ba T
nu3xBbpau caen 20 Mecena. Ta3u HOBa AaTa HAa U3THYaHE HA CPOKA HA TOTHOCT He TpsiOBa 1a Oble cuexn
IbpBOHAYAHATA J1aTa Ha U3TUYaHe Ha cpoka Ha TogHocT (,,EXP* u ,,I'ogen no*). [IppBonavanHara
JlaTa Ha M3THYaHE HA CPOKA Ha TOJHOCT TPsIOBa Jia ce 3aINYH.

BakcuHarta Moxke /1a ce ChbXpaHsBa OT JUCTPUOYTOpa WK KpaHHUS OTPEOUTEIN U B XJIAAUITHUK TIPU
2°C no 8°C emHokpatHO 3a mepuoA 1o 8 mecena. Crie n3BakJaHe Ha MPOAYKTA 32 ChXpaHEHHE MPH
2°C no 8°C nmaraTta Ha U3XBBPIISIHE TPsIOBa J1a Ce 3alMIle OT JUCTPUOYTOPA WK KpaiHHs MOTPEOUTEN
BbpPXY BbHIIHATA KAPTOHCHA OITAKOBKAa M BaKCHUHATa TpH6Ba Ja CC U3I10JI3Ba UJIU U3XBBPJIU B Kpas Ha
8-meceunns nepuos. Ta3u naTa Ha U3XBBPIITHE HE TPsiOBa 1a Obje cieq MbpBOHAYATHATA AaTa Ha
W3TUYaHe Ha cpoka Ha TogHocT (,,EXP“ u ,.I'omxen no*) nnm HoBata qaTta Ha M3THYAHE HA CPOKA HA
roAHOCT Npu cbxpanenue npu -25°C no -15°C. [IbpBoHavanHaTa qaTa Ha U3THYAHE HA CPOKA Ha
TOAHOCT W/WMJIM HOBATa JlaTa Ha U3THYAHE HA CPOKaA Ha TOIHOCT, OTPE/ICNCH 32 YCIOBHATA Ha
cpxpanenne npu -25°C go -15°C TpsadBa ga ce 3anuymn.

Cﬂe,ll pa3MpassaBaH€ BaKCMHATa HE MOKE 1a CC 3aMpa3sBa OTHOBO.
D1aKoHBT TpH6Ba Ja CC CbXpPaHsABa B OPUTI'MHAJIHATA OITAKOBKA, 3a J1a C€ MPEAIa3u OT CBCTJIMHA U a

CC MpOoCJICAU JaTaTa HAa U3THYAHE Ha CPOKAa HAa TOAHOCT WJIM Ha JlaTaTa Ha U3XBBPJIAHE IIPU
Pa3INYHUTEC YCIOBHA HAa CbXPAHCHUC.
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