MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



vTO3I/I JICKAPCTBCH MPOAYKT NOMJIC)KU Ha JOIIBJIIHUTCIHO Ha6J’IIO,Z[€HI/I€. ToBa 1€ IMO3BOJJIN 6"bp3OTO

YCTaHOBSIBAaHE HA HOBa MH(OPMAITHI OTHOCHO 6e30macHOCTTa. OT METUITHHCKHUTE CIICITAATICTH Ce

M3WCKBA J]a ChOOIIABaT BCSIKA MTOI03MpaHa HeKellaHa PeakIns. 3a HaunHa Ha ChOOIIaBaHe Ha

HEXEJIaHW PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JJEKAPCTBEHMUSI ITPOJAYKT

Mvabea naxexknmonna CYCIICH3UA

Bakcuna cpernry e6osna (MVA-BN-Filo [pekombunantaal) (Ebola vaccine (MVA-BN-Filo

[recombinant]))

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Enna nosa (0,5 ml) ceaspxa:

Moaudunupan Bupyc Vaccinia Ankara — Bavarian Nordic (Modified Vaccinia —Ankara Bavarian

Nordic Virus )*, xoauparr:

Zaire ebolavirus (EBOV) rmukonporenn (GP) Bapuant Mayinga (Zaire ebolavirus (EBOV) Mayinga

variant glycoprotein (GP))

Sudan ebolavirus Gulu Bapuant GP (Sudan ebolavirus Gulu variant GP)

Tai Forest ebolavirus mykneonporenn (Tai Forest ebolavirus nucleoprotein)

Marburg marburgvirus Musoke sapuant GP (Marburg marburgvirus Musoke variant GP)

He no-manko ot 0,7 X 108 undexuunosnu equnuuu (Inf.U)

* TlpousBeneH BbB GUOPOOIACTHH KIETKH Ha MUJICIIKA eMOpHOHH 1 upe3 pekomOunanTHa JJHK
TEXHOJIOTI'Usl.

To3u NpoayKT Chabprka reHHo Moauupann Mukpoopranuzmu (I'MO).

Tasu BakcHHA ChIBPXKA CIIEIU OT TEHTAMHIIUH (BXK. ToUKa 4.3).

3a IIBJIHUS CHUCHK Ha ITOMOIIHHUTEC BEUICCTBA BHXXTEC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
NHXeKIMOHHA CyCIIEH3Us

CBeTJ’IO)K’LJ'ITa, 6I/ICTpa a0 MJICYHOOsIa CyCIICH3UA.

4, KJIMHUYHU JAHHHA

4.1 TepaneBTUYHU NMOKA3aAHUSA

Mvabea, kato yact oT cxemara Ha BakcuHupane Zabdeno — Mvabea, e mokasana 3a akTiBHA
UMYHHM3AIMs 32 IPEBSHIMS Ha 3a00JIsiBaHe, IPUYMHEHO OT eboa Bupyc (Bua Zaire ebolavirus), npu

xopa >1-roaumntHa Be3pact (Bx. Toukn 4.4 u 5.1).

[Ipunaranero Ha cxeMaTa Ha BaKCHHUpaHe TPsIOBa Ja ObJie B CbOTBETCTBHE C OPHUIUATHUTE
MIPENOPBKH.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

Mvabea tps6Ba na ce mpuiara oT 00y4eH MEIUIIMHCKH CIICIHAIIUCT.



Mvabea e BropaTa BakCHHALUs B MPOoQUIIaKTUYHATA 2-1030Ba CXEMa C XETEPOJIOKHA BAKCHHA CPEIILy
e601a, KOATO Ce ChCTOM OT BaKCHHAIMS ¢he Zabdeno, moceasana ot Bropa BakcuHarms ¢ Mvabea,
NPUIIOKEHA MPUOTM3UTETHO 8 CEIMHIIM MO-KbCHO (BXK. Touku 4.4 u 5.1) (Bkx. KXIT Ha Zabdeno).

Jlo3upoBKa
II'bpBuYHA BaKCHHALMSA
Ioza (0,5 ml) Bakcuna Zabdeno (daakoH ¢ 4yepBeHa Kammayuka) TpssOBa [a ce MPIIOXKH KaTo IbpBa

BakcuHanus (Bx. KXII na Zabdeno).

Ho3za (0,5 ml) Bakcuna Mvabea (¢paakoH ¢ xbiTa Kanauka) TpsiOBa J1a ce MPUIIOKH KaTo BTOpa
BaKCHHAIMS MPUOIN3UTETHO 8 CeAMULIM Clie]] TbpBaTa BakCHHALUs cbe Zabdeno.

Zabdeno Mvabea

I'I'bpsa BakcUHauKnA BTOPa EaKCUHaUKWA

i€pBEHa Kanaika KBMTa Kanayka

[a ce npunoxwv npuénuamTenHo
cnea 8 ceamuum

—

Bycrep Bakcunanus cbc Zabdeno (mpu xopa, KOUTO NPeAN TOBA €a MOJYYWJIH 2-1030BaTa cXeMa
3a mppBHYHA BakcuHanus Zabdeno — Mvabea)

Xopa, KOUTO Mpey TOBa ca 3aBBPIIMIN 2-1030BaTa cCXeMa Ha TbPBUYHA BAaKCHHAIHSA, MOXE 12
nonydat Oyctep mo3a Zabdeno. KaTto npeanasHa mspka Oyctep BakcuHarms cbe Zabdeno ce
IpenopbyBa IIPH XOpa, U3JI0KEHN Ha HETIOCPEIICTBEH PUCK OT EKCIIO3UIMS Ha BUpyca edoia u ca
3aBBPIIUIN 2-]1030BaTa CXeMa Ha MbPBUYHA BAaKCUHAIIMS MTPEIU MoBeYe OT 4 Mecena (BX. TOuku 4.4 u

5.1).

Kopurupamm Mepku npu HempaBUJIHO MPUJIOKEHUE
Axo Mvabea ce npuiIoXu 110 HEBHUMAaHHUE KaTo bPBa BAKCUHAIIMS, IPEIIOPhYBA CE MPUIIOKECHUE Ha
Zabdeno kato BTOpa BaKCHHAIHSI TPUOIU3UTETHO 8 CEIMHUITH MO-KBCHO.

Axo Zabdeno ce mpuiioku 0 HEBHUMaHKE KaTo IThPBa M BTOpa BaKCHHAIWSA, TPETOPHUBA CE
JOIIbJIHUTCIIHA I/IMyHI/ISaI_H/IS{ C Mvabea HpI/I6J'II/I3I/IT6J'IHO 8 CECAMUIU CIIEL BTOpaTa BaKCHUHaAUs CbC
Zabdeno.

Axo Mvabea ce puioXu 1o HEeBHUMaHUE KaTo IIbpBa U BTOpPa BAaKCHHAIIMS, IPETIOPHYBA CE
JOIIBJIHUTEHA UIMyHH3aLus cbC Zabdeno npuOan3uTeHO § CeAMULM ClIe]] BTOpaTa BaKCHHALIUS C
Mvabea.

Axko BropaTa BakcuHauus (Mvabea) B cxemara ce 3a0aBy TIOBeU€ OT MPETNOPHUNTETHUTE § ceAMULIU
cien mbpBaTa BakcuHanus (Zabdeno) B cxemara, BakcuHaTa Mvabea TpsiOBa 1a ce IpUI0KHU
HE3aBHUCHMO OT BPEMETO, W3MHHAJIO CJIe]T TbpBaTa BakcuHalus ¢be Zabdeno (Bx. Touka 5.1).

HequaTpuyna nomyaanus

Jlena Ha Be3pact ot 1 no 17 roguaun

Jlo3upoBKaTa IpH Jietia Ha Bb3pact oT 1 10 17 ToauHu e chlilata KaTto MMpu Bh3pacTHUTE. (BK.
Toukn 4.8 u 5.1)



Kbpmauera Ha BB3pacT moa 1 roanHa

EdukacHoctTa Ha 2-1030BaTa cXeMa Ha MbPBUYHA BAKCHHAIIMS PU KbpPMadeTa Ha Bb3pacT <l roguHa
HE ¢ ycTaHOBeHa. KIIMHUYHUTE TaHHY ca onrcaHu B Touku 4.8 1 5.1, HO IPEnopbhKY 3a T03UPOBKATA
He Morar fa ObaaT JafcHH.

IMonysanusi B cTapyecka Bh3pacT
He e HeoOxoiMMo KOpHUTHpaHe Ha JJo3aTa IPH X0pa B cTapyecka Bb3pacT >65 rouHu.

Xopa ¢ HIV-unpexnus
He e neoOxoaumo kopurupane Ha go3arta npu HIV-undekrupanu xopa ¢ uHbEKIHs, KOHTPOIUPaHa

MOCPE/ICTBOM aHTHPETPOBUPYCHA Teparus (BXkK. Touka 5.1).

Hauwn Ha npunoxeHue

Mvabea tps6Ba na ce mpuinara uaTpamyckyaHo (i.m.). [IpeanoyntaHoTo MICTO € JSATOUTHUAT
MYCKYJ Ha MUIIHHLIATA. HpI/I IMO-MaJIKUTC Acua AOIMYCTUMUTEC MECTA 3a MHTPAMYCKYJIHAa MHXCKIUA Ca
o0JacTra Ha JENTOMIHUS MyCKYJI Ha phKara WM aHTepoJiaTepaaHaTa yacT Ha O6eIpoTo.

He npunaraiite Ta3u BaKCMHA MHTPABEHO3HO WJIM MOJKOXKHO.

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

3a mpe/na3HuTe MEepKH, KOUTO TPsiOBa Jia ce peAnpreMar Mpe/ i MPUIaraHeTo Ha BAKCUHATA, BHXKTE
Touka 4.4.

3a npeanasHUTe MEPKU IIPU pa3MpassBaHe, padoTa M U3XBbPJISHE Ha BaKCHHATA BHXKTE TO4YKa 6.6.
4.3 TIIpoTuBomoKa3aHus

CBp’LX‘lyBCTBHTeJ’IHOCT KbM aKTHBHOTO BCIICCTBO UJIM KbM HAKOC OT IIOMOIIHUTEC BCIICCTBA,
I/I36pOeHI/I B TOYKa 61, WK KbM CJICAHU OT IMHUJICIIKHU WU SIHYeH MMPOTCHUH U I'CHTAMUIIVH.

4.4 CneuuajHu npeaynpe:kaeHus U NpeanasHu MepKH MpM ynorpeda

IIpocneaumoct

3a fa ce moIo0pH MPOCIETUMOCTTa Ha OMOJIOTHYHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MTAPTHTHUST
HOMEp Ha MPWIOKEHUS MPOIYKT TPSOBA SICHO JIa CE 3aIMCBaT.

CBpPBXYYBCTBUTEIHOCT

Crien BakCHHAIVSL C€ IPENOPHYIBA BHUMATEITHO HAOITIOICHNE 32 paHHU IPHU3HAIN Ha aHA(PWITIAKCHS
win aHaWIAKTOUIHU peaknuu. KakTo mpyu BCHYKM MHXKEKIIMOHHHA BaKCHHU, BUHATH TPAOBa Jla MMa
TOTOBHOCT 32 TOJIXO/IAIIO JICUeHNE U HaOII0IeHNE B CITydall Ha pelku aHAWIAKTUIHH PEAKIUY CIIe]T
MIPIIOKEHUETO Ha BaKCHHATA. XO0paTa TpsSOBa 1a ce HabIro1aBaT OT MEIUITMHCKY CTICTIHAIIACT B
MPOIBIDKCHNE HA HAl-MaJIKo 15 MUHYTH Clie]] BAKCHHAIIASTA.

Peakium, cBbp3aHH C TPEBOKHOCT

Peaknun, cBbp3aHU C TPEBOKHOCT, BKIFOUUTEITHO BA30BATAIHHA PEAKIIMH (CHHKOI ), XUIIEPBEHTIIIAIIS
WJIM peaKIuy, CBbP3aHU ChC CTPEC, MOXKE J1a Bb3HUKHAT BbB BPb3Ka C BAKCUHAIIMS KATO IICUXOT€HHA
peakmusi KbM YOOKIaHETO ¢ UTJiaTta. BaxxHO € /1a ce B3eMarT Ipearna3Hil MEpKH 3a U30sSTBaHe Ha
HapaHsIBaHE TIPH MPUTIATBK.



TpoMOOLUTONCHUS ¥ HAPYIIICHUS HA KOAryJIalusTa

Baxkcunara Tp}l6Ba Ja C¢ npujara ¢ mOBUIICHO BHUMAHUC IIPU XOpa C TpOM6OHI/ITOHeHI/IH W Apyro
HapylI€HUC Ha KoaryJjanusiaTa, 3alll0OTO IIPU TaKKMBa XOpa MOXKE /1a HACTHIIU KbPBCHC UIIN o6pa3yBaHe
Ha CHHUHU CJICA UHTPAMYCKYJIHO IIPUJIOKCHHUC.

CrropreTBaiio 3a0oisaBade

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH XOPa, CTPAIAIITH OT OCTPO TEKKO (HeOPHITHO 3a00IIIBaHE FITH
octpa HH(]EKIHsI, OCBEH aKo 1oJ3aTa OT He3a0aBHATa BaKCHHAIUS HE HAJAXBBHPIIS OTCHIIMATHUTE
puckoBe. Hannunero Ha He3HaYnTeTHA MH(GEKIIUS W/WIY JICKO TIOBHIIICHA TeMIIepaTypa He TpsOBa aa ¢
MPUYHHA 32 OTJIaraHe Ha BaKCHHAIIMATA.

MMyHOKOMIIPOMETHPAHHU X0pa

Be3omacHOCTTa 1 IMyHOTEHHOCTTA Ha cXxemara Ha BakcuHupane Zabdeno - Mvabea He ca orieneHn
I[P UMYHOKOMIIPOMETHPAHHU XOpa, BKIIIOYUTCIIHO X0pa, IToJIydaBalllkid UMYHOCYIIPCCHUBHA TEpaIius.
[Ipy IMyHOKOMITPOMETHPAHHUTE 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 BAKCMHUPAHE, € HCU3BECCTHO.

[Mopaau Jurca Ha TEPEHHU JaHHH 3a €DUKACHOCT, POTEKTUBHUAT €(EKT Ha CXeMaTa Ha BAKCHHHPAaHE
IPU XOpa € U3BEJCH Ype3 OTHACSHE Ha JaHHHWTE 33 UMyHOTCHHOCT IIPU XOpa KbM JTaHHHUTE 3a
HMYHOTCHHOCT ¥ €(hHKACHOCT, MOJyYeHH IPU HeYOBEKOmo00Hu mpumMaTu (immunobridging) (Bx.
Touka 5.1).

AKo e puITo’KeHa caMo eHa oT Bakcuaute, Zabdeno uian Mvabea, ouakBa ce epukacHOCTTa J1a Ob/e
HaMaJieHa B CpaBHEHHUE C 2-71030BaTa CXeMa Ha BAKCHHHPAHE.

CxeMata Ha BAKCHHUPaHE MOJXE Jla HE 3alllUTH BCHUKH X0pa OT 3a00JisiBaHe ¢ BUpyca edoina (Bua
Zaire ebolavirus) u ne 3amecmea npednaznume mepKu 3a u30a26ane HA eKCNOZUWUSL HA BUPYCA
ebona. BakcuHupanute Xxopa TpsAOBa Jia ce MPUIBPIKAT KbM JIOKATHUTE PHKOBOJICTBA U MPEMOPHKH 32
MPEBEHIIMS UITK JICUCHHE TIPU SKCIO3UIINS Ha BUpyca eboa.

Cxemarta Ha Bakcuuupane Zabdeno - Mvabea ne Tps6Ba 1a ce 3amo4Ba 3a Ipo(HITakTHKa CpETILy
BHpyca eboJia clie]l EKCIIO3HIIHS.

HDOI[’LIDKI/ITGHHOCT Ha IIPOTCKIIMATA

[IpogpmKkUTETHOCTTA HA IPOTEKIMATA € Hen3BecTHA. Jloka3aHo e, ue Oycrep no3a Ha Zabdeno,
NPUIOKEHA Ha pa3IndHN MHTEPBAJIH CJIe/ 3aBbpIIBaHE HAa TbPBUYHATA cepHst cbe Zabdeno u Mvabea,
MpeIM3BUKBA aHAMHECTHYEH OTrOBOp (BK. Touka 5.1). Karo npeamnasHa mapka Oycrep BakCHHAITHS
chbC Zabdeno TpsOBa J1a ce uMa MPEABUI IPU X0Pa, U3JI0KESHH HA HETIOCPEACTBEH PUCK OT EKCIIO3UIIUS
Ha BUpyca €00J1a, HalpuMep MEIUIIMHCKH CIICIHAIMCTH U X0Pa, )KUBECIIU WK IToceaBaliy 001acTu
ChC CHINIECTBYBAIO0 B MOMEHTA OTHUIIE Ha 3a00Js1BaHe ¢ €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 BAKCHHUPAHE He € TpeIHA3HAuCHa 32 PEI0TBPaTIBaHE HA 3a00IABaHNS, IPUUNHEHU OT
GbuToBMpYCH, pa3TUUHU OT Buaa Zaire ebolavirus.



Harpuit

To3su nekapcTBeH MPOAYKT ChABPXKA Mo-Manko oT 1 mmol Hatpwmii (23 mg) Ha 103a, T.€. MOXKeE Ja ce
Ka)ke, 4e TPaKTHYECKH HE ChABbPKa HATPH.

45 B3auMmopeiicTBHE ¢ IPYrd JeKaAPpCTBEHH MPOAYKTH U APYru (popMH Ha B3auMojeiicTBHe

Be3omacHOCTTa, HUMYHOT€HHOCTTA M epUKACHOCTTA IIPH €IHOBPEMEHHO TpIiIOKeHrne Ha Mvabea ¢
JIPYTH BaKCHHU HE Ca OIIEHSABAHU U ITOPaH TOBA €MHOBPEMEHHOTO MPHUIIOKEHHIE HE CE IIPETIOphUBa.

Axo Mvabea TpsiOBa fa ce mpuiara e IHOBPEMEHHO ¢ Apyra(1) HHKEKITHOHHA(H) BakCHHA(H), TOraBa
BaKcHHaTa(WTe) TpsOBa BUHATH J]a Ce IpUjlaraT Ha pa3InyHA MecTa Ha WHKeKkTupane. He cmecBaiite
Mvabea ¢ apyra BakcHHa B €IHa ¥ ChIlla CIPUHIIOBKA MK (DIaKOH.

4.6 @epTHINTET, OPEMEHHOCT U KbpMeHe

BbpemeHHocT

JIunicBat maHHu OT ynotpebara Ha Mvabea npu OpeMeHHH KEHH.

[IpoyuBaHUATA IPU KUBOTHU HE MOKA3BAT MPEKH WM HETPEKU BPEIHU €PEKTH, CBbP3aHH C
pernpoaykTuBHA TOKcH4HOCT. Cxemute Ha BakcuHarms Zabdeno - Mvabea npenu3ssuksar npu
MaiKHTe U3MEPUMH TUTPH Ha crienn(UIHN aHTHTENa cpeiry ebona Bupyca (EBOV) GP, kouto ce
npenasar Ha gyryca (Bx. Touka 5.3).

Karo npeamna3sa Mspka € 3a IpeAnovYnTaHe ja ce n3dsarea BakcuHaims cb¢ Mvabea o Bpeme na
OpemenHOCT. Bppeku ToBa, KaTo ce MMa MPEBHL TeXKECTTa Ha 3200 SIBAHETO, IPETU3BUKAHO OT
eboua BUpyC, BAKCHHAIMATA HE TPsIOBa J1a OTiara, Koraro MMa KaTeropuieH PUCK OT eKCIIO3UIIUS Ha
nH(eKnus ¢ e0ona BUPYC.

KespMmene

He e u3Bectro nanmu Mvabea ce ekckperrpa B KbpMaTa.
He Moke 51a ce M3KIIF0OYHU PHCK 32 HOBOPOJICHUTE/KbpMaUueTaTa Py KbPMEHE OT BAKCHHUPAHH MaKH.

Kato npeamna3sHa MsapKa € 3a MpeANnOYruTaHe aa Ce Hn30rBa BaKCHHausA CbC Mvabea no BpEMC Ha
KbpMCHE. B’I)HpeKI/I TOBA, KaTo C€ MMa NpCABU TCIKECTTAa HA 3360HHB3H6T0, MMpE€AN3BUKAHO OT BUpPYyCa

ebouia, BakcHHAINMATa He TPsIOBa J1a OTJiara, KOraro nMa KaTeropuieH pUcK OT EKCIO3UIHS Ha
nH(peKnus ¢ edona BUpYC.

Deprunurer

Jlurcear nanHu 3a GpepTuikTeTa mpu xopa. [IpoyuBaHe Ha cxemuTe Ha BakcuHupane Zabdeno -
Mvabea 3a penpoyKTHBHa TOKCHYHOCT TIPH )KUBOTHU HE ITOKa3Ba JaHHU 32 YBPEICH (PEPTUIUTET MPU
xeHckute. [IpoyduBanusiTa 3a 00111a TOKCHYHOCT HE MOKa3BaT eeKTH BbPXY MBXKHUTE TIOJIOBH OPraHHy,
KOHMTO OMXa MOTJIM J]a YBPEISAT MBXKHs (pepTHiuTeT (BXK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTa 32 modupaHe U padoTa ¢ MAIIUHA

Mvabea usima u3BecTeH eheKT BbpXy CIOCOOHOCTTA 3a modupaHe U paboTa ¢ MaITHHH.

4.8 Hexenanu JieKapCTBeHH peaKuH

O0600mmenre Ha npoduiia Ha 6E30aCHOCT

Haii-decTute nOKaTHU HEXENaHU peaKlnu, ChOOIICHN NIPU Bh3PACTHHU, HA KOUTO € MPUIIOKEHA
Mvabea, ca 6onka (45%), 3atorisae (20%) u omysane (10%) Ha MsCTOTO Ha HMIXKeKTHpaHe. Haii-



YECTHTE CUCTEMHH HEXKelNaHu peakuuu ca ymopa (30%), muanrus (26%) u aprpanrus (16%).
[ToBeueTo HexeTaHU peakIuy Bb3HUKBAT B pAMKHUTE Ha 7 JTHU CJIC]] BAKCHHAIIMATA U Ca JICKHU JIO
YMEPEHHU TI0 TSKECT U C KPaTKa MPOABIDKUTEITHOCT (2-3 THU).

Haif-gectaTa mokaaHa HexelaHa peakIus, ChOOIIeHa IIPH Iela Ha Bh3pacT oT 1 mo 17 rogwHm, Ha
kouto ¢ mpuioxkeHa Mvabea, e 6onka (21%) Ha MACTOTO Ha MHKeKkTUpaHe. Haii-uectara cucremMHa
Hexenana peakuus € ymopa (11%). IloBedero HexxenaHu peakIui Bb3HUKBAT B pAMKHUTE HA 7 JTHU
cien BakcuHaIusATa. [loBeueTo HeXkemaH peakiiy ca JIEKH 0 YMEPEHHU 0 TEXKECT U ¢ KpaTKa
IPOABILKUTENHOCT (1-3 1HH).

[Mupexkcust ce choOIABA TTO-UECTO MPH MO-MAIKUTE Jela Ha Bb3pacT oT 1 1o 3 rogunau (8%) u ot 4 10
11 ronuuu (4%) B cpaBHEHHME C FOHOIINTE Ha BB3pacT oT 12 mo 17 rogunu (2%) u Be3pacTanTE (4%)).
YecroTara Ha MAPEKCHS MPH MMO-MATKUTE JIela € MO-MajiKa OT HaOJIr0/laBaHaTa B KOHTPOJIHATA TPYIIa C
maane0o.

IIpodurst Ha GezomacHocT Ha Mvabea mpu gema Ha Be3pact oT 1 10 17 roguHM KaTo ISIo € MoI00eH
Ha HaOJ01aBaHus IIPH Bb3PACTHHUTE.

[IpoduabT Ha Ge3omacHOCT HA Mvabea mpu KppMadeTa Ha Bb3pacT oT 4 10 11 mecema kaTo 1510 €
nono0eH Ha To3u, HaOJII0aBaH Py Jelia Ha Bb3pacT oT 1 1o 17 ronunu. B pannomusupanara,
KOHTPOJIMPaHa C aKTUBHO BelecTBO (paza Ha kmMHUYHOTO m3nuTBane EBL2005 ca BkiroueHH

75 y4acTHHUIM B 2-1030BaTa CXeMa 3a IbPBUYHA BAKCHHALIHS.

CruchbK Ha HEXKEIIAHUTE PCaAKIIUU B TabanYeH BUJ

Hexenanure peakitiu, HaOIOJaBaHK 110 BpEME Ha KIMHUYHKUTE TPOYIBAHHUS, Ca M30POEHH MO-10JTy
IO CJICJIHATE KaTErOPUH M0 YeCTOTA:

MHoro vectr (>1/10);

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

Heuect (>1/1000 mo <1/100);

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

B PAaMKHUTC HA BCsAKA KATCropus MO 4€CTOTA HEKCIIAHUTE pCAKIINU Ca MPEACTABCHU 110 pC1a Ha
HaMaJIsaBalla CEPUO3HOCT.

Bwv3pacmuu
B Tabnuna 1 ca mokazaHu HEXENaHUTE PEaKIUK, ChOOIIEHU OT KITMHUYHY U3MUTBAHUS MTPU

BB3PACTHH.

Ta6auna 1. Hexkejanu peakuum, CL00IIeHH PH BH3PACTHH cJiel BakcuHanus ¢ Mvabea

CucreMo-oprasen kJjac YecToTa Hesxenanu peakuun
Cmomawno-upesnu napyuieHus 4eCTH MOBpBIIAHE

Hapywenus na xooicama u HEYeCTH cbpOex

NOOKONCHAMA MbKAH

Hapywienus na MycKkyiHo-ckeiemnama | MHOTO 4eCTH MUAITHs, apTPAITHS
cucmema u cbeOUHUMeIHama mvKam

Obwu napywienus u egpexmu Ha MHOT'0 YECTH yMopa, 00JIKa Ha MSICTOTO Ha
MACMOMO HA NPULOJCEHUE WHXKEKTUpaHe, TIoyBaHe Ha

MSCTOTO Ha MHKCKTHUPAHE,
3aTOIINIAHC HAa MACTOTO Ha

WHXEKTUPaHE

4ecTH CchpOEXK HA MSCTOTO HA
WHXEKTHPaHE

HEYECTH WHIypauus Ha MICTOTO Ha

HWHIKCKTHUPAHE, CPUTEM HA MACTOTO
Ha WHXXCKTUPAHC




leya na svspacm om 1 0o 17 coounu
B Tabuuiia 2 ca moka3aHu HE)KETaHUTE PEaKIii, ChOOIICHN OT KJIMHHUYHU U3IMTBAHUS TP Jela Ha
BB3pacT oT 1 1o 17 rogunu.

Tab6unua 2: HexxejlaHu peakuuu, ChOOIEHH MPH Jiella Ha Bb3pacT oT 1 10 17 rogunm ciien
BakcuHamus ¢ Mvabea

CucremMo-opranes Kjiac YecroTa Hexes1aHu peakuuu
Cmomawmno-upesHu napyuleHus 4eCTH HOBpbILaHe"
Hapywenus na myckyino-ckenremnama | 4eCTH MUAITHS, apTPaITHS
cucmema u CbeOUHUMeIHama MmovKaH
Obwu Hapywenus u eghekmu Ha MHOT'O YECTH yMmopa, 00JIka Ha MSICTOTO Ha
MACMOMO HA NPUNOICEHUE WHXKCKTUpaHEe
4ecTH MUPEKCUs, CTYJACHU TPBIIKH,
ChpOEK Ha MACTOTO Ha
UHXCKTUpPaHe, O JyBaHe Ha
MSICTOTO Ha WHXKEKTHpaHe, CPUTEM
Ha MSACTOTO HA MH)KEKTUPAHE

2 TloepsInane ce ChOOIARA MO-YECTO TIPH Jela Ha BB3pacT 12-17 rofuHy B cpaBHEHHUeE C Jella Ha BB3pacT 1-4 u 5-

11 ropuHu (BBHIIHO crioHCOpupaHo npoyuyBane EBL2004).

Kvpmavema na ev3pacm <I 2o0una

ITpu kppMmaueTa Ha Bb3pactT ot 4 10 11 Mecena (m.e. u36bH NOKA3AHUEMO 3d 8b3PACMMA) CE
ChOOIIABaT HEXKEIAHU PeaKIuu ciiel] BakcuHaius ¢ Mvabea (EBL2005). TTo-uecTo ce cho0raBa 3a
pa3ApasHUTEIHOCT (YECTOTa: MHOTO YECTH), a APYTHTE CHOOIIEHHN HEKENaH! Peaklnu ca (4ecToTa:
YEeCTH): HaMaJIeH alleTUT, HOBPBIIAaHe, MUPEKCHs U O0JIKa Ha MSCTOTO HA MHKEKTHPAHE.

Crol1aBane Ha IOJ03UPAHU HEXEIaHU PEAKIIUH

Cpo0ImaBaHeTo Ha MOIO3MPaHU HEXKEJIaHU PEAaKLUH CIIe]] pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEHUS
HPOJYKT € BayKHO. ToBa 03BOJIsIBA 1a MPOABIKY HAOIIOICHUETO Ha ChOTHOIIEHUETO 110J13a/pHUCK 32
JieKapcTBEHUS MPoAYKT. OT MEAULIMHCKUTE CIIEUAIMCTH CE€ M3MCKBA Ja ChOOIIaBaT BCAKa
N0JJ03MpaHa HeXelaHa Peakiysl Ype3 HallMOHAIHATa CHCTeMa 3a ChOOIIaBaHe B:

W3nbiaHUTENHA areH1us 1o JeKapcTBara

yi. ,,JlamsiH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 TIlpemo3upane

Hsma cphoOmienu ciiyyan Ha Mpejo3upaHe.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 dapmakoaMHAMMYHU CBOiicTBa
dapmakorepaneBTuuHa rpyna: Bakcunu, apyru Bupycuau Bakcunau, ATC koa JO7BX02

MexaHu3bM Ha IEWCTBUE

Mvabea e pekoMOMHAHTHA, HEPEIUIMKHPAIIA CE B YOBEIIKHUTE KICTKH MMOJHUBAJICHTHA
NpOTHUBO(HIOBUPYCHA BEKTOpHA BakcHHa, Moauduipan Bupyc Vaccinia Ankara - Bavarian Nordic
(MVA-BN), koiito koaupa Zaire ebolavirus sapuant Mayinga GP, Sudan ebolavirus Gulu Bapuant
GP, Tai Forest ebolavirus mykmeonporent, Marburg marburgvirus Musoke sapuant GP. EBOV GP,
koupan ot Zabdeno, e 100% xomosoxeH Ha To3u, koaupan ot Mvabea. Cren npuinoxenne EBOV
GP ce excripecupa JIOKaJIHO M CTUMYJIMPAa UMYHEH OTTOBOP.


http://www.bda.bg/

EdukacHoct

[1pu numncara Ha JaHHH 32 €PUKACHOCT OT KIMHUYHHU MTPOYYBaHMs, e(UKACHOCTTA Ha 2-1030BaTa
cXeMa Ha ITbPBUYHA BaKCHHAIIMS € OLICHEHa Ype3 NpoBOKalMoHHU npoy4Banus (Challenge studies)
npu HeyoBekomomoouu npuMaTy (NHP, meiroomamary makaru, Macaca fascicularis), maii-
IOIXOISIINS YKMBOTHHCKH MOJICIT Ha 3a0osBane, npuunaeHo oT EBOV. 2-no30BaTa cxema Ha
I'bPBUYHA BaKCUHAIIMS, IPUJIaraHa Ha UHTEPBAJI OT 8 CEIMMIIH, € MPOTEKTHBHA 0 IIbpPBA 71032 OT

2 X 10° Bupycun wactum (BY) Zabdeno B kom6unanus ¢ 1 x 108 Inf.U Mvabea npu mozen ¢
npenu3BUKBaHe Ha MMyHoreHHa peakuus (challenge model) ¢ etanen u3xom Ipu HHTPAMYCKYJITHO
umkekrupane Ha EBOV Kikwit mpu NHP. Xymopanuute uMyHHH OTTOBOPH, U3MEPEHH Ype3 HUBOTO
Ha EBOV GP-cBbp3BamuTe aHTHTENA, CUIIHO Kopenupart ¢ npexusseMmoctTa pu NHP. 3aknmrouenus
3a MPOTEKTUBHUA ¢PEKT IPU XOpa ca HallPaBeHH Ype3 CPaBHEHUE Ha KOHIeHTpaluuTe Ha EBOV
GP-cBbp3BamuTe anturena (immunobridging).

KinnHnuuga IMYHOTE€HHOCT

[Tpu nunicata Ha JaHHH 332 €PUKACHOCT OT KIMHUYHH MPOYYBaHUS 3aKIIOYCHUS 32 TPOTEKTHBHUS
e(eKT Ha BaKCHHATa ca HAIPaBEeHH Bb3 OCHOBA HA TaHHHUTE 32 UMyHOTeHHOCT. [1py TO3m anamms ca
W3II0JI3BAaHH JIaHHU OT 5 KJIMHUYHHU NPOYYBaHUs, IpoBeieHn B EBpona, CheJMHEHUTE ATH U
Adpuka, ipu 764 Bp3pactau ot 18 no 50 roguHM, KOUTO ca MOTYYHIH 2-1030BaTa cXxema Ha
IbPBUYHA BaKCHHAIMS Ha §-cenMuyeH nHTepBail. AHTH-EBOV GP-cBbp3BamuTe antuTena
KOpENHpar ¢ NPOTEKTUBEH e(eKT cpemry Obp30 Mporpecupaniata HalrbJIHO JieTanHa HHEKIs ¢
BUpYyca eboJia MPH HEYOBEKOMOJOOHH NpuMartu. IMyHHUTE OTTOBOPH IIPpH XOpa, n3MepeHu 21 auu
cien 103a 2, ca CBbP3aHu C MOBUIIIEHHE HA IIPOTHO3UPaHATa BEPOSITHOCT 3a ImpekuBsieMocT oT 0%
(t.€. reneH neranutet) 10 53,4% (98,68% Cl: 33,8%; 70,9%) mpu u3Ioi3BaHe HA MOJEIN BbPXY
KUBOTHHU. Bb3 OCHOBa Ha TO3M aHAIN3 MOXE Jla CE OYaKBa, 4e cXeMara Ha BakcuHupane cbe Zabdeno,
Mvabea numa nporektuBen edekt cpery 3adonsBane, npuanHeHo ot EBOV, npu xopa. Benpeku ye
BpB3KaTa MeXIy TUThPa Ha aHTHUTENIaTa U PEKUBSIEMOCTTa € pOoy4YBaHa caMo npu Bb3pacTHu NHP,
cpaBHEHHETO Ha KoHIeHTpanunuTe Ha EBOV GP-cBbpp3BammuTe aHTHTENA, U3BHPIICHO MIPH
neIMaTpUYHH YYACTHHUIIH, X0pa B cTapyecka Bb3pact U HIV-uHdexTupann ydacTHHIM, TOKa3Ba, e
MOTEHIIMAIHO MPOTEKTUBHUTE €)EKTH B T€3H MOMYJIallMi ChOTBETCTBAT HA OIICHKATA MPH BH3PACTHH.

Hmynoeennocm

[IpencraBeHu ca JaHHU 32 IMYHOTEHHOCT 3a 00110 842 Bb3pactHH 1 509 nena (Bb3pact ot 1 110

17 ronuHmM), momyuywin 2-71030BaTa cXeMa Ha ITbpBUYHA BaKCHHAIIWS B KIIMHUYHY MTpoy4YBaHus ¢aza ||
u lll: mpoyusane EBL2001 B O6eaunenoto kpanctBo u ®@panuus, npoyusanus EBL3002 u EBL3003
B Crenunenute maty, npoyusane EBL2002 B Yranga, Kenus, bypkuna ®aco u bpsr Ha cionoBara
kocT u npoyuBane EBL3001 B Cuepa Jleone. Konnenrparuure na EBOV GP-cnienuduunu
CBBP3BAIllM aHTUTENA CAa U3MEPEHU NPUOIM3UTEIHO 3 CEAMULM CIIe]] 3aBbpIIBaHE Ha 2-71030BaTa
cXxeMa Ha ITbpPBHYHA BaKCHHAIM. Te ca MpeacTaBeHn KaTo CPEAHO TeOMETPHYHH KOHIICHTPAIH
(GMC).

JlaHHWTE 32 UMYHOTEHHOCT C€ OICHSIBAT U B paMKHTE Ha KIMHUYHO npoyusane (EBL2004) c pHIICH
BB3IIOKUTEN, IpoBeicHO B [ BuHes, JInbepust, Mamm u Cuepa Jleone. [IpencraBenu ca nanam 3a 001110
338 nena (Ha BB3pacT ot 1 10 17 roguHm), KOUTO Ca MOTyYMIIH 2-1030BaTa CXeMa 3a ITbPBUYHA
BaKCHHAIIMS ¥ 32 KOUTO UMa HAJIMYHU JaHHU 28 nHM ciief 2-Ta 103a (Bk. Tabmuma 4).

JlaHHKMTE 32 UMYHOTEHHOCT Ca OIICHEHH U B KIIMHWYHO npoy4BaHe (asa I B Cuepa Jlcone u ['Bunes
(EBL2005) npu 74 kppMmayera Ha Bb3pacT oT 4 10 11 Mecena, KOUTO ca MOJTy4rIIn 2-71030BaTa cXema
Ha ITbPBUYHA BAKCHHAIIHS U 32 KOUTO MMa HajnuHK ganuu 21 men cien mosa 2 (k. Tabmura 5).

Jlannu 3a umynoeenHocm npu b3pacmuu cied 2-00308ama cxema Ha NoPEUYHA 8AKCUHAYUA
VMyHHHAT OTTOBOP KBbM 2-71030BaTa CXeMa Ha MbPBUYHA BaKCHHALIWS, IIPUIIOKEHA TIpe3 §-CeMIUeH
WHTEpBaJI, € olleHeH B 5 npoyuBanus ¢a3za |l u l1l, nposenenn B EBpona, Adpuka u CAILL (Bx.
Ta6mmma 3). BB Bcuuku npoyuBanust 98% m0 100% ot yqacTHHIMTE TEMOHCTPUPAT OTTOBOD,
u3MepeH upe3 HuBoTo Ha EBOV GP-cBbp3Bamniu anTuTeNna, ONpe/ielieH KaTo MOBUIIEHHE Haf 2,5 TbTH
Ha KOHIIGHTPAIIUATA Ha CBHP3BAIIUTE AHTUTENA CIIPSIMO CTOMHOCTTA HA U3XOAHO HHBO.



Ta6auna 3: OTroBopm KbM 2-1030BaTa cxeMa Ha BakcuHupaHe Zabdeno - Mvabea npu Bs3pacTHu
(8-cenmuueH nHTEpBaJ), N3MepeHH Ype3 HUBOTO HA EBOV GP-cnenmndunynn cebp3Bamu
antutena: GMC EU/mI (95% CI)

Tpoyusane W3x01H0 HUBO 21 num caen 6 Mecena cJien 10 mecena cJen

mo3a 2 mo3a 2 mo3a 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)
IToxazanu ca JIaHHHW 3a BAKCUHUPAHUTE YYaCTHULIA, ITOJTYUNUIIN 2-£[O3OBaTa CX€Ma Ha BaKCUHHUPAHE B I'pyIiaTa 3a aHajli3 1o
[POTOKOJ.

EU = ELISA exununm

Cl = loBepuTesneH HHTepBAI

N = Bpoii yuacTHHIIN ¢ HATMYHU JaHHU

LLOQ = JlosHa rpaHuIla Ha KOJIMIECTBEHO ONPEaCICHIE

HHTepBambT MEXKIY T03HUTE B T€3U Mpoy4Banus ¢ 8 cenmunuu +/- 3 qau. JIokaTo MUMyHOT€HHOCTTA Ha
CXEMHTE Ha BAKCHHUPAHE C TO-IbJIbI HHTEPBAI MEXIy 103uTe 10 69 cenmurm (483 nuu) e nompodHa,
CXCMUTC Ha BAKCUHUPAHE C UHTCPBAJI OT 4 ceaMuIu ca HO'CJIEI6O HMYHOI'CHHHU.

Cren 2-no30BaTta cxeMa Ha IIbPBUYHA BAKCHHALIUS C §-CEIMUYEH MHTEPBAJI ca HAaOIr01aBaHH
GMC EU/mI (95% CI) 5283 (4094; 6817) npu HIV-undextupanu Bb3pacTHH Ha aHTHPETPOBUPYCHA
tepamust, ¢ CD4+ kiretku >350 KIETKH/MUKPOIUTHD U 0e3 nmpu3Haiy Ha uMyHocymnpecus (N=59).

Hannu 3a umynocennocm npu deya (na evspacm om 1 0o 17 200unu) crned 2-00306ama cxema Ha
NBPEUUHA BAKCUHAYUSA

VIMyHHHAT OTTOBOp KBbM 2-71030BaTa cXeMa Ha MbPBUYHA BaKCHHAIMS, PUIIOXKEHA TTpe3 §-CeMHUUeH
MHTEPBaJI, € OLEHEH NpH Jena (Bb3pact oT 1 1o 17 ronuun) B Tpyu Npoy4BaHusi, MpoBeIeHH B AQpuka
(Bx. Tabnuua 4). B tpute npoyusanus 98% 1o 100% OT ydacTHULIMTE IEMOHCTPHPAT OTTOBOP,
u3MepeH upe3 HUBoTo Ha EBOV GP-cBbp3Bamy anTutena. IMyHHUTE OTTOBOPH IPH JIelaTa ca Mmo-
U3pa3eHU OT HAOJII0AaBaHUTE IIPU Bb3PACTHH B CHIIUTE IPOYUBAHUSL.
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Ta6auna 4. OTroBopu KbM 2-71030Ba cXeMa Ha BakcuHupaHe Zabdeno - Mvabea npu nena Ha Bb3pact
ot 1 10 17 roquHu (8-ceiMuyYeH HHTEPBAJ), H3MEPEHH Ype3 HUBOTO Ha EBOV
GP-cnenuduynu cepp3Baum antutena: GMC EU/mI (95% CI)

Bw3pacrt IIpoyuBane HN3Xx0a1HO0 HUBO 21 ;I::[ac; en 6 Me;::;laazcnen choer;f)il;aZ
1-3 rogunan EBL3001 (N=123) (N=124) (N=122) (N=120)
<LLOQ 22568 713 750
(<LLOQ; <LLOQ) (18426; 27642) (598; 849) (629; 894)
1-4 ropuun EBL2004 (N=105) (N=108)* (N=28)
<LLOQ 25111 - 1139
(<LLOQ; <LLOQ) (21332; 29559) (905; 1432)
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 romuuu | EBL2004 (N=109) (N=105)* (N=33)
<LLOQ 15797 - 739
(<LLOQ:; 40) (13289; 18778) (585; 933)
12-17 ronunu | 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; 14452) (589; 907)

IToka3aHu ca JaHHM 38 BAKCHHMPAHUTE yYaCTHUIIM, HOJIYYHIN 2-71030BaTa CXeMa Ha BAKCMHUPAHE B TPyIIaTa 3a aHaJIu3 110
MIPOTOKOIL.

* 28 mHu cnen no3a 2

EU = ELISA exuanmm

Cl = loBepuTesneH HHTEpBAI

N = Bpoii yyacTHUIIN ¢ HATUYHK TaHHU

LLOQ = JlonHa rpaHUIIa Ha KOJIMYECTBEHO OTIPEeIICHNE

Hannu 3a umynocennocm npu kepmavema (na evspacm 4 0o 11 meceya) cneo 2-0ososama cxema na
NbPBUYHA 8AKCUHAYUS

HWIMyHHHAT OTTOBOp KBM 2-71030BaTa CXeMa Ha MbPBUYHA BaKCHHAIIWS, IPHJIOKEHA Mpe3 8-CeMUICH
MHTEpBaJI, € OLIEHeH U IIPU KbpMaueTa (Ha Bb3pacT 4 10 11 mMecena) B €1HO KIIMHUYHO POyYBaHE
(EBL2005) (Bx. Tabnuua 5). B ToBa npoyuBane 100% oT ydacTHULNTE JEMOHCTPUPAT OTIOBOD,
u3MepeH upes HuBoTo Ha EBOV GP-cBbp3Bamu antutena, 21 quu cien 103a 2.

Ta6anua 5: OTroBopmu KsM 2-1030Ba cxeMa Ha BakcuHupane Zabdeno - Mvabea npn nena na pb3pacr
ot 4 10 11 mecena (8-ceaMuyeH MHTEPBAJI), U3MEPEHH Ype3 HUBOTO Ha EBOV
GP-cnenn¢uynu cebpp3paimm antuteaa: GMC EU/mI (95% CI)

Bb3pact ITpoyuBaHne H3x01HO HUBO 21 nHu caen go3a 2 10 mecena cJiex j103a 2
4-11 mecena | EBL2005 (N=74) (N=74) (N=72)
<LLOQ 24309 1466
(<LLOQ; <LLOQ) (19695; 30005) (1090; 1971)

Tlokazanu ca JaHHM 32 BAKCHHUPAHUTE yJaCTHUIH, MOTYUIIIH 2-030BaTa CXeMa Ha BaKCHHHPAHe B IPyTaTa 3a aHallu3 Mo
IPOTOKO.

EU = ELISA enuanmm

Cl = JloBepuTeneH HHTEpBAI

N = Bpoii yyacTHULIM ¢ HATMYHU JaHHU

LLOQ = /lonHa rpaHuUIla Ha KOJUYECTBEHO OIpeieTICHne

Jannu 3a umynozennocm npu gb3pacmuu cied 6ycmep saxcunayus cvbe Zabdeno

HIMyHHUST OTTOBOp KbM OycTep BakcuHanus che Zabdeno, npunoxkena 1 win 2 roquHM clies] cxemaTa
C IIbPBUYHA BaKCHHAITUS, € OIIEHEH B 2 KIIMHUYHU ITpoy4uBanus (Bk. Tabmuma 5). bycrep
BaKCHHAIUATA BOJM /10 ObP30 aKTHBHPAHE HA aHAMHECTUYEH OTroBop ¢ nopumierue ot 40 1o 56 meTn
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Ha KOHIIEHTPAlMUTe Ha aHTHTENaTa B paMKHUTE Ha 7 THU. Benndymaara Ha OTroBOpa MO OTHOIIEHHE Ha
KpaTHOCTTA Ha moBuIieHue u moctoycrepante GMC e momobHa He3aBUCUMO OT BPEMETO OT
MbpBUYHATA BakcMHALUA (1 win 2 TonnuHM).

Ta6auma 6: OTroBopu KbM OycTep BakcHHAIUs ¢b¢ Zabdeno npu Bb3pacTHU, H3MEPEHHN Ype3 HABOTO
Ha EBOV GP-cnenu¢uynu cepp3Baum anturena: GMC EU/mI (95% CI)
Tpoyusane Mpean 7 nHH ciaen 21 num ciaex 1 roamna ciaexn
oycrepa O0ycrepa OycTepa Oycrepa
EBL2002° (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)

a

6yCT€p BaKCHUHalus, IPUIOKECHaA 1 roauHa CJIC IIbpBUYHATAa BaAKCUHAIIUA

OycTep BaKCHHAIUS, IPUIIOKEHA 2 TOJAMHY CIIC/ MbPBUYHATA BAKCHHAILIUS
[oka3zaHu ca TaHHU 32 BAKCHHUPAHUTE YYACTHHIIU, MOMYYHIH OyCTep BaKCHHAIIHS B TPyIaTa 3a aHaAJH3 10 MPOTOKOIL.
EU = ELISA exununu
CI = JloBepuTeneH HHTEPBaT
N = Bpoii y4acTHHIIM ¢ HATUYHU JaHHU

Hannu 3a umynozennocm npu deya na évzpacm om 1 0o 11 2oounu (no épeme na 2-00306a nvpsuuna
sakcunayus) cieo bycmep sakcunayus cve Zabdeno

HWMyHHHAT OTTOBOp KbM OycTep BakcHHaIUs cbec Zabdeno, MpuiioKeHa moBeye OT 3 TOJUHH CIIe]
I'bpBOHAYATHATA BAKCHHAIIMS, € OLlcHeH B KiMHU4HO npoyuBane (EBL2011) (»x. Tabnuma 7). Bycrep
BAaKCHHALIUATA BOAU 10 ObP30 aKTUBUPAHE HA aHAMHECTUYEH OTTOBOP € 32 IbTU YBEJINYCHHUE HA
KOHIICHTPAIIMUTE HA aHTUTENA B CPAaBHEHHUE € Ipein OycTep BaKCHHALIMS MPH Jea Ha Bb3pacT oT 1 1o
3 romuuu 1 63 HTU NpH Jiela Ha Bb3pacT oT 4 10 11 romunu. 3a 21 qHu cien OycTep BaKCUHAIUS
KOHILIEHTPALIMHUTE HA aHTHUTENA Ce yBeJIN4YaBaT 76 IbTH B CPAaBHEHUE C KOHLIEHTPALUUTE IPEIH Hesl
pH Jetia Ha Bb3pacT oT 1 10 3 roguau 1 137 mbTH pu Aena Ha Bb3pacT oT 4 10 11 roguHu.

Tabnauua 7: OTroBopu KbM 0ycTep BakcuHalus ¢cbe Zabdeno npu nena Ha Bbs3pact ot 1 1o 11 rogunm,
u3MepeHu Ype3 HUBoTo Ha EBOV GP-cneuuuynu cebp3pamm antuteaa: GMC EU/mI

(95% CI)
IIpoyuBaHne IIpeau Gycrepa 7 num caen 0ycrepa 21 nuu caenx dycrepa
EBL2011 (N=49) (N=50) (N=49)
640 28561 64690
(461, 888) (20255; 40272) (48356; 86541)

IMToka3aHu ca JaHHU 3a BAKCHHUPAaHHUTE YYaCTHHULHM (Jena Ha Bp3pacT oT 1 10 11 roguHu mo BpeMe Ha 2-71030BaTa
MbPBHYHA BAKCHHALHSA), TOTYYHITH OycTep BakCHHAIWS (TPUIIOKeHa >3 TOANHH CIIe] IbPBUYHATA BAKCHHALIHS) B
rpynaTa 3a aHaJu3 10 IPOTOKOJL.

EU = ELISA eqnaunm

CI = [loBepuTeneH HHTEPBAI

N = Bpoii yyacTHUIIM C HATTMYHU TaHHU

Lvazocpouno nepcucmupane Ha anmumenama npu 6b3paAcmHu

Tpu ceamuiu cien 3aBbpIIBaHe Ha 2-1030BaTa CXxeMa Ha ITbPBUYHA BAKCUHALIUS UMYHHUST OTTOBOP
(GMC) nocrura cBos nuk (“A” BbB ¢purypa 1 mo-goiy). Cine nmika oTroBOpbT HaMasBa KbM
6-Trst Mecelr 1 ocTaBa ctabuieH Hali-Maiko 1 roauHa cinen qo3a 1 (Tabmuma 3). Kakto ce BrKaa oT
nanauTe ot 43 Bp3pacTHU B poyusane EBL3001, orroBopbT ocTaBa cTaOMIICH U 1BE TOAWHH CIIEA
no3a 1 (Hali-kbCcHaTa HaJIMYHA BpemeBa Touka) (“B” BeB durypa 1 no-noiy). Crnen npuinoxeHne Ha
Oycrep n03a Zabdeno ce HabO0aBa Obp3 aHAMHECTHYCH OTTOBOP B paMKuTe Ha 7 quu. Haii-
BHCOKHUTE KOHIIEHTPAI[MH Ha CBBHP3BAIll AaHTUTENA ca HabmonaBanu 21 1y cnex OycTepHara 103a
(“C” BBB Qurypa 1 mo-m0:11y), MOCIEABAHO OT HAMAJICHHE HA KOHIICHTPALMUTE HAa aHTHTENATA.

1 romuna cien 6ycrepHata m03a GMC ca 1mo-BHCOKH OT IIPeIn MPIIOKEHUETO Ha OycTepHaTa 1032
(“D” BBB (urypa 1 no-nomny).
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®@urypa 1. OTroBopHu cjen 2-1030BaTa cxeMa Ha BakcuHupaHe Zabdeno - Mvabea u
OycrepHa BakcuHamms cbc Zabdeno 2 roqunu cjel MbpBUYHATA CXeMa Ha
BaKCHHHPaHe NPH BH3PACTHH, U3MePEeHH upe3 HUBOTO HAa EBOV
GP-cneun¢uynu cBbp3Banm anTureaa B npoyusane EBL3001%; GMC (95% ClI)
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a AHaIM3BT c€ OCHOBaBa Ha rpynara 3a aHajiu3 110 IIPOTOKOJI.

Crba0yeTaTa Ha TPEIIKUTE MPEACTABISIBAT CPEHO TEOMETPUYHATA KOHIICHTPAIUS U ChOTBETHUSA 95% NM0oBepUTEICH
HUHTEpBaJ.

EBporieiickara aresiys 1o JiekapcTBara oriiara 3ab/UKEHUETO 3a TPEI0CTaBAHE HA PE3YITATHTE OT
npoyuBanusaTa ¢ Mvabea 3a npoguiaktika Ha 3a00Js5BaHe, IPUUKMHEHO OT €00J1a BUPYC, B €[HA HIIH
HOBEY€e MOArPYIHU Ha MeAnaTpruYHaTa momyamus (Bx. Touka 4.2 3a uHGOpPMAaIKst OTHOCHO yrnoTpeda B
e IHATPHUSITA).

Ta3u BakcHHa € paspelieHa 3a ynotpeda npu ,,u3BbHpeAHN o0cTosTencTBa“. ToBa o3HauaBa, 4e 1o
HAy4YHHU ChOOpaKEHUS HE € OMJI0 Bh3MOXKHO JIa C€ MOJIyYH ITbJIHA HH(GOPMAITUS 3a Ta3H BAKCHHA.
Bceska roguna EBponeiickaTa areHIus 1o JekapcTBaTa 1ie U3BbpILIBa Iperien Ha HoBaTa
nHpopmarus 1 Tazu KXI1 choTBETHO 1l ce aKTyanu3upa.

5.2 @apmakoKHMHeTHYHHM CBOWCTBA

Henpunoxumo.

5.3 IlpeakIMHUYHHU JaHHU 32 0€30MACHOCT

HexuHUYHUTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a Xopa Ha 0a3ara Ha MPOYYBaHUSTA 32 TOKCHYHOCT

IIPY MHOTOKPATHO IIPUJIaraHe U NPOYYBAHUs 3a JIOKAJIHA [IOHOCUMOCT U PENPOAYKTHBHA TOKCUYHOCT
IIpH 3ai1u.
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IIpoyuBaHus 3a 001112 TOKCHYHOCT (IIPH MHOTOKPATHO MPUIOKEHHE), BKIIOUHUTEIHO JIOKATHA
INOHOCUMOCT

3aiiiuTe NoHACAT J00pe pa3IMuHUTE CXeMH Ha BakcHHHpaHe che Zabdeno u Mvabea, korato ce
IpUIarat HHTPaMyCKyJIHO Ha HUBO ITBJIHATA /103a pH xopa. OTOensi3Ba ce, 4e CBbP3aHNTE C
BAKCHHATA HAXOJKH (M3pa3siBalld ce C Bb3MAIUTEIHN IPOMEHN Ha MACTOTO Ha TPUIIOXKCHIE,
yBenuueHue Ha pubpuHorena, C-peakTHBHUS IPOTEUH U TII00YIMHA, H MUKPOCKOTICKHTE HAXOIKU —
MOBHUIIECH TUMBOUICH [ENyIapUTET W/ TePMUHATHBHH IICHTPOBE B APEHAKHUTE TUM(HH BH3IH 1
ClIe3Kara) OT3BYYaBaT 2 CEIMUIIU CIIC]] IOCIeIHATa BAKCHHALIMS M OTPa3sBaT HOPMaJeH
(u3noNOrHYeH OTrOBOP, CBhP3aH ¢ BakcuHanuATa. He ca HabGmogaBanu eeKTH, KOUTO CE CUUTAT 3a
HEXCETTaHH.

q)eDTI/IJ'II/ITCT/ PECOPOAYKTHBHA TOKCHUYHOCT M TOKCUYHOCT 34 PaA3BUTUCTO

IIpoyuBanus 3a 6GropasnpeaeneHue, MPOBEICHN MTPH 3alllN, HE TTOKa3BaT pasnpeneierane Ha MVA-BN
BEKTOpa B TOHAINUTE (TECTUCH, SIAYHHUIIN) CIIE 1.M. HEKEKTUPAHE.

[IpoyuBaHusTa 3a 001112 TOKCHYHOCT (TIPX MHOTOKPATHO MPUIIOKEHUE) TIPH CXEMH Ha BAKCHHHPAHE
cbc Zabdeno u Mvabea He mokasBaT eeKTH BbPXY MBKKHUTE TTOJOBH OPraHH, KOUTO OMXa YBPEIMIH
MBKKUS pepTrauTeT. OCBEH TOBA MPOYYBAHUATA 32 00IIa W/UIIK PENPOIYKTUBHA TOKCUYHOCT HE
MOKAa3BaT JaHHU 33 YBpEeXKAaHe Ha )KeHCKUs pepTunuter. B mpoyuBaHe 3a penpoayKTHBHA
TOKCHYHOCT CXEMHUTE Ha BaKCHHHpaHe che Zabdeno u Mvabea He uHIyupaT TOKCHYHOCT TIPH
MaiKara WM TOKCHYHOCT 33 Pa3BUTHETO CJIE]] €KCIIO3HIUS HAa MalKUTE Mpe3 Mepruoja mpeau
LII/I(l)TOCB.’:lHCTO " 1IpE3 reCTallMOHHNA ICPUOI. B toBa IMPOYy4YBaHC IMPU CXECMUTC HAa BAKCUHHUPAHE CC
nonydaBaT u3Mepumu Tatpu Ha EBOV GP-cnienuduanm antrTena mpu Maiikata, KOUTO Ce IpeaBat
Ha IUI0/a.

6. DODAPMAIIEBTUYHHU JAHHU

6.1 Cnucbk HAa MIOMOIIHHUTE BELIeCTBA
Harpues xnopun

Tpomeramon

Bona 3a nmxexinmumn

XnopoBoAopoHa KrcenrHa (3a Kopeknus Ha pH)

6.2 HecbBMeCTHMOCTH

[Tpu nurica Ha Mpoy4BaHus 3a HechBMecTHMOCTH Mvabea He TpsiOBa j1a ce cMecBa ¢ Apyru
JIEKapCTBEHU MPOIYKTH.

6.3 Cpok Ha rogHocT
4 ronuuu npu -85°C o -55°C
6.4 ChenuaJHM ycJI0BHUS HA CbXpaHeHUe

[a ce Tpancnoptupa 3ampaser Ha -25°C 1o -15°C. Cnen nonyyaBaHe MPOAYKTHT MOXKE Ja Ce
ChXpaHsBa, KAKTO € YKa3aHO M0-J0Jy:

Ma ce cexpansiBa BB (hpusep npu -85°C no -55°C ot quctpubyropa B ciayyaii Ha ckiaaupane. Jlatara
Ha M3TUYaHe Ha CPOKa Ha TOJHOCT NpH chxpaneHue npu -85°C 1o -55°C e orneuarana BEpXy
(h1akoHa M BBHIITHATA KAPTOHEHA OMaKoBKa ciuen ,,EXP“ u ,,['onen mo:*“.

BakcunaTa MoXe ChIO Jia ce ChbXpaHsIBa OT AUCTPUOYTOpa WK KpalHUS OTpeOHTeN BhB Qpu3ep npu

-25°C no -15°C egnokpatHo 3a iepuog 1o 7 mecena. Cien u3Baxkaane ot ppusepa Ha -85°C o -55°C
HOBaTa JaTa Ha M3THYaHE Ha CPOKA Ha TOAHOCT TPsiOBa J1a ce 3amuile OT AUCTPUOYTOpa MK KpailHus
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MOTPeOUTEN BHPXY BHHIIIHATA KAPTOHCHA OMAKOBKA M BAKCHHATA TPSOBaA J1a Ce U3I0JI3Ba WM
U3XBBPJIM cien 7 Mecena. Ta3u HOBa J1aTa Ha M3THYAHE HA CpOKa Ha TOAHOCT He TpsiOBa 1a Obje ciien
I’bpBOHAYATHATA JIaTa Ha U3TUYaHe Ha cpoka Ha rogHocT (,EXP“ u ,,['ogen no: ). [IspBoHauanHara
JlaTa Ha U3TUYaHEe Ha CPOKA Ha TOJTHOCT TPsIOBa /1a Ce 3aJINYH.

BakcunaTa MoXe Ja ce ChXpaHsABa OT TUCTPUOYTOpA WA KPalHUS MOTPEOUTEN CHIO U B XJIATHITHHUK
mipu 2°C 1o 8°C exHokpatHO 32 niepuof 1o 1 mecern. Ciien n3BaXkaHe HAa POAYKTA 3a ChbXPaHEHUES
nipu 2°C no 8°C naTtara Ha U3XBBPISIHE TPSAOBA Ja Ce 3aIUIIie OT TUCTPUOYTOpa WITH KpaHUs
noTpeOuTeN BhPXY BHHIIIHATA KAPTOHEHA OMIAKOBKA M BaKCHHATa TPsiOBa Jia ce U3MOJI3Ba WK
U3XBBPJIM B Kpas Ha 1-meceunus nepuoi. Ta3u nata Ha U3XBBPISHE HE TPsOBa 1a ObJe cien
I'bPBOHAYATHATA JIaTa Ha U3TUYAaHE Ha cpoka Ha rogHocT (,,EXP u ,,['onen 10:°) unu HoBaTa nata Ha
M3THYaHEe Ha CPOKa Ha TOAHOCT MpH chXxpaneHue mpu -25°C no -15°C. [ITbpBoHauanHaTa gata Ha
M3THYaHE Ha CPOKa Ha TOAHOCT W/WJIM HOBaTa JjaTa Ha M3THYaHe Ha CPOKa Ha TOTHOCT, ONpeelicH 3a
ycioBusiTa Ha cbxpanenue npu -25°C o -15°C tpsOBa na ce 3amuyu.

CJ'IC,I[ pa3MpassaBaHC€ BaKCHHATa HE MOXKE 1a C€ 3aMpas3sBa OTHOBO.

DaKoHBT TpH6Ba Aa C€ CbXpaHsABa B OpUTHHAJIHATa OIIAaKOBKa, 3a J1a C€ NMPEATIa3u OT CBETJIMHA U Ja
C€ MpocCI€AN JaTaTa Ha U3THYaHE Ha CPOKa Ha TOAHOCT WJIK JaTaTa Ha U3XBBPJIAHE IIPU Pa3IMYHUTE
YCJI0BUA HAa CbXPaHCHUC.

6.5 Bwuau chabp:kaHNe HA ONAKOBKATA

0,5 ml cycniensus B eHO1030B ()IaKOH OT CTHKJIO THI | ¢ ryMeHa 3amymiaika (XJI0poOyTHi ¢
MOKPUTHE OT IIyOPOIIOINMED), ATyMHHHEBA 00KATKa M JKBJITO IJIACTMACOBO Karade.

Onaxkorka ot 20 e1H01030BH (pi1akoHa.
6.6 CrhenuajaHu NMpeIna3Hu MEPKHU NMPH U3XBHPJIsiHE U padoTa

Mvabea e cBeTIOKBIITa, OUCTPa IO MIIEYHOOsITa CycieH3us. BakcuHaTa TpssOBa Ja ce mperiieaa
BU3yaJTHO 3a HAJIMYKE HAa BUJAMMH YaCTUIM U TIPOMSIHA HA [BETA MPeu MpuiokeHue. OIakoHbT
TpsiOBa Jia ce Tperyie/a BU3yalHo 3a MyKHATHHY WA HAPYIICHHUS Ha 1eJI0CTTa Ha OMTAaKOBKATa, KaTo
HaImp. NPU3HAILM Ha OTBapsHE, Mpeau npuioxeHue. [Ipy Han4Yre Ha HIKOE OT TOPEIIOCOYCHUTE HE
npuiaraite BAKCHHATA.

Cren xaTo BaKCHHATa ce W3BaJM OT (pusepa U ce pa3Mpasu, Ts TPsOBa Ja ce U3Io3Ba He3a0aBHO HITH
Ia ce cexpanssa B xiamtHuk mpu 2°C mo 8°C (Bxk. Touka 6.4). Cien KaTo ce W3Baau OT XJIaAUTHAKA
3a MPUJIOKEHHE, TSI TPIOBA J]a ce M3MOJI3Ba He3a0aBHO.

BHuMaTeIHO cMeceTe ChAbPIKaHUETO Ha ()JIAKOHA, KaTO IO BLPTUTE B MPOIbJKeHHE Ha 10 CeKyHIH.
He pasknamaiite. M3non3BaiiTe cTepuiiHa Urjia U CTEpUIIHA CIIPUHIOBKA 33 U3TErJISTHE HA 1SUI0TO
CBABPKUMO OT (pr1akoHa 3a MPHITOKEHHE.

Wznon3BaiiTe oTAenHa CTEpUIHA UTJIA U CIIPUHLIOBKA 32 BCEKH YoBeK. He € Heo0Xo1uMo 1a ce CMEHSAT
UTIIMTE MEX/Ty U3TErJISIHETO Ha BaKCHHATA OT (pilakoHa M MHKEKTHPAHETO, OCBEH aKo Urjiara He €
MoBpezieHa WK 3aMbpceHa. OCcTaHaNOTO ChIbpXKaHKUe BbB (IakoHa TPsAOBa J1a ce U3XBBHPITH.
HewunsnonsBanusT neKapcTBEH NPOLYKT WK OTHaIbUYHUTE MaTEPUAII OT HEro TpsioBa J1a ce U3XBBPIIST
B CHOTBETCTBHE C MECTHUTE M3UCKBaHU:. [Ipy eBeHTyalTHO pa3nuBaHe MSACTOTO TPAOBa j1a ce
Je3uH(EeKIrpa cbe CPEJICTBA C BUPYIUIHA AKTHBHOCT CPEIy aJICHOBUPYCH.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1445/001

9. JATA HA ITbPBO PASBPEINABAHE/ITIOJTHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBO paspemanane: 1 ronu 2020 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2023

[MonpoOHa uH(popMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus mo Jiekapceraara 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
OCBOBOJKJIABAHE HA TAPTUIN
YCJIOBUSI WJIM OTPAHUUYEHUS 3A IOCTABKA U YIIOTPEBA

APYI'N YCJIIOBUA N UBNCKBAHUSA 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

17



A.  NIPOU3BOIUTEJI(M) HA BUOJOI'MYHO AKTUBHOTOMTE) BEIECTBO(A) U
INPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUIN

Hme u aapec Ha NpoU3BOAUTENI(UTE) HA OMOIOTMYHO aKTUBHOTO(HUTE) BEMIECTBO(A)
Bavarian Nordic A/S

Hejreskovvej 10A

3490 Kvistgard

Janus

Hme n aapec Ha HDOI/I3BOI[I/IT6J'I}1( I/ITG)., OTFOBODGH(HI/I) 3a OCBO60)K)IaBaHe Ha MapTUuauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV

Turnhoutseweg 30

B-2340 Beerse

Benrus

[TeuaTHaTa TMCTOBKA HA JICKAPCTBEHUS MPOAYKT TPsIOBaA a ChIbPKa HMETO M afpeca Ha

MPOM3BOJUTEINS, OTTOBOPEH 32 OCBOOOKIaBAaHETO HA CHOTBETHATA MApTHIA.

b. YCJOBUS NN OT'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapcTBEHUAT NPOYKT C€ OTITyCKa I10 JIEKapCKO MpeaIHCaHHte.

o O¢punuanHo ocBodokIaBaHe HA MAPTUAT

CworitacHo wi. 114 ot Iupextura 2001/83/EO oduimaaHoTo 0CBOOOKIaBaHE HA APTUINUTE CE

W3BBPIIBA OT AbPXKABHA JTA00PATOPHSI MIIH JIAOOPATOPHS, ONpeieTicHa 3a Ta3u IIedl.

B. JPYI'U YCJIOBUSA U U3NCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA

o IMepuoanyHu aKTyaau3upaHu Jokaaau 3a 6ezonacHoct (ITAJIB)

WzuckBanwmsra 3a mogaBane Ha [TAJIb 3a To3u JIeKapCTBEH MPOAYKT Ca MTOCOYCHH B CIIHCHKA C

pedepentaute natu Ha EBponetickus cpro3 (EURD cnuchk), npeasuaes B wi. 1078, an. 7 ot

Hupextusa 2001/83/EO, n BbB BCUUKH CJIEIBAIIN aKTyJIN3aLUH, ITyOJIUKYBaHH HA €BPOIIEHCKUS

yeOropTa 3a JeKapcTBa.

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) tpsaodsa na nogane nppsus [IAlB 3a To3n

IPOAYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

. YCIOBUs WU OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS MPOAYKT

. Ilnau 3a ynpasjenue Ha pucka (ITYP)

IMputexarenst Ha pasperieHueTo 3a yrnorpeda ([TPY) tpsOBa 1a U3BbpIIBA H3UCKBAHUTE ACHHOCTH U

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

npezncrased B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpe0da, KakTo U BbB BCHUKHU CJI/IBAIIH 0JJ00PEHH
akTyanu3auuu Ha [TYP.
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Axryamsupan [TYP TpsOBa na ce momana:
e 110 uckaHe Ha EBpormeiickaTa areHus mo JeKapcTBara;

® BHHArW, KOraTo ce U3MEHS CUCTeMaTa 3a yIpaBJICHHUE Ha PUCKa, OCOOCHO B pE3yJITaT Ha
MoJTydaBaHe Ha HOBa WH(OpPMAITHs, KOATO MOXKE Ja JOBEJE 10 3HAYNMHU IIPOMEHH B
CHOTHOIIICHUETO IOJI3a/PUCK, WITH CJIE/] JOCTUTAHE Ha BayKEH eTall (BbB BPh3Ka C
MpOCIIeIsBaHe Ha JICKapCTBEHATa 0E30IMaCHOCT WIIHM CBEXKIAaHE HA PUCKA JI0 MUHUMYM).

JA.  KOHKPETHO 3AABJI’KEHUE 3A UBIIBJIHEHUE HA MEPKHU CJIE/]
PA3PEIIABAHE 3A YIIOTPEBA IIPU U3BBHPEJIHU OBCTOSATEJICTBA

Toga e pa3pernieHue 3a yrnorpeda nmpu U3BbHPEIHU 00CTOSTEICTBA U ChITIACHO Wi. 14, at. 8 ot
Pernament (EO) Ne 726/2004 B onpenenenns cpok I1PY tpssOBa ma mpoBese CIeTHUTE MEPKH.

Onucanne

Cpok

3a ;1a ce OCUTypH aJIeKBaTHO MPOCeIsiBaHe Ha e(DEKTHBHOCTTA,
3asBUTEIAT e U3BBPIIN CIICAHOTO MPOYYBAHE 32 ChOMPaHEe Ha JaHHU B
KOHTEKCTa Ha peJBUICHaTa ynoTpeda Ha npoduIakTHUHATA CXeMa Ha
Bakcuuupane Ad26.ZEBOV — MVA-BN-Filo.

HewnHTepBeHIIMOHATHO TIOCTMAPKETHHIOBO IPOYYBAHE:
- VACS52150EBLXXXX: Onenka Ha e(heKTUBHOCTTA Ha TEPEH Ha

XETEPOJIO’KHA, ABYA030Ba NPOQHIaKTHYHA BAKCHHA Cpely eboa.

CrarychT TpsiOBa n1a ce
cbOOIIIaBa €KETOIHO B
paMKHUTe Ha BCAKO
3asBJICHHE 3a TOIMIIHA
MPEOoIIeHKA
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MNPUJIOKEHMUE 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

OIMAKOBKA C 20 EJHOJO30BHU ®JIAKOHA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Mvabea HHKEKITHOHHA CYCIICH3HSI
Bakcuna cpernry ebona (MVA-BN-Filo [pekomOunanTHa])

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Ennunngna go3a ot 0,7 X 108 undexumonnu equanmu (Inf.U) B 0,5 ml

Moauduuupan Bupyc Vaccinia Ankara — Bavarian Nordic*, koaupar:
Zaire ebolavirus (EBOV) rmukomnporeun (GP) Bapuant Mayinga
Sudan ebolavirus Gulu Bapuant GP

Tai Forest ebolavirus nyxieonporenx

Marburg marburgvirus Musoke Bapuant GP

3. CIIMCBK HA ITIOMOIIHUTE BELHECTBA

HaTPHUEB XJIOPHI, TPOMETAMOJ, BOJIA 38 HHXKEKLUH, XJIOPOBOIOPOAHA KUCENHHA (3a Kopekuus Ha pH)

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

MHxeKuoHHA CyCIIEH3US
20 enHOMO30BH (pr1akoHA

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

HHTpaMyCcKyJIHO NPHIIOKEHNE
[Ipenu ynorpeba npoderere IMCTOBKATA.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELTA

213 CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHaA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

Buxre ,,['onen no:“ 3a matara Ha u3THYaHe Ha CpoKa Ha rogHoCT npu -85°C mo -55°C.
Hanmmere HoBa naTa Ha M3THYaHE Ha cpoka Ha roaHocT npu -25°C 1o -15°C (Makcumym
7 Meceria):

Hanumere HoBa nara Ha u3zxsbpisiHe npu 2°C no 8°C (makcumym 1 mecen):
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CJICI[ HaIlMCBAHE HA HOBATa JaTa Ha U3TUYAaHC Ha CpOKa Ha FOIIHOCT/IIaTaTa Ha U3XBBPJIAHE, 3aJIMYCTEC
npe€auniHaTa 1aTta Ha UI3TH4aHE Ha CpOKa Ha rOAHOCT.

9. CIHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CexpansBaiiTe (prakoHa B OpUTHHAITHATA OITAKOBKA, 3a J]a c€ Mpea3t OT CBETINHA U Ja Ce TMPOCIIeH
JlaTaTa Ha M3THYaHE Ha CPOKa Ha TOJTHOCT/AaTaTa Ha U3XBBPJISHE.

Ha ce cexpansea npu -85°C 10 -55°C uau npu -25°C 1o -15°C wiu npu 2°C no 8°C.

BuiKTe JHUCTOBKATA 34 oripeae/isiHe Ha JaTaTa HA UI3TUYAHE HA CPOKA HA OAHOCT WJIM JaTaTa HA
HU3XBDBPJISAHE IPU Pa3JIMIHUTE YC/I0BUS.

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

Cren pa3MpassiBaHe BaKCHHATa HE TPOBa J1a ce 3aMpassiBa MOBTOPHO.

10. CHELHUAJIHU MPEANTIASHU MEPKU IMNPU U3XBBHPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTITAABYHHN MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

I[a CC U3XBBPJIH B CbOTBETCTBHUEC C MCCTHUTC NU3MCKBAHMA.

‘ 11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1445/001

13. TAPTHUJAEH HOMEP

[Taptuna:

| 14. HAYMH HA OTIIYCKAHE |

| 15. YKA3AHMSI 3A YIIOTPEBA |

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA |

[Ipuero e ocHOBaHUWE a He ce BKItoUYH nH(popMarus Ha bpaiiosa a3dyka.
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3MepeH 0apKo ¢ BKIFOUCH YHUKAJICH UICHTU(PHUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/I

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

Mvabea

0,7 x 108 Inf.U/0,5 ml

UHDKEKIIMOHHA CYCIICH3HSI

Bakcuna cpernry ebona (MVA-BN-Filo [pekomOunanTHa])
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

26



JlncroBka: undopmanus 3a norpeduTeNs

Mvabea HHKeKIIHOHHA CYCTIEH3Us
Bakcuna cpemy edona (MVA BN Filo [pexomounanTnal) (Ebola vaccine (MVA-BN-Filo
[recombinant]))

vTOBa JICKApCTBO TOJICKH HA TOMBIHUTEITHO HabmoAeHne. ToBa 111e mo3Boau ObP30TO
yCTaHOBSIBaHE HA HOBA HH(POPMAIIUs OTHOCHO Oe30macHoCTTa. MoeTe J1a iajieTe CBOs PUHOC KaTo
CHOOIIHUTE BCSIKA HEXENaHa PeaKilys, KOATO CTe MONYyYMIH. 3a HaUHHA Ha ChoOIIaBaHe Ha HEeXKeTaH!
pEaKIuy BIDKTE Kpast Ha TouKa 4.

IIpoyeTeTe BHUMATEIHO USJIATA JIUCTOBKA, npeau Bue uiu Baiero gere ce BakcuHupare, Thii

KaTo TH ChAbp:Ka Ba:xkHAa 32 Bac nnpopmanus.

e 3amasere Ta3u JIUCTOBKa. MOJKe /1a ce HaJO0XH JIa sl MPOYETeTe OTHORO.

e AKO mMare HIKaKBH JOITBIHUTEITHN BBIIPOCH, TIONIMTaiTe Bamms nexap, apmaneBT i
MEJUIMHCKA CeCTpa.

e Ta3u BakcHHa € IpeIrcaHa JIMYHO Ha Bac win Ha Bamero nere. He s npeorcreiBaiiTe Ha Apyry
xopa.

e Axo Bue nnu Bamero nere momyduTte HAKaKBH HEXKEIAHH peaklnu, yBeaoMere Bamus gekap,
(hapManeBT WM MEIUIIMHCKA cecTpa. ToBa BKIIFOYBA M BCHYKU BH3MOKHU HEXKEIIaH! PEaKIny,
HEOMUCaH! B Ta3u JTUCTOBKA. BukTe Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

KakBo npencrasnssa Mvabea u 3a kakBo ce n3nonssa

KakBo Tpsi0Ba na 3naere, npeau Bue nnn Bamero nere na nomyunre Mvabea
Kak ce nmpuitara Mvabea

BBb3M0KHM HEXEIaHU pEeaKIUU

Kak na cpxpansiBate Mvabea

ChIbpprkaHye Ha OTIAaKOBKATa U IOMBIHUTEIHA HHPOPMANUs

Sk wnE

1. Kakso npeacraBasisa Mvabea u 3a kakBo ce u3noi3Ba

KakBo npeacraBiasiBa Mvabea

Mvabea e BakcrHa, H3M0I3BaHa 3a 3alMTAa CPEIy BUPYCHOTO 3aboisiBane ebona B Obaemnie. [Ipuiara
Ce Ha XOpa Ha Bb3pacT | TOJMHA U MO-TOJIEMH, KOUTO € Bh3MOXKHO /[ BISI3aT B KOHTAKT ¢ e0oa
BHpYCa.

Mvabea ce npuiara kato BTopa J103a OT 2-030B Kypc Ha BaKCHHUpaHe, 3a Ja Bu npeanasu ot
BHPYCHOTO 3a0ouisiBaHe ebosa, npudarHeHo oT Zaire ebolavirus, koiito e Bua dumnosupyc. Tasu
BaKCHHa HsMa Jia Bu npenmnasu ot qpyru BUI0BE PUIOBUPYCH.

Toii kaTo Mvabea He chabpxa 1sUT €00J1a BUPYC, TS HE MOXe 13 Bu 3apasu ¢ BUpYyCHOTO 3a0o0JsiBaHe
eboia.

2-71030BUSIT KypC HA BAKCHHUPAHE CE ChCTOU OT:
e [bpBa J03a ¢ BakcuHarta Zabdeno,
e [OCIeBaHa OT BTOpa 703a ¢ BakcuHata Mvabea okoso 8 ceaMuiu mo-KbCHO.

Jlopu citer KaTo cTe IpeMHUHAIN Kypc Ha BakcuHaIws ¢ Zabdeno u Mvabea, Tps6Ba 1a 6b1eTe MHOTO
BHUMATEJIHH, 3a J]a u30eruere KOHTaKT ¢ e6osa Bupyca. Kakto mpu BCHUKH BaKCHHAIMH, TO3U KYPC

Ha BaKCUHALIUA MOXKE Ja HC 3allIUTH HAITBJIHO BCCKU OT BUPYCHOTO 3a00iBaHe e0oa.

2-II030BHAT Kypc Ha BakcuHupaHe cbe Zabdeno u Mvabea tpsioBa na ce u3mos3ea chriacHo
O(UILHATHATE TPETOPHKH.
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Kakso npeacrasjasaBa ebos1a

o Ebomna e cepnosHo 3a00J1siBaHe, MPUYMHEHO OT BHPYC. Xopara ce 3apa3sBar ¢ edoia oT
JPYTH XOpa WX )KUBOTHHU, KOUTO €a 3apa3eHu ¢ e001a WK ca IOYMHAIIU OT e0oa.
o Mosxe na ce 3apa3uTte ¢ €00J1a IPU KOHTAKT C KPHB ¥ TEJIECHH TEYHOCTH KaTO YPHHA,

M3MPaXHEHUS, CITIOHKA, IOBbPHATA MAaTEPHsI, MOT, KbPMa, CIIEpPMa M BATMHAIHN TEYHOCTH
Ha X0pa, 3apa3eHu ¢ ebona Bupyca.

o Moske chIIo /1a ce 3apa3ute ¢ e€00Ia OT MPeJAMETH, KOUTO Ca OMIIM B KOHTAaKT C KPbBTA
WY TEJICCHUTE TEUHOCTH HAa YOBEK WIIM JKUBOTHO, 3apa3eHH ¢ e0oa (KaTo Jpexu Ui
MPEMETH B MPSIK KOHTAKT).

o EGoua He ce pa3npocTpansBa upe3 Bb3/IyXa, BOJAaTa WIN XpaHara.

BupycnoTo 3abomnsBaHe e0oj1a OOMKHOBEHO MPUYHHSABA BUCOKA TEMIIEPATypa M MOXKE Ja CIIpe

KPBBOCHCUPBAHETO, KaTO NPEAN3BHKA CHITHO KbpBEHE (TeXKKa XeMoparndna Tpecka). ToBa Moxe 1a

JIOBeJIe 10 CEPHO3HO 3a00sIBaHe, a B HAKOH CIIy4au U 10 CMbPT.

e [IppBHTE MPU3HALK H CUMIITOMH MOKE J1a ObIaT MOBHILEHA TEMIIEPATypa, yMopa, ciabocT Hin
3aMaiiBaHe U MYCKYJIHH OOITKH.

o IMo-KbCHUTE MIPHU3HAIM ¥ CHMIITOME MOJKE JIa BKITFOUBAT KbPBEHE MOJ| KOXKATa, B OPraHUTe Ha
TSJIOTO, KaTO HAIIPUMEP YepHUs Apo0 i ObOpELUTe, U OT yCTaTa, OunTe Wik yiurte. Hsakou
XOpa 1nmojriydaBat TCXKa Juapus, pA3KO ClladaHC Ha KPbBHOTO HAJIATaHC UJIW HaMaJIAIBAaHC Ha
KPHBOCHAOIIBAHETO HA OPTaHUTE B TSUIOTO (IIOK), KOETO MOXE Ja MPEAU3BUKA CEPUO3HO H
TpaHO YBpEXXJaHe Ha Te3U OpPraHu, TeXKa OObPKAHOCT (IETUPUYM), MPUIAIBIH (TBPUOBE),
0bOpeyYHa HEJOCTATHYHOCT M KOMA.,

I'oBopere mbpBo ¢ Bammsat nexap, GpapmaiieBT WM MEIUIIMHCKA CECTPA, 3a Aa PEIlInTe Janu TpsoBa na
Bu ce npunara tazu BakCuHa.

Kak geiictBa BakcuHaTa

2-I1030BHAT Kypc Ha BakcuHupane Zabdeno - Mvabea crumyiiipa ecTeCTBEHHUTE 3alllUTHU CUJIN Ha
opranu3ma (MMyHHaTa cuctema). BakcuHara JieiicTBa, KaTo CTUMYJIMpA OpraHM3Ma Jia u3rpaxa
coOCTBeHa 3alIuTa (AaHTHTENa) CPely BUpyca, puunHsBanl nHpekuusta edosa. Tosa e CrioMorae
3a 3alIUTa OT BUPYCHOTO 3aboisiBaHe e0ouia B Obele.

2. KakBo TpsioBa 1a 3Haete, npexau Bue nin Bamero nere 1a moyunte Mvabea

3a 1a e curypHo, 4e BakCHHAIUATa € Ioaxo/s1a 3a Bac wiu 3a Bamero nere, BaxHO € 1a KaxeTe Ha
Bamus nekap, ¢papManeBT WM MEJUIMHCKA CECTPa, aKO HAKOS OT TOUYKHTE I0-0JIy CE OTHACAT 3a
Bac unm Bamero nere. Ako nMa Helllo, KOeTo He pazoupare, momosete Barms ekap, papmaiieBT wiu
MEIMIMHCKA cecTpa 1a Bu 00scHST.

He npuiaraiite BakcuHaTa, ako

e Bue wim Bammero nere HiKora cTe IMalld TEXKa aJIEPTUYHA PEAKIIHSI KbM HSIKOE OT aKTHBHHTE
B€IICCTBA WJIHM KbM HAKOSA OT OCTAaHAJINTC ChbCTaBKH, I/136pOGHI/I B TOYKaA 6

L] BI/IC N BameTo JCTC HAKOra CTC UMaJIN TCXKKa aneerqHa peaKumI KbM IINJIC, SII>'IIIa NIIn
aHTUOMOTHK, U3BECTEH KATO ,,[EHTAMHIIUH.

AKO He cTe cUrypHH, ToBopeTe ¢ Bammms iekap, GpapMarieBT uiiu METUIIMHCKA CeCTpa, Ipeau aa Obie

MIPIIOKEHA BaKCHHATA.

IIpexynpesxxaenus u npeanasHu MepKH

T'oBopete ¢ Bamus nekap, hapMarieBT Win MEIUIMHCKA cecTpa, npean aa Onae npunoxkera Mvabea,
axo Bue nim Bamero nere:

® HJKOra CT¢ uMaJii TCXKKa aneerqHa peaK]_II/IH clieq )lpyra MHXXCKIIMOHHA BAKCHHa,

® HsKOra CcTte HpI/IHaJIaJII/I clie[ I/IH)KCKTI/IpaHe,

® uMare Hp06HeMI/I, CB’bpSaHI/I C KT)pBeHe HJIA JICCHO nonyanaTe CHHHHH,

¢ B MOMEHTAa MMaTe MOBHIIIEHA TEMIIEpaTypa Uil NHPEKIHs,
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e mpHeMaTe JIEKapcTBa, KOUTO OTCIa0BaT MIMyHHATa CUCTEMa, KaTo HAIp. BUCOKA 71032
KOPTHUKOCTEPOUIY (HAIp. IPEIHN30H) HIH XMMHUOTEpaIus (JIeKapcTBa Cpenry pak),

e wumare ciaba UMyHHA cucTeMa, HanpumMep, mopaau XMB uHbeknus wim 60yect, KOATo ce mpeaana
B CEMEHCTBOTO (FT€HETHYHO HAPYIICHHE).

AKO HeIlo OT TOPHUTE ce OTHACs 3a Bac win Bamero nete (Wiau He ¢cTe CUTYpHH), roBopeTe ¢ Barms

nekap, (papmarieBT WM METUIIMHCKA CeCTpa, Mpeu Aa Obe npunokeHa Mvabea.

AKO cTe M37I0KEHH Ha BUCOK PUCK OT KOHTAKT ¢ BUpyca e0oja, MOXe Aa ce mpernopbya OycTep
BakcuHanus csc Zabdeno 3a Bac nnu Bameto nete. I'oBopere ¢ Bamus nexap, gpapmaneBT win
MEIULMHCKA CECTpa aKo ToBa ce oTHacsa 1o Bac wiu Bamero nere.

Ako Ha Bac wnu Bameto gere e npuiokeHa camo eiHa oT BakcuHute, Zabdeno win Mvabea, ToBa
MOJKE Jla OCUT'YPH T0-CJ1aba 3aI1uTa Cpelny BUPYCHOTO 3ab0iisaBaHe e0oa, OTKOJIKOTO aKo ca
TIPUJIOKEHH U IBETE BAKCHHH.

Kakrto mpu BcHYKH BakCHHH, 2-I030BHAT Kypc Ha BakcuHupaHe Zabdeno - Mvabea Mose n1a He
3alIUTH HAIIBJIHO BCEKH YOBEK OT BUPYCHOTO 3a00nsABaHe €00a, 1 HE € U3BeCTHA
MPOABIDKUTEIIHOCTTAa HA BPEMETO, IIPE3 KOETO CTE 3aIUTEHU.

e Xopara, Ha KOUTO € MPHJIOKEH 2-1030BHsI Kypc Ha BAKCHHHPaHe, TPSA0Ba 1a MPOAbJLKAT 12
B3eMaT NMpeana3sHu MepKH, 3a /1a H30erHaT KOHTAKT ¢ e0oJ1a BUpYyca.

[IpaBuwiHOTO M3MHUBaHE Ha phiieTe By e Hali-e(hekTHBHATA MSIpKa CPELLy MPEI0TBpaTsIBaHE Ha
pa3npocTpaHeHUETO Ha OMACHU MUKpOOH, KaTo ebosa Bupyca. ToBa HaMansiBa Opost Ha MUKpoOUTe
BBPXY PBIIETE U 110 TO3M HAUYMH HAMAJISBA TAXHOTO Pa3NpOCTPaHEHHE OT YOBEK HA YOBEK.

HaunHunTe 32 mpaBUIIHO U3MHUBAaHE Ha PBIETE Ca OMUCAHU MO-J0JTY.

. Wznon3Baiite camyH U Boja, KOrato pbleTe ca MPhCHH WM 3aMBbPCEHU C KPBB WIH APYTH
TesiecHu TeyHocTH. He e Heo0xoanmo aa u3noa3BaTe aHTUMUKPOOHH CallyHH 32
M3MHUBaHE Ha pbLETE.

o W3non3Baiite ne3nH(pEKTaHTH HA CIIMPTHA OCHOBA, KOraTo phLeTe He ca MpbcHU. He
W3M0J3BalTe 1e3nH(PEKTAHTH HA CIIMPTHA OCHOBA, KOTaTO PBIIETE Ca MPHCHU WUJIH 3aMBPCECHU C
KPbB WIH IPYTH TEJIECHU TEYHOCTH.

,Z[OKaTO CTC B 30HA, 3aC€rHara oT 660.]13, € BAXXHO Ja n30sreare CJICAHOTO:

o KoHTaKT ¢ KpBB U JPYTH TENECHU TEYHOCTH (KaTO YpHUHA, H3MPAKHEHNUS, CIIFOHKA, TIOT,
MOBbPHATH MaTEPUH, KbpMa, ClIepMa U BarMHAIHU TEYHOCTH).

° [Mpeameru (kaTo Apexu, MOCTEITHH MPUHAIEKHOCTH, MM M MEJAUIIUHCKO 000pyIBaHe),
KOUTO MOXE J1a ca OWJIM B KOHTAKT C KPHBTA WIIH TEJIIECHUTE TEYHOCTH Ha 3aPa3eH YOBEK.

o [Torpebenus wiu morpedamTHu PUTYAIH, KOUTO H3UCKBAT KOHTAKT C TAJIOTO HA HAKOH, MOYHHAI
ot ebora.

o KonTakT ¢ mpuiienu, mpuMaTi 1 MaiMyHH WIH C KPBB, TEYHOCTH M CYPOBO MECO OT TE3U
KUBOTHH (JIMBEYOBO MECO) MIIM MECO C HEU3BECTEH MIPOU3XO.

. KoHTakT che criepMaTa Ha MBK, KOWTO € OmJ1 3apa3eH ¢ ebosa. TpsOBa na BoguTe Oe3o0maceH

TIOJIOB JKUBOT, JOKATO BUPYCHT HE C€ U3YHCTH OT criepmara. ['oBopete ¢ Bamms nexap,
(hapMareBT WM MEIUIIMHCKA CECTPa 32 ChBET OTHOCHO MPOIBJKUTEITHOCTTA HA BOJICHETO Ha
0e30I1aceH MOJI0B KUBOT.

Jena nox 1-rogumHa Bb3pact
Jlunica mpenopbka 3a yrnorpeda Ha Mvabea npu neria mox 1-rojuiinHa Bb3pact.

Jpyru jJexapcra u Mvabea

TpsiOBa na kaxere Ha Bamms nexap i gapmaneBt, ako Bue nmu Bamiero gere npueMare, HackKopo
CTC MMpUEMaAJIN UJIU € Bb3MOXXHO Ja IpueMare Apyru JCKapCcTBa Ui BaKCUHU.
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bpeMeHHOCT M KbpMeHe

ITochBeTBaiiTe ce ¢ Barms jekap unn ¢papmaieBT, Ipeau Aa 0Oblie IPUIOKEeHa Ta3d BaKCHHa, ako Bue
wnu Bamata npieps cte OpeMeHHU win KbpMute. HampaBere ToBa 1 ako Muciure, ye Bue wiu
Bamara npiepst Moxke fa cte OpeMEHHU WM TUTAaHUPaTe OPEMEHHOCT.

Ilodupane u padoTa ¢ MAIIIHHH
Mvabea HsiMa u3BecTeH e(heKT BbpXy CIIOCOOHOCTTA 3a IodupaHe U padoTa ¢ MaIIHU.

Mvabea cbabp:ka HaTpHid
Mvabea cbabpika mo-manko ot 1 mmol Hatpuii (23 mg) Ha go3a ot 0,5 ml, T.e. MOXe aa ce Kaxe, Ue
MPAKTHYECKH HE ChIbPIKa HATPHH.

3. Kak ce npniara Mvabea

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

Mvabea He TpsOBa 1a ce HHKEKTHPA B KPHBOHOCEH Ch]I.

2-71030BHSAT KypC HA BAKCHHUPAHE CE ChCTOM OT:

e cjHa 032 BakcuHa Zabdeno,

e [OCiIeBaHA OT €JHa J103a BakcuHa Mvabea okoso 8 ceMHUIM O-KBCHO.
Bamwar nekap me Bu kaxe narata Ha BTopaTa BaKCHHA.

KakBo ko/1n4ecTBO BAaKCHHA 1Ie 0be MPpUI0:keHo HA Bac niu Bamero nere
II'bpBUYHA BAKCHHALMS
e [IbpBa BakcuHalms cbe Zabdeno — ¢uakoH ¢ uepBena kanauka (0,5 ml).
e Bropa BakcuHanus ¢ Mvabea — duakon ¢ xbiara kanauka (0,5 ml), mpunoxxena okomno
8 ceqmunm cien mbpBaTa BakCHHANUSA ¢be Zabdeno.

Zabdeno Mvabea

I'I'pra BaKCMHauUusa BTopa BakKCUHaUusa

YepBeHa Kanayka XbiTa Kana4ka

[la ce npunoxwu cneq
oKorno 8 ceamuum

Bycrep BakcuHanus cbe Zabdeno (monbjHuTeHA 1032 Zabdeno 3a 3acuiiBaHe WiIN

MOHOBsSIBaHe HA epeKTAa HA MPeTUIIIeH 2-1030B KypC Ha BaKCHHAIUs ¢he Zabdeno u

Mvabea)

¢ bycrep BakcuHammsTa ce npenopbuBa 3a Bac wim Bareto nete, ako cte U3JI0KEHH Ha
BHCOK PUCK OT KOHTAKT C BUpyca €00Jia U CTe 3aBbPIIIN 2-030BUAT KypC Ha
BaKCHHUPAHE MPEAN MmoBeUe oT 4 Mecerna.

o [lonwmraiite Bamus nekap nanu Bue ninu Bameto gere TpsOBa na noiayuure Oycrep
BaKCHHAITH.

[lo BpeMe Ha U cliell HMHXKEKTHpaHe Ha BakcMHaTa Bammsar nekap me Habmogasa Bac uinn Bamero
JIeTe 3a OKOJIO 15 MMHYTH WM [IOBEYE, aKo € He00XO0IUMO, 3a TEXKa aJlepruuHa peakLusl.
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Yka3anus 3a NMPUTOTBAHE HA BAKCHMHATA - 34 MCAUMIMHCKUTE U 3IPAaBHUTEC CIICHHUAJINCTH, Ca JaACHU
B Kpas Ha JIMCTOBKAarTa.

IIpu HenmpegHAMEPEHO WM HH:KEKTHPaHe N0 HeBHUMaHue Ha Zabdeno mim Mvabea

e Axo Ha Bac mim Bamrero nerero no HeBHuMaHue e npuiioxkena Mvabea kaTo mbpBa BakcHHaIH,
Zabdeno 1e Ob/€ NPUIOKEHA KATO BTOPa BAKCHHALIUS OKOJIO 8 CEAMHIIM [TO-KbCHO.

Axo Ha Bac nnm Barero nereto no HeBHUMaHue € npuiioxkeHa Zabdeno kaTto mbpBa U BTOpa
BakcuHanus, Mvabea 11ie ObJie PHIOKEHA OKOJIO 8 CeJIMUITH Clie]] BTOpaTa BAKCHHAITUS ChC
Zabdeno.

Axo Ha Bac nnn Bareto nere nmo HeBHuManue e npuiioxkena Mvabea kato mbpBa u Bropa
BakcHHaIus, Zabdeno 1e Obe MPUIoKeHa OKOJIO 8 CeAMUIIU CIIE] BTOpaTa BaKCUHALIMS C
Mvabea.

Axo Ha Bac nnn Bamreto netero He e npuinoskena Mvabea okoimo 8 cenMuIiu ciie BakCHHAIMATA
cbe Zabdeno, roBopete ¢ Bamms nekap, ¢papManeBT WM MEAULUHCKA CecTpa, 3a 1a ObJie
NpUIOKeHa BTopaTa BakcuHalus ¢ Mvabea.

AKoO TpoIyCcHeTe Yaca CH 3a BakcuHamms cbc Zabdeno niam Mvabea

e AKO IpoIycHETe yroBOpEHO IOCeIeHNe, KaykeTe Ha Bamms nekap u cu Hacpodere Ipyro
HOCEILEHUE.

e AKO IporycHeTe IUIaHupaHa WHXKEKIUS, MOXeE Jla He CTe HAITBIIHO 3allUTeHU OT BUpyca eboa.

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

4. Bb3MOKHHN HeKeJTaHU PeaKIuu

KakTo Bcuuku JICKapCTBA, Ta3 BAKCHHA MOXKE J1a NIPCAU3BHUKA HCKCIIAHU PCAKIIUH, BBIIPECKH Y€ HE
BCCKM I' ITIOJTy4aBa. IloBedeTo OT HEXKECITAHUTE PCaKiy1 Bb3HHUKBAT B PaAMKUTC Ha 7 JHH OT
HWHXXCKTHUPAHETO.

CHGI[HI/ITC HEXKCJIaHU PECAKIIUN MOKE a Bb3HHUKHAT IIPU Bb3PaCTHH.

MHoro yectn (Moke 11a 3acerHar nosede ot 1 Ha 10 myrim)
00JiKa, 3aTOTUISHE WM MOJlyBaHe HA MACTOTO Ha WHXKEKTUPAHE
yCell[aHe 3a CUJIHA yMOopa

MYCKyJTHa 00ITKa

craBHa 00JIKa

Yecru (Moxe 1a 3acersar 1o 1 Ha 10 qymu)
® TOBpBIIAHE
e ChpOEK HA MICTOTO HAa MHKEKTUPAHE

Heuectn (Moxxe a 3acerrat 10 1 aa 100 aymu)
e 3ayepBsiBaHE U BTBBP/SBAHE HA KOXKAaTa HA MSICTOTO HA MHXKEKTUPAHE
® CHPOEK MO ISUIOTO TSIIO

CJ'IC,Z[HI/ITC HCXKCJIaHU PCAKIIUU MOXKC Ja Bb3HHUKHAT IIPpU €A Ha Bb3pacCT OT 1 a0 17 T'OAWHH.

MHoro yectn (MoXe 11a 3acerHar noseve ot 1 Ha 10 myrim)
e (o0JKa Ha MACTOTO HAa MH)KEKTHpaHe
e ycelllaHe 3a CHJIHAa yMopa

Yectn (Moxe na 3acernar 1o 1 Ha 10 ayrm)

e [0ayBaHe, ChPOEK MM 3aUepBsABaHE HA MACTOTO HA HH)KEKTUPAHE
e [IOBHILIEHA TEMIIEpaTypa

® CTyIEHH TPBIKH
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e MyCKyJiHa 0oJka
e craBHa OOJIKa
® TIOBpBIIAHE

CremauTe HEXXETIaH! PEaKITMH MOYKE Ja BB3HUKHAT ITPH KbpMadeTa Ha Bb3pacT oT 4 mo 11 mecemna.

MHuoro yectn (Moxe 11a 3acersar noseve ot 1 Ha 10 xymm)
® pasJpazHEHue

Yecrn (Moxe na 3acersar 1o 1 Ha 10 gym)
e [OBHIICHA TEMIIEpaTypa

e (oJKa Ha MSCTOTO Ha MH)KEKTHUPAHE

® HaMaJeH aneTHT

e [OBpBLIAHE

IToBeueTo OT Te3W HEKETAHU PEAKIINH Ca C JIEKH 10 YMEPEHH 10 MHTEH3UTET U He POIBIDKABAT
JIBJITO.

Cpo01aBaHe HA HeKeJIaHU pPeaKIuu

AKO MoJTyynTe HAKaKBU HEXEJIaHU JICKapCTBEHU Peakyy, yBegomere Bamus nekap, GpapmaueBT nin
MCIUIMHCKA CeCTpa. ToBa BK/II0YUBa BCUYKH Bb3MOKHHM HEOMMCAHU B Ta3H JIMCTOBKA HEKEJIaHU
peakuu. MoxeTe ChIIO J1a ChOOIINTE HEXKENaH! PeaKluu TUPEKTHO Ype3 Hal[OHaTHATa CHCTEMa 32
ChOOLIABAHE B!

W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,JJamsia ['pyeB” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpobmiaBate HexXeIaHu peakiiy, MOKETe Ja JaJieTe CBOs MPUHOC 3a MoJy4aBaHe Ha TIOBeYe
WHQOpMAIUS OTHOCHO 0€30MIaCHOCTTA Ha TOBA JIEKapCTBO.

5. Kak na cbxpansiate Zabdeno
CobxpaHsBaiiTe Ta3u BAKCHHA HAa MSICTO, HEZOCTBITHO 3a JIelia.

HH(bOpMaHHH OTHOCHO CBbXPAaHCHUCTO, CPOKA HA T'OJHOCT, IIPUIIOKCHUCTO U pa60TaTa C IMpOAYKTa €
AaJcHa B pa3jciia, NIpeAHa3HA4YCH 34 MCAUINHCKHA CIICHUAJIMCTU B Kpas Ha JINCTOBKATA.

Bammsit nexap wim gapmanieBT ca OTTOBOPHH 32 ChXPaHEHHETO Ha Ta3W BAKCHHA M IPABUIIHOTO
U3XBBPIISIHE HA HEU3IIOI3BAHUS IPOAYKT.

6. ChabpikaHue HA ONMAKOBKATA U JOMbJIHUTENHA HHopManus

Kakso cbabp:xa Mvabea
Enna mo3a (0,5 ml) ceaspika:
e AKTHMBHOTO BelecTBO € Moauduimpan Bupyc Vaccinia Ankara — Bavarian Nordic*, komupar:
e Zaire ebolavirus rimmkonporenn (GP) Bapuant Mayinga
e Sudan ebolavirus Gulu Bapuant GP
e Tai Forest ebolavirus uykieonporenn
e Marburg marburgvirus Musoke Bapuant GP.

He no-manko ot 0,7 X 10® uHpekuro3ny eauuunm

* TlpousBeneH BbB GUOPOOIACTHH KIETKH HA MWJICHIKA eMOPHOHH U Upe3 PeKOMOMHAHTHA
JHK TexHonorus.
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To3u IPOAYKT Chabpka TeHHO Moau(UITMpann Mukpoopranuzmu (' MO).
Tas3u BakcHHA ChIABPIKA CIICAN OT TEHTAMUIIMH (BHIKTE TOYKA 2).

e Jlpyrute ChCTaBKH (MIOMOIIHY BEUIECTBA) Ca HATPUEB XJIOPHUJ, TPOMETAMOJ, BOJIa 32 WHIKCKIIHH,
XJIOPOBOIOPOAHA KUCENHHA (32 KopeKius Ha pH).

Kak u3riexxna Mvabea un kakBo ChAbpiKa 0NaKOBKAaTa
Mvabea e cycniensus B eH01030B cThkiieH (utakon (0,5 ml) ¢ ryMena 3amymanka U )bJITO Karnade.

CBeTnoXbiITa, OUCTPa 10 MICYHOOSIIA CYCTICH3USL.
Mvabea ce 10cTaBs B omakoBKa, Chabpikaiia 20 eaH01030BU (IIaKOHA.

IIpuTe:kaTes Ha pa3pellleHHETO 32 YNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse
benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse
benrusa

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJIsI, CBBPIKETEC CC C JIOKAJTHUSA
MNPEACTABUTCII HA IPUTECIKATECIIS HAa Pa3pCICHUCTO 3a yHOTp66a:

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 It@its.jnj.com

Buarapus Luxembourg/Luxemburg

»JkoHChH & J[xoHCHH Bharapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +3214 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

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

TIf: +45 4594 8282 Tel: +356 2397 6000

jacdk@its.jnj.com
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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

Elrada
Janssen-Cilag ®appoakevtikr| 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 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

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

Ireland

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

island

Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

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

Kvnpog

Bapvéapoc Xatinmavaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
Iv@its.jnj.com
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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 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

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444
medinfo@its.jnj.com



JlaTa Ha MOCJIeAHO Mpepa3riie;kaane Ha Jucropkara 07/2023.

Ta3u BakcuHa € paspelieHa 3a ynotpeda npu ,,u3BbHpeAHN oocTosTencTBa“. ToBa o3HauaBa, 4e 1Mo
HAyYHU ChOOPaKEHUS JI0 MOMEHTA He € OMJIO BB3MOXKHO Jia Ce TIOIYYH IThJIHA WHpOPMAIIHS 3a
nekapcTBoTO. Beska roguna EBporieiickara areHius o jiekapcTBata 1€ U3BbpIlBa Iperiies] Ha
HOBaTa WHGOPMAITH 32 Ta3W BAKCHHA U Ta3W JIMICTOBKA CHOTBETHO IIIE C€ aKTyaIn3Hpa.

Apyru n3rounuuu Ha uHpopmanus
ITonpoOHa mH(pOpManKs 3a TOBA JIEKApCTBO € IpeJ0cTaBeHa Ha yeOcaiita Ha EBporeiickaTa areHIus
o JiekapcTBata: http://www.ema.europa.eu

Ta3u nmucToBka € HannyHa Ha Bcuuky e3unn Ha EC/ENII Ha yebcaiita Ha EBporeiickaTta areHIus mo
JeKapcTBara.

IMocouyenara no-101y uHopManusi € NpeIHA3HAYEHA CAMO 32 METHIIUHCKH CTIENHATUCTH

o Kakrto IIpY BCUYKH MHKCKIIMOHHU BAKCUHU, BUHArnu Tpﬂ6Ba Ja UMa I'OTOBHOCT 3a IIOAXO0 1110
JieyeHne U HabJroAeHNE B Clly4yail Ha aHaQUIaKTHYHA PEaKLus e MPIIOKEHUETO Ha
Mvabea. Xopara TpsiOBa 1a ce HaOIOIABAT OT MEIUIIMHCKH CIICIHAIUCT B MPOIBJDKCHHUE HA
Hal-Manko 15 MUHYTH ciie]l BAKCHHAITUSATA.

e Mvabea He TpsiOBa /1a ce cMeCBa B €/iHa CIIPUHIIOBKA C IPYTH JICKaPCTBEHU MPOTYKTH.

e B nukaksB ciaydait Mvabea He TpsiOBa 1a ce mpuiiara BbTPEChI0BO.

e lmyHm3anusATa TpsAOBa 1a ce U3BBPIIH Ype3 HHTPAMyCKyJTHa (i.m.) HHXEKITUS 3a MPenopbhuBaHe B
MUIITHUALIATa B 00JIACTTA HA IEITOUIHUS MYCKYJI UJIH B OSAPOTO.

e Cren WM OpH NPeIy BAKCHHUPAHETO MOXKE JIa HACTBITH CUHKOI (MPHIIAIbK) KaTO MCHXOTeHHA
peaxius Ha yooxkaaHeTo ¢ uria. TpsoBa na ObAaT IpeaBUACHN IPOIETypH 32
MMpeaAOTBpATABAHC Ha HApAaHABAHC IIPU MMaJaHC U 3a OBJIaJsIBAHC HAa CUHKOII.

Yxka3zanus 3a npujioxkeHue u padbora

Mvabea e cBeTsI0KbiITa, OUCTpa 10 MIleyHOOsIa cycrieH3ust. BakciHara TpsiOBa 1a ce mperieaa
BU3YAJIHO 3a HAJIMYMEC HAa BUAVMMHU YaCTUIU U ITPOMAHA HAa LBETA MPEAN MMPUITIOKCHUC. DnakoHBT
TpsiOBa J1a ce Iperjiea BU3yalHo 3a IIyKHATHHH WM HApYLICHUS Ha IeJI0CTTa Ha ONIAaKOBKaTa, KaTo
HaImp. IpU3HalK Ha OTBapsHE, pean npunoxenue. [lpn Hanndue Ha HIKOE OT TOPEOCOUYEHUTE HE
IIpWIaraiiTe BakCHHATA.

Crnien kaTo BakCHHATA Ce M3BaAU OT (hpHU3epa U ce pa3Mpasu, TS TPsSOBa Jja ce U3I0I3Ba He3a0aBHO MIIH
Ia ce cexpanssa B xiamtHuk mpu 2°C mo 8°C (Bik. Touka 6.4). Cien KaTo ce W3Baad OT XJIaAUTHAKA
3a MIpUJIOKEHHE, TS TPAOBa J1a ce U3IO0JI3Ba He3a0aBHO.

BruMarenHo cMeceTe ChIbpKaHUETO Ha (UIaKOHA, KAaTO IO BEPTHUTE JIEKO B IPOABIDKEHUE Ha
10 cexynau. He pasknaraiite. M3non3saiiTe crepuiiHa Uriia M CTEPHIIHA CIIPUHIIOBKA 33 U3TETJITHE HA
ISUIOTO CHABPKAHUE OT (PIIaKoHa 3a MPUIIOKEHHE.

W3non3saiite OTACJIHA CTEPUIIHA UTJIa U CIIPUHIIOBKA 3a BCEKU YOBCK Hee HCO6XOIII/IMO J1a C€ CMCHAT
HUITIATE MEXKAY U3TCTIIAHETO HAa BAKCHUHATA OT @HaKOHa " MHXXCKTUPAHETO, OCBCH aKO UIJjlaTa HE €
MOBpCICHA WX 3aMBbpPCCHA.. OcTaHaJIoTO CbAbPIKaHUC BbB (bJ'IaKOHa TpH6Ba Ja CC U3XBbPJIN.

Hewnsnon3BanusT gexapcTBEH NPOAYKT WK OTHAABYHATE MaTepHalId OT Hero TpsiOBa Ja ce M3XBBPIIAT
B CbOTBETCTBHE C MECTHUTE M3MCKBaHUA. [Ipy eBeHTyallHO pa3nuBaHe MICTOTO TPsIOBa 1a ce
ne3uH(eKnrpa cbC CpeiCTBa ¢ BUPYLUUAHA aKTUBHOCT CPEIly aJeHOBUPYCH.

Nupopmanus 3a cbXpaHeHue

He u3non3aiite Ta3u BakCHHA CJIE] CPOKA HA TOJHOCT, OTOEsI3aH BEPXY KapTOHEHATA OMAKOBKa CJIe]]
»EXP“ u ,,'onen no:*“. CpoKbT Ha TOJTHOCT OTTOBAPS HA TOCISIHUS JCH OT ITOCOYCHHS MECEII.
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[a ce tpancnoptipa 3ampaseH mpu -25°C no -15°C. Cnen moiyyaBaHe MpOIYyKTHT MOXKE J1a Ce
ChXpaHsBa, KaKTO € YKa3aHO MO-10JTy:

[a ce cpxpansiBa BB (hpusep nipu -85°C o -55°C ot quctpuOyTopa B ciydail Ha ckianupane. Jlatara
Ha M3TUYaHe Ha CPOKA Ha TOAHOCT NpH chxpaneHue npu -85°C 1o -55°C e orneuarana BEpXy
(dhakoHa ¥ BHHITHATA KAPTOHEHA omakoBKa cien ,,EXP“ u ,,l'omen no*.

Baxcunara Moke ChIIO Ja ce ChXpaHsABa OT AUCTPHUOYTOpA WM KpaitHUs MOTpeOUTeN BbB Pprsep mpu
-25°C 10 -15°C exHokparHo 3a nepuoj 10 7 mecena. Cien u3Baxkaane ot Gppusepa Ha -85°C go -55°C
HOBAaTa JaTa Ha M3THYaHE Ha CPOKa Ha TOJHOCT TPSAOBA Jla CE 3aIUIIe OT JTUCTPUOYTOpa UIH KpalHUSI
MoTpeOUTEN BHPXY BHHIIIHATA KAPTOHCHA OMAKOBKA M BaKCHHATA TPSOBA Jla CE U3II0JI3BA WU
U3XBBPIU cien 7 Mecena. Ta3n HOBa JlaTa HA U3TUYAHE HA CPOKA Ha TOJHOCT He TPsOBa Ja ObJe ciel
IbPBOHAYATHATA JIaTa Ha U3TUYAaHE Ha cpoka Ha TogHocT (,,EXP“ u ,,['onen no*). [IbpBoHavanHara
JlaTa Ha W3TUYaHE Ha CPOKA Ha TOIHOCT TPsiOBa J1a ce 3aIuyYH.

BakcunaTa Moke 11a ce ChbXpaHsABa OT AUCTPUOYTOPA MM KPaitHUS ITOTPEOUTEN U B XJIQIWITHHK TIPU
2°C no 8°C emHokpatHO 3a iepuoA 1o 1 mecen. Crien n3BaxkJaHe Ha MPOLYKTa 33 ChbXpaHEHUE MPH
2°C no 8°C maraTta Ha U3XBBPIISIHE TPsiOBa /a ce 3amuIle OT AUCTPUOYTOPa I KpailHHS MOTPeOHTeN
BBbpXY BBHIIIHATA KAPTOHEHA ONAaKOBKA M BaKCHHATa TPAOBa Ja ce M3II0JI3BA WM M3XBBPIH B Kpas Ha
1-meceunus nepuon. Taszu naTa Ha U3XBBPIISIHE HE TPsOBa Aa OB/ Clie/l MbpBOHAYANIHATA J]aTa Ha
W3TUYaHe Ha cpoka Ha roaHocT (,,EXP“ u ,,['onen 10°) nim HOBaTa qaTa Ha M3THYAHE HA CPOKa Ha
roHOCT Tipu chxpanenue mpu -25°C no -15°C. IIspBoHayamHaTa faTa Ha U3THYAHE HAa CPOKA HA
TOJHOCT MpH chxpaHeHue Ha -25°C 1o -15°C Tps6Ba na ce 3ayimyu.

Cnen pa3smpassaBaH€ BaKCHHATa HE MOXKE a C€ 3aMpassBa OTHOBO.
DnakoHBT Tpﬂ6Ba Ja CC CbXpaHdABa B OpUI'MHAJIHATA OITaKOBKaA, 3a 1a CC€ MPEAIasu OT CBCTJIMHA U Ja

ce Mpocien AaTaTa Ha H3THYaHe Ha CpOKa Ha TOAHOCT WJIHM Ha JaTaTa Ha U3XBBPIIIHE MU
PasInYHUTE yCIOBUS Ha CbXpaHEHUE.
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