INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JICKapCTBEH MPOAYKT TOJUICKU HA JOMIBJIHUTEIIHO HAOIIoIeHre. ToBa 111e 1mo3Boiu Obp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH CE
M3KCKBA J]a ChOOIIABaT BCSIKA MTOA03MpaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChOOIaBaHe Ha
HEXXEJTaHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JJEKAPCTBEHUSA ITPOJAYKT
BIMERVAX uHXEKIIMOHHA eMYJICUS

Bakcuna cpemry COVID-19 (pekoMOrHaHTHA, all0OBaHTHA)
COVID-19 Vaccine (recombinant, adjuvanted)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (hr1akoH, KOHTO chabpxka 10 mo3u o 0,5 ml unu exHO1030B (IIaKOH, KOWTO
chawspka 1 go3a 0,5 ml.

Enna no3za (0,5 ml) ceappka 40 Mukporpama cenBakoBaTenH ¢ agoBaHT SQBA.

CenBakoBaTerH € (y3MOHEH XETEPOIUMED Ha PEIEHTOP-CBbp3Ballus J0MeH (receptor binding
domain, RBD) Ha pexomOunanTHuUS munoB (S) nporenH Ha Bupyca SARS-CoV-2 (mamose B.1.351 u
B.1.1.7), npoussenen upe3 pekomOuHanTHa JJHK TexHOIOTHS ¢ M3M0I3BaHEe Ha EKCIIPECHOHEH BEKTOP
— mra3muj, B CHO kieTbuyHa JuHMS.

AmioBanT SQBA, ceapprkant Ha no3a ot 0,5 ml: ckanen (9,75 mg), monucopbar 80 (1,18 mg),
copbutanoB Tpuonear (1,18 mg), HarpueB nurpar (0,66 mg), numonena kucenuna (0,04 mg) u Boga

3a MHXXCKIINH.

3a IBJIHUA CIIMCHK HA IIOMOIIIHHUTE BEIlECTBA BIHKTE ToUuKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

WNmxeximonHa emyscus (MH>KEKIIHA)

bsina xomoreHHa emyJcusi.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU MOKA3AHUS

BIMERVAX e nokazan karo Oycrep 3a akTHBHA HMyHU3anus 3a npeernust Ha COVID-19 npu numa
Ha Bb3pacT 16 u moBede roANHU, KOUTO ca nonyuymin npeaxoana ”PHK Bakcuna cpemy COVID-19
(Bx. Touku 4.2 u 5.1).

VYnotpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OQUIMATHUTE MPETOPHKH.

4.2 Jlo3upoBKa U HAYMH HAa NPUJIOKEHHE

AO3I/I[20BK3

Jluya na u nao 16 2oounu

Ennanuna natpamyckyina go3za (0,5 ml) BIMERVAX Tps6Ba na ce npunoxu Haii-manko 6 Mecena
cien npeaxoxara nPHK Bakcuna cpenry COVID-19 (k. Touka 5.1). BIMERVAX moxe na ce
NPUIOKHK Hali-MaJko 6 Mecela ciell npenxoana oOycrep noza BIMERVAX.



THonynayus 6 cmapuecka ev3pacm
He ce n3nckBa KopeKknus Ha A03aTa Py Xopa Ha Bb3pacT >65 roIuHY.

THeouampuuna nonynayus
be3zomnacHoctTa 1 epukacHoctta Ha BIMERVAX nipu fenia v 10HOIIM Ha Bb3pacT 1moj 16 roauHu Bce

OIIl¢ HE ca yCTaHOBEHU. JIWIcBaT MaHHU.

HaunHx Ha npunoxeHue

BIMERVAX e caM0 3a HHTpaMyCKYJIHO ITPHJIO’KEHUE, 3a IPEANOYNTAHE B ACATOUIHHS MyCKYJT Ha
ropHaTa 4acT Ha pbKaTa.

Ta3u BakcuHa HE TpSI6Ba Ja CC Mpujiara UHTpaBaCKyJIapHO, MOAKOKHO WKW UHTPAACPMAIHO.

Baxkcunara He Tpsi0Ba Jja ce cMecBa ¢ APYry BAKCHHU W JIEKAPCTBEHU NIPOAYKTH B ChIIAaTa
CIIPUHIIOBKA.

3a npeanasHuTe MEPKU, KOUTO TPSIOBA Jla ce B3eMarT Ipeu MpHiaraHe Ha BAKCMHATA, BHKTE
Touka 4.4.

3a yKka3aHUs OTHOCHO OOpaBEHETO ChC U U3XBBPIISIHETO HA BAKCUHATA BIDKTE TOUKA 6.6.
4.3 IIporuBomokaszaHusi

CBp'I)X'-IyBCTBI/ITeJIHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 CrhenuanaHu npeaynpeskaeHus! U NpeANa3sHi MepKH PU ynorpeda

IIpocnenumoct

3a 1a ce moI00py MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHHU MPOIYKTH, UMETO U TIAPTHIHHSAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SICHO J1a CE 3aIMCBaT.

CBpbXYYBCTBUTEITHOCT U aHad) HIJIaKCHs

[pu Bakcunu cpemy COVID-19 ca cho0maBanu crOuTHs Ha aHaduiaakcus. Bunaru TpsoBa qa uma
Ha Pa3NoIoKEeHNE MOAXOIIII0 MEAULMHCKO JIeYeHHE U HAOMIOACHUE B CiTydail Ha aHaUIAKTHYHA
peaxuys ciesl NPUIOKEHHE Ha BaKCHUHATA.

HpenoquBa CC BHUMATCIIHO Ha6J'IIO,Z[eHI/IC B IPOABJDKCHUC HA Hai-majko 15 MUHYTH CJICA
BaKCHHaNuATa.

He tpsi0Ba na ce mpunarar ciieiBaliy 1034 OT BaKCHHATa Ha X0pa, KOUTO ca UMaId aHa(uIaKkcus ciexn
npenumHa 1o3a BIMERVAX.

Peakinu, cBbp3aHU C TPEBOKHOCT

PeaKI_II/II/I, CBBP3aHU C TPCBOKHOCT, BKIIFOUUTCIIHO Ba30BaraJtHu peaKkiiuu (CI/IHKOH), XUIICPBCHTUIIALUA
HJIN CBBbP3aHU CbC CTPEC p€aKlr, MOTraT Ia Bb3HUKHAT BbB BPb3Ka C BAKCHUHaIMATa KaTO IICUXOI'CHCH
OTTOBOP Ha MHXXCKTHUPAHCTO C HIJIA. Baxno e Ja CC B3CMatT Npeamna3Hu MCPKHU, 3a J1a CC n30erue
HapaHABaHC IPpU MPUITAAbK.



CerpTeTBaIio 3a001sBaHe

BaKCI/IHaLII/IHTa TpH6Ba Ja CC OTJIOXKU IIpHU JIMla, CTpadalu OT OCTPO TCIKKO (1)66pI/IJ'IHO 3a00IIsIBaHe
HJIKn OCTpa I/IH(l)eKLII/IH. Hanuuunero Ha 11exa I/IH(i)eKLII/IH W/UIH ¢l1a00 MOBUIIICHA TEMIICpATypa HC Tpﬂ6Ba
Jia € IIpUYKHA 3a OTJIaraHC Ha BaKCHMHalUATaA.

TDOM60LII/ITOH€HI/I$I W HAPYHICHUWA Ha KoaryJjalnusiaTa

KaxTo u mpu Apyru HHTpaMyCKyJTHU HHXKEKIINH, BAKCHHATA TPsAOBa J1a ce Mpuiiara ¢ OBUIICHO
BHUMAaHUE IIPH JIUIIA, TTOTyYaBaIld aHTUKOATyJJaHTHA TePaIus, UJIU TAKUBa C TPOMOOIIMTOTICHUS WITH
HSKAaKBO KOAryJIalIMOHHO HapyIIeHHe (KaTo XeMO(DWIHs), Thi KaTO MOXKE Jia Ce MOSBU KbPBEHE WITH
HACHHSIBAHE CJell MHTPAMYCKYJITHO PUIOKESHHUE TIPH Te3H JINIIA.

MyHOKOMIpPOMEHTHPAHHU JIHLIA

EdukacnoctTa 1 6e30macHOCTTa Ha BAKCHHATA HE Ca OLCHSABAHU NTPU IMYHOKOMIIPOMETHPAHH JIHLA,
BKJIIOUMTEITHO TaKMBa Ha UMyHocynpecopHa Tepanus. E¢ukacHoctra Ha BIMERVAX Moke na Ob1e
[0-HUCKA IIPYU UMYHOKOMIIPOMETUPAHU JIULA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3aluTara

He e n3BECTHO KOJIKO ABJITO Tpae 3aluTrara, OCUryp€Ha OT BaKCHHATa, THU KaTO BCE OIIIE CE onpeacisd
OT NMpOABbJKABAIIIU KIIMHUYHU U3IMATBAHUA.

OrpaHnyeHus Ha ed)eKTI/IBHOCTTa Ha BaKkCHMHAaTa

[TomoGHO Ha Besika npyra BakcuHa, BakcuHanuara ¢ BIMERVAX moxe na He ocurypu 3ammra Ha
BCUYKHU BaKCUHUPAHU.

Tlomonruu BCIICCTBA

Kanuii

Ta3u BakcHHa ChABPIKA MO-MaNKo 0T 1 mmol kanuii (39 mg) Ha 103a, T.€. MOXKE J1a Ce KaXKe, ue
MIPAKTUUYECKU HE ChABPIKA KATHH.

Hampuii

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKeE Aa ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHI.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHM NPOAYKTH M APYTrH (JOPMH Ha B3auMoJelicTBHe
He ca npoBexxganu mpoyuBaHus 3a B3aUMOJICHCTBHATA.

CerprerBamo npunoxenrue Ha BIMERVAX ¢ npyru BakcuHM HE € IPOyYBaHoO.

4.6 @epTHIUTET, OPEMEHHOCT U KbpMeHe

Bbpemennoct

Hsma onut ¢ ynotpebata na BIMERVAX npu 6pemennu sxenu. [IpoyuBanusita Ipu )KUBOTHH HE
MOKAa3BaT MPEKH WM KOCBEHU BpeAHU €(EeKTH M0 OTHOIIEHHE Ha OpEeMEHHOCTTa,
eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAYKAAHETO WM MOCTHATAIIHOTO pa3BUTHE (BXK. TOYKa 5.3).

[Ipunoxennero nHa BIMERVAX no Bpeme Ha OpeMeHHOCT TpsiOBa Aa ce 0OMHUCIN caMO KOraTo
MOTEHIMAIHUTE TMOJI3H ca NIOBEYE OT MOTEHIIMATHUTE PUCKOBE 32 MalikaTa U IIo/a.



Kspmene

He e usBectro mann BIMERVAX ce ekckpeTupa B KbpMara.

He ce ouakBat edexTy Mpu KbpMEHN HOBOPOJICHN/KbpPMadeTa, Thii KATO CUCTEMHATA EKCIIO3UIIHSI Ha
kbpMaukata Ha BIMERVAX e nHe3naunTenHa.

DepTunurer

Hpoy‘lBaHI/I}ITa IIpU ) KUBOTHHU HEC IMOKA3BaT MPCKU WM KOCBCHU BPCIHU e(l)eKTI/I, CBBpP3aHU C
PEIPOAYKTHBHA TOKCUIHOCT, BUXKTC TOYKA 5.3.

4.7 EdexTn BbpXy crioco0HOCTTA 32 WoupaHe U padoTa ¢ MAIINHA

BIMERVAX He MoB/IMsBa WK MOBJIMABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u padboTa ¢
MallnuHHU. B'preKI/I TOBA HAKOHU OT eq)eKTI/ITe, IIOCOYCHU B TOYKaA 48, Morat BpEMEHHO Jia IIOBJIUAAT Ha
CHoCcOOHOCTTA 32 mopupaHe Wik padoTa ¢ MaLIHHU.

4.8 Hexenanu JexkapcTBeHH peaKINU

Pesrome Ha mpodumiia Ha Oe30mMacHOCT

Haii-yecto crobuiaBannTe Hexxenanu peakuuu cien Oycrep noza BIMERVAX npu xopa, kouTo ca
noxyunin mepBuuHa cepust ”PHK Bakcuna cperry COVID-19, ca 6onka Ha MSCTOTO Ha HHKEKTHPaHE
(82,2%), rmaBob6omnme (30,2%), ymopa (30,9%) n muanrus (20,2%). Meananarta Ha TPOABIHKUTEITHOCT
Ha JIOKaJHUTE U CUCTEMHHUTE HEXXEeNNaHU peakiuu € ot 1 10 3 nxu. [loBeueTo HeXxenaHu peakiuu ca ce
MOSIBUIM B pAMKHUTE Ha 3 THU CJie]] BAKCHHHPAHETO U ca OWIIM JIEKU 10 YMEPEHH 110 TEXKECT.

besomacHocTTa Ha ombpaHUTENHA OycTep no3a BIMERVAX, kaTo 4eTBbpTa 1032, € OIleHeHa IpH
288 nmuua Ha 18 u moBeye roguHM, KOUTO ca NOTyYwin uiH 3 1o3u To3uHamepan/COVID-19 uPHK
BakcuHa, iy 2 no3u To3uHaMmepan/COVID-19 uPHK Bakcuna u enna noza BIMERVAX, u ca
MOJTy4YHIIH AoNTbJIHUTENHA OycTep no3a BIMERVAX B nepron ot 6 1o 12 mecena cien Tpetara
MpeIXoaHa 103a.

Haii-gecTo choOIIIaBaHNUTE HEXKEJIaHU PEaKlny ca 00JIKa Ha MACTOTO Ha WHKeKkTupaHe (63,2%),
rnaBobonme (19,4%) u ymopa (19,8%). CpennaTta npoabIKUTSITHOCT Ha JIOKATHUTE U CHCTEMHUTE
HekenaHu peakuu e 1 1o 3 qau. [loBedeTo HexxenaHu peakiuy ce TOsBSIBAT B PAMKHUTE Ha 3 THH
CJIe]l BAKCHHAIIVS U ca JISKH JI0 YMEPEHH TI0 TEXKECT.

TabauyeH CIUCHK HA HEXKEIAHUTE PCAKIINHN

[MpodunbT Ha Ge30MACHOCT, TIPEJICTABEH T0-JI0JTY, CE OCHOBaBa HA MEKJMHHU COOPHH JTaHHH 32
0€30MMacHOCT, TeHEPUPaHU B JBE KIMHUYHM W3NMUTBAHUS (a3za 2b u ¢aza 3 ¢ o610 3 192 nura Ha
BB3pacT 16 u moBeue rofMHU, KOUTO ca Moxydmin enna oyctep no3a BIMERVAX naii-manko

3 mecena cien npeauiina Bakcuna cpenry COVID-19. Mennanarta Ha IpoabDKUTEIHOCT Ha
MIPOCIIEIABaHETO 3a 0E30MacHOCT € 5 Mecena 3a 84% ot nunara, u 7,5 mecera 3a 16% ot numara.

Hesxenanute peakunu, HaOMI0IaBaHK IO BpeMe Ha KIIMHUYHHUTE M3IUTBAHHS, Ca U30POEHU MO-10Y,
CBIJIACHO CIICAHUTE KATETOPUH 10 YecToTa: MHOro yectu (>1/10), yectu (>1/100 mo <1/10), HeuecTn
(>1/1 000 no <1/100), penku (>1/10 000 mo <1/1 000), mHorO peaxu (<1/10 000) u c Hen3BecTHA
4yecToTa (0T HATMYHHUTE JaHHU HE MOXeE J1a OBb/Ie HalpaBeHa OICHKA).



Tabauua 1: Hexesnanu peaknuu oT KIMHUYHUTE m3nuTBaHusi ¢ BIMERVAX npu auna Ha 16 u

nmoBe4e roAuHu

Cucremo- MHoro Yectn Heuyectn Penxu C
OpraHeH KJjaac 4ecTH HEeU3BeCTHA
JecToTa

Hapymienns na Jlumpanenona
KPBbBTA U THs®
auM¢pHaTa
cucremMa
Hcuxuunu bescbHue
HApYUIeHUS
Hapymienns Ha I'nmaBoGomue 3amasHOCT ITapecre3us
HepBHAaTa CpHINBOCT Xunecresnus
cucreMa
Cobpaeuynu ITepuxapaut®
HapyLIeHHs
CroMalHo- Junapus OmuHodarus
4YpeBHH IToBpbuIane Kopemna 60ka®
HapyUIeHHus l'agene
Hapyumienus Ha IIpyputyc Yprukapus
KO’KaTa U Crynena ot
MOJKOKHATA O6pus
ThKaH Epurem
Hapynienns Ha Mpuanrus ApTtpanrus Bouku B repba
MYCKYJIHO-
CKeJleTHATa
cucremMa u
CheJMHUTEJHATA
TbKaH
(011711171 Bonka Ha [TonyBane Ha | AcTeHus Cun1Ha Ha
HapyLIEHHUS U MSICTOTO Ha MSICTOTO Ha Brpucane MSCTOTO Ha
epexTH Ha WH)KEKTUpaH | MHKekTupaHe | Hepasmomoske WH)XEKTHUpaHe
MSICTOTO HA e Eputem Ha HHE
npuJioKeHue YmMmopa MSCTOTO Ha CppbOex Ha

WHXKEKTHpaHe | MSCTOTO Ha

Wupyparus WHXKEKTHPaHe

Ha MAICTOTO Ha | CBPBXYYBCTBU

WHXKEKTHpaHe | TEJIHOCT Ha

ITupekcus MACTOTO Ha

AxkcunapHa WHXKEKTHPaHe

6onka

2To3m TCPMUH BKJIIOYBA CHIIO C’L6I/ITI/I$I, CHOOIIEHU KaTo JII/IM(i)aI[eHI/IT
6 Tozu TEPMUH BKJIFOYBa CbHIIO C'I)6I/ITI/I$[, C'bO6H_IeHI/I Kato 0oJiKa B ropHaTa U 10JiHaTa 4aCT Ha KOpEMa
* Bb3 0OcHOBa Ha €THO CHOUTHE 11O BpPEMEC Ha KIIMHUYHUTEC U3ITUTBAHUSA

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

[IpodunbT Ha Ge3omacHOCT, HAOMIOJaBaH IPH JIULA, KOUTO ca nodyunin oyctep no3a BIMERVAX
cien npeaxonna oycrep mos3a wid BIMERVAX, win uskakea uPHK Bakcuna cperry COVID-19, e
CBHOTHOCHM C M3BeCTHHA Npodui Ha Oe30macHOCT Ha BakcuHata. [Ipu aunaTa, momydwim
nombyHUTENHA Oycrep no3a BIMERVAX, He ca ycTaHOBEeHH HOBU ChOOpaXKEHUS!, CBbP3aHH C

0e30IacHOCTTA.

C’B06H_IaBaHe Ha 1OJ03MpPaHy HECXKCJIaHU PCAKITNH

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIaHHU PEaKIIMU ciie]] pa3peliaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
NPOAYKT € BaxkHO. TOBa MO3BOJISABA a TIPOIBIKH HAOIOICHUETO Ha ChOTHOIIICHUETO TI0I3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIUATUCTH CE U3UCKBA J]a ChOOIIABAT BCSKA

IIoJ03MpaHa HEXKEIaHa peaKrd 4YpE3 HAllMOHAJIHA CUCTEMA 3a CT>06H.IaBaHC, II0CO4YCHA B

H[ZI/IJ’IO)KCHI/IC Vu Ja BKIIFOUBAT MapTUACH HOMEP, aKO UMa TAKbB.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 Ilpeno3upane

B cnyqaﬁ Ha Opeao3rupaHe CC MpCropbIBa Ha6J'HOI[eHI/Ie Ha JKU3HCHUTC (byHKLII/II/I " CBCHTYAJIHO
CUMIITOMATUYHO JICUCHUC.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 PapMakoAMHAMUYHHU CBOICTBA
dapmaxkorepaneBTryHa rpymna: Bakcunn, Bakcunu cpenry Covid-19, ATC kon: JO7BN04

MexaHU3bM Ha IEWCTBUE

BIMERVAX e pexoMOMHaHTHA ITPOTEHHOBA BAKCHHA, YUETO aKTHBHO BEIIIECTBO (AaHTHTEH) €
¢y3mnonen xereponumep Ha RBD Ha pexomOunanTHHs KnoB (S) nporeun Ha Bupyca SARS-CoV-2 —
mamoBe B.1.351-B.1.1.7. Cnen npunoxeHue ce NpeAU3BUKBa UMYHEH OTIOBOp, KAKTO XyMOpaJeH,
Taka u KieTb4eH, cpenry RBD anturena na SARS-CoV-2. Heyrpanusupamure anturena cpenry RBD
nomeHa Ha SARS-CoV-2 npenorBpatsBaT cBbp3BaHeTo Ha RBD ¢ TapreTHOTO MACTO BBPXY KIETKUTE
- ACE2, xaTo 1o To3u Ha4uH OJIOKHpaT MemOpaHHaTta ¢y3us u BupycHaTa nHpeknus. OcBeH ToBa
BIMERVAX unaynmpa antures-ciennpudeH T-KIeThYeH UMYHEH OTTOBOP, KOMTO MOXKE Ja
nonpuHece 3a 3amurara cpemy COVID-19.

EdwukacHoct

Eduxacnocrra nHa BIMERVAX e onpeaenena upe3 UMyHOOPUIKUHT HA UMyHHUTE OTTOBOPU KbM
paspeieHa 3a ynorpeba BakcuHa cpernry COVID-19, uusto edukacHOCT € ycTaHOBEHA.

HMmyHorennoct

Nmynorennoctra Ha BIMERVAX e olieHeHa B €1HO OCHOBHO MHOTOILIEHTPOBO KJIIMHUYHO U3MUTBAHE
¢aza 2b (ITpoyusane HIPRA-HH-2) u B ejHO MHOTOLIEHTPOBO KIIMHAYHO M3MHUTBaHe (aza 3
(ITpoyuBane HIPRA-HH-5).

Ilpoyusane HIPRA-HH-2

IIpoyusane HIPRA-HH-2 e aBoiiHocisano, paHAoOMHU3UpaHO, KOHTPOIUPAHO C aKTUBHO BEIIECTBO,
MHOTOLIEHTPOBO, HEMH(PEPHOPHO KIMHUYHO M3NKUTBaHe (a3a 2b 3a oleHKa Ha UMYHOTEHHOCTTA U
Oe3omacHoctTa Ha Oycrep BakcuHaiusa ¢ BIMERVAX B cpaBuenue ¢ Tosunamepan/COVID-19 uPHK
BaKCHHa IPU BB3PACTHH, ChC 3aBbpIIEH Kypc Ha BakcuHalus cpemy COVID-19 ¢ uPHK Bakcuna,
Haif-Manko 6 Mecella Npear BKII0UBaHeTo. B ToBa kimHMYHO m3nuTBaHe (aza 2b He ca BKIIOUEHH
OpeMeHHH KeHU, UMyHOKOMIIPOMETHPAHH JINIIA, WX TAKNBa, KOUTO Ca MOIYy4aBajl IMyHOCYTIPECOPH
B paMkuTe Ha 12 ceqmuny, kakto 1 auna ¢ npeauiied COVID-19. U3ucksa ce 1a € n3MuHal nepruos
OT IOHE 3 Mecela cle/l KaTo YYaCTHUIUTE ca MOJIYYHIIN KaKBaTo U 1a € IMyHOTEpaIHus
(MOHOKJIOHAJIHM aHTHTeNA, TNIa3Ma) TIpear Ja 3all0YHe TPOYYBAHETO.

O06m10 765 yyacTHuLM ca BakcuHUpaHy; 513 yuactHuim noiayyasat BIMERVAX, a 252 yyactHunm —
nPHK Bakcunara cpenty COVID-19 (tozunamepan). larante 3a 0610 751 ygactHuIm ca
ananuzupanu (504 yaactauim ¢ BIMERVAX u 247 yuactanum ¢ ”PHK Bakcuna cpemry COVID-19)
C U3KJIIOYEHHE Ha TE3H, KOMTO ca Jalli MOJ0XKUTENeH pe3yaTar Ha Tecta 3a COVID-19 B pamkure Ha
14 nau cnen 6ycrepa. Pannomuzanusta e crpatuduiupana mo Bp3pactosa rpyna (18-64 cipsimo >
65 rogunn). MeauaHnata Ha Bb3pacTTa ¢ 42 rogunu (auamna3oH: 19 qo 76 rogunu), ¢ NOJ00HU
BB3pPACTOBHU JHMANAa30HU U B JBETE paMeHa ¢ BaKCHHA, BKIIIOUUTENHO 7,4% u 7,1% oT yyacTHUIIMTE ca
Ha ¥ HaJ 65 ronuau cboTBeTHO B rpynute Ha BIMERVAX n nPHK Bakcunara cpenty COVID-19.

Umynorennoctra Ha Oycrep mozata BIMERVAX ce ocHOBaBa Ha OlleHKa Ha CPEJHO TEOMETPUUHHUTE
tutpu (GMT) Ha HeyTpaIU3UpalUTe aHTUTENa, U3MEPEHH Ype3 TECT 3a HEYTpaIu3alus Ha



ncesaoBupyc (pseudovirion-based neutralisation assay, PBNA) cpemty imjama SARS-CoV-2 (D614G),
Bapuantute bera, Jlenta u Omukpon BA.1. CrotHOMmMEeHneTo HAa GMT € pe3ynTar oT CTOHHOCTHTE Ha
GMT (IDso) cien uPHK Bakcunata cpenry COVID-19 (To3unamepan)/BIMERVAX. [puema ce, ue
BIMERVAX e c ne no-mazka epukactoct or UPHK Bakcunara cpemry COVID-19 (To3unamepan),
aKo ropHaTa rpaHuia Ha 2-ctpanuus 95% nosepurenen unrepsan (1) Ha crorHOmEeHNeTo HA GMT
e <1,4. IIpuema ce, ye BIMERVAX mnpeBn3xoxaa nPHK Bakcunata cpenry COVID-19
(TO3MHaMepaH), ako TOpHATa rPaHMIla Ha 2-cTpaHHus 95% oBepUTENeH HHTEPBATI Ha ChOTHONICHUETO
GMT e <1,0 (Bx. Tabnmma 2, komoHata 3a ceoTHomenue GMT).

Ta6amnna 2: CeorHomenue Ha GMT caen 6ycrep ¢ BIMERVAX cnpsimo 0yctep ¢ uPHK
BakcuHaTa cpemy COVID-19 (To3unamepan) ¢ Heyrpanusupamu TuTpu (PBNA) cpemy SARS-
CoV-2 (mmam D614G), Beta, Delta u Omicron BA.1 B n1uu 14, 28, 98 u 182 ciex 6ycrep no3ara
(momyJjiauus Mo NPOTOKOJI)

BIMERVAX HELE f;‘;;;‘;‘;ﬂ?;f:;ﬁﬂc)ovm' uPHK Bakcuna cpemy COVID-19
N=504 N=247 (Trozunamepan) / BIMERVAX
GMT 95% AU GMT 95% AU Crotromenue Ha GMT; (95% )
Jen 14 cnen Oycrepa
I{am D614G 1 953,89 1667,17; 2 289,93 3 336,54 2 778,56; 4 006,57 1,71 (1,45; 2,02)
Beta 4278,92 3673,99; 4 983,46 2 659,02 2 213,05; 3 194,86 0,62 (0,52; 0,75)
Delta 1 466,65 1250,52; 1 720,14 1 490,42 1238,77;1 793,19 1,02 (0,86; 1,21)
Omicron BA.1 2 042,36 1775,91;2 348,79 1217,90 1023,84; 1 448,75 0,60 (0,505 0,72)
Jen 28 cien Oycrepa
Ilam D614G 2 230,95 1903,29;2 615,01 2 958,40 2 465,00; 3 550,55 1,33 (1,12; 1,56)
Beta 3774,87 3 240,63; 4 397,18 2 467,06 2 054,58; 2 962,35 0,65 (0,54; 0,79)
Delta 1711,24 1 458,85;2 007,29 1515,79 1260,56; 1 822,71 0,89 (0,75; 1,05)
Omicron BA.1 1515,40 1317,43;1 743,13 996,73 838,49; 1 184,83 0,66 (0,55; 0,79)

Jen 98 cnen 6ycrepa (N: BIME

RVAX: 78; N: To3unamepan: 42 Kato MOArpyma Mo MpoOTOKO.

)

Llam D614G 1193,35 921,24; 1 545,85 1 048,32 750,90; 1 463,54 0,88 (0,60; 1,29)
Beta 2051,21 1571,51;2 677,34 1 179,68 831,77, 1 673,11 0,58 (0,38; 0,87)
Delta 2 089,64 1609,52;2 712,99 1 093,64 780,28; 1 532,87 0,52 (0,35; 0,77)
Omicron BA.1 658,87 506,16; 857,66 395,69 279,04; 561,10 0,60 (0,40; 0,91)
Jen 182 cnen O6ycrepa

Ilam D614G 1205,49 1028,22; 1 413,33 751,64 626,02; 902,46 0,62 (0,53; 0,74)
Beta 2569,17 2204,98;2 993,52 1786,38 1 487,00; 2 146,03 0,70 (0,58; 0,84)
Delta 2303,74 1 963,44; 2 703,03 1257,77 1 045,54; 1 513,07 0,55 (0,46; 0,65)
Omicron BA.1 882,92 767,34; 1 015,91 668,32 561,92; 794,85 0.76 (0,63; 0,91)

N: Opoii Ha yJaCTHUIUTE B MOMYJIAIIATA TI0 IPOTOKOIL.

Coipatuenus: GMT = cpenHo reomerpuueH TuTop; JJU: nosepurentn unrepsanu; PBNA = HeyTpanu3alvoHeH aHaIU3 ¢ IICEBA0BUPUOH
Crura ce 10 u3Boz, ue BIMERVAX e ¢ He no-maska epukacHoct ot Bakcunata HPHK cpery COVID-19 (To3unamepaH), ako ropHata
rpaHuna Ha 2-cTpannus 95% nosepurened uatepsan (1) na crotHomenuero GMT 3a nPHK Bakcunata cperry COVID-19
(rosunamepan)/BIMERVAX e < 1,4.



Crura ce 10 u3Boj, ye BIMERVAX npesn3xoxna ”PHK Bakcunara cpeuty COVID-19 (To3uHamepaH), ako ropHaTa rpaHuLa Ha 2-
ctpannus 95% noseputener untepsai Ha choTHOMmeHneTo GMT 3a nPHK Bakcunara cpemy COVID-19 (To3unamepan)/BIMERVAX e

<1,0.

Wmynorennoctra Ha nombanutenana oycrep n1oza BIMERVAX e onenena npu o6mo 288 nuua Ha
18 u moBeye rogunu. JInnarta ca UMay NpeaxoAHa 3aBbpIIEHa CepHs OT JIBE A03U
tosuHamepan/COVID-19 uPHK Bakcuna u eqna no3za BIMERVAX (KoxopTa 1) niu 3 m1o3u
tosunamepan/COVID-19 uPHK Bakcuna (Koxopra 2) 1 ca noiay4uiau JONBIHUTENHA OycTep 103a
BIMERVAX 6 no 12 mecena cinen npeaxoanata no3a. Ot Tsax 190 yyacTHULIM ca aHAIU3UPAHU B
nomynarusaTa 3a edpukacHocT (81 ygactauiu B Koxopra 1 1 109 yuactaumm B Koxopra 2). Cpennara
BB3pacT e 49 roauau (quanason: ot 20 1o 82 rojuHM) ¢ Mog00eH Bh3pacToB JHAIa30H B IBETE
KOXOpTH, BKIrouBall 11,5% yuacTHunu Ha 65 1 oBede roJUHMU.

NmynorennocTTa Ha Oyctep no3ata BIMERVAX ce ocHOBaBa Ha OIleHKa Ha CPEHO T€OMETPUIHNTE

tutpd (GMT) Ha HeyTpanu3upaIuTe aHTUTeNa, U3MEPEHH Ype3 TECT 3a HEYTpaIu3alus Ha

ncesnoBupyc (pseudovirion-based neutralisation assay, PBNA), cpemry Bapuantute bera, Jlenra,
Omukpon BA.1 u Omicron BA.4/5. CrotHomenuero Ha GMT e pesynrat ot croitHocTuTe Ha GMT
(IDso) na 3 no3u ot uPHK Bakcunara cpemry COVID-19 (To3unamepan)/monbiHuTenHa OycTep 103a
BIMERVAX, npunoxena cien 3 no3u uPHK Bakcuna cperry COVID-19 (TozuHamepan) win
npwioxena cien 2 n1o3u nPHK Bakcuna cpenry COVID-19 u enna noza BIMERVAX. Ilpuema ce, ge
nmombiiHUTETHATa OycTep no3a BIMERVAX mpen3xoxaa uPHK Bakcunara cpenry COVID-19
(To3uHaMepaH), ako TOpHaTa rpaHMLa Ha 2-cTpanHus 95% noseputenen unrepsai (M) na
cprotHomeHreTo Ha GMT e <1. [IpeBb3X0ACTBO € MOCTUTHATO 32 BCUYKU BapuaHTH (Bxk. Tabmuia 3,
KoJIOHaTa 3a choTHOomeHne Ha GMT).

Ta6anna 3: Husa Ha Heyrpanusupamu anturenaa (PBNA) u cborHomenune Ha GMT caen
JombJaHuTeNHA OycTep 103a BIMERVAX, npujioxkeHna win cjiel nbpBoHadyanana cepusi COVID-
19 uPHK Bakcuna u 0ycrep n103a BIMERVAX (Koxopra 1), uiu cjiel mbpBOHAYAJHA cepust
COVID-19 nPHK Bakcuna u 0ycrep no3a COVID-19 uPHK Bakcuna (Koxopra 2), cpemy bera,
Jeara u Omukpon BA.4/5 B nen 14, no3a ciaen 0ycrep (momyJjanus mo NpoToKoJI)

Koxopra 1 Koxopra 2
2 no3u COVID-19 uPHK +2 no3u 3 no3u COVID-19 uPHK +1 no3a
BIMERVAX BIMERVAX
Jen 14 Jen 14 CbotrHomie | [len 14 Jlen 14 CboTHOIIE
GMT GMT HUE HA GMT caenx GMT HUE HA
cJjea 1o3a 3 cjen no3a 4 GMT no3a 3 cjen no3a 4 GMT
(95% AN) (95% AN) (95% A1) (95% AN) (95% AN) (95%aN)
N=38 N=81 N=38 N=109
bera 2550,5 5731,8 0,44 2941,7 6576,7 0,45
(1671,3, 3892,2) (4065,7, 8080,5) 0,29, 0,69) (1970,1,4392,3) | (4689,3,9241,5) 0,31, 0,65)
Jlenra 1633,9 5145,5 0,32 1698,0 42447 0,40
(1013,8,2633,6) | (3367,2,7863,0) | (0,21,0,48) (1113,8,2588.,7) | (2994,3,6017,2) | (0,27,0,58)
OMUKpOH 1598,2 34973 0,46 1931,7 4241,5 0,46
BA.1 912,9, 2797.,9) (2129,1, 5744,8) (0,28, 0,74) (1132,9,3293.,6) | (2664,6,6751,5) | (0,29, 0,70)
OMUKpOH 1099,6 29498 0,37 13452 26224 0,51
BA.4/5 (707,7, 1708 4) (2115.8,4112,7) | (0,23,0,61) (835,4,2166,3) | (1719,3,4000,1) | (0,34,0,78)

N: Bpoii yqacTHHIIM C OLIEHUMHM JaHHU 32 ChOTBETHATa KpaifHa Touka

Cokpatuenus: GMT = cpeniHo reomeTpuyeH TuThp; JJW: noBepureHu MHTEpBAIN

HIPRA-HH-5

ToBa npoyuBaHe € TEKyIO OTKPUTO, MHOTOLICHTPOBO KIMHUYHO M3MUTBaHe (ha3a 3 ¢ eqHO paMo 3a
OlLIeHKa Ha 6e301acHOCTTa U UMyHOreHHOCTTa Ha Oyctep BakcuHauus ¢ BIMERVAX 3a npeBenuus Ha
COVID-19 npu yyacTHUIIN, BAKCHHUPAHH 10 HAKOJIKO CXEMHU Ha IbPBUYHA BAKCUHALU, CbC WK 0e3
npeauireH HeTexxko nmpotrdan] COVID-19. BIMERVAX e npwraran Haii-manko 91 nau cien
nocienHara 1o3a win Hai-manko 30 ngau cneq COVID-19 ungeknusra. ToBa KIMHUYHO W3MTUTBaHE
¢aza 3 u3KII0YBa OPEMEHHH JKE€HH, KAKTO U JIMIA, KOUTO ca UMYHOKOMIIPOMETHPAHHU MJIH ca OWJI Ha



UMYHOCYIIpecopH B paMkuTe Ha 12 ceamumn. Ilpean na 3anmoyHe mpoydBaHETO ce M3MCKBA /Ia € MIHAI
MIEPHUOJ OT MOHE 3 Mecela ciie/l MolydyaBaHe Ha UMyHOTepanusl (MOHOKJIOHATHHA aHTHUTENa, T1a3Ma).

MexIUHHUAT TOKJIA]] BKIFYBA JaHHH OT 00110 2 646 y4acTHUIM, KOUTO Ca BAKCUHUPAHHU C
BIMERVAX xaro 6ycrep mo3a mmpH 3apaBu 100pOBOIITH (Hai-Manko Ha 16 TOAWHN), BAKCHHUPAHH
npeau ToBa ¢ pazmmunu Bakcwan cpenry COVID-19 (uPHK Bakcuna cpemry COVID-19: To3unamepan
U eJ1a30MepaH M aIcHOBUPYC-BEKTOPHM BakcuHH (BakcuHa cpenry COVID-19 (ChAdOx1-S
[pexomOunanTHa] 1 BakcuHa cpenry COVID-19 (Ad26.COV2-S [pexombunanTtHa]). OT Ts1x 230 (8%)
YYaCTHHUIIM ca BKIIOYSHH B TIOITYJIAIIMATA 32 IMyHOT€HHOCT. B aHanm3a 3a UMyHOTE€HHOCT,
nomyanusta Ha Comirnaty/rpynara Ha BakcuHa Comirnaty, BCUYKH yYaCTHHUIIH Ca Ha B3PacT MEXKIY
16 u 17 rogunu.

Karo msmo Mmemanara Ha Bb3pactta € 34,4 ronunu (quamna3oH: ot 16 10 85 roquHu). YdacTHUIIMTE ca
PaBHOMEPHO pasnpezeneHu 1o noi, 52,49% moxe u 47,47% xeHu.

MMyHOTeHHOCTTa € H3MepeHa upe3 HeyTpalu3aloHeH aHanu3 ¢ nceBaoBuproH (PBNA) cpemnry mama
Ha SARS-CoV-2 (D614G) u cpemy Beta, Delta 1 Omicron BA.1. lanaute 3a GMT (cpenno
reomeTpuucH TUTHP: [Dso) Ha M3X0AHO HUBO (TIpeayu IpuaraHeTo Ha Oycrep no3ata) u B [en 14

(2 cemMuIIn crienm MpUIaraHETo Ha OycTep 103aTa) ca MajeHH! B ClIeIHaTa TabJInIa.

Tabauua 4: Cpeano reomerpuudu TUTPpU (GMT) Ha HeyTpanu3upamuTe antureaa 14 1Hu ciaen
o0yctep no3a BIMERVAX npu Jiuna Ha 16 4 moBeye roguHu — aHAJIMU3 MO MPOTOKOJ

'bpBuuna umynusanus ¢ uPHK IIbpBrYHA MIMYHH3ALNA € II'bpBruyna umynusanus ¢ uPHK
(To3MHAMepaH) aJ]leHOBMPYC-BEKTOPHA BAKCHHA BaKCHHA
16-17 roqunu (ChAd=x1-S pexoMOMHAHTHA) (es1a3omepaH)
> 18 rogunn > 18 rogunn
N=11 N=40 N=171
IIpeau Oycrep
GMT 95% A1 GMT 95% AN GMT 95% AN

Hlam

720,10 356,96; 1 452,64 288,58 194,56; 428,02 657,49 499,52; 865,43
D614G
Beta 471,68 208,39; 1 067,60 539,49 345,97; 841,26 497,77 376,98; 657,26
Delta 803,84 376,27;1 717,26 283,75 182,43; 441,35 914,68 657,97;1271,55
Omicron
BALL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84

Jen 14 caen 6ycrep

Hlam

4 753,65 2356,45;9 589,48 2298,81 1 549,89; 3 409,63 443727 3371,158; 5 840,55
D614G
Beta 8 820,74 3897,14; 1 9964,72 5 009,47 3212,53;7 811,54 6 857,95 5193,76; 9 055,38
Delta 7 564,79 3541,05; 1 6160,76 2 600,31 1671,78; 4 044,56 5811,47 4 180,44, 8 078,87
Omicron
BALL 575743 2231,25; 1 4856,19 1 847,41 1 090,05; 3 131,00 4 379,81 3073,24; 6 241,85

N: Bpoii yqacTHULIM C HAIMYHU JaHHU 3a ChOTBETHATA KpalHa TOUKa
Coipatuenus: GMT = cpenien reomerpuydeH TUTHP; AW 10BEpUTENIHN HHTEPBAIH

Ilonynarus B crapyecka Bb3pacT

Umynorennoctra Ha BIMERVAX e nokasana npu nomynanusra B cTapyecka Bb3pacT (=65 roauHu),
BrutouutenHo mpu 38 (7,4%) ot nunata, momydaBan BIMERVAX.
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IlenuaTpuyHa momyaamus

EBpornelickata areHIus 1o JekapcTBara oTjiara 3abJKEHUETO 3a IPEAOCTaBsIHE HA PE3YITaTUTE OT
npoyuBanusta ¢ BIMERVAX B enHa unu nosede noArpyny Ha neguaTpuyHaTa MOMyJIaus 3a
npesennus Ha COVID-19 (Bxk. Touka 4.2 3a uH(pOpMaIHst OTHOCHO yIoTpeda B EANATPHUITA).

5.2 ®apmMakoKWHeTHYHH CBOMCTBA

Henpunoxumo.

5.3 IIpeakJMHUYHU JaHHM 32 0€30MACHOCT

Hexnuananure JaHHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha OazaTa Ha KOHBCHIIMOHAJIHUTC
MpOoy4YBaHUA 3a TOKCUIHOCT IIPU MHOT'OKPATHO IIpHUJIaraHe.

I'eHOTOKCHYHOCT M KaHIIEPOICHHOCT

BIMERVAX He € olieHsiBaHa 3a TEHOTOKCHYEH WJIM KaHIleporeHeH norennuan. He ce ouaksa
KOMIIOHEHTHUTE Ha BaKCHHATA J]a UMaT FT€HOTOKCUYEH MIIM KaHIIEPOT€HEH MOTeHIINA.

PenpoaykThBHA TOKCUYHOCT

[IpoBeneHo e mpoyyBaHe 32 TOKCUYHOCT 3a Pa3BUTUETO U PEMPOAYKTHBHA TOKCHYHOCT IIPH YKEHCKHU H
MBKKHU IUTBXOBE Npean YndTocBane U o Bpeme Ha opemenHocTTa. BIMERVAX ce npunara
WHTPaMYCKYJTHO (€KBHBAJICHT Ha IIsIa 7032 TIPY X0pa) Ha KEHCKH ITbX0BE YeTHPHU IbTH, 21 1 14 1N
npenu yndTocBaHeTO U B recTanMoHHM 1HE 9 1 19. Ha MBXKKHTE IUIBXOBE ce TpwiIara Tpu IbTH, 35,
28 u 6 mau npean undrocBaHeto. He ca HaOmoqaBanu CBbP3aHU C BaKCMHATA HEXXEJIaHU eeKTr
BBPXY QepTuianTeTa, OpeMeHHOCTTa/KbPMEHETO WM Pa3BUTHETO HAa eMOpHOHa/deTyca u
IOTOMCTBOTO.

6. DOAPMAIEBTUYHU JAHHU
6.1 Chnucbk Ha IOMOIIHHUTE BelleCTBA
Junarpuer gocdar gogaekaxuapar
Kanues aquxunporen gocdar

Hatpues xnopug

Kanues xnopun

Bona 3a urxexumn

OTHOCHO aJfOBaHTa BIDKTE TOYKaA 2

6.2 HecbBMEeCTUMOCTH

To3u ekapcTBEH MPOAYKT He TPsiOBa J1a ce CMecBa C IPYTH JICKAPCTBEHU MPOIYKTH WM Ja CC
paspexna.

6.3 Cpok Ha roaHOCT

HeoTBopeH MHOrog030B (hilaKoH

21 mecemna mipu 2°C — 8°C.
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IIpoOuT MHOr01030B (hJIAKOH:

XumuyHata 1 (U3NUHATa CTAOMITHOCT MPH yrnoTpeda € JoKazaHa B Ipoab/bKeHUe Ha 6 yaca npu 2°C
10 8°C oT MOMEHTa Ha TbPBOTO MPOOHBAHE C UTJIaTa.

OT MUKPOOHOIIOTHYHA TJIe/IHA TOYKa CIIe/l TBPBOTO OTBapsiHe (ITbPBOTO MPOOUBAHE C MIJIa) BaKCHHATA
Tps0Ba Jla ce U3IMOoJI3Ba BeHara. AKO He CE M3I0JI3Ba BeIHATa, BPEMETO U YCIIOBHSTA 32 ChXPaHECHUE

1pH ynoTpeba ca OTTOBOPHOCT Ha MOTPEOUTEIIS.

Ennono3oB daakon

1 roguaa mpu 2°C — 8°C.

6.4 Crhenuananu ycJaI0BHs HA CbXpaHeHHe

Ja ce cpxpansBa B xuamutHuK (2°C — 8°C).
a He ce 3ampa3siBa.

C’LXpaHHBaﬁTe (bHaKOHI/ITe B KapTOHCHATA OITaKOBKA, 3a J1a CC€ NPCAIa3daT OT CBCTJIMHA.

3a ycloBuATa Ha ChXpaHEHHE Ha MHOTOA030BHA (JIaKOH ClIe]] TbPBOHAYAIHO OTBapsHE Ha
JIEKapCTBEHUS MPOAYKT BIKTE TOUKa 6.3.

6.5 Buau chabp:KaHue HA ONAKOBKATA

MHoro10308 (JIakoH

5 ml emyncust B MHOT01030B (piiakoH (cThKIIO TUM I), 3aTBOpEH C enacToMepHa 3arymanka Tvi [ u
alyMHHHEBa 00KaTKa, C IJIACTMACcCOBO OTUYIIBAILO CE Karaye.

Bcexn MHOTO71030B (hutakoH chabpxa: 10 go3u mo 0,5 ml
OnakoBka: 10 MHOro1030BH (h1akoHa.

Ennono30B daakon

0,5 ml emyncus B eH01030B (hi1akoH (CTHKIIO THIT ), 3aTBOPEH C eMacToMepHa 3amymanka TaI | 1
aTyMUHHEBa 00KaTKa, C TNIACTMACOBO OTYYIBAIIIO CE Karaye.

Bceku enHo10308B (iiakoH chabpika: 1 go3a ot 0,5 ml
Omnaxkogka: 5, 10 wiu 20 eqHO030BU (hiIaKoHa.

He Bcuuku BHIOBE ONAKOBKK MOTraT Ja ObJaT IMyCHATH Ha Ia3apa.

6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBbPJIsiHEe H padoTa

Vkazanus 3a pa60Ta " IIPUIIOXKCHHUC

C BakcuHata TpsiOBa /1a GOpaBU MEIUITMHCKH CIICITHAJINCT, KATO U3II0JI3Ba acCeNITHIHA TEXHUKA, 3a J1a
Ce TapaHTHpa CTEPHUITHOCTTA Ha BCSAKA 71034,

Ilooeomoska 3a ynompeba:

e Bakcunara e TOoToBa 3a ynotpeoa.

e HeoTBopeHaTa BakcuHa TpsiOBa Aa ce chbxpanssa npu 2°C 1o §°C, BbB BbHIIIHATA KAPTOHEHA
OTTaKOBKa, 3a J]a C€ Mpe/a3u OT CBeTINHA
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e HenocpencteeHo npeau ynorpeda u3zBanere (haakoHa ¢ BAKCHHATa OT BTOPUYHATA KAPTOHCHA
OTTaKOBKA.

e (Cren mppBOTO IPOOVBaHE HA MHOTOI030BHsI (DIIAKOH 3aIUIIETE JaTaTa U yaca 3a U3XBhPIISTHE
(6 gaca cieq TPBOTO MPOOHMBAHE) HA OMPEICTICHOTO MICTO Ha €TUKETa Ha (IaKoHa.

Ilposepeme ¢pnaxona

e BaHuMaTenHO 3aBbpTeTe (IIaKOHA IPEAN U3TETIISTHE Ha J103a, KAKTO U MEXKIy BCSKO U3TETIISIHE OT
MHOT0/1030BHs (prakoH. He pasknaraiire.

e Bceku (akoH chabpka Osu1a, XOMOICHHA €MYJICHSL.

e [Ipeau nmpuioXeHHE POBEpETE BU3yaTHO BAKCHHATA 32 YACTHIM W/MIIH POMsHA B 11BeTa. He
npuiaraite BAKCHHaTa, aKO € HAJIUILIE HIKOE OT IIOCOUYEHUTE.

Tlpunaeane na saxcunama

e B5B Bceku (pr1akoH ce ChIIbpiKa UMUK, 32 J]a C& OCUT'YPH H3TETJITHETO Ha MaKCUMAaITHUS Opoi oT
10 mo3u (MHOr0030B (hitakoH) wiK 1 mo3a (eaHo1030B (akon) 1o 0,5 ml Beska.

e I3xBBpieTe ocTaHaiara, ciaea kato Opaat usrersienn 10 mo3u. Beska mo3a ot 0,5 ml ce uzreris
Mpe3 CTEePIITHA UTJIa U B CTEPIUTHA CIIPUHIIOBKA, KOSTO CE MpHUIIara 4ype3 WHTPaMyCKyJTHa
WHXKEKIIUS, 32 TIPEAMOYUTAHE B ICITOMIHNSA MYCKYJI HAa TOPHATA YacT Ha PhKaTa.

e (Cenm KaTo BAKCHMHATA CE U3TETIIM B CIIPUHIIOBKATA, TS € CTa0MITHA Hali-MajaKo 6 9aca, KakTo B
XJIQAWITHUK, TaKa U TIPH cTaliHa Temmeparypa (< 25 °C).

e Bakcunara He TpsiOBa Ja ce CMeCBa ¢ IPYrd BAKCHHM MIIH JICKApPCTBEHU MPOIYKTH B ChIllaTa
CIIPHUHIIOBKA.

e He cp0upaiiTe M3MUITBIIUTE BAKCHHA OT HAKOJIKO (hIaKoHa.

Covxpanenue Ha MHO2000308Us (PIAKOH Clled NbPEOMO npodusare ¢ uena
CoxpansBaiiTe 0OTBOpEHH MHOT01030B (hi1akoH rpu Temiiepatypa ot 2°C go 8°C o 6 yaca cnen
I'BPBOTO NPOOUBAHE.

I/I3XB’LpHeT€ BaKCHHaTa, ako HE € Ouna u3Moja3BaHa B PaMKHUTC HA 6 yaca CJICa IbPBOTO HpO6I/IBaHe Ha
MHOI'OJJ030BHA q)HaKOH, BIDKTE TOUKa 6.3.

Hsxevprane
HewnsnomsBaHusT nekapcTBEH MPOMYKT WU OTHAXBYHATE MaTepHAIId OT Hero TpsiOBa Ja ce U3XBBPIIAT
B CHOTBETCTBUE C MECTHHUTE M3MCKBAHUS.

7. MHNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

NCITAHUA

8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA
EU/1/22/1709/001

EU/1/22/1709/002

EU/1/22/1709/003
EU/1/22/1709/004

9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

[ata Ha mepBO pazpemanane: 30 mapt 2023 ¢
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10. JATA HA AKTYAJIMN3UPAHE HA TEKCTA

IToapoOHa uHOpMaLKs 3a TO3M JCKAPCTBEH IMPOAYKT € IMPeIoCcTaBeHa Ha yeOcalita Ha EBponeiickara
areHIs 110 JieKapcTBaTa http://www.ema.europa.cu
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http://www.ema.europa.eu/

IMPUJIOKEHHUE I1

MPOU3BOJUTEJ HA BUOJIOTMYHO AKTUBHOTO(UTE)
BEIIECTBO(A) U MPOU3BOUTEJI(M), OTTOBOPEH(HM)
3A OCBOBOXKJABAHE HA TAPTHUIU

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA N UBNCKBAHUSA HA
PASPEHIEHUMETO 3A YIIOTPEBA

YCJIOBUA NI OT'PAHUYEHUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
IHPOAYKT
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A. NPOU3BOIUTEJ HA BUOJIOI'MYHO AKTUBHOTOMTE) BEHIECTBO(A) 1
MNPOU3BOJUTEJI(H), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA ITAPTHUIU

HMme u aapec Ha npousBoauTENSI HA OMOIOTHYHO aKTUBHOTO(UTE) BelecTBo(a)

Laboratorios Hipra, S.A.

Ctra. C-63, Km 48,300. Poligono
Industrial El Rieral,

17170 Amer (Girona)

Wcnanus

HMme u aapec Ha npousBoauTesa(uTe), OTTOBOpeH(HH) 32 0OCBOOOKAABAHE HA MAPTUIUTE

Laboratorios Hipra, S.A.
Avda La Selva n°135
17170 Amer (Girona)
Ucnanus

b. YCJOBUS NN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUST MPOAYKT CE€ OTITyCKa IO JIEKAPCKO MPEIITUCAHUE.

o O¢uuuanHo ocBodoKIaBaHe HA NAPTUAHU

CworitacHo wi. 114 ot Iupextura 2001/83/EO oduimaaiHoTo 0CBOOOKIaBaHE HA TTAPTHIANUTE CE

U3BBPIIBA OT AbPXKABHA JTA00PATOPHSI WIIH JIAOOPATOPHS, ONpeieIcHa 3a Ta3H IIedl.

B. JPYI'U YCJIOBUS U U3UCKBAHUS HA PASPELIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKTyaJau3npanm aokjaanau 3a oezonacuoct (IIAIB)

WzuckBanusra 3a nogaBane Ha [TAJIb 3a T0o3u JIeKapCTBEH MPOAYKT Ca MMOCOYCHU B CIIUCHKA C

pedepentnute natu Ha Eppornetickus ¢bio3 (EURD cruchk), npeasuzacH B wi. 1078, at. 7 ot

HupextuBa 2001/83/EO, 1 BB BCUUKH CJeIBaIIN aKTyalln3alllH, ITyOIUKyBaHHU HA €BPOTEHCKIS

yeOmopTa 3a JeKapcTBa.

[Ipurexarensat Ha pa3pemennero 3a ynorpeda (IIPY) tpsosa na nmogane mepsust [1IAJIb 3a To3u

MPOAYKT B CPOK OT 6 Mecela ciel pa3pelraBaHeTo 3a yrnorpeoa.

r. YCJI0BUsA NI OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JJEKAPCTBEHUSA MPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[IpurexartensT Ha pa3pemenueto 3a ynorpeda (IIPY) TpsOBa na n3BbpIIBa U3UCKBAHUTE JEHHOCTU U

JIeCTBUS, CBbP3aHU C TIpOCiIesIBaHe Ha JeKapcTBeHaTa 6e301acHOCT, mocoueHu B 000penus [1YP,

npencraBed B Monyn 1.8.2 Ha pa3pemieHreTo 3a ynorpeda, KakTo W BbB BCHUKH CIIEIBAIIHA O00pEHH

akTyanuzanuu Ha [TYP.

Axtyamusupan [TYP Tps6Ba na ce monmana:
e 110 UcKaHe Ha EBporelickaTa areHIus mo JeKapcTBaTa;
® BHHArW, KOTaTo Ce U3MEHS CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKA, OCOOEHO B Pe3yiTaT Ha
MoJTydaBaHe Ha HOBa WH(OpPMAIHs, KOATO MOXKE Ja JOBEJIE 10 3HAYNMU IIPOMEHH B
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CHOTHOIIIEHUETO TOJ3a/PUCK, WITH CIIe/T JOCTUT'aHE Ha BaKEH eTal (BbB Bpb3Ka C IIpOCyc/sIBaHe
Ha JIeKapCTBeHaTa 0€30MaCHOCT WITH CBEXKIaHE HA PUCKA IO MUHIMYM).
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA (MHOT'OJ0O30B ®JIAKOH)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

BIMERVAX HHXEKIIMOHHA €MYJICUS
Bakcuna cperry COVID-19 (pekoMOrHaHTHA, all0OBaHTHA)
CEJIBAKOBATEHUH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska noza (0,5 ml) ceappika 40 MuKkporpama cenBakoBaTerH ¢ agioBaHT SQBA.

AmoBanTbT SQBA chabspika ckBajieH, moaucopoat 80, copOuTaHOB TPHOJIeaT, HATPUEB LIUTPAT,
JUMOHEHA KUCEIIMHA W BOJ/Ia 32 WH)KCKIIHH.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomHu BemecTBa: TUHATpUEB Qocdar goAeKaxuapaT, KaaueB Auxuapored pocdar, HaTpUeB
XJIOpHUJI, KAJIMEB XJIOPUJ U BOJIA 32 HHKCKIINU
3a moBeye MH(OPMAIHS BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHHA EMYJICHS
10 MHOTO/1030BH (hiTaKOHA
Bceku ¢uakon cpappixa 10 no3u ot 0,5 ml

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

HHTpamycKyTHO IpUIIOKEHHE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.

Ja ce Bxmroun QR kog.
3a moBede nHGpopMaIys CKaHUpaiTe Wim noceretre www.hipracovidvaccine.com

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

[a ce cpxpaHsBa B XJIQJHIHUK.

a ue ce 3ampassna.

CnxpansBaiiTe (1akoHUTE BbB BTOPUYHATA KAPTOHEHA OIIAKOBKA, 32 J1a CE NPEANa3sAT OT CBETJINHA.
Cren mppBoTO IpoOHUBaHe 11a ce chxpanssa npu 2°C no 8°C, na ce u3mon3Ba B paMKHUTe Ha 6 4aca.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
UCITAHUA

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1709/001

13. NMAPTUJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMS HA BPAMJIOBA A3BBYKA

[Ipueto e ocHOBaHME Jia He ce BKItouM nHpopManus Ha bpaiinosa azoyka.

‘ 17. YHUMKAJIEH WJIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUMKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA MHOI'O4030B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

BIMERVAX HHXEKIIMOHHA €MYJICUS

Bakcuna cpeury COVID-19 (pexoMOnHaHTHA, aJIOBaHTHA)
CEJIBAKOBATEUH

Lm.

‘ 2. HAYMH HA ITPUJIOKEHUE

3a HHTPaMyCKYJHO MPHI0KEHHUE

Ja ce Bxmroun QR kog.
3a moBeue uHbpopMalys CKaHUpaiTe Wik nocerere www.hipracovidvaccine.com

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 4. IMAPTUJIEH HOMEP

ITaptuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIA

10 mo3u mo 0,5 ml

6. JIPYTO

JlaTa/yac Ha U3XBBPJISHE:
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA (5, 10 nau 20 ETHOAO30BU ®JIAKOHA)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

BIMERVAX HHXEKIIMOHHA €MYJICUS
Baxkcuna cperry COVID-19 (pekomOnHaHTHA, aIF0BAaHTHA)
CEJIBAKOBATEHUH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska noza (0,5 ml) ceappika 40 MuKporpama cenBakoBaTerH ¢ agroBaHT SQBA.

AmoBanTbT SQBA chabpika ckBajieH, noaucopoat 80, copOuTaHOB TPHOJIeaT, HATPUEB LIUTPAT,
JUMOHEHA KUCEIIMHA W BOJIa 32 WH)KCKIIHH.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomHu BemecTBa: TuHaTpUEB Qocdar goAeKaxuapaT, KaaueB Auxuapored gocdar, HaTpueB
XJIOpHUJI, KAJIUEB XJIOPUJ U BOJIA 32 HHKCKIINU

3a moBeve HHGOpPMAIHS BUKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HMmxekimoHHa eMyJICHus
5 enHOI030BH (pr1aKoHA

10 exHOMO30BM (hitakoHA
20 eqHOI030BH (hi1aKoHA

Bceku ¢nakon cpappixa 1 goza ot 0,5 ml

‘ 5. HAYHMH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BBBE/K/IAHE

EnnokpaTHO npunoxeHue
HHaTpamMycKyITHO PUIIOKEHHE
[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

Ha ce Bximroun QR ko.
3a moBeue uHGpopMalys CKaHupaiTe WK noceretre www.hipracovidvaccine.com

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.
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‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.
a ue ce 3ampasspa.
CrpxpansBaiite (prakoHHTE BB BTOPHYHATA KAPTOHEHA OMAKOBKA, 32 JIa CE€ MPEAMNAa3sT OT CBETIIMHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
NCITAHUA

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1709/002 5 ennomo3oBu ¢nakona (1 mo3a Ha ¢akon)
EU/1/22/1709/003 10 enromo3oBu diakoHa (1 qo3a Ha ¢1akoH)
EU/1/22/1709/004 20 ennomno3oeu diakona (1 qo3a Ha ¢1akoH)

13. NAPTUJIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMS HA BPAMJIOBA A3BBYKA

[Ipuero € ocHOBaHuUE J1a He ce BKIYM nH(popMaIius Ha bpaitioBa a30yka.

‘ 17. YHUMKAJIEH LWJIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JIByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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‘ 18. YHUMKAJIEH WJIEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJMHUYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA EJHOJ030B ®JIAKOH

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

BIMERVAX HHXEKIIMOHHA €MYJICUS
Bakcuna cpenry COVID-19 (pexoMOuHaHTHA, aJI0OBAaHTHA)
CenBakoBaTeNH

1.m.

2. HAYMH HA ITPUJIOKEHUE

3a UHTPaMyCKYJHO MPUIIOKEHHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

4. INAPTUJIEH HOMEP

ITapTuna:

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

1 go3a ot 0,5 ml

| 6. JIPYTO

26



Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

BIMERVAX
Bakcuna cpemry COVID-19 (pekoMOMHAHTHA, a1I0BAHTHA)
CEJIBAKOBATEUH

vT03H JIEKapCTBEH MPOIYKT MOIJICKH Ha TOMMBIHUTETHO Habmoaenne. Toa 1e 1mo3Boim 06p30To
YCTaHOBSIBaHE Ha HOBa MH(OpMAaIUs OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja JajeTe CBOs IPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSTO CTE MOJYYMIN. 3a HAaYWHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peaKIuy BIDKTE Kpas Ha TOUKa 4.

IIpoyeTeTe BHUMATEIHO LAJIATA JHCTOBKA, IPEIM 1A MOJYYHTe Ta3H BAKCHHA, Thil KATO TS

ChIbpiKa BakHa 3a Bac undopmanms.

- 3amaszere Ta3u JHCTOBKA. MOXKe Ja ce HAJIOXKH /1a 51 IPOYETETe OTHOBO.

- AKo umare HJIKaKBH JOIIBJIHUTEIHU BBIIPOCH, HonuTaiTe Bamus nexap, papmaneBT uin
MEJULMHCKA CecTpa.

- Axo monyunTe HAKAKBH HEXXEJIaHHU PEaKInu, yBeloMeTe Bamms nekap, papMareBT wiu
MEAMIHMHCKA cecTpa. ToBa BKJIIOYBA U BCUYKH BE3MOKHU HEXKETIAaHW PEAKIINH, HEOIIMCAHU B Ta3H
JTUCTOBKA. BrxkTe Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakso mpencrasnssa BIMERVAX u 3a kakBo ce U3Mon3Ba
Kakgo Tpsi0Ba na 3Haere, npeau aa noiayunte BIMERVAX
Kak ce nocrasss BIMERVAX

BBb3MOXKHN HEXETaHU peakuu

Kaxk ce cpxpanssa BIMERVAX

ChbappkaHye Ha ONIaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

A

1. Kaxkso npeacrapigssa BIMERVAX u 3a kakBo ce n3moJi3Ba
BIMERVAX e Bakcuna 3a npegorparsaBane or COVID-19, npuunnen ot Bupyca SARS-CoV-2.

BIMERVAX ce mocraBst Ha JIMlia Ha Bb3pacT 16 U moBede roJuHH, KOUTO MO-PaHo ca MOIYYHIN
nPHK Bakcuna cpenry COVID-19.

BakcuHara cTUMYyMpa MIMyHHaTa CUCTeMa (€CTECTBEHUTE 3all[UTHU CHJIM Ha OpraHu3Ma) Ja
MIPOU3BEXK A CIICIIU(PUIHN aHTUTENA, KOUTO IEHCTBAT CPEIIly BUPYCa, OCUTYPSIBAWKH 3aI[UTa CPEIILy
COVID-19. Huto enHa OT ChCTaBKUTE Ha Ta3u BakcWHA HE Moke fa mpuauau COVID-19.

2. Kakspo Tpsi6Ba 1a 3naere, npeau na nojaydnte BIMERVAX

BIMERVAX He TpsiOBa 1a ce mocraBst
- aKo CTe aJepruYHH KbM aKTUBHOTO BEIECTBO WJIM HSAKOS OT OCTAHAJIHUTE ChbCTABKM HA TOBA
JeKapcTBO (M30pOEHU B TOUKA ).

Ipenynpe:xnenust 1 Npeana3Hu MepKu

I'oBopere ¢ Bamus sekap, GpapmarieBT uiv MeIUIIMHCKA cecTpa, npeau Aa nmoryunte BIMERVAX,

aKo:

® HSJIKOra CTe MMAaJIM TeXKKA WK KHUBOTO3aCTpalllaBallla ajlepruuHa peakiiys cje/] mojyJyaBaHe Ha
Jpyra MHKEKIIMOHHA BaKCHUHA;

® HiKOra CTC npumnagajin CJICO MHKCKIUA C UIjia,

e uMate Bucoka Temmneparypa (Han 38°C) wim texka nadpexus. Moxe obaue na Bu 6bae
NIOCTaBeHa BaKCHHA, aKO UMATe JIEKO IMOBUIIIEHA TEMIIEPaTypa WK JieKa HHPEKIs Ha TOPHUTE
JAUXaTCJIHU IbTUILA, KaTO MIPOCTY A,
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e uMaTe mpoOJIeMHu C KpPhBOCKCUPBAHETO, JIECHO Bu ce 00pa3yBaT CHHUHH WIIH U3IION3BATE
JIEKapCTBO 3a IIPEIOTBpATsIBaHE Ha 00pa3yBaHETO HA KPHBHU ChCUPEIIH (AHTHUKOATYJIAHT);

e Bamara umyHHa cucreMa He (pyHKIIMOHMpPA MPaBUIIHO (MMYHEH Je(UIINT) WK ITpHeMaTe
JIeKapCcTBa, KOUTO OTCIIA0BAT MIMyHHATa CUCTEMa (KaTo BUCOKH JIO3U KOPTHKOCTEPOH/TH,
UMYHOCYIIPECOPH WJIH JICKapCTBa 3a JICUCHHE Ha paK).

AKO HSKOE OT TOPETIOCOYCHNUTE C€ OTHACS 3a Bac (win He cTe curypHH), roBopeTe ¢ Barus ekap,
(dapmaieBT WM MEIMIIMHCKA cecTpa, peau na Bu 0b1e nocrapena BIMERVAX.

[Tomo6HO Ha Besika BakcuHa, BIMERVAX moske 1a He 3aIUTH HAITBJIHO BCUYKH, KOWUTO S ITOJTy4YaBar,
Y HE € U3BECTHO KOJIKO JIBJITO IITe ObETE 3alUTCHH.

Jlena u roHOIIHN
BIMERVAX ne ce npenopbuBa Ha Jera Ha Bb3pacT moa 16 ronunu. [Toractosiem iumncsa
uHdopmanus 3a ynorpedbata Ha BIMERVAX npu neua Ha Bbp3pact non 16 roauxu.

JApyru nexkapcrtBa u BIMERVAX
TpsiOBa na kaxxere Ha Bamus nekap, papManeBT nim MeAUIIMHCKA CECTpa, aKo IpHeMare, HacKopo CTe
IpUeMalTy WK € Bb3MOXKHO J1a IpueMare Ipyru JIEKapcTBa WM BAaKCHHH.

BpemeHHOCT U KbpMeHe

AKko cTe OpeMeHHa I KbPMHUTE, CMSITaTe, 4Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bammus nekap, papmaneBT Uiu MEIUIMHCKA CECTPa, MPEIH a NOIYIUTE Ta3u
BaKCHHa.

lo¢upane u pa6oTa ¢ MAIIUHHA

Hsxou ot Hexxenanure peakimn Ha BIMERVAX, u36poenu B Touka 4 (Br3MoxHH HexxenaHH
peakImmn), MoXXe BpeMEHHO Jla HaMaIsIT criocoOHocTTa By 32 modupane u paboTa ¢ MaluHy.
N3yakaiitTe eheKTUTE HA BaKCHHATA J1a OTIIYMST MpeIy a modupaTte Wik paboTUTE ¢ MAIIUHH.

BIMERVAX cbhabp:ka HAaTpHil ¥ KaJaui

Ta3u BakcuHa ChIBpKA MO-Manko oT 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
NPaKTUYECKU HE ChIbPrKa HATPUil.

Ta3u BakcHHA ChIBPKA MO-MaNKo OT 1 mmol kanwmii (39 Mmunurpama) Ha go3a ot 0,5 ml, T.e. Moxe na
ce KaXke, 4e MPAKTUUECKH HE ChABPXKA KAJIHH.

3. Kak ce moctasgs BIMERVAX

BIMERVAX e Bu 0b1e noctaBeHa upe3 nmxektupade Ha 0,5 ml B MycKysia Ha rOpHaTa 4acT Ha
pbKata Bu.

IIpenoppuBa ce na nonyunre BIMERVAX kato eaunuyHa go03a Hail-Manko 6 Mecela cies
npeaxoeH Kypc Ha BakcuHaus ¢ ”PHK Bakcuna cperry COVID-19 unu cnen npenxonna Oycrep
no3a BIMERVAX.

CJ'IC,I[ HHXCKIOUATA Bammsar JICKap Wi MCAUIUMHCKA CECTpa LIS Bu Ha6J'IIO,E[aBa okoJio 15 MHHYTH, 34
Ja IpocCiI€an 3a MPpU3HAIW Ha aJICpruyHa peaKius.

AKO UMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara Ha BIMERVAX, nonuraiite
Bamws nekap, papManeBT WM MEUIIMHCKA CECTpa.
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4.

Kakro Bcuukm JICKApCTBa, Ta3W BAKCHUHA MOXKC [a NPCAMU3BUKA HCKCIAHU PCAKIIMU, BBIIPCKU Y€ HC

Bb3M0OKHU HeKeJTaHU pP€aKuumn

BCCKH I' TIOJTy4aBa.

TloBeueTo HEXeTaHU p€akuuu C€ IMosABABAT B PAMKUTE Ha 3 OHU CJIC ITOJIy4YaBaHETO Ha BaKCHHATa U
OTIOYMABAT B PAMKHUTC HA HAKOJIKO IHU. AXO CUMIITOMUTE HE OTIIYMSIT, CBBPIKETC CC C Bamms JICKap,

(hapmarieBT WM MEAMIIMHCKA CECTpa.

HOT’BpCGTe CIICIIHAa MCIUITUHCKA IMTOMOIII, aKO CKOPO CJICA BaKCHHAUATA IMOJTYYUTSC CUMIITOMU HaA TCIKKaA

AJICPrudHa pCakuus. Te3u cuMIITOMH MOKE Ja BKJIFOYBAT:

BB3M0XHO € Aa ce MOSIBAT CIEIHUTE HEXEIaH! peakuuu cien npuioxenue Ha BIMERVAX:

yCellaHe 3a 3aMasHOCT WM IpUMalIiBaHe
MPOMSIHA B CHPIACYHHS PUTHM

3aayXx

XPHUIIOBE

MOJTyBaHe Ha YCTHUTE, JIMIIETO WIIH I'bPIIOTO

MoJTyBaHe, MPHUPYKEHO OT ChpOex 1Mo KoxaTa (ypTHUKapHs) WK OOPHB

raJieHe WIX MOBPbhIIaHe
0oJKa B KOpema.

MHoro 4ectu (Morar ja 3acerHat noseue ot 1 Ha 10 xymmn)

riaBo0osme

00JIKa Ha MSICTOTO HA MHXKEKTUPAHE
YyBCTBO Ha yMOpa (M3TOLICHHUE)
MYCKyJIHa 0OJIKa

Yectu (Morar ma 3acersar a0 1 Ha 10 mymmm)

3a4CpBABAHE, TIOAYBAHE U 0O0JIE3HEHOCT Ha MSICTOTO Ha HWHXXCKTHPaHE

raJicHe WIH TOBPBIIIaHe
Japus

MOBHIIICHA TeMIlepaTypa
yrojeMeHu JTuMQHU Bb3IIH
00JIKa B ITOMHIITHIIIIATA

Heuectu (Morat na 3acernar o 1 va 100 qymmm)

BTPHICAHE WX yCEellaHe 3a TIOBUIIICHA TeMIIepaTypa
0e3chHHE

3aMastHOCT

ChpOEK HA MACTOTO HA MHKEKTUPAHE
CBPBXYYBCTBUTEIIHOCT HA MSICTOTO Ha MHKECKTHUPAHE
00JIKa B CTaBUTE

ycelaHe 3a c1adoCT WITH JIUTICA Ha CHEPTHS
ycelaHe 3a ChHIHBOCT

KOpeMHa 00JKa

ChpOEK MO KOXKaTa

0O0JIKa TP TIPETTbIIaHe

001110 HEPA3MOIOKEHUE

Penku (morar ga 3acernar o 1 Ha 1 000 mymmm):

CTyJCHA IIOT

HeoOMYaifHO ycellaHe 1Mo Ko)Kara, KaTo MpaByYKaHe WIH U3TPhIBaHe (apecTe3us)
MOHM)KEHA YYBCTBUTEIHOCT, OCOOCHO Ha KOXAaTa (XHIIECTE3Ns)
aJepru4HU peaKluu, KaTo ypTHKapusi, 00pUB MK ChPOeK
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e (Qonku B repba
® CHHHMHA Ha MSICTOTO Ha MHXKEKTHPaHE

C Hen3BecTHA YecTOTA (OT HATMIHUTE TAHHW HE MOXKe Ja ObJie HalmpaBeHa OIleHKa, OCHOBaBa CE Ha
eMHUYCH CITy4ail 110 BpeMe Ha KIIMHUYHUTE U3ITUTBAHUS )
e BB3NAJICHHE Ha OOBUBKATA HA CHPIETO (MMEPUKAPANT), KOETO MOXKE J1a JOBEE JI0 3aayX,
ChplieOrieHe WK 00JIKa B I'bPIUTE

Cho01aBaHe HA HesKeJIAHM PeakIuu

AKO TONTyunTe HIKaKBU HEXEJIaHH JICKApCTBEHU peakyy, yBegomere Bamus nekap, GpapmaneBT nin
MeIUIMHCKa cecTpa. ToBa BKJIIOYBAa BCHYKH Bb3MOYKHU HEOITMCAHH B Ta3H JIMCTOBKA HEXKEJIAHH
peakiy. MoseTe ChIIO /1a ChOOIINTE HeXKeJTaH! PeakIiK AUPEKTHO Ype3 HallMOHAIHATa CHCTEMa 3a
cboOIIaBane, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE TAPTHACH HOMED, ako € HanudeH. Karto
cboOIIaBaTe HeXEJaHU PEaKIH, MOXKETe Jla aileTe CBOS MPUHOC 3a MOJyyaBaHe Ha OBeYe
MH(OPMAIIST OTHOCHO 0€30ITacHOCTTA Ha Ta3H BaKCHHA.

5. Kak ce coxpansiBa BIMERVAX
[a ce cbxpaHsaBa Ha MSICTO, HEJOCTHITHO 32 ACIA.

Bammwsr siekap, papmaiieBT Wil MEJIUIUHCKA CECTpa ca OTTOBOPHH 33 ChXPAHEHUETO Ha Ta3W BAKCUHA
Y TIPaBUIIHOTO M3XBBHPIISIHE HA HEM3MOI3BaHUS NPoAyKT. CrenHaTa HHPOpPMALHS 32 ChbXpaHEHUE, CPOK
Ha FOJHOCT, yrotpeda, padoTa u U3XBBPIISIHE € PEJHAa3HAYEHA 38 MEAUIUHCKUTE CIICIIMATHCTH.

He u3non3Batite ToBa JICKApCTBO CJIEA CpOKa HA TOAHOCT, oTOeNsI3aH BBbPXY CTHUKCTA CIIC ,,FO,Z[CH

13

a0: .

[a ce cvxpansia B xnagunauk (2°C - 8°C). [la He ce 3ampazsBa. CbxpaHsBaiiTe (praKoHUTE BbB
BTOPHYHATA KAPTOHEHA OMAKOBKA, 32 1a CE MPEAMNa3AT OT CBETJINHA.

Crnen mbpBOTO IPOOMBAaHE HA MHOTO1030BHS ()i1akoH chxpaHsaBaiTe npu 2°C - 8°C, u3noi3BaiTe B
pamkuTe Ha 6 yaca.

I/IHq)OpMaI_II/IHTa 3a pa60Ta € OollMcaHa B pa3jeia, IpeAHa3HA4YCH 34 MEAUINHCKHU CIICTIUAJIMCTU B Kpasd
Ha JIUCTOBKATa.

Hewnsnon3BaHUAT JIeKapCTBEH MPOXYKT MM OTHAIBYHUTE MAaTepPHAIN OT HETO TPsiOBa 1a ce U3XBBPIIAT

B CBbOTBETCTBUEC C MECTHUTC U3UCKBaHU.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopManus

Kakso coabpxa BIMERVAX

- Enna no3a (0,5 ml) ceaspxa 40 Mukporpama cenBakoBaTeut ¢ aaoBaHT SQBA.

- CenBakoBaTerH € (y3MOHEH XETePOIUMED Ha PEIeNTOP-CBBhp3BaIus JoMeH (receptor binding
domain, RBD) Ha pexomOuHanTHUS munoB (S) npotenH Ha Bupyca SARS-CoV-2 (mamose
B.1.351 u B.1.1.7), npousseneHn upe3 pekomOunantHa JJHK texHomorus.

- SQBA e BKJIIOYEH B Ta3u BaKCHMHA KAaTO aJIOBAaHT 32 YCKOPSBaHE U MOJOOpSIBaHE HA 3aIIUTHUTE
edexTu Ha BakcuHata. SQBA cpappika Ha 103a ot 0,5 ml: ckanen (9,75 mg), noiucopdat 80

(1,18 mg), copburanos tpuonear (1,18 mg), Harpues nutpar (0,66 mg), TMMOHEHa KHCETHHA
(0,04 mg) v Boza 32 MHXKEKIINH.
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- Jpyrute cbcTaBKy (IOMOIITHU BEIIECTBA) ca: AUHATPUEB (hocdaT mo/ieKkaxuipar, Kalues
nuxuaporer ¢ocdar, HATPHUEB XJIOPH/I, KAJIUEB XJIOPUI U Boja 3a ukekuud. BIMERVAX
ChIbpKa KANW{ M HATPHUH (BHXKTE TOUKA 2).

Kak u3raexna BIMERVAX u kakBo ChbAbpka 0NAKOBKATA

Baxkcunara e 0s71a XOMOT€HHA HHXKEKIIMOHHA €MYJICHSL.

MHor010308B (1aK0H

5 ml CEMYJICUS CC MPEAOCTABS BbB (bHaKOH C 'YMCHaA 3alTyliaJika v IjiiaCTMaCcoOBO OTHYIIBAIIO CC€
Kamayde.

Bcexu mHOTO1030B (hitakoH chabpka 10 qo3u mo 0,5 ml.
OnaxkoBka: 10 MHOro1030BH (hJ1akoHa.
EnnHono3oB ¢uiakon

0,5 ml EMYJICHA CE TPEAOCTABS BbB (I)J'IaKOH C T'YMCHa 3allyniajika 1 mjiacTMacOBO OTHYIIBAILO CC€
Karade.

Bcexu emqHom030B (hnakon chaspka 1 gosa mo 0,5 ml
Onaxkogka: 5, 10 wiu 20 eqHO01030BHU (hiIaKoHA.

He Bcuuku BHIOBE OMaKOBKH MOTaT Ja ObJaT MyCHATH Ha Ta3apa.
Ipure:kaTes HA pa3pelIeHUETO 32 yIOTpeda

Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

NCITAHUA

ITpousBoauTen

Laboratorios Hipra, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

NCITIAHUA

JlaTa Ha nmocjeHo npepasrJie;KaaHe Ha JUCTOBKATA

JApyru n3rouHunu Ha nHpopmanus

[TonpoGHa uHOpMaILKs 3a TOBA JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
10 JieKapcTBara http://www.ema.europa.cu

CkanwupaiiTe KoJa ¢ MOOWITHO YCTPOMCTBO, 3a Jla BUANTE JINCTOBKATA HA PAa3JINYHU E3UIU
Ha ce Bximroun QR ko.

unu nocerere URL anpeca: www.hipracovidvaccine.com
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Ta3u nucToBKa € HanMuHa Ha Bcuuku e3unn Ha EC/ENII Ha yeOcaiita Ha EBporneiickaTa areHIus 1o
JeKapcTBaTa.

ITocouenara mo-a0.1y I/lH(l)OpMaIll/Ifl € NMpeaAHasHaYeHa caMo 3a MCAUIIUHCKU CIICINUAJIUCTH:

IMpunaraiite BIMERV AX unrpamyckyiHo, 3a npeanoynTaHe B JSATOUIHHS MYCKYJ Ha rOpHaTa
9acT Ha pbKaTa.

IIpocnenumoct

3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MIAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSOBA SCHO JIa CE 3aIMCBaT.

Ykazanus 3a pa60Ta " IIPUITOKCHHUC

He u3non3paiite Ta3u BakcHUHa ciell JaTaTa Ha U3TUYAaHE HA CPOKA HA TOJTHOCT, IOCOUCHA HA €THKETA
cnen ,,l'omen 10:“. CpoKBT Ha TOAHOCT OTTOBaps Ha MOCIICTHUS JCH OT TTOCOYCHHS MECETI.

C Ta3u BakcuHa TpSI6Ba Ja pa6OTI/I MCIUIIMHCKHU CIICHUAJIHNCT, KaTO M3I10JI3Ba AaCCIITHYHA TCXHHUKA, 3a
Ja C€ rapaHThpa CTCPUIIHOCTTA Ha BCAKa 103a.

Tloozomoska 3a ynompeba

e Baxkcunara e ToToBa 3a ynorpeoa.

e HeotBopeHara BakcuHa TpsiOBa Aa ce chxpansiBa npu 2°C 1o 8°C u 1a ce chXxpaHsiBa BbB
BBHIIIHATA KAPTOHEHA OMaKOBKa, 3a Jia ce Mpera3t OT CBETINHA.

e HemnocpencTseHo mnpeau ynorpeda usBazaeTe (rakoHa ¢ BAKCHHATa OT BTOPUYHATa KApTOHEHA
OITaKOBKa.

e Cren mbpBOTO NPOOMBAHE HA MHOTO030BUS (hJIAKOH 3aIMILIETe JaTaTa U vaca (6 Jaca cie
'BPBOTO MPOOKBAHE) HA ONIPEENICHOTO MSICTO Ha €THKETa Ha (hIaKoHa.

IIposepeme ¢hnarxona

e BHumMmaTenHO 3aBbpTeTe (DIaKOHA MPEIU U3TETIISIHE Ha J103a, KAKTO U MEXKIY BCAKO H3TETJISHE OT
MHOT0/1030BUsI (prakoH. He pasknarmaiire.
Bceku iakoH chabpika Osiyia 1 XOMOT€HHA €MYJICHS.

e [lpenu npuitoKeHHE POBEPETE BAKCHHATA 33 YACTHIU W/WIIM TIPOMsIHA B 1[BeTa. He nputaraiite
BaKCHHATAa, aKO € HAJUIIE HAKOE OT JBETE.

Ipunazane na saxcunama:

e Bceku (hakoH ChaABPIKa H3UIIBK, 32 J]a C€ OCUTYPH M3TETIITHETO HAa MAKCUMATHHSI OpOH OT JeceT
(10) mo3u (MHOTOT030B (hrakoH) win 1 no3a (exHoM030B QuiakoH) 1o 0,5 ml Besika.

e 3XBBpIETE OCTAHATIOTO KOJMYECTBO OT BAKCHMHATA B €THOTO30BHSI MITM MHOTO/I030BHS (DJTaKOH,
clien kato Obaat usrerieHd 10 1o3u.

e Bcaka no3a ot 0,5 ml ce u3terisg npe3 cTepuiiHa WIJIa U B CTEPIITHA CIIPUHIIOBKA, 32 J1a Ce
MIPWIOKHU Ype3 UHTPAMYCKYJIHA HHXKEKIIMS, 3a IPEAIOYUTaHEe B ASATOUIHNAS MYCKYJI Ha TOpHATa
4acT Ha pbKara.

e (Crien KaTO BaKCMHATA C€ M3TETJIH B CIIPUHIIOBKATA, TS € CTA0MIHA Hali-MaJIKo 6 Yaca KakTo B
XJIQAWTHUK, TaKka U TIpH cTaiiHa Temmeparypa (< 25 °C).

e BaxkcuHara He TpsIOBa J1a c€ CMECBa C JPYTY BAKCUHU IIH JICKAPCTBCHH MPOAYKTH B ChIaTa
CIIPUHITOBKA.

e He chOupaiite U3IMIIBIMTE BAKCHHA OT HIKOJIKO (piIaKoHa.

H3zxevpreme

e Crnen mbpBOTO MPOOMBAaHE HA MHOTO/I030BUS (PJIAKOH, ChXpaHIBATe OTBOPEHHUS MHOTOJI030B
(dhnaxon mpu 2°C 1o 8°C 10 6 yaca. M3xBbpiieTe BakCHHATa, aKO He € Onjia U3IMO0JI3BaHa B PAMKHUTE
Ha 6 yaca ciie]] MbPBOTO NMPOOMBaHE Ha MHOTO1030BUS (hJIaKOH.
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e 3xBBpieTEe OCTAHAIOTO KOJIMYECTBO OT BAKCHHATA B €HOI030BUS WJIK MHOTO/I030BHS (DJIAKOH,
cien kato Obmar usrernienn 10 mosm.

HWzxevpnsane:

e Heusnon3BaHUAT JIEKAPCTBEH MPOIYKT WM OTHAIbYHNATE MaTEPHAaU OT HETO TPIOBa /1a ce
U3XBBPJIST B CbOTBETCTBUE C MECTHUTE U3UCKBAHUSL.
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