IMPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



vTosn JISKapCTBEH MPOAYKT TOJUICKU Ha JOMIBIHUTEIHO Ha0IIoIeHre. ToBa 111e 1mo3Boiu Obp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT MEUITMHCKUTE CIICIIHATTUCTH CE
M3KCKBA J]a ChOOIIABaT BCSIKA MTOA03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChoOIaBaHe Ha
HEXXEJTaHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JJEKAPCTBEHUSA ITPOJAYKT
BIMERVAX nHXeKIIMOHHA eMYJICUS

Bakcuna cpemry COVID-19 (pekoMOuHaHTHA, aJllOBaHTHA)
COVID-19 Vaccine (recombinant, adjuvanted)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (hr1akoH, KOiTO chabpxka 10 mo3u mo 0,5 ml unu exHO1030B (IIAKOH, KOWTO
chabspka 1 go3a 0,5 ml.

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

CenBakoBaTerH € (hy3MOHEH XETEPOJIUMED Ha PEIECHTOP-CBbp3Ballus J0MeH (receptor binding
domain, RBD) Ha pexomOunanTHUS munoB (S) npotend Ha Bupyca SARS-CoV-2 (mamose B.1.351 u
B.1.1.7), npoussenen upe3 pekomOuHanTHa JJHK TexHOIOTHS ¢ M3M0I3BaHEe HA EKCITPECHOHEH BEKTOP
— mra3muj, B CHO kieTbuyHa JuHMS.

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

3a MHXXCKIINH.

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIHKTE TOUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

WmxexmonHa emyscus (MH>KEKIIHA)

bsina xomoreHHa emyJicusi.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU NMOKAZAHUS

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

VYnotpebara Ha Ta3u BakCHHA TPsIOBA Ja € B CbOTBETCTBHE C OUIIMATHUTE MPENOPHKH.

4.2 Jlo3upoBKa U HAYMH HA 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 npeaxoara nPHK Bakcuna cpenty COVID-19 (Bxk. Touka 5.1). BIMERVAX Moxe na ce
NPUIOKK Hal-MaJko 6 Mecela ciell npenxoana oOycrep noza BIMERVAX.



Hmynoxomnpomemupanu auya
JloI'bJIHUTEINIHY 103U MOTaT Jia ce IpuiaraT Ha JHMLa, KOUTO ca TEXKO HUMyHOKOMIIPOMETHPAHU, B
CBHOTBETCTBHE C OQUIMATHUTE MPENOPBKH, BIKTE TOUKH 4.4 1 5.1.

Ionynayus 6 cmapuecka ev3pacm
He ce n3nckBa KOpeKnus Ha f03aTa IMPU XOpa Ha Bb3pacT >65 roInHU.

Ileouampuuna nonyrayus
beszomnacHoctTa 1 epukacHoctta Ha BIMERVAX nipu fienia v 1oHOIIM Ha Bb3pacT 1o 16 roauHu Bce

ome HE Ca YCTAHOBCHU. Jluncear naHHH.

Haunn Ha npunoxkeHue

BIMERVAX e caM0 3a HHTpaMyCKYJIHO IIPHJIO’KEHUE, 3a IPEANOYNTAHE B ACATOUIHMS MyCKYJT Ha
ropHaTa yacT Ha pbKaTa.

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

Baxkcunara He Tps0Ba ja ce cMecBa ¢ APYrd BAKCHHU W JIEKAPCTBEHU IIPOAYKTH B ChIIaTa
CIIPUHIIOBKA.

3a mpeanasHUTe MEPKH, KOUTO TPSOBA J1a ce B3eMaT MpeIu Ipujiarane Ha BAaKCHHATA, BIDKTE
Touka 4.4.

3a yka3aHus OTHOCHO OOpaBEHETO ChC M M3XBHPIISTHETO HA BAKCHHATA BUIKTE TOUKa 6.6.
4.3 IIporuBomokazaHusi

CBpBX4YYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WJIM KbM HAKOE OT IIOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 Chenuananu npeaynpesaeHus: U NpeANa3sHu MePKH MPU ynoTpeda

IIpocnenumoct

3a fma ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSOBA SCHO JIa CE 3aI1CBaT.

CBpbXYYBCTBUTEITHOCT U aHadJ HIJIaKCHs

[pu Bakcunu cpemy COVID-19 ca cpo0maBanu crOuTHs Ha aHaduiaakcus. Bunaru tTpsoBa qa uma
Ha pa3MoIoKEHUE MOIXO0IAII0 MEAULIMHCKO JIeUeHHE U HAaOJII0OACHUE B Cilydall Ha aHa(IaKTHYHA
peaxiys ciesl NPUIOKEHHE Ha BaKCHUHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIOICHUE B ITPOAB/DKCHUE HAa HAall-MaJIko 15 MUHYTH clief
BaKCHUHaIyUATAa.

He tpsi0Ba na ce npuarat cieABamiy 034 OT BAKCHHATA HAa X0Pa, KOUTO ca UMaId aHauiIakcus ciexn
npenumna 1o3a BIMERVAX.

Peakuum CBBP3daHH C TPEBOXKHOCT

Peakmyn, cBbp3aHU C TPEBOXKHOCT, BKIIIOUUTETHO BA30BATATHH PEAKIIMH (CHHKOII ), XUIIEPBEHTIIIAIIS
WJIM CBBP3aHU ChC CTPEC PEAKIIMH, MOTaT /1a Bb3HUKHAT BbB BPH3Ka C BAKCHHAIIUATA KAaTO MICUXOTEHEH
OTTOBOP Ha MHIKEKTHPAHETO ¢ uria. BakHo € Ja ce B3eMaT MpeAna3Hu MEpKH, 3a a ce U30erHe
HapaHsABaHE TIPU MIPUIIATbK.



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 OBUIIICHA TEMIICpATypa HC Tpﬂ6Ba
Jia € IIpUYKHAa 3a OTJIaraHC Ha BaKCHMHalUATaA.

TDOM6OI_II/ITOH€HI/I$I W HAPpYHICHUWA HAa KoaryjalnusiaTa

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.

HMVHOKOMHDOMCHTHD&HH JIMna

JlaHHUTE 32 IMYHOT€HHOCT M 0€30ITaCHOCT Ha BAKCHHATA, KOTAaTo ce TMpHiiara Ha
UMYHOKOMIIPOMETHUPAHH JIUIIA, BKIIOYUTEITHO TAKHBA, KOUTO MOJIy4YaBaT UMyHOCYIIPECOPHA TepaItus
(Bx. Touka 5.1), ca orpanndenn. Edukacaocrra Ha BIMERVAX moxe na 0bae mo-HUCKa TTPH
UMYHOKOMIIPOMETHPAHU JIUIIA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3aluTara

He e u3BecTHO KOJIKO ABJTO Tpac 3aluTaTra, OCUT'ypeHa OT BaKCUHATA, TBU KaTo BCE omiIe Cce ompeaciisa
OT NMpOABJKABAIIIU KIIMHUYHU U3IMATBAHUSA.

OrpaHnyeHus Ha edJeKTI/IBHOCTTa Ha BaKkCHMHAaTra

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

TTomoIIHK BelecTBa ¢ U3BECTHO IEWCTBUE

Kanuii

Ta3u BakcuHa Chabpka Mo-Majko ot 1 mmol kanuit (39 mg) Ha 103a, T.€. MOXKE Aa ce Kaxe, e
MIPAKTUYECKU HE ChABPIKA KaIHM.

Hampuu

Ta3u BakcuHa ChIbpka Mo-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKE Aa ce Kaxe, 4e
MIPAKTHYECKH HE ChABPKA HATPHIA.

Tonucopbam 80

Ta3u BakcuHa chappka 1,18 mg nomucopoat 80 BbB Besika jo03a. [lomucopbaruTe Morar aa mpuYUuHST
aJIeprUYHH PEaKIiy.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYrH (JopMH Ha B3auMo/jeiicTBHe
He ca npoBexxnanu mpoy4dBaHus 3a B3aUMOJIEHCTBHATA.

Corpreranto npuinoxenue Ha BIMERVAX ¢ apyru BakcHHU HE € MPOYYBaHO.

4.6 @eprTuauTeT, )PpEMEHHOCT U KbpMeHe

bpemenHoct

Hswma onut ¢ ynotpebata na BIMERVAX npu 6pemennu sxenu. [IpoyuBanusita Ipu )KUBOTHH HE
IIOKa3BaT IPEKU UM KOCBEHU BPEAHU €(PEKTU 110 OTHOILEHHE Ha OpEMEHHOCTTA,
eMOPHOHATHOTO/(PETaTHOTO pa3BUTHE, PAXKIAHETO MM MOCTHATAIHOTO pa3BUTHE (BXK. TouKa 5.3).



IIpunoxennero Ha BIMERVAX no BpeMe Ha OpeMEeHHOCT TpsIOBa Jla ce 0OMHCIIH caMO KOTaTo
MOTCHITUATHUTE TIOJI3H Ca TIOBEYE OT MOTCHIIMATHUTE PUCKOBE 32 MaiKaTa U IIoja.

Kspmene
He e usBectro nanu BIMERVAX ce ekckpeTupa B KbpMara.

He ce ouakBar eexTy mpu KbpMEHN HOBOPOJCHN/KbPMAUeTa, Thil KATO CUCTEMHATA SKCIIO3UIIHS Ha
kbpMmaukata Ha BIMERVAX e He3naunrtenna.

DepTunuTer

[Ipoy4uBaHusTa IPH )KUBOTHH HE TIOKA3BaT IMPEKU WM KOCBEHU BPEIHU €(PEKTH, CBHP3aHH C
PENPOAYKTUBHA TOKCHYHOCT, BUXKTE TOUKa 5.3.

4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe u padoTa ¢ MAIIUHA

BIMERVAX He MoB/IMsBa WK MOBJIMABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u padboTa ¢
MallMHYA. BBeIpeku ToBa HAKOU OT e(heKTUTEe, TOCOYEHH B TOUKa 4.8, MOraT BpEMEHHO J1a ITOBJIUSAT Ha
CHOCOOHOCTTA 32 mopupaHe WiK padoTa ¢ MaLIHHU.

4.8 HexenaHu JeKapCTBEHH PeaKINHU

Pesrome Ha npoduia Ha 6€30I1aCHOCT

Haii-yecto cpobuiaBannTe Hexkenanu peakuuu cien Oycrep noza BIMERVAX npu xopa, kouTo ca
noyumiia TspBudHa cepust ”PHK Bakcuna cpemry COVID-19, ca 6oska Ha MACTOTO Ha HHXKEKTHpaHe
(82,8%), rmaBo6omnue (30,8%), ymopa (31,1%) u muanrus (20,6%). Meananarta Ha TPOIBIKUTEITHOCT
Ha JIOKAJIHUTE ¥ CUCTEMHHTE HEKENaHU peakuu € oT 1 1o 3 auu. [loBeueTo HexenaHu peakinu ca ce
TIOSIBIJTA B paMKHTE Ha 3 THU cJie]l BAKCHHUPAHETO U ca OWIIH JIEKH 10 YMEPEHH I10 TEXKECT.

Haii-gecTute HexenaHu peakiiuu, ChoOIICHHU ciel] MombIHuTeIHa OycTep n03a BIMERVAX kato
YeTBBHPTA 11033, ca 00JIKa Ha MICTOTO Ha WHXKeKTHpane (79,9%), rmaBobomue (25,0%) n ymopa
(25,0%). CpemnaTta mpoIbKUTETHOCT Ha JIOKATHUTE U CHCTEMHUTE HEXKEIIaH!U peakiuu € 1 1o 3 1w,
[ToBedeTo HexellaHU peakIuy Cce MOSIBIBAT B PAMKUTE Ha 3 THU CJie]l BAKCUHAIUS U Ca JISKH 0
YMEPEHH MO TEXKECT.

TabauyeH CIHUCHK HA HEXKEIAHUTE PECAKIINH

IMpodnrsT Ha Ge30macHOCT, MpeACTaBeH MO-10JTy, C€ OCHOBaBa Ha COOPHM JaHHH 3a OE30IaCHOCT,
TeHEepHUPaH!U B JIBE KIMHUYHH W3NUTBaHus (pasza 20 u ¢aza 3 ¢ obmo 3192 nuua Ha Bb3pacT 16 u
MoBeYe TOAMHU, KOUTO ca Noiay4miu eina oyctep no3a BIMERVAX naii-manko 3 mecena cien
npenuiiHa BakcuHa cpemty COVID-19. Menuanara Ha NIpoBJIKUTETHOCT HA MIPOCIIEIBAHETO 32
Oe3omacHocT e 12 Mecemna 3a 99,4% ot aunara, u 6 mecena 3a 0,6% ot aunaTa.

BesonacnoctTa Ha nombaHuTeNHA Oyctep no3a BIMERVAX, kato yeTBbpTa 1034, € OlleHeHa pU
288 nuua Ha 18 u noBeve roguHU, KouTo ca noayuwin win 3 no3u nPHK Bakcunara cpemy COVID-
19 (To3unamepan), win 2 no3u nPHK Bakcunara cpernty COVID-19 (To3unamepan) u eHa 1032
BIMERVAX, u ca nony4yuiu nonbiaHutenasa oycrep no3a BIMERVAX B nmepuon ot 6 10 12 Mecena
cle] TpeTaTa MpeaxoaHa 103a.



HesxenanuTe peakimu, HaOI01aBaHU 110 BpeMe Ha KJIMHHYHUTE U3MUTBAHUS, ca U30POCHHU MO0y,
CBITIACHO CIICAHUTE KATErOPUH 10 YecToTa: MHOro yectu (>1/10), yectu (>1/100 mo <1/10), HeuyecTn
(>1/1 000 o <1/100), penku (>1/10 000 mo <1/1 000), mHoTO peaxu (<1/10 000) u c Hen3BecTHA
4yecToTa (OT HATMYHUTE JaHHHU HE MOJXKE J1a Ob/ie HalpaBeHa OICHKA).

[Ipu Besiko rpymnupaHe B 3aBHCHUMOCT OT YECTOTaTa, HEXKEJIaHNUTE JIEKAPCTBEHH PEAKIINH ce N30posiBaT
B HU3XOJISII PeJl IO OTHOIIEHHE Ha TSIXHATa CEPHO3HOCT

Tabauua 1: Hexxenanu peakuuu oT KIMHUYHUTEe m3nuTBaHusi ¢ BIMERVAX npu auna Ha 16 u
noBeve rogAuHu

Cucremo- MHoro YecTH Heuyectn Penxnu C
OpraHeH KJjac JecTn HEN3BeCTHA
4ecToTa
Hapyumienus Ha Jlumdanenomna
KpPbBTa U TS
aumdHaTa
cucremMa
Hapymienust Ha I'maBoGonHe 3amasHOCT ITapecTe3us
HepBHATa ChHIMBOCT Xwumnecresns
cucremMa
Cobpaeuynu ITepukapaut®
HapYLIeHHsI
CromaniHo- Huapus Onunodarus
4YpeBHHU Iospbuiane Kopemna 6oka®
HApYLICHHS l'anene
Hapynienns Ha Ipypuryc VYprukapus
KOKaTa " Cryznena nor
MOJKOKHATA O6pus
ThKaH Epurem
Hapynienns Ha Mpuanrus ApTtpanrust
MYCKYJIHO-
CKeJIeTHATa
cucremMa u
CheJUHUTEJHATA
TbKaH
(011711171 Bonka Ha [TonyBane Ha | AcreHus CuH1HA Ha
HapyLIeHUsI 0 MSICTOTO Ha MSICTOTO Ha Brpucane MSCTOTO Ha
edeKTH Ha WHKeKTHpaH | nmkektupane | Hepasmosoxe WHXKEKTUPaHEe
MSICTOTO HA e Epurem Ha HHE CBpBX4yBCTBH
MPUJIOKeHUEe Ymopa MSICTOTO Ha Cbpbex Ha TEJTHOCT Ha
WHXKEKTHpaHe | MSCTOTO Ha MSCTOTO Ha
Wnnypanys WHXKEKTHPaHe WHXKEKTUPaHEe
Ha MSICTOTO Ha
WHKEKTHPaHE
[upexcus
Axcunapnaa
6oska

# To3u TepMHH BKIIFOYBA CHINO CHOUTHUS, CHOOIIICHN KaTO TUM(aIeHUT
® To3u TepMHH BKJIIOYBA CHIIO CHOMTHS, ChOOIIECHH KaTo OOJIKAa B TOPHATA M J0JIHATA YacT Ha KOpema
® BB3 ocHOBa Ha €THO CHOUTHE 10 BpeMe Ha KJIMHUIHUTE U3 TBAHIS

C$06gaBaHe Ha IOA03UpPaHu HEXCIIAaHU PECaKIIUU

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUU CIIE]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaKHO. ToBa IMO3BOJIsBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
[0I03UPaHa HeXKEIaHa Peakiiys Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIaBaHe, IOCOYCHA B
[Ipunoxkenne V v 1a BKIIFOYBAT MapTHIICH HOMED, aKO UMa TaKbB.


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

4.9 Ilpeno3upane

B citydaii Ha npeno3upane ce mpernopbyBa HAOMIOACHUE HA KU3HEHNUTE (DYHKINHU U €BEHTYaJTHO
CUMITOMaTHYHO JIEUEHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: Bakcunu, Bakcunu cpemry Covid-19, ATC koa: JO7BN04

MexaHU3BEM Ha IEWCTBUE

BIMERVAX e pexoMOMHaHTHA ITPOTEHHOBA BAKCHHA, YUETO aKTHBHO BEIIIECTBO (AHTHUTEH) €
(dy3uonen aumep Ha RBD Ha pekoMOuHaHTHUS mumnoB (S) nporenH Ha Bupyca SARS-CoV-2. Cnen
NPUIOKEHHUE Ce MPEIU3BUKBA HIMYHEH OTTOBOP, KAKTO XyMOpaJeH, Taka U KJeThueH, cpemy RBD
antureHa Ha SARS-CoV-2. Heyrpanusupamnute anturena cpenty RBD nomena na SARS-CoV-2
MpeIoTBpaTsIBaT cBhp3BaneTo Ha RBD ¢ TapretHoTO MsicTo BhpXy Kietkute - ACE2, xaTo mo To3u
HauuH OyIoKupaT MeMOpaHHata ¢y3us u BupycHara uHpekuus. Ocsen ToBa BIMERVAX unnynupa
aHTUTeH-crienuduueH T-KIeTb4eH UIMyHEH OTTOBOP, KOWTO MOXe Jja JONIPUHECE 3a 3alUTaTa CPeLLy
COVID-19.

EdwukacHocT

Edukacuocrra Ha BIMERVAX ¢ onpeneneHa upe3 IMyHOOPHIKMHT HA HIMYHHHUTE OTTOBOPU KbM
paspeieHa 3a ynorpeba BakcuHa cperry COVID-19, uusto edukacHOCT € ycTaHOBEHA.

HmyHoreHHoct

HNmynorennocrra Ha BIMERVAX e onieHeHa B €IHO OCHOBHO MHOTOLICHTPOBO KIIMHUYHO M3MUTBAHE
(aza 20 (ITlpoyusane HIPRA-HH-2) 1 B ¢1HO MHOTOILICHTPOBO KJIMHHYHO U3MUTBaHE (haza 3
(ITpoyuane HIPRA-HH-5).

HIPRA-HH-2

IIpoyuBane HIPRA-HH-2 e aBoiinocmsmno, paHAOMHA3UPaHO, KOHTPOJIMPAHO C aKTHBHO BEIIECTBO,
MHOTOLIEHTPOBO, HEMH(PEPHUOPHO KIMHUYHO M3NKUTBaHe (a3a 20 3a OLEHKa HA IMyHOT€HHOCTTA
6e3onacHoctTa Ha Oycrep BakcuHaus ¢ BIMERVAX B cpasaenue ¢ ”PHK Bakcunara cpemry
COVID-19 (To3mHamepan) py BB3pPAacTHH, ChC 3aBBPIIEH Kypc Ha BakcuHanwus cpeury COVID-19 ¢
nPHK Bakcuna, Haii-mManko 6 Mecena nmpeau BKIoYBaHeTo. B ToBa kinmHW4HO n3nuTBane Qasa 20 He
ca BKJIIOYCHU OpeMEeHHHM >KeHH, UMYHOKOMIIPOMETHPAHH JIMLa, WK TaKWBa, KOUTO ca MOIy4aBain
MMYHOCYIIpECOpH B paMKuTe Ha 12 ceamunu, kakto u mna ¢ npeauied COVID-19. U3ucksa ce na e
U3MHHAJ [IEPUOJL OT MOoHEe 3 Mecela cie/l KaTo yYacTHUIUTE ca MOIY4YMIM KaKBaTo U J1a €
HMyHOTepamnus (MOHOKJIOHAIHY aHTHUTENa, I1a3Ma) Ipein /1a 3all04He IPOYYBaHETO.

0610 765 yyactHuIM ca BakcuHupanu; 513 ydactaunum nomydaBaT BIMERVAX, a 252 yyactHumm —
uPHK Bakcunata cpemy COVID-19 (To3unamepan). lanaute 3a o6mo 751 yyactHunu ca
ananmsupanu (504 yuactauuu ¢ BIMERVAX u 247 yuactanim ¢ uPHK Bakcuna cperry COVID-19)
C U3KJII0YEHHE Ha Te3M, KOUTO ca Jalii MOJI0XKHUTeeH pe3yaTar Ha Tecta 3a COVID-19 B pamkute Ha
14 nau cnen 6ycrepa. Pannomuzanusta e crparuduiiupana mo Bb3pacrosa rpyna (18-64 cipsmo >
65 ronuan). Meananarta Ha Bh3pactTa € 42 roguau (auamnasoH: 19 mo 76 roauHM), ¢ IOJO00HU
BB3PACTOBH JMAIAa30HU U B IBETC paMEHa C BaKCHHA, BKITOUUTENHO 7,4% 1 7,1% OT yyacTHHUIIUTE ca
Ha 1 Haj 65 roguau choTBeTHO B rpynute Ha BIMERVAX u nPHK Bakcunara cpenry COVID-19.

Nwmynorennoctta Ha Oyctep mo3ata BIMERVAX ce ocHOBaBa Ha OIleHKa Ha CPEHO T€OMETPUIHATE
tutpu (GMT) Ha HeyTpaIM3upaluTe aHTUTeNa, U3MEPEHH Ype3 TECT 3a HeYTpaIu3alus Ha
niceBaoBupyc (pseudovirion-based neutralisation assay, PBNA) cpemry mama SARS-CoV-2 (D614G),



BapuanTtute bera, Jlenta u Omukpon BA.1. CrotHOMmMEeHneTo HAa GMT € pe3ynTar oT CTOHHOCTHTE Ha
GMT (IDso) cien uPHK Bakcunata cpeury COVID-19 (to3unamepan)/BIMERVAX. Ipuema ce, ue
BIMERVAX e c ne no-manka epukacaoct or UPHK Bakcunara cpemry COVID-19 (To3unamepan),
aKo ropHaTa rpaHuua Ha 2-ctpannust 95% noseputenen unrepsai (M) na crotHOmEeHneTo Ha GMT
e <1,4. IIpuema ce, ye BIMERVAX mnpeBn3xoxaa nPHK Bakcunata cpenry COVID-19
(TO3MHaMepaH), ako TOpHATa rpaHMIa Ha 2-cTpaHHug 95% moBepHUTeneH HHTEPBAI Ha CHOTHONIEHUETO
GMT e <1,0 (Bx. Tabnuma 2, komoHarta 3a cboTHomeHue GMT).

Taéauna 2: CroTrHomenue Ha GMT caen 6yctrep ¢ BIMERVAX cnpsimo 0yctep ¢ uPHK

BakcuHaTa cpemry COVID-19 (Toszunamepan) ¢ HeyTpaguzupamu TuTpu (PBNA) cpemy SARS-
CoV-2 (mam D614G), bera, lesita u1 Omukpon BA.1 B n1uu 14, 28, 98 u 182 ciex Gycrep no3ara
(momyJjiauus MO MPOTOKOJI)

uPHK Bakcuna cpeury COVID-19

BIMERVAX (rommamepan) uPHK Baxcuna cpemry COVID-19
N=504 N2 47" (rosunamepan) / BIMERVAX
GMT 95% 11 GMT 95% 11 Crorromenue Ha GMT; (95% JIN)
Jen 14 cnen 6ycrepa
Ilam D614G 1949,44 1696,03; 2240,72 3302,34 2793,60; 3903,73 1,69 (1,44; 2,00)
bera 4268,18 3701,04; 4922,21 2608,59 2188,98; 3108,63 0,61 (0,51;0,73)
Jenra 1459,98 1282,22; 1662,37 1473,73 1253,18; 1733,10 1,01 (0,85; 1,20)
OmukpoH BA.1 2032,63 1773,66; 2329,40 1209,23 1019,34; 1434,50 0,59 (0,50; 0,71)
Jen 28 cnen 6ycrepa
Ilam D614G 2241,24 1949,80; 2576,24 2947,35 2494,84; 3481,94 1,32 (1,12; 1,55)
bera 3754,90 3255,80; 4330,50 2437,02 2046,38; 2902,22 0,65 (0,54; 0,78)
Jenra 1706,85 1498,96; 1943,58 1508,08 1283,26; 1772,30 0,88 (0,74; 1,05)
OmukpoH BA.1 1516,12 1322,89; 173758 987,53 833,05; 1170,66 0,65 (0,54; 0,78)

JHen 98 cnen 6ycrepa (N: BIMERVAX: 78; N: TosuraMepan: 42 KaTo MOATPYIA IO IPOTOKON)

[lam D614G 1193,17 931,14; 1528,94; 1054,61 761,88; 1459,83 0,88 (0,60; 1,30)
bera 1980,37 1526,63; 2568,98 1150,92 815,99; 1623,32 0,58 (0,39; 0,88)
Jenta 1981,10 1547,00; 2537,02 1014,07 730,25; 1408,20 0,51 (0,35; 0,76)
OmukpoH BA.1 668,25 514,73; 867,56 400,71 283,27, 566,83 0,60 (0,40; 0,91)
Jen 182 cren 6ycrepa

Ilam D614G 1213,44 1055,38; 1395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
bera 2554,58 2214,40; 2947,01 1774,54 1489,68;2113,88 0,69 (0,58; 0,83)
Jenra 2306,86 2025,18;2627,72 1256,46 1068,85; 1477,02 0,54 (0,46; 0,65)
OmukpoH BA.1 882,67 769,93; 1011,91 667,30 562,74; 791,28 0,76 (0,63; 0,91)

N: 6poii Ha YIACTHHUIIMTE B MTOMYJIAIIHAATA IO MPOTOKOJ.
Cekpamenus: GMT cpenHo reomerpuueH TUThp; JW: moBepurennu wuHTepBanu; PBNA =

HCYTpAJIN3alITMOHCH aHAJIN3 C ICCBAOBUPUOH



HNmyHorenHocTTa Ha monbiiHuTeHA OycTep n03a BIMERVAX e onerena mpu o01o 288 nwia Ha

18 1 moBede romuau. JIummara ca May MpeaxoaHa 3aBbpIIeHa cepus ot Ase go3u nPHK BakcuHaTa
cpeury COVID-19 (To3unamepan) u eqna noza BIMERVAX (Koxopra 1) winu 3 no3u uPHK
BakcuHara cperry COVID-19 (Tozunamepan) (KoxopTa 2) 1 ca momy4yuau JOMbIHUTENHA OycTep 1032
BIMERVAX 6 mo 12 mecerna ciien npeaxoaaaTa go3a. Ot Tsax 190 ygacTHUIIN ca aHAIM3UPAHA B
nomynarusaTa 3a edpukacHocT (80 yuactaui B Koxopra 1 1 110 yuactaumm B Koxopra 2). Cpennara
BB3pacT ¢ 49 ronunu (quanazoH: ot 20 10 82 roguHM) ¢ MOAOOCH BH3PaCTOB AMAINA30H B JIBETE
KOxXopTH, BKJtouBai 11,5% ygacTHuIm Ha 65 ¥ 1MoBede TOANHH.

Umynorennoctra Ha Oycrep nozata BIMERVAX ce ocHoBaBa Ha OlLleHKa Ha CPEJHO T€OMETPUUHUTE
tutpd (GMT) Ha HeyTpanU3upaluTe aHTUTeNa, U3MEPEHH Ype3 TECT 3a HEYTpaIu3alus Ha
nceBaoBupyc (pseudovirion-based neutralisation assay, PBNA), cpeury Bapuantute bera, Jlenra,
Owmukpon BA.1 n Omukpon BA.4/5. CrotHomenuero Ha GMT e pesyntar ot croiiHoctute Ha GMT
(IDso) na 3 no3u ot uPHK Bakcunara cpemry COVID-19 (To3unamepan)/monbiaHuTenHa OycTep no3a
BIMERVAX, npunoxena cien 3 no3u uPHK Bakcuna cpernty COVID-19 (To3unamepan) uiu
npwioxeHa cien 2 n1o3u nPHK Bakcuna cperry COVID-19 u enna noza BIMERVAX. Ilpuema ce, ge
nombaHuTenHaTa Oyctep no3a BIMERVAX npesn3xoxaa nPHK Bakcunata cpemry COVID-19
(TO3MHaMepaH), ako TOpHaTa rpanuna Ha 2-ctpanaus 95% nosepurenen natepsai (1) Ha
crotHOMEeHUeTo HAa GMT e <1 (Bx. Tabnuma 3, kooHaTa 3a choTHOIICHHE HAa GMT).

Tabanna 3: Husa Ha HeyTpanusupamu antutenaa (PBNA) u cbotHomenue Ha GMT caen
aombJaHUTEeNHA OycTep 103a BIMERVAX, npujioxkeHna wiu cjel nbpBoHadyanana cepusi COVID-
19 nPHK Bakcuna u 0yctep no3a BIMERVAX (Koxopra 1), niu cJjiel nbpBOHAYaJIHA CEPUSI
COVID-19 nPHK Bakcuna u 0yctep no3a COVID-19 uPHK Bakcuna (Koxopra 2), cpemy bera,
Jeara u Omukpon BA.4/5 B nuu 14, 98 u 182 cjex 0ycTep go3aTa (momyJaamusi Mo NpoToKo.)

Koxopra 1 Koxopra 2
2 no3u COVID-19 uPHK +2 no3u 3 no3u COVID-19 uPHK +1 no3a
BIMERVAX BIMERVAX
GMT GMT CrotHomt | GMT Caex | GMT CnoTHOLI
Canen no3a 3 Canen no3a 4 eHHe Ha no3a 3 Caen no3a 4 eHHe Ha
95% JAN) (95% JAN) GMT (95% JAN) (95% JIN) GMT
N=38 N=80 (95%J11) | N=38 N=110 (95%JTN)
Jen 14 cnen 6ycrepa
254734 5790,20 2783,85 6383,89
0.44 0,44
Bera (1741,36; (4371,05; (1975,09; (5057,19;
(0,28; 0,68) (0,31; 0,62)
3726,35) 7670,09) 3923,79) 8058,64)
156521 5199,90 1637,19 4085,85
(1041,33; (3752,82; 030 (1130,5; (3057,24; 040
Aeara T o (0,20; 0,46) ” o (0.28,0,57)
2352,66) 7204,97) 2370,9) 5460,52)
152868 3580,61 043 1739,02 4049,01 043
’ 2492,90; ’ 1121,56; 2795,38; ’
Owmport BA-L 970 94, 2406,80) ( (0.27: 0,69) ( ( (0,28; 0.65)
5142,92) 2696,41) 5864,84)
109455 2945,40 037 1295,76 2506,46 052
Onipont ’ (2216,80; ’ (845,10; (1849,64; ’
BA.4/5 (720,53; 1662,72) (0,22; 0,62) (0,34; 0,78)
3913,50) 1986,75) 3396,52)
Jen 98 cnen 6ycrepa
4609,95 1601,47 3743,39
1544,65 0,34 0,43
Bera (3474,24; (849,42; (2951,87;
(773,99; 3082,64) (0,16; 0,69) (0,23; 0,81)
6116,91) 3019,37) 4747,14)
1864,55 1102,65 1746,82
1330,09 0,71 0,63
Tenra (1343,99; (569,19; (1305,89;
(672,40; 2631,08) (0,36; 1,43) (0,33;1,22)
2586,73) 2136,06) 2336,63)
L1 211041 o 520,63 1980,84 026
’ 146727, ’ 242,27, 1371,69; ’
Omurpon BAL | 514 68.990,45) ( (0,10; 0,48) ( ( (0,12; 0,56)
3035,45) 1118,79) 2860,50)




1886,95 1574.26
Owuipon 1o (1418,08; 1o 1o (1156.85; Ho
BA.4/5 2510,85) 2142,28)
Jen 182 cren Gycrepa
809,61 241577 0,34 890,39 2088,80 0,43
Bera . (1814,55; : : (1643,29; ’
(555,69; 1179,56) (022;0552) | (633.9;1250.,6) (0,30; 0,60)
3216,20) 2655,08)
771.85
732,92 1309,33 0,56 1337,38 0,58
Jenra (534,93;
(489,25;1097,95) | (941,50; 1820,86) | (0,37;0,85) . (999,37;1789,72) | (0,40;0,83)
1756,04 404,87 1900,74
357,34 (1218,19; 020 (262,13; (1315.,82; 0.21
Owmeport BAL )57 83: 560,47) T (0,13 0,33) i P (0.14: 0.32)
2533,97) 625,33) 2745,67)
1836,26 160442
Owuipon "o (1373.92; HO HO (1179,06; HO
BA4S 2454,19) 2183.22)

N: Bpo#i y4acTHUIIM ¢ OLIEHHMHM JIaHHU 3a ChOTBETHATa KpalHa TOUKa
Cekpamenus: GMT = cpenno reometpudeH TuThp; JW: noBepurennu nntepsany; HO: He e
OIIpEeJIeJICHO

HIPRA-HH-5

ToBa npoyuBaHe € TEKyIIO OTKPUTO, MHOTOLICHTPOBO KIMHUYHO M3MUTBaHe (haza 3 ¢ eqHO pamo 3a
OlLIeHKa Ha 6e30IacHOCTTa U UMyHOreHHOCTTa Ha Oyctep BakcuHauus ¢ BIMERVAX 3a npeBenuus Ha
COVID-19 npu ygacTHHUITH, BAKCHHAPAHHU TI0 HIKOJIKO CXEMH Ha ITbPBUYHA BAaKCHHAIINSA, ChC WIIN 0€3
npeauireH HeTexxko nmpotrdan]; COVID-19. BIMERVAX e npwraran Haii-manko 91 muu cien
nociegHara 1o3a win Ha-maiko 30 nau cneq COVID-19 ungeknusra. ToBa KIMHUYHO W3MTUTBaHE
¢aza 3 u3KIIOYBa OPEMEHHH JKEHH, KAKTO U JIMIA, KOUTO ca UMYHOKOMIIPOMETHPAHHU MJIH ca OWJIN Ha
MMYHOCYIIpecopH B paMkuTe Ha 12 ceamunn. llpean na 3anodne mpoydBaHETO C€ M3UCKBA /1a € MHHAJ
nepuoJ OT MOHE 3 Mecela ciel MojlyyaBaHe Ha UMyHOTepanus (MOHOKJIOHAJTHU aHTUTeNa, I1a3Ma).

MeXIuHHUAT TOKIIa]] BKIIOYBA JaHHU OT 00110 2 646 yJaCTHHIIN, KOUTO Ca BAKCUHUPAHH C
BIMERVAX xato 6ycTep A03a mpu 31paBu 100poBoIIH (HalH-Maiko Ha 16 ToAnHN), BAKCHHUPAHH
npeau ToBa ¢ pasnuunu Bakcuuu cpeury COVID-19 (uPHK Bakcuna cpemry COVID-19: To3unamepan
1 eJla30MepaH U aJIcCHOBUPYC-BEKTOPHH BakcuHM (BakcuHa cperry COVID-19 (ChAdOx1-S
[pexomOuHanTHa] 1 BakcuHa cpenry COVID-19 (Ad26.COV2-S [pexombunanTtHa]). OT Ts1x 230 (8%)
YYaCTHUIIM ca BKIIOYEHH B MOIyJIalMATa 38 UMyHOT€HHOCT. B aHann3a 3a UMyHOT€HHOCT,
nomynanusata Ha ”PHK Bakcunara cpeury COVID-19 (Tozunamepan)/rpynara Ha Bakcuaa uPHK
BakcuHaTa cpernty COVID-19 (To3nHamepaH), BCHUKHM YIACTHHIIN Ca Ha BB3pacT Mexay 16 u

17 roguHu.

Karo 1o menuanara Ha Bh3pacTTa € 34,4 roguau (quana3oH: ot 16 no 85 ronuHM). YYacTHUIIUTE ca
paBHOMEPHO pasmpeaencHu no moi, 52,49% mexe u 47,47% xeHu.

HMyHOTeHHOCTTa € m3MepeHa upe3 HeyTpalu3alroHeH aHanu3 ¢ ncesaoBuproH (PBNA) cpemnry mama
Ha SARS-CoV-2 (D614G) u cpemy bera, Jlenta u Omukpon BA.1. Jlanaute 3a GMT (cpento
reomerpuueH TUTHP: [Dsp) Ha U3X0MHO HUBO (IIpeIy MpUIIaraHeTo Ha OycTep Ao3ara) u B Jlen 14

(2 cemmunu cren NpUIIaraHeTo Ha OycTep Ao3aTa) ca AaJeHH B clielHaTa Ta0uuma.

Tabauua 4: Cpeano reomerpuddu TUTPU (GMT) Ha HeyTpanu3upamuTe anTureaa 14 1Hu ciaen
o0yctep no3a BIMERVAX npu Jiuna Ha 16 4 nmoBeye roguHu — aHAJIMU3 MO MPOTOKOJI

'bpBuuna umynusanus ¢ uPHK IIbpBrYHA HIMYHH3ALNA € II'bpBruyna umynusanus ¢ uPHK
(TO3MHAMepaH) aJ]eHOBMPYC-BEKTOPHA BAKCHHA BaKCHHA
16-17 roguan ((ChAdOx1-S pekoMOMHAHTHA) (es1a3omepaH)
N=11 > 18 rogunn > 18 rogunn
N=40 N=171
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TIpeau oycrep
GMT 95% AU GMT 95% A1 GMT 95% A1
Hlam
720,10 356,96; 1 452,64 288,58 194,56, 428,02 657,49 499,52; 865,43
D614G
Bbera 471,68 208,39; 1 067,60 539,49 345,97, 841,26 497,77 376,98; 657,26
Jeara 803,34 376,27, 1 717,26 283,75 182,43; 441,35 914,68 657,97, 1 271,55
OMHUKpoOH
BAL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84
Jlen 14 caen 6ycrep
Hlam
4 753,65 2 356,45;9 589,48 2298,81 1 549,89; 3 409,63 4437,27 3 371,158; 5 840,55
D614G
Bera 8 820,74 3897,14; 1 9964,72 5009,47 3212,53;7 811,54 6 857,95 5193,76; 9 055,38
Jenra 7 564,79 3541,05; 1 6160,76 2 600,31 1671,78; 4 044,56 5811,47 4180,44; 8 078,87
OMHuKpoOH
BAL 575743 2231,25; 1 4856,19 1 847,41 1090,05; 3 131,00 4379,81 3073,24; 6 241,85

N: bpoii yyacTHULIM ¢ HATUYHU JaHHU 3a CbOTBETHATA KpaliHa TOUKa
Cokpamenus: GMT = cpenen reomerpudeH THTEHP; M : ToBepUTEITHN HHTEPBAIH

HOHVJ’IaLII/Iﬂ B CTapy€CKa Bb3pacT

HNmynorennoctta Ha BIMERVAX e mokasana mpu HoITyJIaiusiTa B cTapdecka Bb3pacT (=65 roaunmn),
BrutountenHo mpu 38 (7,4%) ot nunara, momydaBan BIMERVAX.

Tlonynaryst OT *UMYHOKOMITPOMETHUPAHH JIMIIA

Umynorennoctra u 6e3onacHoctTa Ha Oyctep no3a BIMERVAX ca onienenu B OTKpHTO,
MHOTOLICHTPOBO KJIMHUYHO U3MHUTBaHE ¢ €AHO paMo, ¢a3za 2b/3 (HIPRA-HH-4) npu Be3pacTaH ¢
HPEABAPUTEIHO ChIECTBYBAIM UMYHOCYIIPECUBHU ChCTOSIHUSA, BKIIFOUUTEIHO XOPa, )KUBECILH C
uH(eknus ¢ yoemku numyHoaeduuuten supyc (HIV) c nepcuctupant 6poit

CD4 T-knetku < 400/mm3 B paMKuTe Ha mociegHure 6 mecena; ¢ 0bOpeyHa TpaHCIUTaHTaNKs Ha
NOJTBPKAIAa UIMYHOCYTIPECHBHA TEPAITUs; HA XEMOIHATH3a/TIEpUTOHEeATHA JINAIN3a; C ITbPBUYHU
JIeQUIMTH HA aHTHUTENa, KOUTO ca Ha [g(G 3amecTUTENHA Teparnus ik ¢ aBTOMMYHHO 3a00JIsIBaHEe Ha
JeyeHne ¢ purykcumad/okpenusymad. bycrep nosara BIMERVAX e npuioxkena Haii-manko 91 qau
cien 3 npenumaN 1034 BakcuHa cpenty COVID-19 unu cnen 2 1o3u Ir0c JOKYMEHTHpaHa aHaMHe3a
3a COVID-19. Yuactaurnure ¢ anamue3a 32 COVID-19 ca gonycHaru na Ob1aT BKITIOYEHH, aKO
JMarHo3aTa € MocTaBeHa Hai-Manko 91 nHU npeay BKIIOYBAHETO.

0610 238 nuia ca BakcuHupanu ¢ OycrepHa n1o3a BIMERVAX u ca ananu3upanu o010 228
YYaCTHUIIY, ¢ U3KIIOYEHHE Ha TE€3H, KOUTO ca Jalu nojoxureneH peynrtat 3a COVID-19 B pamkure
Ha 14 mHU OT mocTaBsiHETO HA OycTepHaTa no3a. CpeaHara Bh3pact € 56 roquau (B AuanasoH: 21 1o
90 roguHnN).

HimyHOreHHOCTTa € OlleHEeHa Upe3 M3I0I3BaHe Ha IICEBJOBUPYCEH HEYTPAIM3AMOHEH TECT
(pseudovirion-based neutralisation assay, PBNA) cpenty mama Ha SARS-CoV-2 (D614G) u cpeury
Beta, 1 Omicron BA.1 u BA.4/5 1o 12 mecena cien 6ycrep 103a MpH BCUYKH U3CIIEIBAHU
UMYHOCYTIPECHBHH CHCTOSIHHSI, OCBEH TIPH JIUIIA XKUBECUH ¢ TOTBbpacHa HIV nHbekuus, mpu
KOMTO MMYHOT€HHOCTTA € U3MEpEeHa upe3 TECT 3a BUpycHa HeyTpanuzanus (VNA) cperry
mama Ha SARS-CoV-2 (D614G) u cpenry Omicron BA.2. byctep mo3a BIMERVAX 3acuiBa
XYMOPAJTHUSI UMYHEH OTTOBOP MPU BCUYKH UMYHOCYIIPECHBHH ChCTOSIHHS, C U3KIIIOUECHUE HA
JUIa C aBTOMMYHHO 3a00J151BaHe Ha Tepamnus ¢ puTykcumad/okpenn3ymad. Benpeku ToBa, He
€ TIPOBEICHO CPaBHEHUE C MMYHOKOMIIETCHTHUTE MHIUBH/IU, 32 JIa C€ YCTAaHOBH Maiada Ha
NIOTEHIIMATHATA Pa3JIMKa [0 OTHOUICHWE Ha UMYHHHUTE OTrOBOpH. [lopaan ToBa KITMHHYHATA
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SHAYMMOCT Ha JOKJIaJIBAHUTC KMYHHH OTIOBOPU IMTPU UMYHOKOMITPOMETUPAHU MHAUBUIU €
HCHU3BCCTHA.

IlenuaTpuyHa momysamus

EBponeiickara areHuus 1o JekapcrpaTa oTjiara 3aIbJKCHUETO 3a IPEIOCTaBsIHE Ha PE3yATaTUTE OT
npoyuBanusaTta ¢ BIMERVAX B enHa win moBeue NOATPYITH HA MEIAATPUIHATA TTOMYIAINS 32
npesennus Ha COVID-19 (Bxk. Touka 4.2 3a uHpopMaIKst OTHOCHO yIoTpeda B EANATPHUITA).

5.2 ®apmakoKMHETHYHH CBOWCTBA

Henpunoxumo.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

HexnuHnvHuTE JaHHU HE TOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEH[MOHAJTHUTE
IIPOYYBaHUS 32 TOKCUYHOCT ITPY MHOTOKPATHO IIPUJIaraHe.

T'eHOTOKCHYHOCT M KaHIICPOrC€HHOCT

BIMERVAX He € olieHsiBaHa 3a TEHOTOKCHYEH WJIM KaHIleporeHeH norennuan. He ce ouaksa
KOMIIOHCHTUTE Ha BAaKCHHATA J1a UMAT TeHOTOKCUYCH WM KaHIIEPOTCHEH MOTCHIIHAIL.

PenponykTuBHA TOKCHYHOCT

[IpoBeneHO € mpoyYBaHe 32 TOKCHYHOCT 33 Pa3BUTHETO U PETPOTYKTHBHA TOKCUYHOCT MIPH KESHCKH H
MBXKH TDTBXOBE TIpenn dudTocBaHe u 1Mo Bpeme Ha OpemernHoctta. BIMERVAX ce mputara
WHTPaMYCKYJTHO (€KBHBAJICHT Ha IIsUIa 7032 TIPY X0pa) Ha KEHCKH ITbX0BE YeTHPHU IbTH, 21 1 14 1N
npeau Yu(TOCBAaHETO U B TecTalMoHHU THU 9 1 19. Ha MBXKHTE TUTBXOBE C€ TIpHUiiara Tpu IbTH, 35,
28 u 6 mau ipenu gndTocBaHeTo. He ca HabmomaBaHn CBBP3aHU ¢ BAKCHHATA HEXEIaHN ePEeKTH
BBPXY (hepTrinTeTa, OpEMEHHOCTTA/KbPMEHETO MJIH PAa3BUTHETO Ha eMOpHOHa/(eTyca u
MMOTOMCTBOTO.

6. DOAPMALIEBTUYHU JAHHU
6.1 Chnucbk Ha IOMOLIHUTE BelleCTBA
HunatpueB gocdar goaekaxuapat
Kanues aquxunporen gocdar

Harpues xnopun

Kanues xnopun

Bopa 3a umxexkuun

OTHOCHO aJI0BaHTa BIKTE TOUYKA 2

6.2 HecbBMECTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Jja ce cMecBa ¢ APYTH JIEKAPCTBEHU MPOAYKTH MM Ja Ce
pa3pexna.

6.3 Cpox Ha roaHOCT

HeorBopeH MHOr01030B (h1aKkoH

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.

EnnHono308 daakoH

1 roguaa mpu 2°C — 8°C.
6.4 CroenuajJHU yCJIOBHUS HA ChbXPaHEHHUE

Ja ce cexpanssa B xmagmiauK (2°C — 8°C).
Ja He ce 3ampa3siBa.

C’LXpaHHBaﬁTC (bHaKOHI/ITC B KapTOHCHATA OIIaKOBKaA, 3a J1a CC€ NPCAIa3daT OT CBCTJIMHA.

3a ycloBuUsATa HA ChXPaHEHHE Ha MHOTO1030BHS ()JIAKOH Clie]] ITbPBOHAYAITHO OTBApsSHE Ha
JIEKapCTBEHUS MTPOIYKT BIKTE ToUka 6.3.

6.5 Buau chabp:kaHue HA OMAKOBKATA

MHoro10308 (hJIaKOH

5 ml emysncust B MHOT01030B (piiakoH (cThKIIO TUM I), 3aTBOPEH C enacToMepHa 3aymanka Tvi [ u
aIyMHHHEBa 00KaTKa, C IIACTMACOBO OTUYIIBAILO CE Karaye.

Bcexn MHOTO71030B hutakoH chabpxa: 10 go3u mo 0,5 ml
OmnakoBka: 10 MHOr0/1030BH (hIaKoHa.

Ennono3oB duakon

0,5 ml emyncus B eHO01030B (hi1akoH (CTHKIIO THIT ), 3aTBOpPEH C elacToMepHa 3amymanka THI | 1
aTyMHHUEBa 00KaTKa, C TIACTMACOBO OTUYITBAIIO CE Karave.

Bceku ennono3os dnakon chabpka: 1 qo3a ot 0,5 ml
Omakoska: 5, 10 nmu 20 enHOD030BH (PiTakoHA.

He Bcwuku BHIOBE OMAaKOBKY MOTaT J1a Ob/IaT IMyCHATH Ha Tasapa.

6.6 CrnenuajaHu nNpeanasHu MepKHU NMPH U3XBHPJIsiHE H padoTa

Ykazanus 3a paboTa U NpUI0KeHHE

C BakcuHaTa TpSI6Ba Ja 60paBI/I MCIUIIMHCKHU CIICHUAJIMCT, KaTO U3II0J3Ba aCCIITUYHA TCXHHUKA, 3a Aa
CC rapaHTHpa CTCPpUIJIIHOCTTA HA BCAKA O034a. 8

IToozomosxa 3a ynompeba
e BakcuHara e rotoBa 3a ynorpeoa.
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e HeoTBopeHaTa BakcuHa TpsiOBa Aa ce chbxpanssa npu 2°C 1o §°C, BbB BbHIIIHATA KAPTOHEHA
OIIaKOBKa, 32 Ja C€ MIPE/Ia3u OT CBETIMHA

e HemnocpenctseHo mpeau ynorpeda u3BajaeTe (rakoHa ¢ BAKCHHATa OT BTOPUYHATa KAPTOHEHA
OIIaKOBKaA.

e Cnex mppBOTO MPOOMBAHE HA MHOTOI030BHS ()JIAKOH 3aITUIIETE JaTaTa M 4aca 3a M3XBbPIITHE
(6 gaca cien mPBOTO MPOOHUBAHE) HA OTPENEICHOTO MICTO HA €TUKETa Ha (prrakoHa.

IIposepeme praxona

e BrumarenHo 3aBbpTeTe (DIaKoHa Mpeau U3TETIISTHE Ha /1033, KAKTO U MEXKIY BCSKO M3TETIISTHE OT
MHOrozno3osus ¢uakoH. He paskiamaiire.

e Bceku (hnakoH cpabpika Os71a, XOMOT€HHA EMYJICHS.

o [Ipenu npuiioKeHHE MPOBEPETE BU3YATHO BAKCUHATA 33 YaCTHUIIM W/IITU MPOMsIHA B 1iBeTa. He
MIpUJIaraiiTe BAKCUHATA, aKO € HAJUIE HAKOE OT IOCOYEHUTE.

Ipunazane na saxcunama

e BbB Bceku (pr1akoH ce ChIIbprKa M3JHIIBK, 32 JIa C€ OCUT'YPH M3TETJIIHETO Ha MAaKCUMaJIHUS Opoii OT
10 mo3u (MHOTOA030B itakoH) uiu 1 mo3a (eqHOM030B (hiakon) mo 0,5 ml Besika.

e l3xBBprere ocraHanara, cieja karo Obaat u3rernenn 10 go3u. Beska go3a ot 0,5 ml ce m3ters
Mpe3 CTEPUIIHA UTJIa U B CTEPUITHA CIIPUHIIOBKA, KOSITO CE TIpUJIara 4pe3 HHTPaMyCKyTHa
WHXEKIIMSI, 32 PEATIOYNTaHE B ACITOUIHNAS MYCKYJI Ha TOpHATa YacT Ha phKaTa.

e Cnex KaTo BaKCHMHATA CEe M3TETIIM B CIIPUHIIOBKATA, TS € CTaOMiIHA Hali-MaKko 6 Jaca, KakTo B
XJIaIWTHUK, TaKa U TIpH cTaifHa Temmneparypa (< 25 °C).

e Bakcunara He TpsiOBa Ja ce cMecBa ¢ IPYTH BAKCUHY WIIH JICKApPCTBEHU MPOIYKTH B ChIIAaTa
CIIPUHITOBKA.

e He crOupaliTe U3NMUIIBIHITE BAKCHHA OT HAKOJIKO (prlaKoHa.

Cvxpanerue Ha MHO2000308Us (HIAKOH Cled NbPEOMO NPoOUBaHe ¢ u2na
e ChxpaHsBaiiTe OTBOPEHHSI MHOT0/1030B (urakoH mpu Temiieparypa ot 2°C mgo 8°C mo 6 vaca cief
IBPBOTO MPOOUBAHE.

M3xBBpIrieTe BakcHHATa, aKO He € OMIa M3II0JI3BaHa B paMKUTE Ha 6 Jaca clie]l ITbpPBOTO MPOOKBaHe Ha
MHOT0030BHSA ()JIaKOH, BIXKTE TOUKa 6.3.

Hszxevprsamne
Hewnsnons3BanusT JeKapcTBEH NPOLYKT WIN OTHAIbUYHUTE MaTEpPUaAIU OT HEro TpsioBa 11a ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBAHUS.

7. INPUTEXATEJI HA PASBPEHIEHUETO 3A YIIOTPEBA

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

17170 Amer (Girona)
UCITAHUA

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
EU/1/22/1709/001
EU/1/22/1709/002

EU/1/22/1709/003
EU/1/22/1709/004
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9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mepBO pazpemasane: 30 mapt 2023 ¢

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

[TonpoOHa uHoOpMalKs 3a TO3M JIEKapCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHius 1o JeKapcTBaTa
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vTosu JIEKapCTBEH MPOIYKT HNOJICKN Ha AOMBIHUTENHO HabmoaeHne. ToBa e mo3Boiu 0bp30TO
yCTaHOBSABaHE HAa HOBA MH(POPMALUS OTHOCHO Oe30macHoCTTa. OT MEAUIMHCKUTE CTICLUATIICTH Ce
M3UCKBA Jla ChOOIaBaT BCsKa I0A03UpaHa He)KElaHa peakiys. 3a HauuHa Ha CboOIlaBaHe Ha
HEXXEJTaHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA IMPOAYKT

BIMERVAX XBB.1.16 uHXeKIIUOHHA EMYJICHS

Bakcuna cpenry COVID-19 (pexoMOMHAHTHA, aJ[FOBAaHTHA)

COVID-19 Vaccine (recombinant, adjuvanted)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e eqHO1030B (u1aKkoH, KOWTO chabpka 1 mo3a ot 0,5 ml.

Enna no3za (0,5 ml) ceappika 40 Mukporpama qamiiekoBaTerH ¢ aaroBaHT SQBA.

JamnexoBaTenH e Qy3MOHEH XOMOJMMEp Ha pelenTop-CBbp3Balus JoMeH (receptor binding domain,
RBD) Ha pekomOunanTHUS munos (S) npotend Ha Bupyca SARS-CoV-2 (mmamoBe OMUKpPOH
XBB.1.16 — XBB.1.16), npoussezaen upe3 pekomObuHanTHa J|HK TexHomorus ¢ uanonszpane Ha
eKCTpecruoHeH BeKTop — miasmua, B CHO kieTpuHa JTUHUS.

AmioBanT SQBA, ceapprkamnt Ha no3a ot 0,5 ml: ckanen (9,75 mg), monmucopbar 80 (1,18 mg),
copburanoB tpuoiear (1,18 mg), Harpues murpar (0,66 mg), mumoneHa kucenuna (0,04 mg) n Bona

332 WHKEKIIMH.

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
WmxekunonHa eMyJscus (MHKEKIIHs)
bsina xomoreHHa emyJicusi.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKAZAHUS

BIMERVAX XBB.1.16 e moka3aH 3a akTHBHa UMyHU3anus 3a npesernust Ha COVID-19, npuunaeH
oT SARS-CoV-2 npu nuria Ha BB3pacTt 16 1 moBede roIuHU.

VYnorpebara Ha Ta3u BaKCHHA TPAOBA /1a € B ChOTBETCTBUE C OHUINATHUTE MPETIOPHKH.
4.2 Jlo3upoBKa M HAYMH HA MPHIIOKEHHE

gO?»I/I[ZOBKa

Jluya na u nao 16 200unu
Tps6Ba na ce mpmnara enuangHa no3a (0,5 ml) BIMERVAX XBB.1.16 uaTpamMycKyIJIHO, HE3aBUCUMO
OT cTaryca 1o OTHOIIEHUE Ha mpeaunrHa BakcuHarus cpemry COVID-19 (Bxk. Touka 5.1).

IIpu nuira, Ha KOUTO MPEH ToBa € mocTaBsHa BakcuHa cpenry COVID-19, BIMERVAX XBB.1.16
Tps0Ba Ja ce MPUIIOKHU Hal-MalIko 6 Mecella Ciie]l IIociieHaTa Jo3a oT BakcuHara cperry COVID-19.
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Hmynoxomnpomemupanu auya
JloI'bJIHUTEINIHY 103U MOTaT Jia ce IpuiaraT Ha JHMLa, KOUTO ca TEXKO HUMyHOKOMIIPOMETHPAHU, B
CBHOTBETCTBHE C OQUIMATHUTE MPENOPBKH, BIKTE TOUKH 4.4 1 5.1.

Ionynayus 6 cmapuecka ev3pacm
He ce n3nckBa kopeknus Ha 03aTa Py XOpa Ha Bb3pacT >65 roIuHU.

Ileduampuuna nonyrayus
beszomnacHoctTa 1 epukacHoctta Ha BIMERVAX XBB.1.16 npu aena ¥ FoHOIIM Ha Bb3PACT MO

16 ronuHu Bee OllIE HE ca YCTaHOBEHU. JIUINCBAaT aHHU.

HaunHx Ha npunoxxeHue

BIMERVAX XBB.1.16 e camo 3a HHTpaMyCKYJIHO NPHJIOKEHNUE, 3a MIPEANIOUYNTAHE B JEITOUTHUSL
MYCKYJI Ha TOpPHaTa 4acT Ha pbKara.

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

Baxkcunara He Tps0Ba Jja ce cMecBa ¢ APYry BAKCHHU W JIEKAPCTBEHU IIPOAYKTH B ChIIaTa
CIIPUHIIOBKA.

3a mpeanasHUTEe MEPKH, KOUTO TPSOBA J1a ce B3eMaT Mpeu IMpujlarane Ha BAKCUHATA, BIDKTE
Touka 4.4.

3a yka3aHusi OTHOCHO OOpaBEHETO ChC M M3XBHPIISTHETO HA BAKCHHATA BU)KTE TOUKa 6.6.
4.3 IIporuBomokaszaHus

CBpBX4YYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WM KbM HAKOE OT IIOMOIITHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 Chenuananu npeaynpesxaeHus: U NpeANa3sHl MePKH MPU ynoTpeda

IIpocnenumoct

3a fma ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPSOBA SCHO JIa CE 3aIUCBaT.

CBpbXYYBCTBUTEITHOCT U aHadJ HIJIaKCHs

[pu Bakcunu cpemy COVID-19 ca cpo0maBanu crOuTHs Ha aHaduiaakcus. Bunaru tTpsoBa qa uma
Ha pa3IoIoKEHUE MOAXOIAII0 MEAULIMHCKO JIeUeHHE U HAaOJII0ACHUE B Cilydall Ha aHa(IaKTHYHA
peaxiys cies IPUIOXKEHNE Ha BaKCHHATA.

[IpenopbuBa ce BHUMATEIIHO HAOJIIOICHUE B ITPOAB/DKCHUE HAa HAall-MaJIko 15 MUHYTH clie[
BaKCHHaIuATAa.

He tpsi0Ba na ce npumarar cieaBaiiy 034 OT BAKCHHATA HAa XOpa, KOUTO ca UMajM aHa(uIakcus cien
npenumHa 1o3a BIMERVAX.

Peakuum CBBP3daHHU C TPEBOXKHOCT

Peakmyn, cBbp3aHU C TPEBOXKHOCT, BKIIIOUUTETHO BA30BATATHH PEAKIIMH (CHHKOII ), XUIIEPBEHTIIIAIIS
WJIM CBBP3aHU ChC CTPEC PEAKIIMH, MOTaT /1a Bb3HUKHAT BbB BPH3Ka C BAKCHHAIIUATA KAaTO MICUXOTEHEH
OTTOBOP Ha MHIKEKTHPAHETO ¢ uria. BakHo € Ja ce B3eMaT MpeAna3Hu MEpKH, 3a a ce U30erHe
HapaHsABaHE TIPU MIPUIIATbK.
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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 Tp}16Ba
Jia € IIpUYKHAa 3a OTJIaraHC Ha BaKCHMHalUATaA.

TDOM6OI_II/ITOH€HI/I$I W HAPpYHICHUWA Ha KoaryjalnusiaTa

KaxTo u mpu Apyru HHTpaMyCKyJTHU HHXKEKIINH, BAKCHHATA TPsAOBa J1a ce Mpuiiara ¢ OBUIICHO
BHUMAaHUE IIPH JIUIIA, TTOTyYaBaIld aHTUKOATyJJaHTHA TePaIus, N TAKUBa C TPOMOOIIMTOTICHUS WITH
HSKAaKBO KOAryJIalIMOHHO HapyIIeHHe (KaTo XeMO(DWIHs), Thi KaTO MOXKE JIa CE MOSBU KbPBEHE WITH
HACHHSIBAHE CJIel MHTPAMYCKYITHO IPUIOKESHHUE TIPH Te3H JINIIA.

I/IMVHOKOMHDOMCTI/IDaHI/I JMIa

JlaHHKTE 32 IMYHOTCHHOCT M 0€30IMaCHOCT Ha BaKCHHATA, KOraTo ce Mpuiara Ha
UMYHOKOMIIPOMETHPAHH JIUIA, BKIFOUUTEITHO TAKUBA, KOUTO MOJTyYaBaT UMYHOCYIIPECOpHA Teparus
(Bk. Touka 5.1), ca orpannueHu. EdukacHoctta Ha BIMERVAX XBB.1.16 Mmoxe f1a Obje Mo-HUCKa
PU UMYHOKOMIIPOMETHUPAHH JIUIIA.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3aluTara

He e u3BecTHO KOJIKO ABJTO Tpac 3aluTaTra, OCUT'ypeHa OT BaKCUHATA, TBU KaTo BCE omiIe Cce ompeaciisa
OT NMpOABJKABAIIU KIIMHUYHU U3IMATBAHUAA.

OrpaHnyeHus Ha edJeKTI/IBHOCTTa Ha BaKkCHMHAaTra

[TomoGHO Ha Besika npyra BakcuHa, BakcuHanuata ¢ BIMERVAX XBB.1.16 moxe na He ocurypu
3alUTa Ha BCUUKU BaKCUHUPAHMU.

TTomoIIHK BEIecTBa ¢ U3BECTHO IEUCTBUE

Kanuii

Ta3u BakcuHa ChabpKa Mo-Majko oT 1 mmol kanuit (39 mg) Ha 103a, T.€. MOXKE Aa ce Kaxe, e
MIPAKTUYECKU HE ChABPIKA KaIHM.

Hampuu

Ta3u BakcuHa ChIbpKa No-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKE Aa ce Kaxe, 4e
MIPAKTHYECKH HE ChABPKA HATPHIA.

Tonucopbam 80

Ta3u BakcuHa chappka 1,18 mg nomucopoat 80 BbB Besika jo03a. [lomucopbaruTe Morar aa mpuYUuHST
aJIeprUYHH PEaKIiy.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYrH (JopMH Ha B3auMo/jeiicTBHe
He ca npoBexxnanu mpoy4dBaHus 3a B3aUMOJIEHCTBHATA.

CerprerBanto npuinoxenne Ha BIMERVAX XBB.1.16 ¢ npyru BakcuHH HE € TIPOYYBaHO.

4.6 @eprTuauTeT, )PpEMEHHOCT U KbpMeHe

bpemenHoct

Hsma onut ¢ ynotpebata na BIMERVAX XBB.1.16 npu 6pemennu sxenu. [Ipoyusanusita npu
KMBOTHH HE MOKA3BaT NPEKH WIIM HETPEKH BPEAHHU €(EeKTH 110 OTHOIICHNE HA OPEMEHHOCTTa,
eMOPHOHATTHOTO/(PETaTHOTO pa3BUTHE, PAXKIAHETO MM IOCTHATATHOTO pa3BUTHE (BXK. TOuKa 5.3).
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IIpunoxennero Ha BIMERVAX XBB.1.16 o Bpeme Ha OpeMeHHOCT TpsiOBa J1a c€ 0OMHUCIN caMo
KOTaTo MOTCHIIMATHUTE TIOJI3H Ca MOBeUe OT MOTSHIMATHUTE PUCKOBE 3a MaliKaTa U TUIOAA.

Kspmene
He e usBectro nanun BIMERVAX XBB.1.16 ce ekckpetupa B Kbpmara.

He ce ouakBar eexTy mpu KbpMEHN HOBOPOCHN/KbPMadeTa, Thil KATO CHCTEMHATA eKCIIO3HIS Ha
kbppMmaukata Ha BIMERVAX XBB.1.16 ¢ ne3nauutenHa.

DepTuauTer

[Ipoy4uBaHusTa P )KUBOTHH HE TIOKA3BAT MIPEKU MU HETIPEKU BpeIHU e(heKTH, CBBP3aHU C
PENPOAYKTUBHA TOKCHYHOCT, BUXKTE TOUKa 5.3.

4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe u padoTa ¢ MAIIUHA

BIMERVAX XBB.1.16 He noB/MsiBa WU MOBJIHMsIBA MPEHEOPEIKUMO CITIOCOOHOCTTA 3a o upaHe u
pabota c MammHu. Bhipeku ToBa HsIKOM OT eeKTUTe, HIOCOYCHU B TOUKa 4.8, MOTaT BpEMEHHO A2
HOBJIHSIAT Ha CHOCOOHOCTTA 3a modupaHe Wi padoTa ¢ MAlIHU.

4.8 Hexenanu JeKapCTBEHH PeaKINHU

Pesrome Ha npoduia Ha 6€30I1aCHOCT

BIMERVAX (opuecunannu, xemepooumepnu wamose B.1.351 u B.1.1.7)

Haii-gecTo crobmaBannuTe HEXEJIaHN peakiny cien oycrep noza BIMERVAX mpu xopa, koo ca
noxyuniu mepBuuHa cepust ”PHK Bakcuna cperry COVID-19, ca 6onka Ha MSCTOTO Ha HHKEKTHPaHE
(82,8%), rmaBo6onue (30,8%), ymopa (31,1%) u muanrus (20,6%). Meananata Ha IPOABIKUTEITHOCT
Ha JIOKATHUTE ¥ CUCTEMHHTE HEXKeNaH! peakuuu e oT 1 10 3 gau. [loBeueTo HexenaHu peakiuu ca ce
TIOSIBIJTA B paMKHTE Ha 3 THU cJie]] BAKCHHUPAHETO U ca OWJIH JIEKH JI0 YMEPEHH T10 TEXKECT.

Haii-uecTute HexenaHu peakiiuy, ChoOIIeHHU il fonbiIHuTeHa OycTep 103a BIMERVAX kato
YETBBPTA J103a, ca 00JIKa Ha MACTOTO Ha HHKekTupane (79,9%), rimaBodonue (25,0%) u ymopa
(25,0%). Cpennara npoABIKATEITHOCT HA JIOKATHATE U CUCTEMHUTE HEXKENNaH! peaknuu € 1 1o 3 aHu.
IToBeueTo HexkeIaHU peaklUU ce MOSBABAT B pAMKHUTE Ha 3 THU CJIE/l BAKCUHAIUS U ca JIEKH J10
YMEPEHH T10 TEXKECT.

BIMERVAX XBB.1.16 (BIMERVAX, aoanmupana 3a Omuxpon XBB.1.16)

Bbesonacnocrra Ha BIMERVAX XBB.1.16 ce 3axio4aBa oT 1aHHHUTE 3a 0€30MIaCHOCT Ha BaKCHHATA
BIMERVAX (opurunanes, mamose ¢ xereponumep B.1.351 u B.1.1.7) u nqanauTe 3a 6€30MacHOCT OT
KIIMHIYHOTO M3NHUTBaHe Ha ananTupaHaTta BakcnHa BIMERVAX XBB.1.16.

OO6muAT npodui Ha 6e3omacHoCT 3a Oycrep go3ata BIMERVAX XBB.1.16 ¢ mono6eH Ha
HaOmronaBanus cien 0ycrep no3ara BIMERVAX (opurnnanen, mamose ¢ xerepoanmep B.1.351 u
B.1.1.7). Haii-4ecto ch00II[aBaHUTE HEIKETAHN PEaKIIUU ca 00JIKa Ha MSICTOTO Ha MHKCKTHUPaHE
(68,11%), rmaBobonue (23,42%), ymopa (19,60%) u muanrus (13,62%). [loBeveTo HexxenaH
pEeaxIuu ca JIEKH JI0 yMepeHH 110 TexecT. He ca ycTaHOBeHM HOBH HEXEJIaHU peakiiuy 3a Oycrep
no3zata BIMERVAX XBB.1.16.

TabauyeH CIHUCHK HA HEXKEIAHUTE PECAKIINHN

IMpodnrsT Ha Ge30macHOCT, MPEACTaBeH M0-10JTy, C€ OCHOBaBa Ha COOPHM JaHHHU 3a OE€30IaCHOCT,
TeHEepHUpaHu B JIBE KIMHUYHH W3NUTBaHus (pasza 20 u ¢pasza 3 ¢ o6mo 3 192 nuua Ha Bb3pacT 16 u
MoBeYe TOAMHU, KOUTO ca Noiay4miu eiana oyctep no3a BIMERVAX naii-manko 3 mecena cien
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npeaumrHa BakcuHa cpenty COVID-19. MennanaTta Ha IPOABIDKUTEITHOCT HA MPOCTIEAIBAHETO 3a
6e3omacHocT € 12 Mecena 3a 99,4% ot naunara, u 6 mecena 3a 0,6% ot auIaTa.

BbesonacnoctTa Ha nombaHuTeNHa Oyctep no3a BIMERVAX, kato yeTBbpTa 1034, € OlleHeHa pU
288 nuira Ha 18 1 moBeve roauHu, KouTo ca moyary win 3 no3u nPHK Bakcunara cperry COVID-
19 (To3unamepan), win 2 no3u uPHK Bakcunata cpenty COVID-19 (To3nnaMmepan) u eHa 1032
BIMERVAX, u ca monyunnmm monsiauTenHa 0yctep 1o3a BIMERVAX B repuon ot 6 1o 12 mecerna
clle]] TpeTaTa NpeAXoHa 103a.

BesomacHoctra Ha Oycrep n03atra BIMERVAX XBB.1.16 € orieHeHa B TEKyIII0 KIMHUYHO U3ITUTBAHE
(haza 26/3 mpu nuna Ha 18 u moBede ToANHM, HAITBIHO BakcuHUpanu cpenry COVID-19 ¢ uPHK
BaKCHHA Hail-Maiko 6 Mecera npean noiydaBaHe Ha 6yctep mo3a BIMERVAX XBB.1.16. [lanaute
3a 6€30MacHOCT OT TOBA MPOYYBAHE ca Ha pa3nojoxeHne 3a 602 muila, KOUTO ca MOITydriIn OycTep
no3za BIMERVAX XBB.1.16 ¢ meanana Ha BpeMeTO 3a IpociesBaHe oT 6 Mecela.

Hexenanute peakiuu, HaOM0JaBaHY 110 BpEMe Ha KIIMHUYHUTE U3MUTBAHUS, Ca U30POSHH O-110JTY,
CBIJIACHO CIICTHUTE KATETOPHH 10 decToTa: MHOTO dectr (>1/10), gectu (=1/100 no <1/10), HEedecTn
(>1/1 000 no <1/100), penku (=>1/10 000 mo <1/1 000), mHoTO peaxu (<1/10 000) u c Hen3BecTHA
yecToTa (0T HATMYHHUTE TAHHHU HE MOKe Jla Ob/ie HalTpaBeHa OICHKA).

IIpu Besiko rpymnupaHe B 3aBHCHMOCT OT YECTOTaTa, HeXKEITaHUTE PEaKLMU ce N30POSBAT B HU3XOIAI]
pEen 1o OTHOIICHNE Ha TAXHATa CEPUO3HOCT.

Tadoauna 1: Hexkenanu peakuuu oT kianHu4HUTe nm3nurBaHusi ¢ BIMERVAX u BIMERVAX
XBB.1.16 npu Jimna Ha 16 1 MoBe4e rOAMHA

Cucremo- MHoro YecTH Heuyectn Penxnu C
OpraHeH KJjac 4ecTH HEH3BEeCTHA
4ecToTa

Hapynienns Ha Jlumpanenona

KpPbBTa U TS

aumdHaTa

cucremMa

Hapymienust Ha I'maBoGonHe 3amasHOCT ITapecTe3us

HepBHATa ChHIMBOCT Xwumnecresns

cucremMa

Cobpaeuynu ITepukapaut®

HapYLIeHHsI

CromaniHo- Huapus Onunodarus

4YpeBHHU Iospbuiane Kopemna Goika®

HApYLICHHSA l'apnene

Hapymienns Ha Ipypuryc VYprukapus

KO’KaTa " CryneHa not

MOJKOKHATA O6pus

ThKaH Epurem

Hapynienns Ha Mpuanrus ApTtpanrust

MYCKYJIHO-

CKeJIeTHATa

cucremMa u

CheJUHUTEJHATA

TbKaH

(011711171 Bonka Ha [TonyBane Ha | AcreHus CuH1Ha Ha

HapyUIeHHus U MSCTOTO Ha MSCTOTO Ha Brpucane MSICTOTO Ha

edeKTH Ha WHKeKTHpaH | nmkektupane | Hepasmosoxe WHXXEKTUPaHEe

MSICTOTO Ha e Epurem Ha HHE CBpBX4yBCTBH

NPHJIOKEHUE Ymopa MSCTOTO Ha Cbpbex Ha TEJIHOCT Ha
WHXKEKTHpaHe | MSCTOTO Ha MSCTOTO Ha

WHXKEKTHPaHe WHXKEKTUPaHEe
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Wnnypanus
Ha MACTOTO Ha
UH)KEKTUPaHe
IMupexcus
AxcunapHa
6oJka

2 To3u TEPMHUH BKJIIOYBA CBIIO CHOUTHS, ChOOIIEHH KaTO JTUM(DaICHUT
® To3u TepMHH BKJIIOUBA CHIIO CHOMTHS, CHOOILEHH KaTo 0OJIKa B TOPHATA H J0JIHATA YacT Ha KOpeMa
® Bb3 0CHOBa Ha €/THO ChOUTHE 110 BpeMe Ha KIIMHUYHUTE U3THUTBAHUS

C’B06H_IaBaHC Ha 11003 pPaHu HEXKCIaHU PCAKIINH

Cro0ImaBaHeTo Ha IMOI03MPAHN HEKEJIaHHM PEaKIIUU ciie]] pa3pelaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
NPOJIYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIKH HAOIO/ICHUETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JIeKapCcTBEHUS NPOoAyKT. OT MEIUIIMHCKUTE CTICIUAINCTH CE U3MCKBA J]a ChOOIIaBaT BCAKA
MOJIO3UPaHa HeXellaHa Peakiusl Yype3 HaMOHAIHA CHCTeMa 3a ChOOIaBaHe, TIOCOYCHA B
[Ipunoxkenne V 1 ga BKIIIOYBAT MapTHIEH HOMED, aKO UMa TaKbB.

4.9 Ilpeno3upane

B cnyuait Ha peo3upane ce npernopbuBa HAOIIOICHIE HA )KU3HEHUTE (PYHKIIMU B SBEHTYaITHO
CHUMIITOMATUYHO JICUCHHUE.

5. DAPMAKOJIOTUYHHU CBOUCTBA

5.1 ®apmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: Bakcunu, Bakcunu cpemty Covid-19, ATC koa: JO7BN04

MexaHusbM Ha JIENCTBUE

BIMERVAX e pexoMOMHaHTHA ITPOTENHOBA BAKCHHA, YUETO aKTHBHO BEIIIECTBO (AaHTHIEH) €
¢y3uonen aumep Ha RBD Ha pekoMmOunanTHus mumnos (S) npotenH Ha Bupyca SARS-CoV-2 —. Crnen
NPUIOKEHHUE Ce MPEIU3BUKBA HIMYHEH OTTOBOP, KAKTO XyMOPAJIEH, Taka u KJeThueH, cpemy RBD
antureHa Ha SARS-CoV-2. Heytpanusupamniure anturena cpemty RBD nomena nHa SARS-CoV-2
MpeAoTBpaTABAT CBBp3BaHeTo Ha RBD ¢ TaprerHoTo Msicto BepXy kiaeTkute - ACE2, kato mo to3u
HayuH O0JIoKupaT MeMOpanHaTa ¢y3us 1 BupycHara nadekmusa. Ocsen Topa BIMERVAX unaynnpa
aHTHTeH-criennudeH T-KeThueH IMyHEH OTTOBOP, KOWTO MOJKE /ia AOMIPUHECE 3a 3alIHTaTa Cperry
COVID-19.

Edwuracuoct

EdukacHoCTTa Ha TaMIIEKOBATEHH CE 3aKIII0YaBa Ype3 UMyHOOPUDKUHT Ha UMYHHUTE OTTOBOPU KbM
paspemena XBB amantupana Bakcuna cpernry COVID-19, 3a kosTo € ycTaHOBeHa epUKacHOCTTa Ha
BaKCUHATA.

HmyHorenHoct

BIMERVAX XBB.1.16 (BIMERVAX, aoanmupana 3a Omuxpor XBB.1.16)

HNMyHOTeHHOCTTa Ha 1aMJICKOBATEHH € OlicHeHa B KIMHUYHOTO n3nuteane HIPRA-HH-14, nBoiino-
CJISITIO, PAHJOMHU3UPAHO, AKTUBHO KOHTPOJIMPAHO, MHOTOIICHTPOBO KIMHUYHO U3nuTBaHe (aza 26/3 3a
HE MOo-MaJika e()MKaCHOCT U 3a OIlCHKAa Ha 0€30MacHOCTTa, IOHOCUMOCTTa M UMYHOT@HHOCTTA Ha
OycTep BakcHHANWS ¢ JaMieKkoBaTenH B cpaBHeHne ¢ ”PHK agantupana Bakcuna cpenty COVID-19
(pakcTo3mHaAMeEpaH) TIPH BB3PACTHH, HAITKIHO BakcuHUpanu cpenry COVID-19 ¢ uPHK BakcnHa Haii-
MaJIko 6 Mecera Mpean BKIFOYBAHETO.
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ToBa kIMHUYHO M3NKMTBaHE (a3a 20/3 U3KIIIOUBA JIUIA, KOUTO ca OpEMCHHH, JINIIA,
MMYHOKOMIIPOMETHPAaHU MM KOUTO ca TO0Iy4aBaIld HIMyHOCYIIpecopH B pamkuTe Ha 90 nHu,
NOJTYYHJIM ca MpeJullHa aganTiupana Bakcuaa Omukpon XBB, kakto u nmuna ¢ nagexuus ¢ COVID-
19, nuarnocTunypana npes npeaxoguure 6 meceua. [Ipenn aa 3amnodne nNpoy4yBaHeTo, IPH JUIATa Ce
M3UCKBA J1a € MUHAJ [IepUo]] OT ITIOHE 3 Mecela cilel] IoJy4yaBaHe Ha UMyHOoTepanus (MOHOKJIOHAIHH
aHTHUTEINA, TIIa3Ma).

KbM marara Ha 3akiIfouBaHe Ha JAaHHUTE 33 MEKIMHHHS aHAJN3 ca BakCHHUpaHu 06010 800 mymm.
006110 599 yyacTHHLIM ca BKJIIOUEHH B aHaJIM3a HAa UMYHOTeHHOCT (406 y4acTHUIHM, BAKCHHUPAHU C
nJamiekoBateuH H 193 yvactHunm, Bakcunupanu ¢ ”PHK Bakcuna cpenry COVID-19
(pakcTo3uHamepaH)). YUaCTHULIUTE ca CTPAaTU(GHUIIMPAHH PSAN PaHIOMH3AIMATA 10 Bh3pacToBa
rpyma v mo Opoi Ha JO3WTE, MOYICHH Npean ToBa (3 wiu >4 no3u). MennanaTta Ha Bb3pacTTa €
45 ronunu (auana3oH: 18 go 88 roanHu), ¢ MOJOOHH BH3PACTOBH IMAMa30HH U B IBETE TPYITH HA
BaKCWHAaTa, BKIIOUUTENHO 13,6% u 11,7% oT yyacTHHIMTE Ha BB3pacT 60 1 oBeYe TOIUHU
CHOTBETHO B TpynuTe Ha BakcuHaTta namiexkosarenH u MPHK Bakcunara cpemry COVID-19
(pakcrozuHamepaH). [loBeueTo yuacTHunHM ca mony4miu 3 (66,9%) wiu 4 (33,0%) npeauiiau 1031
nPHK Bakcuna cpenry COVID-19.

Umynorennoctra Ha OycTep 1032 TaMICKOBATEHH CE OCHOBABA Ha OLICHKA HA CPEAHO F€OMETPHYHH
tutpu (GMT) Ha HeyTpanM3upally aHTUTENa, U3MEPEHA Ype3 TECT 3a HeyTpalu3anus, 0a3upaH Ha
nceBaoBuproH (PBNA), cpernty SARS-CoV-2 Omukpon XBB.1.16 (mppBu4Ha KpaifHa Touka 3a
epukacHoct) 1 OMukpon XBB.1.5, u cBbp3Baly aHTHTEIa Ha U3XOHO HUBO U B JleH 14.
Crornomennero GMT e pesyarar ot GMT croitnoctute (IDso) na ”PHK Bakcunara cpeury COVID-
19 (pakcro3unamepan)/BIMERVAX. He nmo-manka epukacHOCT Ha gamiiekoBaTenH crpsimo nPHK
BakcuHaTa cpernty COVID-19 (pakcro3nHaMmepaH) ce 3aKi0odaBa, ako TOpHATa TpaHuIla Ha 2-CTPaHHUS
95% noBeputeneH unTepBal Ha cboTHOIeHHeTo GMT e <1,5. IIpeBb3X0ACTBOTO HA NaMJICKOBATEUH
cupsimo nPHK Bakcunara cpemry COVID-19 (pakcTo3nHamepan) ce 3akirodaBa, ako FOpHATa rpaHHULA
Ha 2-ctpaHHus 95% noBepureseH uHTepBaI Ha choTHOMEHHeTo GMT e <1,0 (Bk. Tabmuia 2, konoHa
3a cpoTHOIEHHeTo GMT). IIpeBb3X0ACTBOTO Ha JaMJIEKOBATEHH € MOCTUTHATO NP BCUYKU
W3IUTBAHU BapUAHTH

Tabdauua 2: CrorHomenne GMT ciaen oycrep g03a BIMERVAX XBB.1.16 (namiexoBaTenH)
cnpssmo nPHK Bakcuna cpemy COVID-19 (pakcro3uHamepaH) ¢ TUTPHM 3a HeyTpaju3upaHe
(PBNA) cpemy SARS-CoV-2 Omuxpon XBB.1.16 u XBB.1.5 na 6a30B0 HUBO U B JeH 14 cien
Oycrep no3arta

LEIATEL A0S Qo LD “PHKCB(;?I];;?; pety uPHK Baxcuna cpemy COVID-
(1aMJIeKOBATEHH) e 19 (pakcro3uHamepaH) /
N=406 0y BIMERVAX XBB.1.16
. 0,
GMT 95% I GMT 95% JIH CLOTHomeHHIe[ ;II; GMT; (95%
H3xomHO HUBO
OMUKpOH
XBB.116 152,46 | 134,72-172,54 | 161,57 | 13640- 19137 1,06 (0,87 - 1,29)
OMUKpOH
XBB.1S 151,93 | 134,89-171,13 | 167,89 | 142,04 - 198,44 1,11 (0,90 - 1,35)
Jen 14 cnen 6ycrepa
Onicpor 194638 | 1708,44-2217,46 | 151221 |1261,72 - 1812,44 0,78 (0,63 - 0,96)
XBB.1.16
oo 1888,89 | 167698 -2127,57 | 1486,03 |1257,25 - 1756,45 0,79 (0,64 - 0,96)

N: 6poii Ha YIACTHHUIIMTE B MTOMYJIAIINAATA IO MPOTOKOJ.
Cokpamenus: GMT = cpenno reomerpudeH TuThp; JU: nosepurennn uarepsanu; PBNA =
HEYTPaIN3allMOHCH aHAIIN3 C TICEBIOBUPHUOH
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BIMERVAX (opucunanuu, xemepooumepnu wamose B.1.351 u B.1.1.7)

Nmynorennoctra Ha BIMERVAX e onieHeHa B €1HO OCHOBHO MHOTOLIEHTPOBO KJIMHUYHO U3MUTBaHE
¢aza 26 (IlpoyuBane HIPRA-HH-2) 1 B e1HO MHOTOLIEHTPOBO KIIMHUYHO M3NHUTBaHE (aza 3
(ITpoyuBane HIPRA-HH-5).

HIPRA-HH-2

IIpoyuBane HIPRA-HH-2 e aBoiiHocmnsmno, paHAOMA3UPAHO, KOHTPOJIMPAHO C aKTHBHO BEIIECTBO,
MHOTOIIEHTPOBO, HEMH(PEPHUOPHO KIIMHHYHO M3MHUTBaHe (a3za 20 3a OlleHKa HA HIMyHOTEHHOCTTA H
6e3onacHoctTa Ha Oycrep BakcuHanus ¢ BIMERVAX B cpaBaenue ¢ ”PHK Bakcunara cpeury
COVID-19 (To3unamepaH) npu Bb3pacTHH, ChC 3aBbPILICH Kypc Ha BakcuHauus cpeury COVID-19 ¢
uPHK BakcuHa, Haii-Manko 6 Mecela peay BKIYBaHeTo. B ToBa KIIMHUYHO u3nuTBaHe (aza 20 He
ca BKJIIOYCHU OpeMEeHHH >KeHH, UMYHOKOMIIPOMETHPAHH JIMLA, WK TaKWBa, KOUTO ca MOIy4aBain
UMYHOCYIIPECOPH B paMKHUTe Ha 12 ceqmuny, kakto v nna ¢ npeaumed COVID-19. U3ucksa ce na e
M3MUHAJ [IEpHOJ OT TMOoHE 3 Mecela ciie/l KaTo YYaCTHHUIUTE ca MOITYyYHIN KaKBaTo U 1a €
UMyHOTepanus (MOHOKJIOHAJTHHU aHTHUTENA, IIa3Ma) MPeIH J1a 3all0YHe MPOYyUBAHETO.

0610 765 yyactHuIM ca BakcuHupanu; 513 yuactaunum nomydaBaT BIMERVAX, a 252 yyactHumm —
uPHK Bakcunara cpemy COVID-19 (tozunamepan). lanaute 3a 061mo 751 ygacTHUIM ca
ananmusupanu (504 yuactauiu ¢ BIMERVAX u 247 yuactanuu ¢ uPHK Bakcuna cperry COVID-19)
C U3KJIIOYEHHE Ha T€3H, KOUTO Ca JAJIH MOJOXKUTENEH pe3ynrar Ha Tecta 3a COVID-19 B pamkute Ha
14 nuu cnen Oyctepa. PannoMusanusta € crpatuduiiupana mo Bb3pactora rpyna (18-64 cipsamo >
65 ronnan). Meananarta Ha Bh3pactTa € 42 roguau (auamnazoH: 19 mo 76 roguHn), ¢ TOJO00HU
BB3PACTOBU JUANIA30HU U B IBETE paMEHa C BAaKCHHA, BKIIIOUUTENHO 7,4% u 7,1% OT yyacTHULUTE ca
Ha 1 Haj 65 rogunu choTBeTHO B rpynute Ha BIMERVAX u nPHK Bakcunara cpenty COVID-19.

NwmynorennocTta Ha Oyctep mo3ata BIMERVAX ce ocHOBaBa Ha OIleHKa Ha CPETHO T€OMETPUIHATE
tutpu (GMT) Ha HEYTpamTu3UpaIUTe aHTUTENa, U3MEPEHH Upe3 TECT 3a HeyTpaln3amnus Ha
niceBaoBupyc (pseudovirion-based neutralisation assay, PBNA) cpemty mama SARS-CoV-2 (D614G),
Bapuantute bera, Jlenta u Omukpon BA.1. CrotHOmennero Ha GMT e pe3yarar oT CTOHHOCTHTE Ha
GMT (IDso) cien nPHK Bakcunata cperry COVID-19 (to3unamepan)/BIMERVAX. Ilpuema ce, ue
BIMERVAX e ¢ mHe mo-manka epukacaoct ot uPHK Bakcunara cpemry COVID-19 (To3uHamepan),
aKo ropHaTa rpaHuia Ha 2-ctpanuus 95% nosepurenen unrepsan (1) Ha crotHOmEHNEeTO HA GMT
e <1,4. [Ipuema ce, ve BIMERVAX npesn3xoxaa nPHK Bakcunara cpemy COVID-19
(TO3MHaMepaH), ako TOpHATa rpaHMIa Ha 2-cTpaHHug 95% moBepHUTeneH HHTEPBA Ha CHOTHONIEHHETO
GMT e <1,0 (Bx. Tabnmma 3, komoHarta 3a ceoTHomeHue GMT).

Ta6anna 3: CeorHomenue Ha GMT caen 6ycrep ¢ BIMERVAX cnpsimo 0ycrep ¢ uPHK
BakcuHaTa cpemry COVID-19 (To3unamepan) ¢ HeyTpaauzupamu TuTpu (PBNA) cpemy SARS-
CoV-2 (mam D614G), bera, [lesita u Omukpon BA.1 B n1uu 14, 28, 98 u 182 ciex 6ycrep no3ara
(momyJianus 1Mo MPOTOKOJ)

BIMERVAX uPHK "“'(‘Tc;';t[ ;‘:fe“‘:ﬂfovm'w wPHK Bakcnna cpeury COVID-19
N=504 _ P (To3mHamepan) / BIMERVAX
N=247
GMT 95% AN GMT 95% AN CrotHowmenue Ha GMT; (95% W)
Jen 14 cnen 6ycrepa
lam D614G 1949,44 1696,03; 2240,72 3302,34 2793,60; 3903,73 1,69 (1,44; 2,00)
Bera 4268,18 3701,04; 492221 2608,59 2188,98; 3108,63 0,61 (0,51;0,73)
Jlenra 1459,98 1282,22; 1662,37 1473,73 1253,18; 1733,10 1,01 (0,85; 1,20)
OmukpoH BA.1 2032,63 1773,66; 2329,40 1209,23 1019,34; 1434,50 0,59 (0,50; 0,71)

JHen 28 cnen 6ycrepa

23



lam D614G 2241,24 1949,80; 2576,24 294735 2494,84; 3481,94 1,32 (1,125 1,55)
Bbera 3754,90 3255,80; 4330,50 2437,02 2046,38; 2902,22 0,65 (0,54; 0,78)
Jenra 1706,85 1498,96; 1943,58 1508,08 1283,26; 1772,30 0,88 (0,74; 1,05)
OmmukpoH BA.1 1516,12 1322,89; 173758 987,53 833,05; 1170,66 0,65 (0,54; 0,78)

JHen 98 cnen 6ycrepa (N: BIMERVAX: 78; N: TosuraMepan: 42 KaTo MOATPYIIA IIO IPOTOKON)

Ilam D614G 1193,17 931,14; 1528,94; 1054,61 761,88; 1459,83 0,88 (0,60; 1,30)
bera 1980,37 1526,63; 2568,98 1150,92 815,99; 1623,32 0,58 (0,39; 0,88)
Jenra 1981,10 1547,00; 2537,02 1014,07 730,25; 1408,20 0,51 (0,35; 0,76)
OmukpoH BA.1 668,25 514,73; 867,56 400,71 283,27, 566,83 0,60 (0,40; 0,91)
Jen 182 cnexn O6ycrepa

[lam D614G 1213,44 1055,38; 1395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
bera 2554,58 2214,40; 2947,01 1774,54 1489,68; 2113,88 0,69 (0,58; 0,83)
Jenta 2306,86 2025,18; 2627,72 1256,46 1068,85; 1477,02 0,54 (0,46; 0,65)
OmukpoH BA.1 882,67 769,93; 1011,91 667,30 562,74; 791,28 0,76 (0,63; 0,91)

N: Opoii Ha yYaCTHUIIMTE B MOITyJIAIUATA 110 IPOTOKOII.
Cekpamenus: GMT = cpenno reometpudeH TuThp; JU: noBepurennn natepsany; PBNA =
HEYTpPaJIU3aLMOHEH aHAJIU3 C [ICEBIOBUPHOH

Umynorennoctra Ha nombanutenana oycrep n1oza BIMERVAX e onenena npu o6mo 288 nuua Ha

18 1 moBede romuHu. JInmara ca uMaiy MpeaxoaHa 3aBbpIIeHa cepus ot Ase go3u nPHK BakcuHaTa
cpemry COVID-19 (To3unamepan) u eqra mo3a BIMERVAX (Koxopra 1) wu 3 go3u uPHK
BakcuHata cpemy COVID-19 (tozunamepan) (Koxopra 2) u ca moiay4yuiii TOMbIHUTEIHA OycTep 103a
BIMERVAX 6 mo 12 mecerna cien npeaxoaaaTa go3a. Ot 1sax 190 ygacTHUIIN ca aHAIM3UPAHA B
nomynanusaTa 3a epuxacaocT (80 yuactauim B Koxopta 1 u 110 yyactaumm B Koxopra 2).
Menunanara Ha Be3pacTTa € 49 rogunu (auanazoH: ot 20 mo 82 roawHaM) ¢ Mox00eH Bh3pacToB
JIMama3oH B JBETE KOXOPTH, BKitouBal 11,5% ydacTHuuu Ha 65 1 oBede roIUHU.

Umynorennoctra Ha Oycrep nozata BIMERVAX ce ocHoBaBa Ha OlleHKa Ha CPEJHO T€OMETPUIHUTE
tutpd (GMT) Ha HeyTpanu3upaIuTe aHTUTeNa, U3MEPEHH Ype3 TECT 3a HEYTPaIu3alusl Ha
ncesnosupyc (PBNA), cpemty Bapuantute bera, [lenta, Omukpon BA.1 u Omukpon BA.4/5.
CrotHomenneTo Ha GMT e pesyntat ot croitHocTuTe Ha GMT (IDso) Ha 3 no3u or uPHK Bakcunara
cpeury COVID-19 (To3unamepan)/nombiautenna oycrep noza BIMERVAX, npunoxena cien 3 qo3u
nPHK Bakcuna cpeury COVID-19 (tozunamepan) niu npuiioxkeHa cien 2 no3u ”PHK Bakcuna cpeury
COVID-19 u enna no3a BIMERVAX. [Ipuema ce, ue nonwiaaurennara oycrep noza BIMERVAX
npeps3xoxaa nPHK Bakcunata cperry COVID-19 (To3unamepaH), ako ropHata rpaHulia Ha 2-
ctpannus 95% nosepurenen uatepsan (J{W1) va crotHOomenuero Ha GMT e <1 (Bx. Tabmuna 4,
KoJIOHaTa 3a choTHomeHne Ha GMT).

Ta6anna 4: Husa Ha Heyrpanusupamu antutenaa (PBNA) u cbotHomenue Ha GMT caen
aombJaHUTeNHA OycTep 103a BIMERVAX, npujioxkeHna wiu cjiel nbpBoHadyanana cepusi COVID-
19 uPHK Bakcuna u 0yctep g103a BIMERVAX (Koxopra 1), uiu cjiel MbpBOHAYAJIHA cepust
COVID-19 nPHK Bakcuna u 0yctep no3a COVID-19 uPHK Bakcuna (Koxopra 2), cpemy bera,
Heara u Omuxkpon BA.4/5 B nuu 14, 98 u 182 ciex Oycrep go3aTa (momyJianusi Mo MpPoTOKO.)

| Koxopra 1 | Koxopra 2

24



2 no3u COVID-19 uPHK +2 no3n

3 go3u COVID-19 nPHK +1 no3a

BIMERVAX BIMERVAX
GMT GMT CrotHomt | GMT Caen | GMT CroTHOII
Cien no3a 3 Cien no3a 4 eHue Ha mo3a 3 Cien no3a 4 eHue Ha
(95% W) (95% JN) GMT 95% AN) | (95% JAN) GMT
N=38 N=80 (95%J1) | N=38 N=110 (95%11)
Jen 14 cnen Oycrepa
254734 5790,20 2783,85 6383,89
0,44 0,44
Bera (1741,36; (4371,05; (1975,09; (5057,19;
(0,28; 0,68) (0,31;0,62)
3726,35) 7670,09) 3923,79) 8058,64)
1565,21 5199,90 1637,19 4085,85
0,30 0,40
Jlenra (1041,33; (3752,82; (1130,5; (3057,24;
(0,20; 0,46) (0,28, 0,57)
2352,66) 7204,97) 2370,9) 5460,52)
152868 3580,61 043 1739,02 4049,01 043
’ 2492,90; ’ 1121,56; 2795,38; ’
Ominkpor BA-1 1 970 94: 2406,80) ( (0.27; 0,69) ( ( (0.28; 0,65)
5142,92) 2696,41) 5864,84)
1094.55 294540 037 1295,76 2506,46 052
Owkpon ’ (2216,80; ’ (845,10; (1849,64; ’
BA4/5 (720,53; 1662,72) (0,22; 0,62) (0,34; 0,78)
3913,50) 1986,75) 3396,52)
Jen 98 cnen 6ycrepa
154465 4609,95 034 1601,47 3743,39 043
Bera ’ (3474,24; ’ (849,42; (2951,87; ’
(773,99; 3082,64) (0,16; 0,69) (0,23; 0,81)
6116,91) 3019,37) 4747,14)
1330.0 1864,55 - 1102,65 1746,82 0.63
Jlenra ’ (1343,99; ’ (569,19; (1305,89; ’
(672,40; 2631,08) (0,36; 1,43) (0,33; 1,22)
2586,73) 2136,06) 2336,63)
2110,41 520,63 1980,84
461,12 (1467,27; 0.22 (242,27; (1371,69; 0.26
Ownkpor BAL| 514, 68; 990,45) o (0,10; 0.48) o . (0,12; 0.56)
3035,45) 1118,79) 2860,50)
1886,95 1574,26
BA.4/S 2510,85) 2142,28)
Jen 182 cnexn O6ycrepa
809,61 241577 0,34 890,39 2088.80 0,43
Bera ’ (1814,55; ’ ’ (1643,29; ’
(555,69; 1179,56) (0,22;0,52) | (633,9; 1250,6) (0,30; 0,60)
3216,20) 2655,08)
771,85
732,92 1309,33 0,56 1337,38 0,58
Jlenra (534,93;
(489,25; 1097,95) | (941,50; 1820,86) | (0,37;0,85) L1371 (999,37; 1789,72) | (0,40; 0,83)
1756,94 404,87 1900,74
357,34 (1218,19; 0.20 (262,13; (1315,82; 021
Ommkpon BA1 1+ 579 ¢3. 560,47) v (0,13; 0,33) o o (0,14; 0,32)
2533,97) 625,33) 2745,67)
1836,26 1604,42
BA.4/S 2454,19) 2183,22)

N: Bpo#i yyacTHUIIM ¢ OLIEHHMHM JIaHHU 3a ChOTBETHATa KpalHa TOUKa
Cokpamenus: GMT = cpenno reomerpudeH TuThp; JAU: nosepurennn narepsany; HO: He e

oTIpeJIeIICHO

HIPRA-HH-5

ToBa npoyuBaHe € TEKyIIO OTKPUTO, MHOTOLICHTPOBO KIMHUYHO M3MUTBaHe (haza 3 ¢ eqHO paMo 3a
OlLIeHKa Ha 6e301acHOCTTa U UMyHOTeHHOCTTa Ha Oyctep BakcuHauus ¢ BIMERVAX 3a npeBenuus Ha
COVID-19 nmpu yyacTHHIIH, BAKCHHUPAHH 10 HAKOJIKO CXEMH Ha IIbPBUYHA BAKCUHALUS, CbC WK 0e3
npeauireH HeTexko nmpotrdan]; COVID-19. BIMERVAX e npwraran Haii-manko 91 nau cien
nocneaHata 1o3a win Haii-manko 30 gau cieq COVID-19 unpexmusra. ToBa KIMHAYHO U3MTUTBaHE
¢aza 3 u3KII0YBa OPEMEHHH JKEHH, KAKTO U JIMIA, KOUTO Ca UMYHOKOMIIPOMETHPAHHU MJIH ca OWJIN Ha
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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 mmpu 3apaBu 10OpOBOIITH (Hai-Manko Ha 16 TOAWHM), BAKCHHUPAHH
npeau ToBa ¢ pazmuuHu 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%)
YUYaCTHUIIM Ca BKJIIOYEHHU B MOIYJIALMATA 32 UMyHOT€HHOCT. B aHanu3a 3a UMyHOI€HHOCT,
nonynanusata Ha ”PHK Bakcunara cpeury COVID-19 (Tozunamepan)/rpynara Ha Bakcuaa uPHK
BakcuHara cperry COVID-19 (TozuHamepaH), BCHUKH YYaCTHHULIM ca Ha Bb3pacT Mex1y 16 u

17 roquuu.

Karo msmo Mmemanara Ha Be3pactta € 34,4 ronunu (quamna3oH: ot 16 10 85 roguHu). YdacTHUIIMTE ca
paBHOMEPHO pasmpeaeneHu no moi, 52,49% mexe u 47,47% xeHu.

HmyHOTeHHOCTTa € U3MepeHa Upe3 HeyTpaln3aloHeH aHanu3 ¢ nceBgoBupuoH (PBNA) cpemry mama
Ha SARS-CoV-2 (D614G) u cpemy beta, Jlenta u Omukpon BA.1. [lanaute 3a GMT (cpento
reomeTpuucH TUTHP: [Dsy) Ha M3X0AHO HUBO (TIpeau IpuaraHeTo Ha Oycrep no3ata) u B [en 14

(2 cemmunu cnen MpuiIaraHeTo Ha OycTep Ao3aTa) ca AaJeHH B clieHaTa Ta0nuua.

Tabauua 5: Cpeano reomerpuddu TUTPU (GMT) Ha HeyTpanu3upamuTe anTuteaa 14 1Hu ciaen
o0yctep no3a BIMERVAX npu Jiuna Ha 16 4 moBeye roguHu — aHAJIMU3 MO MPOTOKOJ

bpBuuna umynusanus ¢ uPHK IIbpBrYHA MIMYHH3ALNA € II'bpBruyna umynusanus ¢ ”PHK
(To3MHAMepaH) aJ]leHOBMPYC-BEKTOPHA BAKCHHA BaKCHHA
16-17 roqunu (ChAdOx1-S pexoMOuHAHTHA) (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
Bera 471,68 208,39; 1 067,60 539,49 345,97; 841,26 497,77 376,98; 657,26
Henra 803,84 376,27;1 717,26 283,75 182,43; 441,35 914,68 657,97;1271,55
OMHKpOH
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 2 356,45;9 589,48 2 298,81 1 549,89; 3 409,63 4 437,27 3 371,158; 5 840,55
D614G
Bera 8 820,74 3897,14; 1 9964,72 5 009,47 3212,53;7 811,54 6 857,95 5193,76; 9 055,38
Heara 7 564,79 3541,05; 1 6160,76 2 600,31 1671,78; 4 044,56 5811,47 4180,44; 8 078,87
OMHKpOH
BALL 575743 2 231,25; 1 4856,19 1 847,41 1 090,05; 3 131,00 4 379,81 3073,24; 6 241,85

N: Bpoil yqacTHUIM ¢ HAJIMYHU JaHHU 3a CHOTBETHATA KpailHa Touka
Cekpamenus: GMT = cpenen reomerpuueH TuThp; AM: noBepuTETHN HHTEPBATIU

Ilonynanus B crapyecka Bb3pacT

Nmynorennoctra Ha BIMERVAX XBB.1.16 e noka3ana mmpu momyianysaTa B cTapuecka Bb3pacT
(=65 ronuam).
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Tlonynarust 0T *UMYHOKOMITIPOMETHUPAHH JIMIIA

Umynorennoctra u 6e3onacHoctTa Ha Oyctep no3a BIMERVAX ca onenenu B OTKpHTO,
MHOTOLIEHTPOBO KJIMHUYHO U3MHUTBaHE ¢ €AHO pamo, ¢a3za 2b/3 (HIPRA-HH-4) npu Be3pacTHH ¢
HPEABAPUTEIHO ChILECTBYBAIM UMYHOCYIIPECUBHU ChCTOSIHUSA, BKIFOUUTEIHO XOPa, )KUBECILH C
uHbekus ¢ yopemku umynoaeduuuted supyc (HIV) ¢ nepcuctuparn Opoit

CD4 T-knetku < 400/mm3 B paMKuTe Ha mocjiegHure 6 Mecena; ¢ 0bOpeyHa TpaHCIUTaHTaIKs Ha
NOJTBPKAIA UIMYHOCYTIPECHBHA TEPAITUS; HA XEMOIHATH3a/TIEpUTOHEeATHA JINAIN3a; C ITbPBUYHU
JIeQUIMTH HA aHTHUTENa, KOUTO ca Ha [gGG 3amecTUTENHA Teparnus ik ¢ aBTOMMYHHO 3a00JIsIBaHE Ha
JedyeHne ¢ purykcumad/okpenusymad. bycrep nosara BIMERVAX e npuoxena Haii-manko 91 qau
cien 3 npenuiHu 1034 BakcuHa cpeury COVID-19 unu cnen 2 103 roc JOKYMEHTHpaHa aHaMHe3a
3a COVID-19. Yuacthuiute ¢ anamuesa 3a COVID-19 ca gomycHatu 1a Ob1aT BKIIFOUEHH, aKO
JMarHo3aTa € MocTaBeHa Hai-Malko 91 1HU npeay BKIIOYBAHETO.

0610 238 nuia ca BakcuHupanu ¢ OycrepHa n03a BIMERVAX u ca ananu3upanu o010 228
YYaCTHHIIH, C U3KIIOYEHHE Ha Te3U, KOUTO ca Jaiu nojoxureneH pesynrat 3a COVID-19 B pamkute
Ha 14 mHU OT mocTaBsiHETO HA OycTepHaTa no3a. CpeaHara Bh3pact € 56 roquau (B AuanasoH: 21 1o
90 roauHM).

HmyHOreHHOCTTA € OlLIeHEeHa Ype3 U3I03BaHe Ha IICEBAOBUPYCEH HEYTPAIM3ALNOHEH TECT
(pseudovirion-based neutralisation assay, PBNA) cpemy mama xHa SARS-CoV-2 (D614G) u cpeury
Beta, 1 Omicron BA.1 u BA.4/5 o 12 mecena ciiex OycTep 103a Ipy BCHYKU H3CIICIBAHH
HMMYHOCYTIPECUBHU CHCTOSIHUSI, OCBEH IIPH JIMIA XHUBeeIr ¢ moTebpaeHa HIV undexuus, npu kouto
HMYHOTEHHOCTTA € U3MEPEeHa upe3 TECT 3a BupycHa HeyTpanuzanusa (VNA) cpemry mama Ha SARS-
CoV-2 (D614G) u cpemry Omicron BA.2. Bycrep no3a BIMERVAX 3acunBa xymopaaHus UMyHEH
OTrOBOP MPH BCHYKH UMYHOCYIIPECUBHH CHCTOSIHUS, C M3KITFOUEHHE Ha JIMLA C aBTOUMYHHO
3a00IsIBaHEe Ha Tepanus ¢ puTyKCuMad/okpenn3ymad. Bernpeku ToBa, He € IPOBeIeHO CPaBHEHHE C
HMMYHOKOMIIETEHTHUTE HHAUBHUY, 34 []a C€ YCTAaHOBH Maiada Ha NOTEeHIUAIHATA Pa3JIhKa 1o
OTHOLICHNE Ha UIMYyHHUTE OTrOBOpH. [lopanyu ToBa KITMHUYHATA 3HAYMMOCT Ha JOKJIaJBAHUTE UMYHHHU
OTIOBOPH IIPU UMYHOKOMIIPOMETHPAHU UHAUBUIY € HEN3BECTHA.

IlequaTpuuna momyaamnus

EBporietickara areHmus 1o JeKapcTBara oTiara 3aJbDKEHUETO 3a IPEJOCTaBsIHE Ha Pe3YATATUTE OT
npoyuBanusita ¢ BIMERVAX B enHa win moBeue NOATPYITH HA MEIAATPHUIHATA TTOMYIAINS 32
npesennus Ha COVID-19 (Bxk. Touka 4.2 3a uHpOpMaIKst OTHOCHO yIoTpeda B IEANATPHUITA).

5.2 ®apmMakoKWHeTHYHH CBOMCTBA

Henpunoxumo.

5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

HexnuHnvHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
IIPOYYBaHUs 32 TOKCUYHOCT ITPU MHOTOKPATHO IIPUJIaraHe.

T'eHOTOKCHYHOCT U KaHIOCPOrCHHOCT

BIMERVAX XBB.1.16 He ¢ onieHsIBaHa 32 TCHOTOKCHYCH WJIM KaHIICPOTCHEH MOoTeHINAI. He ce
O4YaKBa KOMIIOHEHTUTE Ha BAKCMHATA J1a UMAaT T€HOTOKCUYEH WM KAHIIEPOTCHEH MOTCHIINAIL.

PenponykTuBHA TOKCHYHOCT

IIpoBeaeHo € mpoy4BaHe 3a TOKCUYHOCT 32 PA3BUTUETO U PENPOLYKTUBHA TOKCUYHOCT IIPU KEHCKH U
MBKKHU IUTBXOBE Npean undTocBane U 1o Bpeme Ha opemenHocTTa. BIMERVAX ce npunara
WHTPaMYCKYJTHO (€KBHBAJICHT Ha IIsIa 71032 TIPY X0pa) Ha KEHCKH ITbX0BE YeTHPHU IbTH, 21 1 14 1an
npeau 9u(TOCBAaHETO U B TecTaluoHHU THU 9 1 19. Ha MBXKHTE TUTBXOBE C€ TIpHUiiara Tpu IbTH, 35,
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28 u 6 mau ipenu gndTocBaHeTo. He ca HabmoaBan CBBP3aHU ¢ BAKCHHATA HEXEIaHN ePeKTH
BBPXY (hepTrinTeTa, OpEMEHHOCTTA/KbPMEHETO MJIH PAa3BUTHETO Ha eMOpHOHa/(eTyca u
MMOTOMCTBOTO.

6. DOAPMALEBTUYHU JAHHU
6.1 Chnucbk Ha IOMOLIHUTE BelleCTBA
HunatpueB gocdar goaekaxuapat
Kanues nquxunporen gocdar

Harpues xnopun

Kanues xnopun

Bopa 3a umxexkuun

OTHOCHO aJI0BaHTa BIKTE TOUYKA 2

6.2 HecbBMECTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Jja ce cMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH WK Ja ce
pa3pexna.

6.3 Cpox Ha roaHOCT
9 mecena npu 2°C — 8°C.
6.4 Chnenuananm yca10BHs HA CbXpaHeHHe

Ja ce cpxpansa B xnaquHuK (2°C — 8°C).
Jla He ce 3ampazsBa.

CobxpansBaiiTe (prakoHUTE B KapTOHEHATa OIMAKOBKa, 3a J]a CE MPEINa3sT OT CBETINHA.
6.5 Buau cbabpkaHue Ha ONMAKOBKATAa

0,5 ml emyncus B e1H0030B (j1akoH (CTHKIIO TUI 1), 3aTBOPEH ¢ elacTOMEpHA 3alyiaika Tuil I u
aTyMUHHEBa 00KaTKa, C TNIACTMACOBO OTYYIIBAIIO CE Karaye.

Bcexu emHomo308B (hnmakoH chabpika: 1 qo3a ot 0,5 ml

Onaxkogka: 5, 10 wiu 20 eqHo1030BHU (hIaKOHA.

He Bcuuku BHIOBE OMAaKOBKW MOTar Ja ObJaT MyCHATH Ha Ta3apa.
6.6 CrnenuajaHu Npeana3sHu MepKHU NMPH U3XBHPJIsiHE U padoTa

VYka3zanus 3a paboTa U IPUIOKEHUE

C BakcuHaTa TpSI6Ba Ja 60paBI/I MCIUIIMHCKH CIICUAJIMCT, KaTO U3I10JI3Ba aCCIITUYHA TCXHHUKA, 3a Aa
CC rapaHTHpa CTCPpUIJIIHOCTTA HA BCAKA O034a.

Ilooeomoska 3a ynompeba

e BakcuHara ce 1ocTaBsi FOTOBa 3a yIorpeba B €1HOI030B ()JIaKOH.

e HeotBopenara BakcuHa TpsiOBa fa ce cbxpansasa mpu 2°C 1o 8°C BbB BbHITHATA KAPTOHEHA
OIIaKOBKa, 32 J]a c€ Mpe/na3u OT CBETINHA.
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L HeHOCpeI[CTBCHO npeau yHOTpe6a Hn3BaJCTC (bHaKOHa C BaKCrMHaTa OT BTOpUYHATa KapTOHCHA
OITaKOBKa.

Ilposepeme ¢pnaxona

e Buumarenno 3apppTeTe GUIaKOHA MPEAN H3TETITHETO HA M03aTa. He paskmamaiire.

e Bcekn (hnakoH chabpika Os71a, XOMOT€HHA EMYJICHS.

o [Ipenu npuitoKeHHE MPOBEPETE BU3YATHO BAKCUHATA 33 YaCTHUIIM W/IITU MPOMsIHA B 11BeTa. He
MpuiIaraiTe BaKCUHATA, aKO € HAJIULIE HAKOE OT IIOCOYCHUTE.

Ipunazane na eaxcunama

e Bu5B Bceku ¢uiakoH UMa J00aBEeH M3IHUIIBK, 3a Ja Ce OCUTYPH M3TEIJIsIHeTO Ha fo3ata 0,5 ml.
UzxBbprieTe ocraHanara BbB (DJaKoHa BaKCHHA CJIe[ M3TEJITHETO Ha fo3arta oT 0,5 ml.

e Enna noza 0,5 ml ce n3rerns npe3 crepuiiHa Urjia ¥ B CTEpUIIHA CIIPHHIIOBKA, KOATO CE Ipuiiara
4ype3 HHTPAMYCKYJIHA MHKEKLUS, 3a IPEANIOYUTAHE B IENTOMIHUSA MyCKYJ HAa TOpHAaTa 4acT Ha
pBKarta.

e Baxkcunara He TpsOBa Jia ce cMecBa C JPYrd BAKCHHU HJIH JIGKAPCTBEHH MTPOJIYKTH B ChIATa
CIIPUHLIOBKA.

e He cnOupaiiTe U3NMUIIBIKITE BAKCHHA OT HAKOJIKO (pIlaKoHa.

Hsxevprane

Hewusmnon3paHUAT JIEKapCTBEH MPOIYKT WM OTHAIBbYHUTE MAaTEPHAIU OT HErO TPSIOBa J1a Ce U3XBBHPIIAT
B CHOTBETCTBHE C MECTHHUTE M3UCKBAHUSI.

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

Avda. la Selva, 135

17170 Amer (Girona)

HNCITIAHUA

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/22/1709/005

EU/1/22/1709/006

EU/1/22/1709/007

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

JaTta Ha mepBO pazpemanane: 30 mapt 2023 T

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[Honpobna nHpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiiTa Ha EBponeiickaTta
areHys 1o JIeKapcTBaTa
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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 ITAPTHUJU

Hme u aapec Ha npousBoauTENs HA OMOIOTHYHO aKTUBHOTO(UTE) BelecTBo(a)

Laboratorios Hipra, S.A.

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

17170 Amer (Girona)

Hcnanus

HWwme u agpec Ha HDOI/IBBO,Z[I/ITGJ'IH(I/ITC)., OTFOBODGH(HI/I) 3a 0CB060)KIIaBaHe Ha MapTuauTe

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

b. YCJI0OBHMA NWJIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MIPOAYKT C€ OTIIyCKa I10 JEKAPCKO IPEAIIUCAHUE.

o OdunnanHo ocBod0KIaBaHEe HA NAPTHIH

CworitacHo wi. 114 ot Iupextusa 2001/83/EO oduimaaHoTo 0cBOOOKIaBaHE HA TTAPTHIANUTE CE

M3BBHPINBA OT b KaBHA Ja00pATOPHS WK Tab0paTopusl, ONpe/IeIeHa 3a Ta3H Lel.

B. JAPYI'M YCJIOBUSA U U3BUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA

. IlepuoguyHu aKkTyaJdu3npanu aokaanau 3a 6ezonacuoct (IIAIB)

M3uckpanusaTa 3a nonaBane Ha [TIAJlb 3a To3u JJeKapCTBEH MPOAYKT ca MMOCOUYEHHU B CITUCHKA C

pedepentnute natu Ha EBponerickus cpio3 (EURD cnucek), npeasuaes B wi. 1078, an. 7 ot

Hupextusa 2001/83/EO, u BbB BCUUKH CJI€ABALIN aKTyaJIN3allH, ITyOJUKYBaHU HA €BPOIEHCKUS

yeOropTa 3a JeKapcTBa.

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tpsadsa na nogane nppsus ITIAZLB 3a To3u

NPOJIYKT B CPOK OT 6 Mecella Clie/i pa3periaBaHeTo 3a yrnorpeoa.

I'.  YCIOBUs NN OTPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TIPOAYKT

. IInan 3a ynpasiaenue Ha pucka (ITYP)

[IpurexarensaT Ha pa3pemenuero 3a ynorpeda (IIPY) TpsOBa aa n3BbpIIBa U3UCKBAHUTE IEHHOCTH U

JIeCTBUS, CBbP3aHU C TIpOCiIesiBaHe Ha JeKapcTBeHaTa 6e301acHOCT, ocoueHu B o00penus [TYP,

npencraBed B Moxyn 1.8.2 Ha pa3pemeHreTo 3a ynorpeda, KakTo W BbB BCHUKH CIIEBAIIH OI00peHH

akTyanu3auuu Ha ITYP.

Axryammsupan [TYP TpsiOBa na ce mogasa:
e 110 HCKaHe Ha EBpormelickara areHIus 1o jekapcTnara;
e BMHAry, KOraTo ce U3MEHs CUCTeMarTa 3a YIpaBJICHUE Ha PUCKA, OCOOEHO B pe3yiTar Ha
NOJIyYaBaHe Ha HOBA MH(OPMAaLKs, KOSTO MOXKE /1a AOBEE 10 3HAYMMHU IPOMEHHU 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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NNPUJIOKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

33



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 TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

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

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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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 HEU3IIOJI3BAHA
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. HAPTHJIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

‘ 17. YHUKAJIEH WJEHTH®UKATOP — IBYU3MEPEH BAPKOJ{

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH NJEHTU®UKATOP — TAHHMU 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 nan 20 ETHOO30BU ®JIAKOHA)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

BIMERVAX HHXEKIIMOHHA €MYJICUS
Bakcuna cpemry COVID-19 (pekoMOrHaHTHA, all0OBaHTHA)
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, KAJIMEB XJIOPU U BOJIA 32 HHKCKIINU
3a moBeye MH(OPMAIHS BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHHA EMYJICHS
5 emHom030BH (prrakoHa

10 exHOMO30BM (hitakoHA
20 eqHOM030BH (hiTaKOHA

Bceku ¢akon cpabpixa 1 goza ot 0,5 ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

EnnoxpaTtHO npunoxenne
HuTpamycKyTHO IpUIIOKEHHE
[Ipenu ynorpeba npouerere IMCTOBKATA.

Ja ce Bxmroun QR kog.
3a moBeue uHGpopMalus CKaHUpaiTe Wik noceretre www.hipracovidvaccine.com

6. CIIEIMAJIHO NPEAYHPEXKIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsABa 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. CIHELOUAJIHU IPEAITASHU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJIPEC HA IPUTEXATEJISI 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 eqHono30Bu dnakoHa (1 m03a Ha diakoH)
EU/1/22/1709/003 10 emromo30BU iiakoHa (1 m03a Ha ¢1akoH)
EU/1/22/1709/004 20 enromo30BH iiakoHa (1 m03a Ha ¢1akoH)

13. HAPTHUJIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAILIMS HA BPAIJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HEe ce BKIIIOUM MHpopManus Ha bpaiiioBa a30yka.

‘ 17. YHUKAJIEH WJEHTHO®UKATOP — IBYU3MEPEH BAPKOJ{

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAIECH HACHTU(DHUKATOD
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‘ 18. YHUKAJIEH NIJEHTU®UKATOP — TAHHMU 3A YETEHE OT XOPA

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

ETHKET HA EJHO/JIO30B ®JIAKOH

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

BIMERVAX HHXEKIIMOHHA €MYJICUS

Bakcuna cpenry COVID-19 (pexoMOuHaHTHA, aJl0BAaHTHA)
CenBakoBaTeNH

Lm.

2. HAYUH HA ITPUJIOKEHUE

3a HHTPaMyCKYJTHO MPHUIIOKEHHE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. HNAPTUJIEH HOMEP

ITaptuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

1 no3a ot 0,5 ml

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA (5, 10 nan 20 ETHOO30BU ®JIAKOHA)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

BIMERVAX XBB.1.16 uHXeKITHOHHA EMYIICHS
Bakcuna cpemry COVID-19 (pekoMOrHaHTHA, all0OBaHTHA)
JTAMJICKOBATECUH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska noza (0,5 ml) ceappika 40 Mukporpama gamiekoBaTerH ¢ aatoBanT SQBA.

AmoBanThT SQBA chabpika ckBajeH, moiucopoar 80, copOuTaHOB TpHoIeaT, HAaTPUEB IUTPAT,
JUMOHEHA KUCEIIMHA W BOJIa 32 WH)KCKIIHH.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomHu BemecTBa: TuHaTpUEB Qocdar goAeKaxuapaT, KaaueB Auxuapored gocdar, HaTpueB
XJIOpHUJI, KAJIMEB XJIOPU U BOJIA 32 HHKCKIINU
3a moBeye MH(OPMAIHS BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIMOHHA EMYJICHS
5 emHom030BH (prrakoHa

10 exHOMO30BM (hitakoHA
20 eqHOM030BH (hiTaKOHA

Bceku ¢akon cpabpixa 1 goza ot 0,5 ml

‘ 5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

WnTpamycKyTHO IpUIIOKEHHE
[Ipenn ynotpeba npoyereTe IMCTOBKATA.

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

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a [ICIA.

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

[a ce cpxpansBa B XJIaJUITHHK.
[la He ce 3ampa3ssBa.
CopxpansBaiiTe (pakoHUTE BB BTOPUYHATA KAPTOHEHA ONAKOBKA, 32 J1a C€ MPE.Ia3aT OT CBETJINHA.

10. CIHENUAJIHU NPEAITA3SHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU 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 PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/22/1709/005 5 ennono3oBu ¢uiakoHa (1 103a Ha ¢iakoH)
EU/1/22/1709/006 10 emromo30Bu iiakoHa (1 m03a Ha ¢1akoH)
EU/1/22/1709/007 20 enromo30BH iiakoHa (1 m03a Ha ¢1akoH)

13. MAPTUJAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMS HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HHpopMarus Ha bpaiinosa azoyka.

‘ 17. YHUKAJIEH WJEHTHO®UKATOP — IBYU3MEPEH BAPKOJ{

JByn3mepeH 6apKoJ1 ¢ BKIIFOUCH YHUKAICH HICHTU(DUKATOP.

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

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

ETHKET HA EJHO/JIO30B ®JIAKOH

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

BIMERVAX XBB.1.16 uHXeKITHOHHA EMYIICHS

Bakcuna cpenry COVID-19 (pexoMOuHaHTHA, aJl0BAaHTHA)
JamiexkoBaTenH

Lm.

‘ 2. HAYUH HA ITPUJIOKEHUE

3a HHTPaMYyCKYJHO MPHIOKEHHE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. HNAPTUJIEH HOMEP

ITaptuna:

5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

1 no3a ot 0,5 ml

| 6. JIPYTO
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b. JUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

BIMERVAX uHKeKIIMOHHA €MYJICUSA
Bakcuna cpenry COVID-19 (pekoMOMHAHTHA, aIIOBAHTHA)
CEJIBAKOBATEHUH

vTosn JICKApCTBEH MPOIYKT MOJJICKH Ha JOMBIHUTEHO HabmoeHre. ToBa 11ie mo3Bou 6bP30TO
yCTaHOBSIBaHE Ha HOBA HH(POPMAIIUS OTHOCHO Oe30macHoCcTTa. MoKeTe Jia iajieTe CBOs IPUHOC KaTo
CHOOIIHUTE BCSIKA HEXETaHa PeakIlys, KOATO CTE MOJIYYMIH. 3a HAYMHA Ha ChOoOIIaBaHe HA HeXKEIIaHH
peaKIMu BIDKTE Kpast Ha Touka 4.

IIpoyeTeTe BHMMATETHO LSLJIATA JIMCTOBKA, MPeIH Ja MOJYyYUTe Ta3H BAKCHHA, Thil KaTO TS

ChABPKA BaxkHa 32 Bac nundopmanus.

e  3amazeTe Ta3M JUCTOBKA. MOXeE Jla Ce HAJIOXKH [1a 5T IPOYETETEe OTHOBO.

e  AKxo mMaTe HSIKaKBH JIOIIBIHUTEITHN BBIIPOCH, TonuTaiTe Bamus nexap, papMareBT niu
MEIUIUHCKA CECTpa.

¢  AKO NOJy4YHTE HAKAKBH HEXEIIAaHU peaKkiluy, yBeaoMeTe Bamus nekap, papmareBt wim
MEITUITMHCKA cecTpa. ToBa BKIIIOUBA U BCHUKH Bb3MOXKHU HEXETAHHU PEAKIINU, HEOMCAHN B Ta3H
JIMcTOBKa. BrokTe Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

Kakso mpencrasnssa BIMERVAX u 3a kakBo ce U3Mon3Ba
Kaxso Tps6Ba na 3Haere, npeau na nmonyunte BIMERVAX
Kaxk ce moctaBgs BIMERVAX

BBb3M0OKHM HEXEIaHU pEeaKIUU

Kaxk ce cpxpanssa BIMERVAX

ChappikaHre Ha OMAKOBKAaTa U AOMBIHUTENHA HH(POpMAans

AR e

1. Kakso npeancrasasisa BIMERVAX u 3a kakBo ce u310J13Ba
BIMERVAX e Bakcuna 3a npegorparsaBane or COVID-19, npuunnen ot Bupyca SARS-CoV-2.

BIMERVAX ce mocraBst Ha JIMlia Ha Bb3pacT 16 U moBede roguHH, KOUTO TO-PaHo ca MOIyYHIIN
nPHK Bakcuna cperry COVID-19.

Bakcunara cTuMmynupa UMyHHATa CUCTeMa (€CTECTBEHHUTE 3all[UTHU CHJIM Ha OpraHu3Ma) Ja
MPOM3BEXK A CIICIIU(PUIHN aHTUTENA, KOUTO IEHCTBAT CPEIly BUPYCa, OCUTYPSIBAWKH 3aI[UTa CPEIILy
COVID-19. Huto enHa OT ChCTaBKUTE Ha Ta3u BakcWHA HEe Moke fa mpuauau COVID-19.

2. Kakso TpsadBa 1a 3Haete, npeau aAa noayunte BIMERVAX

BIMERVAX He TpsiOBa 1a ce mocTaBs
- aKO CTC AJICPIrUYHU KbM aKTUBHOTO BCHICCTBO MJIN HAKOSA OT OCTAHAJIMTE CbCTABKH Ha TOBA
JeKapcTBO (M30pOEHU B TOUKA ).

IIpenynpesxaeHust U MpeanasHu MepPKH
T'oBopete ¢ Bamus nekap, papManeBT Wi MEIULIMHCKA cecTpa, npean aa nonyuute BIMERVAX,
aKo:

o HSIKOTa CTE UMAJIM TEXKa WIN )KMBOTO3aCcTpallaBalia alepruiyia peakiys clie/l NoTy4aBaHe Ha
Jpyra WH)XEKIIMOHHA BaKCHHA;
o HSKOTa CTe MpHUMalaly CIe] HHKEKINS C UIJa;
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. umare Bucoka Temneparypa (Haza 38°C) wim Texxka uHpekuus. Moxe obaue na Bu 0bae
[IOCTaBEeHAa BaKCHHA, aKO UMAaTe JIEKO ITOBHUILEHA TEMIIEpATypa I JIeKa UHPEKIMsI Ha TOPHUTE
JUXaTeJHU ITbTHUINA, KaTo IIPOCTYa,;

o umMare npodJieMH ¢ KpbBOChCUPBAHETO, JIECHO Bu ce 00pa3yBaT CHHMHU WU U3I10J13BaTe
JIEKapCTBO 3a MPEJOTBpaTsABaHE Ha 00pa3yBaHETO HA KPbBHU ChCHUPEL (AHTUKOAryJIaHT);
. BamaTa nmyHHa cuctemMa He (YHKIIMOHHPA MPAaBUITHO (MMyHEH AeQUIINT) WU TpHeMare

JIeKapcTBa, KOUTO OTCIIa0BaT MMyHHATa CHCTeMa (KaTO BUCOKH 103U KOPTUKOCTEPOH/IH,
MMYHOCYIIPECOPH MJIM JIEKapCTBa 32 JICYCHHE Ha PaK).

AKO HSIKOE OT TOPENOCOYCHUTE ce OTHACH 3a Bac (wnm He cte curypHu), roBopere ¢ Bamus nekap,
(hapmareBT WM MEIMLIMHCKA cecTpa, penu na Bu 0b1e nocrapena BIMERVAX.

ITomo6HO Ha Besika Bakcnaa, BIMERVAX Moske 1a He 3aIIUTH HAITBJIHO BCUYKH, KOUTO S IOJTy4aBar,
U HE € U3BECTHO KOJIKO IBJTO IIe ObACTE 3alUTCHH.

Jleuna u roHOIIH
BIMERVAX He ce npenoppyBa Ha Aelia Ha Bb3pacT o 16 rogunu. [loHacrosiem numncea
uHgpopmarms 3a ynorpedarta Ha BIMERVAX mnipu nenia Ha Bb3pact 1oj; 16 roiuHu.

Apyru nekapcrea u BIMERVAX
TpsOBa na kaxxere Ha Bamus nekap, papManeBT nin MEAUIIMHCKA CECTpa, aKo IIpHeMarte, HacKopo CTe
MpreMaJIA WIK € Bb3MOXKHO J1a IpUeMaTe APYry JIEKapCTBa WIIM BAKCHHHU.

BpeMeHHOCT M KbpMeHe

AKko cTe OpeMeHHa WM KbPMHUTE, CMATATe, Y€ MOXKeE Jia CTe OpeMEeHHa MM TUIaHKpaTe OpeMEeHHOCT,
nochBeTBaiiTe ce ¢ Bamus nekap, papmaneBT Uiau MEIUIMHCKA CECTPa, IPEIH Ja MOIYIUTE Ta3u
BaKCHHA.

Ilodupane u padoTa ¢ MAIIUHU

Hsxou ot Hexxenanure peakiuyn Ha BIMERVAX, u3z6poenu B Touka 4 (Br3MoxxHH HexxenaHu
peaxium), MoXKe BpeMEHHO Ja HaMalaT crocoOHocTTa By 3a modupane u padoTa ¢ MalmHy.
N3yakaiite eheKTUTE Ha BaKCHHATA J1a OTIIYMSAT Mpey Ja moduparte Wik paboTUTE ¢ MAIIMHH.

BIMERVAX cbhabp:ka HaTpuii, KaJauii 1 moaucopoéar
Ta3u BakcHHA ChIBpKA MO-Mayko oT 1 mmol Hatpuii (23 mg) Ha 1033, T.€. MOXKE Ja ce Kaxe, 4e
MPAaKTHYECKH HEe ChABPKA HATPHI.

Ta3u BakcHHA ChIBpKA MO-Mako oT 1 mmol kanwmii (39 mg) Ha no3a ot 0,5 ml, T.e. MOke 1a ce Kaxe,
4e MPAKTUIECCKU HE ChIbPIKa Kanil.

Ta3u BakcuHa chappka 1,18 mg nomucopdat 80 BbB Besika jo3a. [lomucopbatuTe Morar aa mpuYuHAT
aNepruyHu peakiuu. TpsOBa 1a kaxxete Ha Bamms nexkap, ako UMaTe YCTAHOBEHH aJlepTHH.

3. Kak ce moctapsgs BIMERVAX

Jluya na u nao 16 2oounu

BIMERVAX me Bu 0b1¢ noctaBena upe3 nmxektupade Ha 0,5 ml B MycKysa Ha TOpHaTa 4acT Ha
pbKata Bu.

[IpenopbuBa ce na momyuante BIMERVAX karto equanyHa /1032 Hali-MaJlko 6 Mecera Cies
npenxojeH Kypce Ha BakcuHanms ¢ MPHK Bakcuna cperry COVID-19 wnu ciien npeaxoasa Oycrep

no3a BIMERVAX.

Crnen nmxexusaTa BammsT nexap niv MeauIMHCKA cecTpa e Bu HabmrogaBa okomo 15 MuHyTH, 32
Jla TIPOCTIE/TH 32 TIPU3HALN Ha aJleprudHa PeaKIys.
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AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara Ha BIMERVAX, nonwuraiite
Bamms nexap, ¢papmareBT WM MEJUIIMHCKA CECTPA.

Hmynoxomnpomemupanu auya
Axo umyHHaTa Bu cuctema He (yHKIIMOHUpPA KaKTO TPsiOBa, MOXKE Jia Ce TIPUIIArat JIObIHUTCITHH
JI03U B CHOTBETCTBHUE C OPUINATHUTE MPETIOPHKH.

4. Bb3MOKHH HeKeJTaHU pe€aKkuumn

Kakro Bcuukm JICKApCTBA, Ta3W BAKCHMHA MOXKC [a NPCAU3BHUKA HCIKCIAHNU PCAKIMU, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa.

IToBedeTo HekeNMaHW PEAKIMU CE TOSBSIBAT B paMKHUTE HA 3 JHM CIIe]] ITOJly9aBaHETO Ha BaKCHHATA U
OTIIYMSBAT B PAMKHTE Ha HAKOJIKO THU. AKO CHMIITOMUTE HE OTIIYMST, CBhpKeTe ce ¢ Bamms nekap,
(hapmarieBT WM MEAMIIMHCKA CECTpa.

[MoTbpcere cnentHa MeJUIMHCKA TOMOII, aKO CKOPO CJIe]] BAKCHHALUSTA TTOJyYHTE CHMITTOMH Ha TEXKa
aJICprudHa pCaKkmuus. Te3u cumnToMu MOXKe Ja BKJIFOYBAT.

yCeIaHe 3a 3aMastHOCT WX NTPUMaIsiBaHe

MIPOMSIHA B CHPACYHUS PUTHM

3aIyX

XpHITOBE

HOAyBaHE HA YCTHHUTE, JIUIETO WU I'bPIOTO

MoTyBaHe, MPHUIPYKEHO OT ChpOex 1Mo KoxkaTa (ypTHUKApHs) MK OOPHB

raacHe Uiy MOBpbIIaHC

0oJka B Kopema

BB3MOXKHO € /1a ce MOSIBAT CIeIHUTE HeXellaH! peakluu ciel nprtokenne Ha BIMERVAX:

MHoro 4ectu (Morar fa 3acersHat mosede ot 1 Ha 10 xymn)
riraBoOome

00JIKa Ha MSACTOTO HAa WHXKEKTHPaHE

YyBCTBO Ha yMoOpa (M3TOIIEHHE)

MyCKyJTHa O0JKa

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

3auepBsiBaHe, NIOyBaHE WK OOJIE3HECHOCT Ha MSICTOTO HA MHXKEKTUPAHE
raJIcHEe WU MOBPBIIaHEe

JUapust

MOBHIIIEHA TEMITEPaTypa

yroJieMeHHU JIMM(GHU Bb3IIH

00JKa B IMOAMHUIITHIIIATA

HeuecTu (Morat na 3acernar o 1 va 100 xymmm)
BTpHCaHE WK yCelllaHe 3a IOBHIIIEHA TeMIlepaTypa
3aMastHOCT

ChpOEK Ha MSCTOTO HA MHYKEKTUPAHE

00JIKa B CTaBUTE

ycelaHe 3a caaboCT WK JIUICca Ha CHePTUs
ycelaHe 3a ChHIHNBOCT

ChpOEK MO KOXKaTa

001110 HEPa3MOJIOKEHNE
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Penxu (Morar ma 3acerrart 1o 1 #a 1 000 mgyrmm)

CTyZACHA TOT

HeoOHMYaifHO ycellaHe 1Mo Kokara, KaTo MpaByYKaHe WIN U3TPhIBaHe (apecTe3us)
MOHM)KEHA YYBCTBUTEIHOCT, OCOOCHO Ha KOXAaTa (XUIIECTE3Ns)

Oonka B Kopema

0oJKa mpU IperblIane

AJepPrU4HU PEaKlnu, KaTo yPTUKAapHsl, OOPUB MU ChPOEK

CHHMHA Ha MSICTOTO HA MHXXEKTHPaHE

CBPBXUYYBCTBUTEIHOCT Ha MSICTOTO Ha MH)KEKTHUpPaHE

C Hen3BecTHA 4ecTOTA (OT HAIMYHUTE JTAHHU HE MOXe J1a ObJie HarpaBeHa OL[EHKa, OCHOBaBa Ce Ha

€IMHUYEH CIIy4Yail Mo BpeMe Ha KIMHUYHUTE U3IUTBAHHS)

o Bb3MaJICHHe Ha OOBHBKATa HA CHPLETO (MEPHKAPINT), KOSTO MOXKE J1a JOBEE 110 3a/yX,
chbpreOreHe Ui 00JKa B I'bPAUTE

Chol0maBaHe Ha HesKeJIAHH peaKIMU

AKO TONTyuHnTe HIKaKBU HEXEJIaHH JICKApCTBEHU peakiyy, yBegomere Bamus nekap, GpapmaneBT nin
MEAMIMHCKA cecTpa. ToBa BKIIOYBA BCUYKH Bb3MOXKHHU HEONMCAHU B Ta3H JIUCTOBKA HEXEJaHU
peaxkuuu. MoxeTe ChIIO J1a ChOOIIUTE HEKEJIAHN PEaKLuy JUPEKTHO Ype3 HallMOHAJIHAaTa CUCTEMA 3a
cboOIIaBane, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE aPTHICH HOMED, ako € Hanu4deH. Kato
cboOIIaBaTe HeXEJAaHU PEaKK, MOXKETe Jla aieTe CBOS MPUHOC 3a MOJyyaBaHe Ha OBEYe
MH(OpPMAIIST OTHOCHO 0€30ITacHOCTTA Ha Ta3H BaKCHHA.

5. Kak ce coxpansiBa BIMERVAX

[a ce cbxpaHsaBa Ha MSICTO, HEJOCTHITHO 32 ACIA.

Bamusat nexap, hapmarieBT Wik MEAUIIMHCKA CECTPa ¢a OTTOBOPHHM 33 ChXPAHEHUETO Ha Ta3u BaKCHHA
Y TIPABWJTHOTO MU3XBBPJISHE HA HEM3MOI3BaHUs NMPoaykT. CreaHara nHPOpMAIKs 32 ChXpaHEeHUE, CPOK

Ha rogHoCT, yHOTpe6a, pa60Ta U U3XBBPJIAHC € MPCAHA3HAUCHA 3d MCAUITUHCKUTC CIICHUAJINCTH.

He u3smnon3BaiiTe TOBa JIGKapCTBO CJIE CPOKa Ha TOJHOCT, OTOEIs3aH BbPXY €THUKETa ciie ,,I ojeH
10:*“. CpOKbT Ha TOJHOCT OTTOBAps Ha MOCIEAHUS ICH OT IOCOYCHHUS MECELL.

[Ha ce cvxpansisa B xmagunauk (2°C - 8°C). [la He ce 3ampazsBa. CbxpaHsBaiiTe (praKoHUTE BbB
BTOpPHYHATA KAPTOHEHA OMAKOBKA, 32 /1a CE MPEAMNa3AT OT CBETJINHA.
Cren mbpBOTO MPOOMBaHE HA MHOT01030BUS (i1akoH chxpanssaiite npu 2°C - 8°C, uznon3paiire B

pamkuTe Ha 6 yaca.

I/IHq)OpMaLII/IHTa 3a pa60Ta € OIllMcCaHa B pa3/eia, IpeAHa3HA4YCH 34 MEAUIHNHCKHU CIICTIUAJIMCTU B Kpasd
Ha JIUCTOBKAaTa.

Hewunsnon3BanusT aeKapcTBEH NPOLYKT WIN OTHaIbYHUTE MaTEepUalId OT HETro TPsiOBa 11a c€ U3XBBPIIST
B CHOTBETCTBHE C MECTHUTE H3UCKBAHUS.

6. Chabp:kaHue HA OMIAKOBKATA M JONBJIHUTETHA HHpopManus

Kakso ceabp:xa BIMERVAX

- Enna no3a (0,5 ml) ceapprka 40 Mukporpama ceaBakoBaTeHH C aitoBanT SQBA.

- CenBakoBaTerH € (y3MOHEH XETepOIUMED Ha PElenTOP-CBBp3BaIKA JoMeH (receptor binding

domain, RBD) na pexomOuHanTHuUs mmmoB (S) npoTtenH Ha Bupyca SARS-CoV-2 (mamose
B.1.351 u B.1.1.7), npoussenen upe3 pekomOunantHa JJHK TexHomorus.
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- SQBA e BKiTIOUEH B Ta3W BaKCHHA KaTO aIOBAHT 32 YCKOPSBaHE U MOI0OpsBaHE HA 3aIIUTHATE
e(extu Ha BakcuHata. SQBA chappika Ha mo3a ot 0,5 ml: ckBaseH (9,75 mg), noaucopdar 80
(1,18 mg), copburanos tpuonear (1,18 mg), Harpue rutpart (0,66 mg), TMMOHEHA KUCETHA
(0,04 mg) 1 Boaa 3a HHKEKLHH.

- Jlpyrure cbCTaBKH (IIOMOIIHY BEIECTBA) ca: AMHATpUEB (hochaT qomeKaxuIpaT, KaIueB
JUXUAporeH gocdar, HaTpHUeB XJIOPU, KalueB XJI0pya U Boda 3a umkeku. BIMERVAX
CBHABPIKA KaIHA, HATPUI 1 TOJHCcopOaT (BIKTE TOUKa 2).

Kak nm3rae:xxga BIMERVAX u kakBO cbAbpika 0IAKOBKATa

Bakcunara e 0s1a XOMOreHHa WHXCKIIMOHHA EMYJICUA.

MHoro10308B (hJIakos

5 ml emyscus ce mpenocTaBst BbB (DIaKOH ¢ TYMEHA 3allyllaiKa | IIacTMAcOBO OTUYIIBAIIO CE
KarayJe.

Bceku MHOTr0o10308B ¢utakoH chappixa 10 go3u mo 0,5 ml.
OmnakoBka: 10 MHOr071030BH (hIaKoHa.

Ennoo0308 dutakon

0,5 ml emyncus ce mpemocTaBs BbB (hJIaKOH C TyMEHa 3aITylIajka | IIacTMacOBO OTUYIIBAIIO Ce
Karave.

Bceku emHomo308 (hnakon chaspka 1 go3a mo 0,5 ml
Omnaxkogka: 5, 10 wu 20 eqHO1030BU (hi1aKoHa.

He Bcuuku BHIOBE ONAKOBKK MOTraT Ja ObJaT IyCHATH Ha Ia3apa.
IMpuTe:kaTesn Ha pa3pelIeHUETO 32 yoTpeda
Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

HNCIIAHUA

IIpousBoaguren

Laboratorios Hipra, S.A.

Avda. la Selva, 135

17170 Amer (Girona)
NCITAHUA

I[aTa Ha MOCJIEAHO MpepasrjaeKaaHe Ha JUCTOBKaTa
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JApyru u3rouHunm Ha uHopMauus

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € MPEAOCTABCHA HaA ye6ca171Ta Ha EBpOHCﬁCKaTa arcCHIus
I10 JICKapCTBaTa

CkaHupaiiTe KoJa ¢ MOOMIIHO yCTPOWCTBO, 3a JIa BUANTE JIMCTOBKATA HAa PA3TIMYHU €3HIH
Ha ce Bximroun QR ko.
wm nnocetete URL agpeca: www.hipracovidvaccine.com

Ta3u nucToBKa € HanMuyHa Ha Bcuuku e3unn Ha EC/ENII na ye6caiita Ha EBporneiickaTa areHIus mo
JIeKapCcTBaTa.

ITocouenara mo-a0J1y mul)opMamm € nMpeaAHasHaYeHa caMo 3a MCAUIIUHCKU CIICIMUAJIUCTH:

[Ipunaraiire BIMERVAX unTpaMyckysHo, 3a IpeAnovYrnTaHe B JENTOMIHUS MYCKYJ Ha TOpHATa 4acT
Ha pbKaTa.

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpocCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTHU, UMCTO U MMAPTUAHUAT
HOMCP Ha MPUIJIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIlMcCBar.

Ykazanus 3a pa60Ta U IIPUITOKCHHUC

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

C Ta3u BakcuHa TpSI6Ba Ja pa6OTI/I MCIUIIMHCKHU CIICHUAJINCT, KaTO M3I10JI3Ba AaCCIITHYHA TCXHHKA, 3a
Ja C€ rapaHThpa CTCPUIHOCTTA Ha BCAKaA 103a.

Tloozomoska 3a ynompeba

e Baxkcunara e TOoToBa 3a ynorpeoa.

e HeotBopeHaTa BakcuHa TpsiOBa Aa ce chxpansiBa npu 2°C 1o 8°C u 1a ce chXpaHsiBa BbB
BBHIIIHATA KAPTOHEHA OMAaKOBKa, 32 Jja ce Mpera3t OT CBETINHA.

e HemnocpencTseHo mpeau ynorpeda usBazaeTe (rakoHa ¢ BAKCHHATa OT BTOPUYHATa KAPTOHEHA
OITaKOBKa.

e Cren mbpBOTO NPOOMBAHE HA MHOT0O030BUS (hJIAKOH 3aIMINETe JaTaTa U vaca (6 Jaca ciej
'BPBOTO MPOOKBAHE) HA ONIPEEIICHOTO MSICTO Ha €THKETa Ha (hIaKoHa.

IIposepeme gpnaxona

e BaHuMaTenHO 3aBbpTeTe (IIAKOHA TIPEAN M3TETIISTHE Ha J103a, KAKTO U MEXKIy BCAKO U3TETIISIHE OT
MHorozno3osus ¢akoH. He pasxiammaiite.

e Bceku (aakoH chappxka Os1a 1 XOMOT€HHA €MYJICHSL.

o [Ipenu npuiiokeHHe MPOBEpETe BAKCHHATA 3a YACTHIU W/WIIM TIPOMsIHA B I1BeTa. He npuaraiite
BaKCHHATa, aKO € HAJUIIE HAKOE OT JBETE.

Ilpunaecane na éaxcunama

o Bceku (hakoH ChAbpKa UINUIIBK, 32 JIa C€ OCUTYPH M3TEIITHETO HA MAKCUMAITHUS OpoM OT jeceT
(10) no3u (MHOTO030B (hakoH) i 1 go03a (exHOM030B (uiakoH) mo 0,5 ml Beska.

e 1I3xBBpIETE OCTAHAIOTO KOJHYECTBO OT BAKCUHATA B €HOI030BHUS HITM MHOT0JI030BHsI (DJIaKoH,
cien kato 0bpAaT usreraenu 10 mo3u.
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Besika no3za ot 0,5 ml ce usrerins npe3 CTepuiIHa UTJIA U B CTEPUITHA CITPUHIIOBKA, 32 J1a Ce
MIPIJIOKHY Ype3 MHTPAMYCKYITHA HHXKEKIHA, 33 IPEANOYNTaHe B IEATOMIHNAS MyCKYJl Ha TOpHATa
9acT Ha pbKarta.

Crnen KaTo BaKCHMHATA CE M3TETIIM B CIIPUHIIOBKATA, TS € CTAOWIHA HAalH-MaKo 6 Jyaca KakTo B
XJIAIWITHUK, Taka U TIpH cTaiiHa temmeparypa (< 25 °C).

Bakcunara He Tps0OBa Ja ce cMecBa ¢ APYry BAKCUHU WM JISKAPCTBEHU MPOIYKTH B ChIaTa
CIPUHIIOBKA.

He cb0Oupaiite M3IHUIIBLKATE BAKCHHA OT HAKOJIKO (DJIaKOHA.

Hzxevpreme

Crnen mrbpBOTO IPOOMBAaHE HA MHOTOI030BUS ()JIAKOH, ChXpaHIBaTe OTBOPEHHUS MHOTOJI030B
(dhnaxon mpu 2°C 1o 8°C 10 6 yaca. M3xBbprieTe BakCHHATa, aKO HE € Onjia U3IMO0JI3BaHa B PAMKHUTE
Ha 6 yaca cjie]l IbPBOTO MPOOMBaHE HA MHOT'O/TO30BUS (hIaKOH.

H3XxBBpIIETE OCTAHAIOTO KOJIMUYECTBO OT BAKCHHATA B €IHOI030BHSI MJIM MHOTO/I030BHS (PJIaKOH,
ciieq kato Opnar nsreriienu 10 mo3u.

Hsxevprane

Hewusmomn3paHnusr JICKApPCTBCH NPOAYKT WM OTHAABYHUTEC MAaTCpUaid OT HETO TpH6Ba Ja ce
U3XBBPJAT B CbOTBETCTBUEC C MECCTHUTC U3UCKBAHUS.
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JlucroBka: undopmanus 3a norpeduTeNs

BIMERVAX XBB.1.6 nH:kKeKIMOHHA eMYJICHS
Baxkcuna cperry COVID-19 (pekomOnHaHTHA, aIF0BAaHTHA)
namiuekoBaterH (damlecovatein)

vT03H JIEKapCTBEH MPOAYKT MOJIEKH Ha JOMIBJIHUTENHO HaOmoeHne. ToBa 11e mo3Boiu Obp30To
yCTaHOBSIBaHE Ha HOBa MH(OpMaIus OTHOCHO Oe3omacHOCTTa. MoXeTe Ja JajeTe CBOs IPUHOC KaTo
CHOOIIUTE BCSKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYYMIN. 3a HAaYMHA Ha ChOOIIaBaHEe HAa HEXEIIaHU
PeakKIuy BIDKTE Kpast Ha ToYKa 4.

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NPeIH 1a NOJYYUTEe TA3M BAKCUHA, Thil KaTO TS

ChABPKA BakHa 32 Bac undopmanmus.

e 3amasere Ta3W JUCTOBKA. MOXe a ce HAJO0XKU Ja s IPOYETETE OTHOBO.

e AKxo MMaTe HJIKaKBHU JOIBJIIHUTEIHU BBIIPOCH, TIONUTalTe Barmms gexap, ¢papMareBT wiu
METHUITUHCKA CecTpa.

e AKo moyy4nTe HIKAKBH HEXKEJIaHH Peakiny, yBeaomere Barws nekap, hapManeBT Win
MEIHMIIMHCKA cecTpa. ToBa BKIIFOUBA U BCUYKH Bh3MOXKHU HEXKETIAaHH PEaKIINH, HEOMTMCAaH! B Ta3U
JMcTOoBKa. BrokTe Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kaxgo npencrasnsisa BIMERVAX XBB.1.16 u 3a kakBo ce u3noissa
Kakso TpsiOBa ma 3naere, npeau aa nmomyunte BIMERVAX XBB.1.16
Kak ce nmoctaBs BIMERVAX XBB.1.16

BBb3M0OKHM HEXEIaHU pPEaKIUU

Kax ce cpxpansisa BIMERVAX XBB.1.16

ChappikaHue Ha ONIAKOBKAaTA U AOMBJIHUTEIHA HHpOpMALIUs

SN A PN

1. Kakso npeacrasasia BIMERVAX XBB.1.16 u 3a kakBo ce U310/13Ba

BIMERVAX XBB.1.16 ¢ BakcuHa 3a npeana3Bane or COVID-19, npuunnen ot Bupyca SARS-CoV-
2.

BIMERVAX XBB.1.16 ce mocTass Ha Jiniia Ha BB3pacT 16 1 moBedye TOauHU.

Bakcunata ctumynipa UMyHHaTa cucTeMa (€CTECTBEHUTE 3allUTHH CHIIM HA OPTraHn3Ma) Ja
MIPOM3BEX A CIIEU(PUIHN aHTUTENA, KOUTO IEHCTBAT CPEIy BUPYCa, OCUTYPSIBAMKH 3allUTa CPEILy
COVID-19. Huto enHa oT ChCTaBKUTE Ha Ta3W BaKCHHA He Moxke fa npuunHu COVID-19.

2. KaksBo Tps0oBa 1a 3Haete, npeau Aa noaydure BIMERVAX XBB.1.16

BIMERVAX XBB.1.16 He Tpsi0Ba 1a ce MOCTaBsA
- aKo CTe aJIepruiHU KbM aKTHBHOTO BEIIECTBO WIIM HAKOS OT OCTaHAIIUTE ChCTABKU HA TOBA
nexapcTBo (M30pOeHH B TOUKA 6).

IIpexynpe:xxkaeHus U NpeanasHu MepKH
I'oBopere ¢ Bamus siekap, papmarieBT uiv MeIUIIMHCKA cecTpa, npeau Aa noryunte BIMERVAX
XBB.1.16, ako:

L4 HsKOra CT€ MMaJid TCKKa WJIN )KUBOTO3acTpallaBallla aJicpruyHa peakius CJICA MoJIydYaBaHC Ha
Apyra MHKCKIIMOHHA BAKCHUHA,
L4 HsKOra CTC MpuUuliagajin CJIea NHXKXCKIHUA C UIJia,
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. umare Bucoka Temneparypa (Haza 38°C) mwim Texxka nHdekuus. Moxe obaue na Bu 0bae
[IOCTaBEeHA BaKCHHA, aKO UMAaTe JIEKO ITOBHILCHA TEMIIEpaTypa WK JieKka UHEKIMsI Ha TOPHUTE
JUXaTeJHU ITbTHUINA, KaTo IIPOCTYa,;

o uMare npodJieMH ¢ KpbBOChCUPBAHETO, JIECHO Bu ce 00pa3yBaT CHHUHU WU U3I10J13BaTe
JIEKapCTBO 3a MPEJOTBpAaTsABaHE Ha 00pa3yBaHETO HA KPbBHH ChCUPELU (AHTHKOAryJIaHT);
. BamaTta nmyHHa cuctema He (YHKIIMOHHPA MPABUITHO (MMyHEH AeQUIINT) WU IpHeMarte

JIeKapcTBa, KOUTO OTCIIa0BaT MMyHHATa CHCTeMa (KaTO BUCOKH 103U KOPTUKOCTEPOH/IH,
MMYHOCYIIPECOPH WJIU JIEKapCTBa 32 JICYCHHE Ha PaK).

AKO HSIKOE OT TOPENOCOYCHUTE ce OTHACH 3a Bac (wnm He cTe curypHu), roBopere ¢ Bamus nekap,
(hapManeBT WM MEIUIIMHCKA cecTpa, peau na Bu 0bae mocraBena BIMERVAX XBB.1.16.

Tlomo6Ho Ha Beska BakcuHa, BIMERVAX XBB.1.16 Moxke 1a He 3alllUTH HAITBIHO BCUUKH, KOUTO S
MOJTy4aBaT, U HE € U3BECTHO KOJKO JIBJITO IIIe ObJeTe 3alUTCHU.

Jleua u roHOIIHN
BIMERVAX XBB.1.16 He ce mpenopbuBa 3a Aela Ha Bb3pacT nox 16 ronqunu. [loHacrosmem numncea
uHpopmaims 3a ynorpedarta Ha BIMERVAX XBB.1.16 npu nena Ha Bb3pacT noja 16 roauHu.

Apyru aexkaperea u BIMERVAX XBB.1.16
Tps06Ba na kaxxere Ha Bamus nexap, papmaneBT min MeAUIMHCKA CECTpa, aKo IpHeMare, HaCKopo CTe
NIpHeEMaJIA WIK € BE3MOXKHO J1a pUeMaTe APYrH JIEKapCTBa UIIM BAKCHHHU.

BpeMeHHOCT 1 KbpMeHe

AKko cTe OpeMeHHa WU KbPMHUTE, CMSTATe, Y€ MOXKe Jia CTe OpeMEeHHa MM TUIaHKpaTe OpeMEeHHOCT,
nochbBeTBaiiTe ce ¢ Bamus nekap, papmaneBT Uiu MEIUIMHCKA CECTPa, IPEIH a NOIYIUTE Ta3u
BaKCHHA.

Ilopupane u padoTa ¢ MAIIMHU

Hsikou ot Hexxenanute peakuuu Ha BIMERVAX XBB.1.16, u36poenu B Touka 4 (Bs3MoxxHu
HEe)KeJIaHU PEaKIH ), MOXKEe BpEMEHHO Ja HaMalaT criocoOHocTTa Bu 3a modupane u pabota ¢
MaiuHy. M3dakaiite edekTuTe Ha BAaKCMHATA Ja OTLIYMST IIpeau Ja modupaTe win paboTure ¢
MaIlHH.

BIMERVAX XBB.1.16 cbabp:xa HaTpwmii, KaJauii 4 noaucopoat
Ta3u BakcuHa ChIBpKa MO-Manko ot 1 mmol Harpuii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e

NPaKTUYECKU HE ChIbPrKa HATPUil.

Ta3u BakcHHA ChIBpKA MO-Mayko oT 1 mmol kanwmii (39 mg) Ha no3a ot 0,5 ml, T.e. MOke 1a ce Kaxe,
4e MPAKTUYCCKU HE ChABPIKA KA.

Ta3u BakcuHa chappka 1,18 mg nonucopdat 80 BBB Besika jo3a. [lomucopbaruTe Morar aa mpuuuHAT
aNepruyHu peakiuu. TpsOBa n1a kaxete Ha Bamms nekap, ako UMaTe YCTAHOBSHU aJICPTHH.

3. Kak ce nocraBgs BIMERVAX XBB.1.16

Jluya na u nao 16 2oounu

BIMERVAX XBB.1.16 me Bu 6b11e noctaBeHa upe3 unxektupane Ha 0,5 ml B Myckyna Ha ropHaTa

4acCT Ha pbKaTa Bu.

IIpenoppuBa ce na moryaaBatre BIMERVAX XBB.1.16 xato eqnanYHA 1032 Haii-Manko 6 Mecemna
CJIeNl IpeauIHa 103a OT BakcuHa cperry COVID-19.

CHGI{ HHXEKIUATa Bammsr JICKap Wi MCAUIUMHCKA CECTpa LIS Bu Ha6J'I}O)IaBa okoJio 15 MHHYTH, 34
Ja IpocCyICaU 3a MPU3HAW Ha aJICpruiHa peaKius.
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AKO UMaTe HSKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBbp3aHu ¢ ynorpedara Ha BIMERVAX XBB.1.16,
nonuraiTe Bamus tekap, GpapmaieBT Wik MEAMIIMHCKA CECTpa.

Hmynoxomnpomemupanu auya
Axo umyHHaTa Bu cuctema He (yHKIIMOHUpPA KaKTO TPsiOBa, MOXKE Jia Ce TIPUIIArat JIObIHUTCITHH
JI03U B CHOTBETCTBHUE C OPUINATHUTE MPETIOPHKH.

4. Bb3MOKHH HeKeJTaHU pe€aKkuumn

Kakro Bcuuku JICKApCTBA, Ta3 BAKCHUHA MOXKC [1a MPCANU3BHUKA HCIKCIIAHU PCAKIINHN, BBIIPCKHU YUC HE
BCCKM I' ITOJTy4aBa.

[ToBedeTo HexenaHu peakluy ce MOSIBIBAT B pAMKUTE Ha 3 THU CJie] OJyYaBaHETO Ha BaKCHHATA U
OTITYMSIBAaT B PAMKHUTE Ha HAKOJKO THU. AKO CUMIITOMHTE HE OTIIYMST, CBhPXKeTe ce ¢ Bamms nekap,
(hapmarieBT WM MEAMIIMHCKA CECTpa.

[MoTbpcete crienHa MeTUIMHCKA TIOMOIL, aKO CKOPO CJIe/l BAKCHHANUATA TTOJyYUTe CUMITOMH Ha
TeXKa aJepruuHa peaknus. Te3u CHMITOMH MOYKe J]a BKIIOYBAT:

yCeIaHe 3a 3aMastHOCT WIN IPUMaIsiBaHe

HPOMSHA B ChP/ACYHUS PUTHM

3a1yX

XpHIIOBE

HOAyBaHe HA YCTHHUTE, JIUIETO WU I'bPIOTO

MoTyBaHe, MPHUIPYKEHO OT ChpOeX 1Mo KoxkaTa (ypTHUKAPHs) TN OOPHB

racHe UK MOBPbHIIAaHC

0oka B Kopema

BBb3M0XHO € 1a ce MOSIBAT CIEIHUTE HEXENIaH! peakuuu cien npuwioxenue Ha BIMERVAX
XBB.1.16:

Mmnoro yectu (MoraT Ja 3acerHat mosede ot 1 Ha 10 mymm)
riaBoOome

00JKa Ha MSACTOTO Ha MHXKEKTHpaHe

YyBCTBO Ha yMOpa (M3TOLICHHUE)

MYCKyJHa OoJKa

Yectu (Mmorar ga 3acerrar a0 1 Ha 10 xymm)

3a4yepBsiBaHe, MOAyBaHe WK OOJIE3HEHOCT Ha MSCTOTO Ha MHIKEKTHPaHe
raJicHe WIN MOBpPbINaHe

Jaapust

MOBHIIICHA TeMIlepaTypa

YTOJIEMCHHU TMM(QHH BH3ITH

00JIKa B MOAMMIIIHINIIATA

HeuecTu (Morat na 3acersar qo 1 va 100 xymrm)
BTPHUCAHE WIH YCEIIaHEe 3a MOBUILECHA TEMIIEPATYPa
3aMasgHOCT

ChpOEX Ha MSICTOTO Ha WHKEKTHUPAHE

00JIKa B CTaBUTE

ycelaHe 3a cnaboCT WK JUIca Ha CHePTUS
yCelllaHe 3a ChHIUBOCT

CBhpOEX 1Mo KoXKara

001110 HEPa3IOIOKEHNE
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Penxu (Morar ga 3acerrar mo 1 #a 1 000 mgyrmm)

CTyJIeHa TTOT

HeoOMYalHO ycelaHe 1o KoxkaTa, KaTo MpaBydKaHe WU U3TPhIIBaHE (TTAPECTE3Hs)
MMOHIKEHA TyBCTBUTEITHOCT, 0OCOOCHO Ha KOoXKaTa (XUIIECTE3Hs)

0omka B Kopema

0oJKa Tpy TperabIaHe

aJeprUYHU peakilny, KaTo YpTUKapus, OOpUB WK ChpOEK

CHHHWHA Ha MACTOTO HAa MHXXCKTHUPAHC

CBPBXYYBCTBUTCIIHOCT Ha MACTOTO Ha MHKECKTHUPAHE

C Heu3BecTHA 4ecTOTa (OT HATUYHUTE TaHHU HE MOJXKe J1a Ob/Ie HallpaBeHa OIIEHKa, OCHOBABa CE Ha

€JIMHUYEH CIyJail 10 BpeMe Ha KIMHUYHUTE U3ITUTBAHU )

. BB3MAJICHUE HA OOBUBKATA HA ChPLETO (TICPUKAPIUT), KOSTO MOXKE JIa JIOBEEC 10 3a/yX,
CchprieOrieHe WM 00JIKa B IbPIUTe

Chol0maBaHe Ha HeJKeJaHU peaKIuu

AKO TONTyuHnTe HIKaKBU HEXEJIaHH JICKApCTBEHU peakyy, yBegomere Bamus nekap, GpapmaneBT nin
MeIUIMHCKa cecTpa. ToBa BKJIIOYBAa BCHYKH Bb3MOYKHH HEOIIMCAHH B Ta3H JIMCTOBKA HEXKEJIAHH
peakun. MoseTe ChIIo 2 ChOOMINTE HEXKETaH! Peakliy IUPEKTHO Ype3 HallHOHATHATA CUCTEMa 32
cboOIIaBane, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE IaPTUACH HOMED, ako € Hanu4deH. Kato
cboOIaBaTe HEeXKEJIAHU PEaKINH, MOXKETE J1a Ia/IeTe CBOSI IPUHOC 3a T0JTyYaBaHe Ha IoBeye
MH(OpPMAIIST OTHOCHO 0€30ITacHOCTTA Ha Ta3H BaKCHHA.

5. Kak ce cbxpansia BIMERVAX XBB.1.16

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIela.

Bamust nekap, hapmarneBT win MEAUIIMHCKA CECTPA ca OTTOBOPHHM 33 ChXPAHEHUETO HA Ta3KW BaKCHHA
Y TIPAaBUJTHOTO U3XBBPJISHE HA HEM3MOI3BaHUs NMPoayKT. CreaHara nHPOpMaIus 3a ChbXpaHEeHUE, CPOK

Ha TOIHOCT, yNoTpeba, paboTa M U3XBBHPIISHE € MpeIHa3HAYeHA 32 MEAULINHCKUTE CTICHIHAINCTH.

He u3non3paiite ToBa JICKApCTBO CJICA CpOKa HA TOAHOCT, oTOeNsI3aH BBbPXY CTHUKCTA CJIC ,,FO,Z[GH
,I[OI“. CpOK’BT Ha TOAHOCT OTroBaps HAa NOCJICAHUA AICH OT IIOCOYCHUSA MCCCII.

[Ha ce cpxpanssa B xnmaguinauk (2°C - 8°C). [a He ce 3ampazsaBa. CbxpaHsBaiite (praKoHUTE BbB
BTOPHYHATA KAPTOHEHA OMAKOBKA, 33 1a CE MPEAMNAa3AT OT CBETJINHA.

HNudopmarusita 3a paboTa € onvcaHa B paszeiia, peIHa3HaYeH 32 MEAUIIMHCKH CICIIMATUCTH B Kpas
Ha JIMCTOBKATA.

Hewnsnomn3panusat JICKApPCTBCH MPOAYKT WIN OTHAABYHUTC MAaTCpUaJId OT HETO Tp516Ba ha CC U3XBBPJIAT
B CbOTBETCTBHE C MECTHUTE U3UCKBAHMA.

6. CpabpskaHie HA ONIAKOBKATA M 10NbJHUTEIHA UHpopManus

Kaxkso cpabp:xa BIMERVAX XBB.1.16

- Enna no3za (0,5 ml) ceappika 40 Mukporpama qamiekoBaTenH ¢ aaroBaHT SQBA.

- JaMJIEKOBaTeHH € (Py3MOHEeH XOMOJMMEp Ha PELeTITOP-CBbP3BAllIXs IOMEH Ha PeKOMOWHAHTHHUS

mwmoB (S) mpotenH Ha Bupyca SARS-CoV-2 (mamoBe Omukpor XBB.1.16 -- XBB.1.16),
mpown3sBeieH upe3 pekomOuHanTHa JJHK TexHomorus.
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- SQBA ¢ BkiTIOUYEH B Ta3W BaKCHHA KaTO aIOBAHT 32 YCHIJIBA U MOJ00psABaHE HA 3alTUTHUTE
e(extu Ha BakcuHata. SQBA chappka Ha mo3a ot 0,5 ml: ckBaieH (9,75 mg), noaucopdar 80
(1,18 mg), copbutanos tpuonear (1,18 mg), Harpue rurpart (0,66 mg), TMMOHEHA KUCETUHA
(0,04 mg) 1 Boaa 3a WHXKEKIHH.

- Hpyru cbcTaBKy (TOMOIITHY BEIIECTBA): TUHATPHEB GocdaT ToACKaXUAPaT, KaIHECB
JUXUAporeH gocdar, HaTpUeB XJIOPU, KalueB XJI0pua U Boda 3a umkekuu. BIMERVAX
XBB.1.16 chabprka Kaymid, HATPUA U TTOJICOPOAT (BHKTE TOUKA 2).

Kak m3rne:xxna BIMERVAX XBB.1.16 1 kakBo chIBbp:Ka OIaKOBKATA

Bakcunara e Os1a XOMOreHHa HWHXXCKIIMOHHA EMYJICUA.

0,5 ml CMYJICUA CC TPECAOCTABS BbB q)HaKOH C T'YMCHaA 3allyliaJika ¥ Ij1aCTMacOBO OTHYIIBAIIIO CC
Kamayde.

Bceku emHomo308 (hnakon chaspka 1 go3a mo 0,5 ml
Onaxkogka: 5, 10 wiu 20 eqHo1030BU (hjIaKoHa.
IIpureskaTesn Ha pa3pelIecHUETO 32 yoTpeda
Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

NCITAHUA

IIpousBoauTe

Laboratorios Hipra, S.A.

Avda. la Selva, 135

17170 Amer (Girona)
NCITAHUA

I[aTa Ha IOCJICIHO NMpepasrjekaaHe Ha JIMCTOBKaTa

JApyru n3trouyHunu Ha nHGopmManus

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € MPEAOCTABCHA Ha ye6ca17ITa Ha EBpOHGﬁCKaTa arCHIus
I10 JICKAapCTBaTa

CkaHupaiiTe KoJ1a ¢ MOOMITHO YCTPOMCTBO, 32 J]a BUJUTE JIMCTOBKATA HA Pa3]IMYHU €3HIIU
Ja ce Bxmroun QR kog.
umu nocerere URL agpeca: www.hipracovidvaccine.com

Tasu nucroBka e HannyHa Ha Bcuuku e3uin Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JIeKapcTBaTa.
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Ilocouenara mo-a0.1y I/lH(l)OpMaIll/Ifl € NMpeaAHasHaYeHa caMoO 3a MEAUIIUHCKHU CIICIMUAJIUCTH:

[Ipunaraiitre BIMERVAX XBB.1.16 uarpamyckyJiHo, 32 IpeANOYUTaHE B ACATOUIHHS MyCKYJT Ha
ropHaTa 4acT Ha pbKaTa.

IIpocnenumoct

3a f1a ce moIo0pH MPOCIEAUMOCTTa Ha OHMOIOTHYHHUTE JIEKAPCTBEHHU MPOIYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SICHO J1a CE 3aIMCBarT.

Vkazanus 3a pa60Ta " IMPUIIOXKCHHUC

He u3non3Balite Ta3u BakcuHA CJICA NaTaTa Ha U3TUYAaHC Ha CPOKaA HAa TOJAHOCT, ITIOCOYCHA Ha CTUKCTA
CIICa ,,FOZ{CH ,I[O:“. CpOK’LT Ha TOAHOCT OTTOBAps HAa NOCJICAHUA ACH OT MOCOYCHUS MCCCII.

C Ta3m BakcHHA TPsAOBa 1a pabOTH MEAUIIMHCKH CIEITHAINCT, KaTO M3IT0JI3Ba aCENTHYHA TEXHHKA, 32
Jla ce TapaHTUpa CTEPUIIHOCTTA HA BCSIKa J03a.

Ilooeomoska 3a ynompeba

e Baxkcunara e ToTOBa 3a yrnorpeoa.

e HeoTrBopeHaTta BakcuHa TpsiOBa Ja ce cbxpanssa mpu 2°C 10 8°C u 11a ce chXpaHsBa BbB
BBHHIITHATA KAPTOHEHA OITAKOBKa, 32 Jla C€ Mpera3u OT CBETINHA.

e HemnocpenctseHo mpeau ynorpeba u3Bajiere GiakoHa ¢ BAKCHHATa OT BTOPUYHATA KaPTOHEHA
OIaKOBKA.

Ilposepeme ¢pnaxona

¢ BaumarenHo 3aBbpTeTe (prakoHa nMpeau U3TErITHETO Ha Jo3aTta. He pasknamaiire.

e Bceku hrakoH chabpka Osla 1 XOMOT€HHA eMYJICHSL.

e [Ipenu npuiiokeHHEe MPOBEPETE BAKCHHATA 33 YACTHIU /WM TIPOMsiHA B 1[BeTa. He npuaraiite
BaKCHHATa, aKO € HAJUIIE HAKOE OT JBETE.

IIpunaeane na eaxcunama

e BnB Bceku (i1akoH nma 100aBEH M3JHIIBK, 32 JIa C€ OCUTYPH M3TEIIHETO Ha 103 ot 0,5 ml.
W3xBbpiieTe octaHanara BB (IakoHa BaKCHHA.

e Enna mo3a ot 0,5 ml ce u3Terss nmpe3 CTepuIIHA UTJIa U B CTEPHITHA CIIPUHIIOBKA, KOSTO Ce TIpuiiara
Ype3 UHTPaAMYCKYJIHA MHXKXCKIUS, 3a MIPEANNOYUTAHC B ACITOUIHNA MYCKYJI Ha rOpHAaTa 4aCT Ha
pbKara.

e BakcuHara He TpsIOBa Jja ce cMecBa ¢ IpyTry BAaKCHMHHU WJIH JIEKAPCTBEHU MPOAYKTH B ChILATa
CIPUHIIOBKA.

e He crOupaiite M3MUIIBIMTE BAKCHHA OT HIKOIKO (pIIakoHa.

Hsxevpramne
e Hewusnon3BaHUAT JICKAPCTBEH MPOIYKT WM OTHAIbYHUTE MATSPHAIIU OT HETO TPIOBa Ja ce
M3XBBPIAT B CHOTBETCTBUE C MECTHUTE N3MCKBAHUS.
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