MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOIYKT HOAJIEKH Ha AOIBIHNUTEIHO HaboaeHne. ToBa e no3Boiau 0bp30To
yCTaHOBsIBaHE HA HOBA MH(POPMAIUS OTHOCHO Oe3omacHocTTa. OT MEAUIIMHCKHUTE CIICIIHAIMCTH Ce
M3MCKBA J1a ChOOIIaBaT BCsKA MOA03UPaHa HeXKelaHa peakys. 3a HaYrHa Ha ChOoOIIaBaHe Ha
HEKEJIaHU PEeaKlMK BIXKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUA NIPOAYKT

Spikevax HHKEKIMOHHA JUCIICPCHUS

nPHK Bakcuna cpeunry COVID-19 (aykieo3uano moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (hJ1aKOH, KOWTO chabpka 10 1o3u no 0,5 ml Besika wim makcumym 20 1034 10
0,25 ml Bcska.

Enna no3a (0,5 ml) ceappika 100 mukporpama nadopmarnmonna PHK (uPHK) (Bxmtouena B SM-102
JIMMUAHA HAHOYACTHUIIN).

Enna no3a (0,25 ml) ceabpika 50 mukporpama nadopmarnmonna PHK (uPHK) (Bxmtouena B SM-102
JIMMUAHA HAHOYACTHUIIN).

EnnoBepmwkHa, 5’-kermpana nadopmanuonna PHK (nPHK), npowu3ssenena ¢ u3moi3BaHeTo Ha
0e3KJIeTbYHA in Vitro TpaHCKpunms ot choTBeTHUTE JJHK-MaTpunm, konuparia BUpycHUs mHIoB (S)

nporend Ha SARS-CoV-2.

3a IIBJIHASA CIIMCHK HA ITOMOIIIHATE BEIIECTBA BIDKTE TOYKa O.1.

3. JIEKAPCTBEHA ®OPMA
NHxeknmoHHa nucnepeus

bsina o moutn 6sma nucnepcus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHU OKA3AHUS

Spikevax e mpeaHa3HaueHa 3a akTUBHA UMyHH3anus 3a npeseHuus Ha COVID-19, npuuuneH ot
SARS-CoV-2, npu nuna Ha 12 u noBeye roavHHU.

VYnorpebara Ha Ta3u BaKCHHA TPsiOBA Aa Obe B CHOTBETCTBHE C OQHIIMAITHUTE TPENOPHKH.

4.2 Jlo3upoOBKa MU HAYUH HA NIPUJIOKEHHUE

EOSI/I[ZOBKB

ITvpsuuna cepus na axcunayus

Jluya na 12 u noseue 200unu

Spikevax ce npuiara kato Kypc ot 2 (aBe) no3u no 100 muxporpama (0,5 ml Besika). Ilpenoprusa ce
BTOpATa 103a Ja Ce MPIIIOKH 28 THU ClIen IbpBaTa 103a (BX. Touku 4.4 u 5.1).



bycmep 0oza

Jluya na 18 u nogeue 2o0unu

Enna Oycrep no3a (0,25 ml, ceabpxama 50 mukporpama uPHK - nonoBuHarta oT mbpBUYHATA 7032)
Spikevax, Moke Ja ce MPUIIOKH UHTPAMYyCKYJTHO Hali-Majiko 6 Mecelia clie/l BTopaTa J1o3a Ha JIMila Ha
18 1 moBede romuHU. PermenneTo kora u Ha KOTo Jja ce MPUIIOKH TpeTa fgo3a Spikevax TpsoOBa na ce
B3€M€ B3 OCHOBA Ha HANMYHHUTE JaHHU 32 €(peKTUBHOCTTA HAa BAaKCHHATA, KaTO CE€ UMAT MPEIBU
OTpaHWYEHHTE JaHHU 3a 6e30macHOCT (BXK. Touka 4.4 u 5.1).

Bsanmoszamensiemoctta Mexny Spikevax u npyru Bakcunu cpeury COVID-19 3a 3aBbpiiBaHe Ha
IBPBUYHMSI KYPC Ha BAKCHHAIIMS WJIH 3a MOCTaBsiHe Ha Oyctep no3a (0,25 ml, 50 Mukporpama) He ca
ycTaHoOBeHH. Jluiara, KOUTO ca moiay4dmin eaHa go3a Spikevax (0,5 ml, 100 mukporpama), TpsOBa aa
rorydaT BTopa go3a Spikevax (0,5 ml, 100 mukporpama), 3a 1a ce 3aBbPIIN IEPBUYHHASIT KypcC Ha
BaKCHHAITHSI.

Teoicko umyHnokomnpomemupanu iuya Ha 12 u noseue 200uHu
Ha numa, kouTo ca TeKKo IMyHOKOMITpoMeTHpaHH, Tpeta go3a (0,5 ml, 100 mukporpama) Moxe ce
MIPIJIOKH Ha-Mako 28 JTHH cea BTopaTa 103a (BxK. Touka 4.4).

Tleouampuuna nonyrayus
be3omacHocTTa 11 edmkacHOCTTa Ha Spikevax Ipw Jera ¥ F0HOIIN Ha BB3pacT Mo 12 ToauHu BCe OIe

HE ca yCTaHOBEHU. JIUIcBaT JaHHHU.

Honyﬂauuﬂ 6 cmap4ecka e6v3pacm
He ce m3ucksa KOpCKIUA Ha J03aTa IpH JIMIa B CTApYCCKa Bb3pacT >65 T'OAWHH.

Haunn Ha npuioxxenue

Bakcunara TpsiOBa 1a ce mpuiiara MHTPaMyCKyJTHO. 3a TIPEINoYnTaHe € B IENTONIHUS MYCKYII B
ropHaTa 4acT Ha pbKara.

He HpPIJ'Ial"aﬁTe Ta3W BaAKCUHA UHTPABACKYJIAPHO, ITIOAKOXHO WJIW UHTPAACPMAJIHO.

Baxcunara He Tpsi06Ba 1ja ce cMecBa ¢ APYry BaKCHHU MJTU JIEKapCTBEHU MPOAYKTH B ChlIaTa
CIPUHIIOBKA.

3a mpenna3Hu MEPKH, KOMTO TPsIOBA Jla Ce B3eMaT Ipe/I MpUiaraHe Ha BAaKCUHATA, BIKTE TOYKa 4.4,
3a yka3aHWsl OTHOCHO pa3MpassBaHEeTO, paboTaTa ChC M U3XBBPIITHETO HA BAKCHHATA BUXKTE TOUKA 6.0.
4.3 IIpoTuBOmOKA3aAHUSA

CBpPBXUYYBCTBUTEIHOCT KbM aKTHBHOTO BEILECTBO WIIM KbM HSKOE OT IIOMOLIHHUTE BELIECTBA,
n30poeHu B TouKa 6.1.

4.4 CuoeuuajHu npeaynpexIeHus: M NpeAna3Hu MepKH pH ynorpeda

IIpocaenumoct

3a 1a ce mogo0pH MPOCIETUMOCTTa Ha OMONIOTHYHHUTE JIEKapCTBEHHU MPOIYKTH, UMETO M MapTHIHUAT
HOMED Ha MPUIOKEHUsI TPOAYKT TPSIOBa SCHO Aa Ce 3alUCBaT

CBpPBXYYBCTBUTEIHOCT M aHA(DUIAKCHS

Nwma cpobmienus 3a anadwmnakcus. Bunaru tpsiOBa qa nMa Ha pa3noiIoKEHHUE ITOIX OIS0
MEIMIIMHCKO JISYeHHEe U HaOIOIEHUE B CITy4ail Ha aHa(IIIaKTUIHA PEaKIHs CIIe] IPUIOKEeHNEe Ha
BakcuHaTa. [IpenopruBa ce BHUMATEIHO HAOII0ICHNE B TIPOIBDKEHNE HA Hall-Mallko 15 MUHYTH cief



BaKkCHHaLUATa. BToparta 103a Ha BakcuHaTa He TpsAOBa Ja ce MOCTaBs Ha OHE3H, KOUTO Ca IMOTyYHIIN
aHadwWIaKcHs MPH IbpBaTa 103a Ha Spikevax.

Muoxkapaut 1 nepuKapIuT

Cren BakcuHanus ¢ Spikevax ca HaOII0JaBaHU MHOTO PEIKH CIIydad Ha MHOKAPIUT U TIEPUKapP.IUT.
Te3u cayyam ca HACTHIIWIN IPESIUMHO B paMKUTE Ha 14 MTHU Cliell BAKCHHAIIWS, I0-9€CTO CJIC]T
BTOpaTa BaKCHHA U TI0-4€CTO MPH MO-MJIaau Mbxke. OT HAIMYHUTE JAHHU MOXKE JIa CE MPEIITOJIONKH, Ue
MPOTHYAHETO HA MUOKAPIUT U MIEPUKAPUT CJIe]] BAKCHHAIIMATA HE CE Pa3liyaBa OT TOBA MPU
MUOKapIUT UJIU MEPUKAPIUT KAaTO LAJIO0.

MeaunrHCKATE CIIEMANCTH TPsOBa 1a ObAaT OMUTEIHY 32 PU3HALUTE U CUMITOMUTE Ha
MHOKApIUT U IepuKapauT. BakcnHupanuTe muia TpsOBa 1a ObIaT HHCTPYKTHPAHH 1a TOTHPCAT
He3a0aBHO MEIUIIMHCKA TIOMOII, aKO Pa3BUAT CUMIITOMH, TIOKA3aTEeIHHU 32 MUOKAPIUT WU
MIEPUKAP/IUT, KaTo (0CTpa U MPOJBIDKUTENIHA) 0OJIKA B THPIUTE, 3a]IyX WM HAIUTAIIUN CIIC]
BaKCHHAIUATA.

MGILI/ILII/IHCKI/ITC CrienuaIuCTu TpiI6Ba Ja HaIllpaBAT CIIpaBKa C pPbKOBOJACTBATAa H/Winn CIICIUAJINCTUTE
34 JUArHOCTULIUPAHEC U JICHCHUC HAa TOBA 3a00IIIBaHE.

PuckbT oT Muokapaut cien tpeta no3a (0,5 ml, 100 mukporpama) wim cien oyctep mo3sa (0,25 ml,
50 mukporpama) Spikevax Bce oIlie He € 0XapaKTepU3HpaH.

Peakiinu, cBbp3aHH ¢ TPEBOKHOCT

PeaKHI/IH, CBBbP3aHU C TPEBOXXHOCT, BKIIFOUHUTEIITHO Ba3OoBarajJHu peaKInuu (CI/IHKOH), XHUIEPBECHTUJIAIWA
WJIKM TaKruBa, CBbP3aHu CbC CTPEC, MOTaT Jia CC MOABAT BbB BPb3Ka C BAKCHUHAIMATA KaTO IICUXOI'CHCH
OTTOBOP KbM MHXKCKTHPAHCTO C UIJIA. Baxwno ¢ Ja Cc€ B3EMaT npcamna3nvu MEPKHU, 3a 1a C€ n3derne
HapaHABaHC IIPH MMPUJIOIIABaHE.

CeIrpTeTBaIIO 3200J1s1BaHE

BakcuHanusTra TpsOBa 1a ce OTIIOKH IPH JINIIA, CTPATAITN OT OCTPO TEKKO (GeOpHITHO 3a00IBaHe
unu octpa nHdekmus. Hannyrero Ha ieka MHGEKINS W/WIK JICKO MOBHIIICHA TeMIIepaTypa He TpsOBa
Jia 3a0aBsi BAKCHHAIIUATA.

TDOM6OHI/ITOHCHI/I$I 1 HAPYIICHUA Ha KPBbBOCHCHPBAHETO

Kakro mpu apyru uHTpaMyCKyJIHU MHXEKIMH, BAKCHHATa TPsIOBa Aa ce Mmpujiara BHUMATEeIHO MpU
JMLA Ha aHTUKOAryJIaHTHA Tepanys WK TaKWBa C TPOMOOLMTOIICHNS WU HAKAKBO HapyllleHHE Ha
KPBBOCHCUPBAHETO (HarpuMep XeMo(uins), Thil KaTO TP TE3U JIMIa MOXKeE Ja Ce MOSBH KbPBEHE HIIH
oOpasyBaHe Ha CHHHHH cJIe]l HHTPaMYCKYJIHOTO MPUIIOKEHHE.

IMyHOKOMIIDOMETHUPAHHU JIHIIA

EdukacHocTTa 11 6e30macHOCTTa Ha BAKCHHATA HE ca OLIEHEHU NTPH KIMYHOKOMITPOMETHPAHH JIHIIA,
BKJTFOYMTEITHO TaKMBa, KOWTO IOJTydaBaT IMyHOCynpecuBHa Tepanui. EpukacHocTTa Ha Spikevax
MoXe Jia ObJie Mo-HUCKA P KMYyHOKOMITPOMETHUPAHH JIUILIA.

IIpenoprkara qa ce 0OMUCIH TIPIITOKEHUE Ha TpeTa mo3a (0,5 ml) mpu Texxko
MMYHOKOMIIPOMETHPAHH LA (BK. TOUKa 4.2) ce OCHOBaBa Ha OIpaHUYEHH CEPOJIOTHYHU TaHHU MPU

MNanueHTH, KOUTO Ca UMYHOKOMIIPOMETHUPAHU CJICA TPAHCIUIAHTAMA HAa COJIMACH OpraH.

I poaAbIKUTEIHOCT Ha 3aluTara

HpO,I[’BJ'DKI/ITGJ'IHOCTTa Ha OCUT'ypCHaTa OT BAKCHHATA 3allliuTa ¢ HCU3BCCTHA, TBH KaTo TS BCE oare ce
YCTaHOBABaA OT TEKYIIH KIIMHUYHU U3IIUTBaHUA.



OI’DaHI/ILICHI/ISI Ha e(beKTI/IBHOCTTa Ha BAKCHMHATa

JluniaTa Moxke 1a He OBAAT HAITBJIHO 3aIUTEHU 10 14-us IeH ciel MoCTaBIHe Ha BToparta jgo3a. Kakro
IIPY BCUYKW BaKCHHU, BAKCHHAIIUATA ChC Spikevax Moke J1a He OCUTYPH 3aIluTa Ha BCUYKH
PELUIIECHTH HA BAKCUHATA.

IloMOIIIHM BemecTBa ¢ U3BECTHO JEUCTBUE

Hampuui

Ta3u BakcuHa ChABPKa o-Mayko ot 1 mmol Hatpuii (23 mg) Ha 0,5 ml n1o3a, T.c. MOXKE Ja Ce Kaxe,
Yye Ha IPAaKTHKa HE ChIbpkKa HaTPHUH.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKapCTBEeHHM MPOAYKTH M APYTH (JOPMH Ha B3auMo/eiicTBHe
He ca npoBexxaanu npoy4dBaHus 3a B3aUMOJEHCTBUATA.

He e npoy4BaHO CBHIIBTCTBAIIOTO MPHUIIOKEHUE HA Spikevax ¢ Apyru BaKCHHH.

4.6 @epTUANTET, OPEMEHHOCT U KbPMeHe

Bbpemennoct

Wma orpaHnveH OonuT ¢ U3MO0JI3BaHeTo Ha Spikevax npu OpeMeHHU skeHH. [IpoyuBaHus MIPY )KUBOTHU
He MOKa3BaT MIPEKH WM HEMPEKU BPEIHU €(EeKTH, CBBP3aHU C OPEMEHHOCTTA,
eMOpPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAXKITAHETO WIIH MOCTHATAIIHOTO pa3BUTHE (BXK. TOUKa 5.3).
[Ipunoxxenueto Ha Spikevax mo Bpeme Ha OpeMEeHHOCT TpsiOBa Jja ce OOMUCIIA caMO KOTaTo
NOTEHIUAIHUTE TIOJI3M HAAXBBPIISAT BCAKAKBH MMOTEHIIMAIHN PUCKOBE 3a MaiikaTa U Qeryca.

Kbpmene

He e u3BectHO nanu Spikevax ce ekckpeTupa B KbpMaTa.

depTunurTer

[TpoyuBanus npH )KUBOTHU HE TTOKA3BAT MPEKU MM HENIPEKH BPEIHU e(heKTH, CBhP3aHH C
PenpoAyKTUBHA TOKCUYHOCT (BX. TOUKa 5.3).

4.7 EdexTu BbpXy c10cOOHOCTTA 32 IO¢upaHe U padora ¢ MAIIMHH

Spikevax He MOBJIMABA WX IOBJIUSABA IPEHEOPESIKUMO CIIOCOOHOCTTA 3a modupaHe U padora ¢
MmamuHe. Hskou oT edextute, mocoueHu B Touka 4.8, Morar Bce ak BpEMEHHO Jia MMOBIHUSAT Ha
CITOCOOHOCTTA 32 MoGUpaHe WK padoTa ¢ MalTHHH.

4.8 Hexenanu JeKapcTBeHH peaKINu

O0606111eH1E Ha TpodrIa Ha OE30IIaCHOCT

Yuacmuuyu na evspacm 18 u nogseve coounu

BesonacHoctTa Ha Spikevaxe olieHeHa B TEKYILO paHIOMH3UPAHO, MI1ale00-KOHTPOJIUPAHO,
3aclenieHo 3a HaOroIaTes KIMHUYHO npoy4usane ®asa 3, mposexaamio ce B CALLL, BkirouBao

30 351 yuacTHMIM Ha BB3pacT 18 1 moBeye roIuHU, KOUTO ca IOYYHIIN ITOHe eHa /103a oT Spikevax
(n=15 185) nim muranie6o (n=15 166) (NCT04470427). I1o Bpeme Ha BaKCHHAIMATA CpeaHATA BB3pacT
Ha momynanusaTa € 52 ronunu (auana3od ot 18 mo 95); 22 831 (75,2%) ot y4acTHULIUTE Ca HA BB3PacT
ot 18 1o 64 romuun u 7 520 (24,8%) OT y4acTHHUIIMTE Ca HA BB3PACT 65 U MoBedYe TOAUHU.



Haii-yecto cpo0uiaBaHuTe HEXKENIaHHU PEaknu ca 60JIka Ha MSCTOTO Ha HHXKeKTHpaHe (92%), ymopa
(70%), rmaBobonue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTprcaHe

(45,4%), ranene/noBpbimane (23%), akcunapao moxyBane/6onesnenoct (19,8%), tpecka (15,5%),
MoJTyBaHe Ha MACTOTO Ha uHxkekTupane (14,7%) u 3auepBsaBane (10%). Hexxenanure peakiuu
OOMKHOBEHO Ca JIEKH WJIM YMEPEHH MO0 MHTEH3UTET U OTLIYMSBAT 33 HSAKOJKO JHH cJie]l BAKCHHALUATA.
MaJnko mo-HUCKa 9eCTOTa Ha ChOUTHS Ha PEaKTOTEHHOCT C€ CBBP3Ba C MO-TOJISIMA Bh3PacT.

Kato 1510 HsiKOM HEXXeJIaHU PEaKLUH Ce CPEIaT M0-4eCTO B MO-MJIaJUTE Bb3PACTOBH IPYIIH:
94eCcToTaTa Ha aKCHIIAPHO MOAyBaHe/00JIe3HEHOCT, YMOpa,IJIaBOO0IINe, MAAIITHS, apTPAIITHsi, BTPUCAHE,
raJicHe/TOBpbIIaHE U MTOBHUIIICHA TEMIIEpaTypa € Mo-BUCOKa IPU XOpa Ha Bh3pacT oT 18 10 < 65
TOJMHHU OTKOJIKOTO MPHY TE€3H Ha Bh3pacT 65 roanHu 1 noBeue. [lo-yecto ce choOmaBar JOKaIHU U
CHCTEMHH HE)XeJIaH! PEeaKIMH CIIe]] 103a 2 OTKOJIKOTO e 103a 1.

FOnowu na év3pacm om 12 0o 17 2oounu

Jannu 3a 6e3omacHOCT Ha Spikevax MpH IOHOIIM ca ChOpaHH B TEKYIIO paHAOMHU3HUPAHO, IJaredo-
KOHTPOJIMPAHO, 3aCJICTICHO 3a HA0II01aTes KIMHUYHO MpoyuBane ¢a3za 2/3, nposexaamnio ce B CAILL,
BKJIIOYBAIIO 3 726 y4yacTHUIM Ha BB3pacT oT 12 10 17 roguHu, KOUTO ca MOMYYMIIU TIOHE eHa 1032
Spikevax (n=2 486) nnu rane6o (n=1 240) (NCT04649151). emorpadckure XapakTEpUCTHKH ca
CXOZHH MEX]Ty YIaCTHHUIINTE, KOUTO ca moiy4ymin Spikevax, u Te3u, KOUTO ca MOTydriId Iianeoo.

Haii-gecTute HexxenaHu peakIiy [P FOHOIIX Ha BB3pacT oT 12 1o 17 roaunu ca 00iika Ha MICTOTO
Ha umkektupane (97%), rmaBodonue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuiapHo noayBaHe/0one3neHoct (35%), aprpanrus (35% ), raneHe/mospsoinane (29%), momyBaHe
Ha MACTOTO Ha UHXKeKTupaHe (28%), epuTeM Ha MSICTOTO Ha UHXKEKTUpaHe (26%) U moBUIlIcHA
temmneparypa (14%).

Yuacmuuyu na év3pacm 18 u noseue coounu (bycmep 0osa)

be3omacHocTTa, peakTOreHHOCTTa M MIMYHOTC€HHOCTTA Ha eHa Oyctep mo3a Spikevax ca olleHEeHH! B
TEKYyIIO paHJAOMHU3HPAHO, 3aCJICIICHO 3a HaOIroIaTeNsl, iane00-KOHTPOIMpaHo MpoyuBane ¢asa 2 3a
MIOTBBPIKJIaBaHE HA J]03aTa Npu nanueHTy Ha 18 u moBeye roquau (NCT04405076). B Toa
npoyuBane 198 ygacTaumm ca moyumm ase ao03u (0,5 ml, 100 Mukporpama mpe3 HHTEpBaII OT

1 Mecelr) ot BakcuHaTa Spikevax kato mbpBHUHa cepusi. B oTkpurara ¢asa Ha mpoyuBaHeTo 167 oT
TE3W YUaCTHUIM ca IMOIyYrIin equHndHa Oycrep gosza (0,25 ml, 50 mukporpama) Hail-manko 6 Mecena
CJIe]T IPUIIOKEHUETO Ha BTOpara 703a OT IbpBUYHATa cepus. [[popmrbT Ha akTHBHO ThPCEHUTE
HEeXeJIaHu peaknuu 3a 0ycrep gozara (0,25 ml, 50 Mukporpama) e mogo0eH Ha TO3H clie]] BTopaTa
J103a OT MbPBUYHATA CEPHSL.

TabauyeH cnuchbK Ha HEKEITAHUTE pCaKnru OT KIMHUYHU IMPOYYBAHUA U OT TIOCTMAPKETHUHI'OBUA OITUT

IpH JKIa Ha 12 ¥ moBeYe TOAMHU

[Ipodunbt Ha Ge30NMACHOCT, IPEICTABEH TO-I0JTy, CE OCHOBABA HA IAaHHUTE, TCHEPUPAHU

B TUTale00-KOHTPOINPAHO KIMHIUYHO npoyuBane nipu 30 351 Bp3pacTtHr > 18 roguHu, Apyro miaredo-
KOHTPOJUPAHO KIIMHUYIHO MIPOyIBaHe ¢ 3 726 yJacTHHIM HA BB3pacT OoT 12 1o 17 roauHm U 1o BpeMe
Ha MOCTMApPKETHUHT OBUS OTIHT.

Cpo01IeHNTE HEXETaHN PEaKIIny ca M30POCHHU CIIOpE]T ClIeIHATa KOHBEHITHS 32 YECTOTA:

Mmoro yectu (>1/10)

Yectu (> 1/100 no < 1/10)

Heuectu (> 1/1000 mo <1/100)

Penxu (= 1/10 000 no <1/1000)

Mmoro penku (<1/10 000)

C Heu3BecTHa YeCTOTa (OT HATMYHUTE JaHHU HE MOXeE Ja ObJie HalpaBeHa OlCHKA)

B paMkuTe Ha BCSIKO TPYyIHPaAHE MO YECTOTA HEXKENAHUTE PEaKIMK ca MPEICTABEHH B HU3XOIAIN e/l
10 OTHOIIeHKE Ha cepro3HoctTa (Tabmuma 1).



Ta6anna 1: Hexxenann peakuum oT KJIMHUYHHA M3NMMTBaHUs Ha Spikevax u ot

MOCTMAPKETUHIOBUS OIIUT MPH JIMIA HA 12 u moBeye roAUHN

CucremMo-opraseH Kjiac no
MedDRA

YecToTa

He:xenana(u) peakuusi(u)

CUCTEMA U CbCIMHUTEC/JIHATA
THbKaH

Hapymienuss Ha kppBTa W |MHOro yectu UInmdpaneHonaTus*
nmuMdHaTa cucremMa
Hapymenust Ha uMyHHaTta  |C HEM3BECTHA YECTOTA Anadunakcus
cucremMa (CBpBX4YyBCTBUTEITHOCT
Hapymenust Ha HepBHaTa  [MHOTO YecTu ["maBoOonme
cucTemMa
Hedectn BamasHOCT
Peaxu Octpa nepudepHa auieBa
mapami3a**
Xunoecresus
ChpaeyHH HApyLIEeHHUSA HewnzBecTHa yectoTa Muokapanut
[lepukapaut
CTOMalIHO-4YpEeBHU IMHOT0 yecTH ["aneHe/moBpbIIaHE
HapYLIeHUs
Hapymenus Ha ko:xkatau  Hectn O6puB
MOIKOKHATA ThKaH
Hapymenus Ha MHoro uyectu Muanrus
MYCKYJIHO-CKeJIeTHATA ApTpanrus

OO0y HapyeHus U epeKkTH
HA MSICTOTO HA MPHUJIOKEHUE

IMHOro uectu

bosika Ha MSICTOTO Ha MHXKEKTUPaHe
YMmopa

Brpucane

[Mupexkcus

[ToryBane Ha MACTOTO Ha
MH)KEKTHpaHe

Uectu

EputeM Ha MACTOTO Ha
MHKEKTUPaHE

Y pTukapus Ha MACTOTO Ha
MH)KEKTHpaHe

OOpHB Ha MACTOTO HA WH)KEKTUPAHE
Peakius Ha MACTOTO Ha
MH)KEKTHpaHe OT 3a0aBeH THUII

Heuectu

[TpypuTyc Ha MACTOTO Ha
MHKEKTUPaHE

Penku

[TomyBane Ha mUIETO™ **

*JlumbaneHonaTus ¢ OWIa yCTAHOBCHA KaTo akCUiIapHa TMM(aJeHONATHs OT ChIllaTa CTPaHa Ha MSICTOTO Ha HHXKEKTHPAHE.
B Hsikou citydau ca 3acerHaTu U Apyr TUM(HHE Bb3IH (Hamp. IHHHA, HAJAKITIOYHYIHH).

**B paMKHTe Ha IepUOJa Ha MpocieasBaHe Ha 6e30IIacHOCTTa ce choOIaBa 3a octpa nepudepHa JuieBa napaimusa npu
TpUMa y4aCTHHILH B rpynara Ha Spikevax ¥ npu eAuH HalieHT B rpynara Ha riane6o. [TosBaTa npu maiueHTUTe B rpymnara

Ha BaKCHMHATA HACThIBA cien 22, 28 u 32 aHH clie] BaKCHHALMATA C 10323 2 .

***Ima JABE CCPHUO3HU HEIKCIIaHU CHOUTHS Ha MOAYBAaHE HaA JIMIECTO IPU PCHUIIMCHTH Ha BaKCHUHATa C aHaMHE3a 3a
HWHXXCKTHUPAHEC Ha I€PpMaJIHU (1)I/IJTI>pI/I. TlosiBaTa Ha NOAYBAHETO € C'I)O6I]_ISHO CchOTBETHO | U 2 mHU CJIC] BaKCHalusATa.

Peaktorennoctra 1 mpoiTbT Ha Oe3omacHOCT mpu 343 yyacTHUIM, TToydaBamm Spikevax, Kourto ca
6w ceponosutuHY 32 SARS-CoV-2 Ha N3X0IHO HUBO, € CHIIOCTABUMA C TA3H HA YYACTHUIIH,
ceponeratuBHu 3a SARS-CoV-2 Ha U3X0IHO HUBO.




CT>O6HIaBaHC Ha IIoA03MpaHu HCXCIIaHU PCAKIINHN

Cpo01aBaHeTo Ha [10/I03UPaHy HEXKeJIaHU PEAKLUH CIIE]] pa3pellaBaHe 3a yrnorpeda Ha JICKapCTBEHUS
NPOJYKT € BasKHO. ToBa MO3BOJISABA J1a IPOIBIDKU HAOIIOJICHUETO Ha CHOTHOIIICHNUETO TT0JI3a/PHCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAMLMHCKHUTE CIICLHATIICTH CE H3UCKBa Ja ChOOIIaBaT BCSIKa
NOJI03MPaHa HeXeJlaHa Peakiysl Ype3 HallMOHAIHA CUCTEMA 3a ChOOIaBaHe, I0COYEHa B
Ilpunoxenue V U a BKJIIOYAT MapTUIEH HOMEP, aKO € HaJUYEH.

4.9 Ilpeno3upane

He ca cpo0mienu ciayvan Ha npego3upaHe.

B cnyuaii Ha npeno3upane ce penopbyBa MPOCIeAIBaHe HA )KU3HECHUTE (PYHKIIMU U Bb3MOKHO
CHUMIITOMATUYHO JICUCHHC.

5. ®APMAKOJIOTHYHU CBOMCTBA

5.1 dapmakoaMHAMUYHHU CBOKCTBA

®dapMakoTepaneBTHYHA IpyIa: BaKCUHU, pyry BupycHH Bakcuau, ATC xox: JO7BX03

MexaHU3bM Ha JIEHCTBUE

Spikevax cwappika uPHK, Bkimtouena B munuaau HaHoyactuiid. ”PHK xonupa nmbJIHOBEpUIKEH IIMITOB
mpotend Ha SARS-CoV-2, Mmoaudunupan ¢ 2 MpoIHHOBU 3aMEeCTBaHUS B 00J1aCTTa HA XENITAAHOTO
noropenue 1 (S-2P), 3a crabunusupane Ha MIUIIOBUS IPOTeHH B ipedy3nonHa koHpopmarus. Cien
WHTPaMYCKYJTHA WHKEKIIHS KIICTKUTE Ha MACTOTO Ha MHXKCKTUPAHE U IPSHUPAIIUTE JTUM(HU BH3IIH
MoeMar JIMITUAHATE HAHOYACTHUIH, KaTo epektuBHO noctaiaT UPHK cexkBeHnusTa B KieTkure 3a
TpaHciauus BbB BUpyceH npoterH. Jloctaenara ”PHK He HaBin3a B KIETHUHOTO PO U HE
B3aMMO/IEHCTBA C TEHOMA, HE C€ PEIUIMKHpPA U C€ eKCIPecHpa BPEMEHHO OCHOBHO B JIEHAPUTHU KIJIETKU
u Makpodaru B cyOkarcynapaute cuHycH. Excripecupanusr, CBbp3aH ¢ MEMOpaHaTa IUIOB MPOTEHH
Ha SARS-CoV-2 ce pa3no3HaBa ciieq; TOBa OT UMYHHUTE KIIETKH KaTO UyXJI aHTUTeH. ToBa
MIPEeIU3BHUKBA KakTo T-KileThueH, Taka U B-KiIeTh4eH oTroBop ¢ o0pa3yBaHe Ha HEyTpaIU3UpaIln
AHTHUTENA, KOETO MOXeE J1a JolpuHece 3a 3amuraTa cpeury COVID-19.

Knuananaa ed)I/IKaCHOCT IOIpH Bb3PAaCTHHU

[Ipoy4dBaHeTo NpH BB3paCTHU € paHAOMU3HNPAHO, IIAe00-KOHTPOIMPAHO, 3aCIETICHO 3a
HaOmrofaTeNss KIMHIHO npoyuBane ¢daza 3 (NCT04470427), koeTo H3KITI0UBa
UMYHOKOMITIPOMETHUPAHHU JIUIIA WIIA TAKUBA, ITOy4YaBaIl HMYHOCYIIPECOPU B PAMKUTE Ha TOCICIHUTE
6 Mecera, KakTo ¥ OPEeMEHHU MM TaKHBa ¢ U3BECTHA aHaMHe3a 3a nHpekius cbc SARS-CoV-2.
Yuactaumm cbe cradmrao HIV-3abonaBane He ca U3KIItoUYeHA. [IpOTHBOTPHITHE BaKCHHH € MOYXKENO Ja
ce npwarart 14 gau npeay wik 14 qHu ciaen KosTo U 1a ¢ 103a oT Spikevax. OT y4aCTHUIIMTE ChIIO
TaKa ce € M3MCKBAJO J]a MMa Hail-MaJlko UHTEpBAJI OT 3 Mecela OT IMpujiaraHe Ha KpbBHU
MPOAYKTH/TUTa3Ma WM UMYHOTIIOOYIIMHY 10 BKJIFOUYBAHETO B IPOYYBAHETO, 32 J1a TIOIyYar Iuiamnedo
i Spikevax.

[Ipocnenenu ca o6mio 30 351 yuactHunm ¢ Meauana 92 nau (muana3os: 1-122) 3a pa3BuTueTo Ha
6orxecrra COVID-19.

ITomymanusTa 3a MspBUYCH aHAN3 Ha ehUKacHOCTTa (Hapu4yaHa ,,IIOYJIAIHsI 10 TIPOTOKOJI" UITH
,»PPS%), BxirrouBa 28 207 ygacTHHIIN, KOUTO ca onyumd wim Spikevax (n=14 134), unu mnamne6o
(n=14 073) u umar orpuraresneH craryc 3a Hanmuune Ha SARS-CoV-2 Ha uzxoano HuBo. PPS
MOTyJIaNKATa Ha MTPOyYBaHETO BKItouBa 47,4% xkenu, 52,6% mbxe, 79,5% 0enu, 9,7%
adpoamepukaniu, 4,6% azuariy u 6,2% apyru. 19,7% OT y4acTHUIIUTE ca C UCTIAHCKU WU
JIATMHOAMEPUKAHCKHU IPOM3X0. MenuaHaTa Ha Bb3pacTTa Ha yYaCTHHIIUTE € 53 TOAMHU


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

(mmnamazon 18-94). [lommycka ce Anana3oH Ha MpHUiaraHe Ha BTopata 103a (IIaHupaHa 3a e 29) ot —
7 no +14 nuu 3a BxirouBane B PPS. 98% ot penunueHTuTe Ha BakCUHATA, MOTYYWIM BTOpaTa 1032
25 no 35 nuu cnex qo3a 1 (ot -3 mo +7 mHU OT MHTEpBaa OT 28 THM).

Cayuante Ha COVID-19 ca noTBbpAEHH upe3 NOJIMMEpa3Ha BEpHKHA peakius ¢ odpaTHa
tpanckpuntasza (RT PCR) u ot knuanyna apoutpaxna komucus. E¢ukacHocTTa Ha BakcuHarta o01o

1 TI0 OCHOBHH BB3PacTOBHU I'PYIH € IpeAcTaBeHa B Tabmuma 2.

a0inna 2: AHaJIM3 Ha e(PHKACHOCTTA HA BAKCHHATA: NOTBbP/ACH -19%, He3aBHCHMO OT
Tao 2: A COVID-19%

TexKeCTTa, ¢ HaYaa0 14 nHuU cjeq 2P*™ 103a — MONMyJIalMA 10 TPOTOKOJI

Spikevax [Inanedo
Bn3pacroBa
YecroTa YecToTa o
E
(rrolzl);:zl) Yuyactaunu | Cirydan na | Ha COVID-19 | Yuacruumu | Cayvyaum Ha | Ha COVID-19 f; a Bq;?:;z::;?
N COVID-19 Ha 1000 N COVID-19 Ha 1000 o %
(95% AN)
n YOBEKOTOTHHH n YOBEKOTOTHHH
O6mo 14 134 11 3,328 14 073 185 56,510 94,1
(18) (89,3, 96,8)**
18 mo <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97,9)
365 3583 4 4,595 3552 29 33,728 86,4
(61,4, 95,2)
2953 4 5,586 2 864 22 31,744 82,4%
36510<75 (48,9, 93,9)
75 630 0 0 688 7 41,968 100%
(NE, 100)

#COVID-19: cumnromatiaen COVID-19, usncksaii nonokutenen pesynrar or RT-PCR u
Hal-MaJKo 2 CHCTEeMHH cuMnToMa win 1 pecrimparoper cumnroMm. Ciydan, 3anousamu 14 qam cien 2P? nosa.
*E¢ukacHocT Ha BakcuHaTa 1 95% nosepurenen unrepnai ([I1) ot crparuduiupanus moxen Ha Cox 3a

MPOMOPIIMOHAIHOCT HAa PHCKA
**]1U He e KOpUTHpPaH 3a MHOXKECTBEHOCT. KOpHTrupaHu 3a MHOXKECTBEHOCT CTATHCTHYECKU aHAIN3H Ca PABEHH
B MEXK/IMHEH aHaJIu3 Ha 1o-Majiko ciydad Ha COVID-19, kouTo He ca chOOIIeHH TYK.

Cpen Bcnuku yuactHUIM B PPS He ca cro0mienn cnydyan Ha Texxpk COVID-19 B rpynara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) cimydas, cro0reHn B rpymnara Ha mramne6o. Ot 30-Te ygacTHHITH C
TEXKO 3a00J1sBaHe, 9 ca XOCIUTAIU3NPAHH, 2-Ma OT TAX ca IPUETH B UHTEH3UBHO oTAeneHue. [1o-
rojsiMaTa 4acT OT OCTaHAJIMTE TEKKU CIydau ca U3IIBJIHIIN CaMO KPUTEpUs KUCIOPOAHA caTypauus
(Sp02) 3a Texxko 3abomsBane (< 93% mpu cTaifHa TemrepaTypa).

Eduxacnocrra Ha Spikevax na nmpeanassa or COVID-19, He3aBuCcHMO OT npeauinHa HHPEKIHS ChC
SARS-CoV-2 (ycTaHOBeHa cepOJOTHYHO Ha M3XOAHO HIBO U M3CIIeBaHEe HAa Ha3o(apuHTearHa mpoda
¢ TamrioH) ot 14 guu cnen Jloza 2 e 93,6% (95% nosepurenen nuntepsai, 88,6; 96,5%).

B AOI'BJIHCHUC, aHAJIM3U HA TIOATPYIIUTC HA IbpBUYHATA KpaﬁHa TOYKa 3a e(bI/IKaCHOCT IIoKa3Bart
CXOaHa OICHKa 3a erI/II(aCHOCT 110 110JI, ECTHUYECKHU I'PYIIU U YHAaCTHHUIU CHC CHIIBbTCTBAIIIN

3a00JIIBaHUs, CBBP3aHH C BUCOK pUCK OT Texxbk COVID-19.

KimangHa ehUKacHOCT IpH FOHOITH Ha Bh3pacT oT 12 10 17 roauHu

[Ipoy4dBaHeTO MpH FOHOIIHU € TEKYIIO PaHIOMU3UPAHO, ILIAIle00-KOHTPOIUPAHO, 3aCIICIICHO 32
HaOmoarens KIMHUYHO npoyuBaHe (aza 2/3 (NCT04649151) 3a oneHka Ha 6€30MacHOCTTA,
peakToreHHOCTTa U epUKacHOCTTa Ha Spikevax mpu roHOIH Ha BB3pacT oT 12 mxo 17 roguHm.
YyacTHUIIUTE ¢ U3BECTHA aHaMHe3a 3a nHPekIws ch¢ SARS-CoV-2 ca u3KIIo4YeHH OT MPOYYBAHETO.
00610 3 732 yyacTHHUIIM ca paHIOMH3UPAHU B ChOTHOIIEHUE 2:1 fma momyyvar 2 nos3u Spikevax wim
miane6o, (U3NOIIOTHYEH Pa3TBOP, C MHTEPBAI MEXIy M03uTe 1 Mecerr.




W3BbpIiieH e BTOprUeH aHanu3 Ha eukacHoCcTTa Ipy 3 181 y4acTHUIM, KOUTO Ca MOJIyYriIn 2 103U
Spikevax (n=2 139) nnu rane6o (n=1 042) u ca ©Manu OTpUIIATENIEH H3XO/ICH CTaTyC 10 OTHOIICHHE
Ha SARS-CoV-2, B momynarusTa o mpoTokoil. Mexay y9acTHUIIUTE, KOUTO ca moydmiu Spikevax,
U TE3H, KOUTO Ca MOJIyYHJIH I11are0o, HaMa 3a0€IeKUMHU Pa3iIuKy B IEMOTPaQCKUTE TaHHHU WK
MIpeNIIeCTBALIUTE 3a00IIBaHUSI.

COVID-19 e nepunupano karo cumnromatnaHo COVID-19, u3mnckBamo NoxoKUTeNeH pe3ynraT oT
RT PCR u Hait Manko 2 CHCTEMHU CUMIITOMA WM | peciupaToOpeH CUMITOM; Cllydau, 3al04YBalln

14 nuu cnen BTOpaTa A03a.

Wma nyna cumnromaruunu ciaydas Ha COVID 19 B rpynata Ha Spikevax u 4 cHMOTOMAaTHYHU CIyYast
Ha COVID-19 B rpynara Ha mane6o.

IMyHOT€HHOCT P IOHOIIM Ha BB3pacT oT 12 mo 17 roanun

AHanm3 3a He To-MaJnKa epukacHoCT, oneHsBan] TuTpuTe Ha 50% HeyTpann3upaluTe aHTUTENa
cpemry SARS-CoV-2 u niporieHTa Ha CepoIOTHYEH OTTOBOP 28 JHU Clie]] 1032 2, € TIPOBE/ICH B
MOATPYIUTE 32 UMYHOTE€HHOCT Ha MOIMYyJIalyATa M0 MPOTOKOJI MIPH IOHOIIN Ha BB3pacT oT 12 1o

17 roguaun (n=340) B Ipoy4YBaHETO NPHU IOHOIIH, KAKTO U MPU YYACTHUITUTE Ha BB3PacT OT 18 110

25 roguan (n=296) B IpOYYIBAHETO MPH BH3PACTHU. Y YJACTHHUITUTE HE ca UM HMYHOJIOTHIHH WU
BUPYCOJIOTMYHU JTOKa3aTelcTBa 3a npeaxoaHa nHpeknus cbc SARS-CoV-2 Ha U3X01HO HUBO.
Cpennoto reomeTpuuHo choTHOIEHHE (GMR) Ha THTpUTE HA HEYyTpaTU3UpAILUTE aHTUTENA IIPH
FOHOIIIX Ha BB3pacT oT 12 1o 17 rogunu B cpaBHeHUE ¢ yaacTHUIHTE OT 18 1o 25 roguam e 1,08 (95%
JAU: 0,94; 1,24). Paznukara B mipolieHTa Ha ceposioruaeH otroBop ¢ 0,2% (95% AU: -1,8; 2,4).
KpurepunTte 3a He mo-mainka euxacHocT (gonHa rpanuna Ha 95% JIU 3a GMR > 0,67 u nonna
rpanuna Ha 95% [1V 3a pasznukara B IPOLIEHTA HAa CEPOJIOIUYEH OTroBop > -10%) ca u3nbIHEHH.

MMyHOreHHOCT Ipu yyacTHUIM Ha 18 1 moBeye roauuu — cien oyerep nosa (0,25 ml,
50 Mukporpama)

BezonacHocTTa, peakTOreHHOCTTa M UMYHOTEHHOCTTA Ha effHa OycTep no3a Spikevax ca olieHeHU B
TEKYyILIO PaHAOMHU3UPAHO, 3aCJICIICHO 3a HalIronaTensl, Iiane00-KOHTPOIMpaHo NpoyuBaHe ¢asa 2 3a
MOTBBPIKJaBaHe Ha J03aTa MpHu ydacTHUIM Ha 18 1 moBeue roguan (NCT04405076). B ToBa
npoyuBane 198 yyactHunm ca nomyumnu ase 1034 (0,5 ml, 100 Mukporpama npe3 HHTEpBaI OT

1 mecen) ot BakcuHarta Spikevax karo mbpBUYHa cepus. B oTkpuTara dasza 149 ot Te3u yuacTHUIH
(Habop no mpoToko:) ca moxyuniau equHndHa Oycrep no3a (0,25 ml, 50 Mukporpama) Haii-Malko

6 Mecelia cie]l MPUIIOKEHUETO Ha BTOpATa J103a OT MbpBUYHATa ceprs. [lokazaHo e, 4e eIMHIYHA
oycrep n03a (0,25 ml, 50 Mukporpama) BoJiv 10 CPEAHO T€OMETPUYHO KPATHO yBEIIMYeHUE (geometric
mean fold rise, GMFR) 12,99 et (95% [U: 11,04; 15,29) Ha HeyTpanu3upamire aHTuTe’Ia OT
TIpean MPUIIOKEHNUETO Ha OycTep mo3a 1o 28 muu cien Oycrep mozara. GMFR Ha HeyTpamusupariire
anTutena e 1,53 (95% JU: 1,32; 1,77) npu cpaBHeHHE HA TUTHpa 28 AHU ciie] 1032 2 (TbpBUYHA
cepusi) cpsmMo 28 nHu ciien OycTep no3ara.

Tlomynanus B ctapyecka Bb3pacT

Spikevax e nzcnenBaHa npu Jnia Ha Bb3pacT 12 u moBede rouHH, BKIFOYUTETHO 3 768 y4acTHUIM Ha
BB3paCT Ha 65 u moBeue roauau. EdukacHocrra Ha Spikevax mpy ydacTHHIINTE B HAaIIpeIHAIa
BB3pacT (=65 ronMHu) CHOTBETCTBA HA Ta3u MPH MO-MIIAJAUTE Bb3pacTHU ydacTHUIM (18-64 roauHn).

IleguaTpryHa TonyJIaIys

EBporneiickaTta areHnus 1o jgekapcTBaTta oTiara 3abJDKEHHETO 32 IPEAOCTABSIHE HA PE3yITaTUTE OT
Ipoy4BaHusATa cbe Spikevax B eHa WM NOBEYE OATPYIH Ha NeAUaTPUYHATA TOIYIaLus 3a
npeseHnus Ha COVID-19 (Bxk. Touka 4.2 3a nHQOpMAIHsi OTHOCHO yroTpe0a B MeAHATPUSITA).
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PaspemaBane noj yciaoBue

To3u JiekapCcTBEH MPOAYKT € pa3peleH 3a yrnorpeda 1mo T. Hap. cXeMa ,,pa3pelraBane Imoj YCIoBHe .
ToBa 03Hau4aBa, 4e 3a TO3M JICKAPCTBEH MPOIYKT C€ OYAKBAT JOIBIHUTCITHH JJAHHMU.

EBporetickaTa areHus mo JeKapcTBara Iie U3BbpIBa Iperiea Ha HoBaTa HHPOPMAIIUS 3a TO3H
JIEKapCTBEH MPOIYKT MOHE BETHEXK roaumrHo 1 Hacrosmara KXI1 cboTBETHO IIIe ce aKTyaIn3upa.

5.2 ®apMakoOKMHETHYHHM CBOIiCcTBA
Henpunoxumo.
5.3 IlpeakJMHUYHH JAHHHU 32 0€30MACHOCT

HexknmuHuuHUTE TaHHU HE TIOKa3BaT OCOOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHAIHUTE
MPOYYBAHUS 32 TOKCUYHOCT IIPU MHOTOKPATHO MpUIaraHe, penpoayKTUBHA TOKCUYHOCT U TOKCHUHOCT
3a pa3BUTHETO.

OO011a TOKCUMYHOCT

[IpoBenenu ca npoyyBaHus 3a 001[a TOKCHYHOCT MPH ILTHXOBE (HA KOUTO Ca MPUIIOKEHH
WHTPaMYCKYJTHO 70 4 03W, Ha/IBUIIABAIIN J03aTa IPH X0pa, BEAHBXK HA BCEKU 2 CEIMUIIN).
HaburomaBanu ca npexoJHd 1 00paTUMU OTOK M €PUTEM Ha MICTOTO Ha MHXKCKTHPAHE, KAKTO U
HpeXO}lHI/I 158 OGpaTI/IMI/I HpOMeHI/I B na6opaT0pHHTe IIOKa3aTeJin (BKHIO‘II/ITGHHO IIOBUIIIABAHC HA
€03MHO(MINTE, AKTUBUPAHOTO MAPIMATHO TPOMOOILUIACTUHOBO BpeMe U pubpuHoreHa). Pesynrarure
OPEANOIIAraT, e MOTSHIUATBT 32 TOKCUYHOCT MPH XOPa € HUCHK.

I'eHOTOKCHYHOCT/KaHLIEPOT€HHOCT

[IpoBenenu ca in vitro u in vivo Ipoy4BaHusl 32 TEHOTOKCUYHOCT C HOBHSI JIMIIUAECH KOMIOHEHT SM-
102 Ha BakcuHaTa. PesynraTute mpeamnosnarar, ye NOTEHIMATBT 32 TEHOTOKCUYHOCT IPU XOpa € MHOTO
HUCHK. He ca mpoBexaanu npoy4yBaHUs 3a KaHIIEPOTE€HHOCT.

PenposyKTHBHA TOKCUYHOCT

B exno mpoyuBaHe 3a TOKCHYHOCT Ha pa3BuTHeTo 0,2 ml OT BakCHHA ChC CHCTAB, ChABPIKAIIl CHIIOTO
xonmuectBo MPHK (100 mcg) u apyru cberaBKy, BKIIOYEHH B €AMHUYHA J103a Ha Spikevax 3a xopa, e
TIPUIIOKEHA Ha KEHCKH IUTHhX0BE HHTPAMYCKYJTHO B 4 cirydast: 28 u 14 nau npean yndTocBaHe U HA
recraironeH jieH 1 u 13. Aatutsuio-orroopu cpemry SARS-CoV-2 ce HaOmogaBat npy KeHCKUTE
IUTBXOBE OTIIPEIH YM(PTOCBAHETO 10 Kpas Ha MPOyYBaHETO Ha 2 1-BHS JaKTallMOHEH AEH, KaKTO U U
(eTycure u NOKONEHNETO. B IpoyuBaHeTO HAMA CBBP3aHU C BAKCHHATA HEXXEIaHU e(PEeKTH BbPXY
(depruuTETa MPH KEHCKUTE, OPEMEHHOCTTa, eMOPHO(DETATHOTO Pa3BUTHE, PA3BUTHETO HA
MOKOJICHHETO WJIM TIOCTHATATHOTO pa3BuUTHe. JIMTICBAaT JaHHM Aaiu BakcuHaTta Spikevax mpeMuHaBa
npe3 IUIALeHTaTa WK ce eKCKPETHPa B MIISIKOTO.

6. DOAPMAIIEBTNYHU JAHHHU
6.1 Choucbk Ha NIOMOIIHHUTE BEUIECTBA

Jlumm SM -102 (xenrragexan-9-un 8- {(2-xuapokcueTwn)[ 6-okco-6-
(YHIOETMITOKCH )XeKCHII |aMIHO § OKTAHOAT)

Xonecrepo

1,2-nucreaponi-sn-riaunepo-3-pocoxonun (DSPC)
1,2-IMMHPHUCTOMII-rac-TIUIEPO-3-MeToKcutionue TiieHTnkoa-2000 (PEG2000 DMG)
Tpomeramour

TpomeTramoI XuapoXJIOpUa

OneTHa KHCEIMHA

Harpues anerar tpuxuapar

3axaposa

Bona 3a umxexiun
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6.2 HecbBMEeCTHMOCTH

Tosu exkapcTBeH MPOAYKT He TpsiOBa J1a ce cMecBa ¢ APYTH JICKapCTBEHHU MPOAYKTH WIIH a Ce
paspexna.

6.3 Cpoxk Ha roaHoCT

HeotBopeH ¢utakon
7 Mecema rpu Temneparypa ot -25°C mo -15°C.

HeotBopenara BakcuHa MOKe Jja ce CbXpaHsABa B XJaAUIHUK Ipu Temreparypa ot 2°C go 8°C,
3alIUTeHa OT CBETIMHA, MakcuMyM 3a 30 nHu.B paMmxure Ha TO3u nepuoOn, 3a TPAHCIIOPTUPAHE MOTaT
Jia ce u3noissar 1o 12 gaca.

Benupx pazmpaseHa, BakCHATA He TPsiOBa Jia ce 3aMpa3ssiBa MOBTOPHO.

HeotBopenara BakcuHa MOKe Jja ce CbXpaHsABa pu Temnepatypa oT 8°C o 25°C no 24 yaca cien
U3BAXJAaHE OT XJIaJUITHHK.

[yHkTHpaH diakoH

JlokazaHa e XuMru4Ha U GU3NYHA CTAOMITHOCT MpH yrorpeda B MpoabbKeHue Ha 19 yaca cnen
IMEPBOHAYATHOTO ITyHKTHpaHe TIpH 2°C 10 25°C (B paMKuTe Ha TIeproAa, ITO3BOJICH 3a yImoTpeoa,
koiTo € 30 muu npu Temrieparypa ot 2°C no 8°C u 24 gaca pu remneparypa ot 8°C go 25°C). Ot
MUKpPOOMOJIOTUYHA TJICIHA TOYKA IPOAYKTHT TPsiOBa Ja ce M3M0a3Ba He3a0aBHO. AKO BaKCHHATA HE CE
M3II0JI3Ba BeTHAra, MEPUOIbT HA U3MOJI3BAHE U YCIOBHATA HA ChXpaHEHHUE Mpeu ynoTpeba ca
OTTOBOPHOCT Ha IIOTPEOUTEIIS.

6.4 CroeuuajHu ycJ0BHS HA CbXpaHEHUe

[a ce cpxpansiBa BbB (pusep mpu Temiiepatypa mexay -25°C u -15°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 J1a CE IMPEAINa3u OT CBETJINHA.

[a He ce cbxpansiBa B cyx jea win noj -50°C.

3a ycioBUsATa Ha ChbXpaHEHUE CIIe]l pa3Mpa3siBaHe M ITBPBO OTBApSHE Ha JIEKAPCTBEHUS TPOTYKT
BIDKTE TOuKa 6.3.

TpancnopTupaHe Ha pasMpazeHr GIIaKOHU B TEYHO ChCTOSTHUE MpH TemnepaTtypa ot 2°Cno 8°C

Axo TpaHcnopTupanero mpu temieparypa ot -50°C g0 -15°C He € Bb3MOKHO, HATUYHY Ca JJAHHH,
CIOpe/ KOUTO € Bb3MOXXHO TPaHCIOPTHPAHETO HA EMH WIIH MTOBeUe pa3Mpa3eHu (IakoHa B TEYHO
CBCTOSTHHE 3a Teproa 0 12 gaca mpu temriepatypa ot 2°C mo 8°C (B pamkute Ha 30-THEBHHS CPOK
Ha rozxHocT npu Temnepatypa 2°C 1o §°C). Benubx pasMpa3eHy U TPAHCIIOPTHPAHU B TEUHO
cberosHue mpu Temiepatypa ot 2°C no 8°C, dmakoHuTe He TpsAOBa Aa ce 3aMpa3siBaT IOBTOPHO, a J1a
ce cbxpaHsaBar npu temmnepatypa ot 2°C 1o 8°C 10 TAXHOTO U3MOI3BAHE.

6.5 Buau chabpikaHne HA ONIAKOBKAaTAa

5 ml mucnepcus BB QrakoH (CTHKIO TUT | WM €KBUBAJICHT) ChC 3aITyIIajika (XJIOpPOOYTHIOB Kay4dyK)
1 o0KaTKa (aIyMUHUH) ¢ OTYYIBAIIO CE IJIACTMACOBO Karave.

Bceeku dmakon chappika 5 ml.
Cobabpxanue Ha onakoBkara: 10 MHOrog030BH (hiakoHa
6.6 CrnenuajaHu npeana3Hu MepKH NPH U3XBbPJIsiHE U padoTa

Baxkcunara TpSI6Ba Ja C€ IpUroTBA U MMOCTABA OT OGy‘ICHI/I MCIUIUHCKHU CIICHUATUCTH ITIPU CIIa3BAHC
Ha aCCITUYHU TEXHUKH, 3a Ja C€ rapaHTUpa CTEPUIHOCT Ha TUCIIEPpCHUATA.
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BakcuHara e rotoBa 3a ynorpeba ciies pa3mMpassiBaHe.

I[a HE CC pa3KJjialla Uik paspeixia. 33B’LpTeTe JICKO (bJ'IaKOHa CJICH pa3dMpasdaBaHC U IPEAU BCAKO
HU3TCTIIAAHE.

dnakonuTe che Spikevax ca MHOTOI030BH.

Ot Bceku QuakoH morat aa ce m3tersst faecet (10) gosu (o 0,5 ml Bcsika) MiTM MakCHMyM JIBajieceT
(20) no3u (o 0,25 ml Besika).

[penopbunTeNnHO € a MPoOOoKIATE 3aMyIIaaKaTa Ha Pa3IiuHO MSCTO BCEKH MBT. He myHKTHpaiiTe
(hakona noseue oT 20 MbTH.

BbB Beceku (hrakoH ce Chbpika U3NUIIBK, 33 1a MOXKE JIa CE rapaHTupa AocTaBsHeTo Ha 10 no3u mo
0,5 ml Bcsaka mm makcumym 20 go3u o 0,25 ml.

C pasMpa3cHu q)ﬂaKOHI/I U II'BJIHU CIIPUHIJOBKU MOXKE J1a CC pa6OTI/I Ipu yCJIOBUSA Ha CTaliHO
OCBCTJICHHC.

CbXxpaHeHNe BbB ppnsep

[a ce cbXpaHABa 3aMpa3zeHa
npu Temnepartypa oT
-25°C go -15°C.
Nla He ce chxpaHABa B Cyx nef unu nog -50°C.

[la ce chxpaHABa B OPUIMHANHATE ONAKOBKA,
3@ fla Ce NPEANasn oT CBETNHA.

Mpean ynotpe6a Bcekn pnakoH fa ce pasmpasaBa

WsobpamernaTta Ha dnakoHW ca camo C UNIOCTPaTUEHE Len

2vacamn 30 uuH)ml B )mamlnuun

ot 2° go 8°C
(e pamKnTe Ha

—[ 1 yac npu cTaiiHa Teuneparypa
30-AHEBHNA CPOK
Ha rogHOCT Npy

A Pl b
TemnepaTtypa | ‘K//' o1 15° go 25°C

ot 2°C o 8°C) T = |

OcrapeTe $NaKoHa Ha CTANHA TEMMNEPATYPS 3a 15 MUHYTH,
npefn Aa ro NpMACKATE
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YKazaHuna cnepg pasMpassaBaHe

—[ Cnep w3TernAHe Ha NbpBaTa fo3a ]—
b
i

MakcumanHo epeme _‘t

HenyHkTupaH ¢nakoH

XnagnnHuk wan craiua
TeMnepaTypa

(DnakoHsT TpAGEa fa ce ChbXpPaHAs

Ha TeMnepaTypa Mexay 2° n 25°C.
[lataTa i YACET Ha M3XBBPNAHE 3 e
3aNWLLAT HA ETUKETA Ha HNIAKOHa.

[a ce CoXpAHABA HA CTYOEHO
A0 cTaliHa TeMNepaTypa

WsxEbpneTe nyHKTMpaHuA dnakod cnep, 19 yaca

Warerngiite BcAKa 03a BaKCWHA OT driakoHa € MOMOLLTa Ha HOBa CTEPWIHA UITa WU CNPUHLOBKE 3a BCAKA MHMXeKLWA,
3a [la NPeACTBPaTMTE NPeAaBaHETO Ha MHGEKLIMOIHW areHTH OT e0HO NIMLLE Ha ApYTo.
[ozaTa B cnpuHUoBKaTa TpaGBa Aa ce W3non3ea HezabaBHo.

Cniepy KaTo $HNaKOHBT Ce MYHKTMPa 3a U3TernsHe Ha MbpBaTa 033, BAaKCWHaTa TpAGEa
Aa ce nanonzea HezabaBHO 1 fa ce naxBbpnK cneg 19 yaca.

BcAka HenanonagsaHa BakcuHa MK oTnagbueH Matepuan TpAGBa Aa ce W3XBbp/A B CbOTBETCTBME C MECTHUTE M3NCKBAHMS.

[ HUKOI'A He 3ampa3aBaiiTe NOBTOPHO pasMpa3eHaTa BaKcUHa ]

Mpunarane

3aBbpTaiiTe Neko GpnakoHa ce pa3Mpa3fABaHe W Mpeau BCAKO U3TernaHe
BakcwHaTa e roToBa 3a NpunoXeHue cneq pasmpazAeaqe. He paszknaiyailte n He paspexpaiite

( n

Mpegn nHXeKTNpaHe NpoBepABaiiTe BCAKa 4033, 3a fa:

MOTBbPAMTE, Ue TeUHOCTTa & GAna fgo noutn
6Ana, KakTo BbB (HNakoHa, Taka M B CNPYHLOBKaTa

‘ ce yBepuTe B 06emMa Ha cnpUHLOBKaTa ‘

BakcvHaTa Moxe fia Chabpxka
6enu UM NoyNpo3spauH YacTULM,
CBbP2aHW C NPOAYKTa.

AKO [03aTa & HETOYHa UNIA UMa
NPOMAHA B LIBETA W IPYTA BUAMMIA UACTIALIM,
He NpUnaraiTe BaKCMHaTa.

7. NPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNABIOTECHSPAIN, S.L.

CalleMonteEsquinza 30

28010 Madrid

Hcnanus

8. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA IbPBO PA3ZPEIIABAHE/TIOJHOBABAHE HA PASPEIHIEHUETO 3A
YIHOTPEBA

Hata Ha mepBo paspemiaBane: 6 sayapu 2021 r.
[Hata na nocnenHo nonHoBsiBane: 4 oktomBpu 2021 r.
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10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

ITonpo6Ha wHGOPMAITHS 3a TO3U JCKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponefickara
areHIys 1o JIeKapcTBaTa http://www.ema.europa.cu.
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MNPUJIOKEHUE I1

INPOU3BOJAUTEJI HA BUOJOTUTYIHO
AKTUBHOTOBEHIECTBO U ITPOU3BOJAUTEJI,
OTTI'OBOPEH 3A OCBOBOKJABAHE HA TAPTUAN

YCJOBUA NI OTPAHUYEHUSA 3A JOCTABKA U
YIIOTPEBA

APYI' YCJIOBUS U UBUCKBAHUSA HA
PASPEIIEHUETO 3A YIIOTPEBA

YCJIOBUSI WJIM OTPAHMYEHUS 3A BE3OITACHA U
E®EKTHUBHA YIIOTPEEA HA JJEKAPCTBEHMSI
MPOAYKT

KOHKPETHO 3ABJI’KEHUE 3A U3IIbJIHEHUE HA

MEPKHU CJIEJ] PASPEILIABAHE 3A YIIOTPEBA 11O
YCJIOBHUE
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A. TIPOU3BOJIUTEJ HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO 1
IMPOU3BOJUTEJIL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

HNme u aJpeC HAa MMPOU3BOAUTCIIA HA OHOJIOTHYHO AKTUBHOTO BCOICCTBO

LONZA AG
Lonzastrasse 2
Visp 3930
[Beitapus

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
[seitapust

ModernaTX, Inc.
One ModernaWay
Norwood, MA 02062
CAIIl

Lonza Biologics, Inc.
101 International Drive Portsmouth, NH 03801
CAIII

HmMe u aapec Ha OPOU3BOAUTEIS, OTTOBOPEH 32 OCBOOOKIaBAHE HA MMAPTUJIATE

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50

28703, San Sebastian de los Reyes
Madrid,

Hcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®pannuusa 37260

C oruex Ha JexiIapupaHaTa CHEIIHOCT, CBbpP3aHa ¢ 0OLIECTBEHOTO 3ApaBe OT MEKAYHAPOIHO
3Ha4YEHHE, U 3a J]a C€ OCUTYPH paHHa JOCTaBKa, TO3M JIGKAPCTBEH MIPOAYKT € IPeAMET HAa OIPAaHUICHO
BbB BPEMETO U3KIIIOUEHHE, KOETO AaBa Bb3MOXKHOCT /1a Ce IPUEMAaT KOHTPOJIHHUTE aHAIU3H Ha
MapTUANTE, IPOBEICHU B perucTpupaH(1) HeHTHhp(0BE), KOUTO ce HaMHpaT B TpeTa cTpaHa. ToBa
M3KJIFOUEHHE NpecTaBa aa Obae BanuaHo Ha 31 tonu 2022 r. M3nbaHeHHeTo Ha yCIIoBHATA 3a Oa3upaH
B EC KOHTpOJI Ha mapTuAnTe, BKIOYUTETHO HEOOXOAUMUTE IPOMEHH B YCIIOBUATA HA Pa3peIICHUETO
3a ynorpeba, TpsiOBa 1a ObaaT 3aBbpilcHH Hal-KbCHO Ha 31 10711 2022 T. B ChOTBETCTBHE ChC
ChIJIaCyBaHUs IJIaH 3a TOBA MPEXBBPIISHE HAa aHAIN3a.

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlexapCTBEHUAT NPOLYKT C€ OTIYCKa IO JIEKAPCKO MPEAIICaHue.
Odunnanno ocBodokKIaBaHe HA MAPTHAN

CwriacHo wi. 114 ot [lupextusa 2001/83/EO odunnaiHoTo 0CBOOOKAaBaHE Ha MAPTHIUTE CE
U3BBPINBA OT AbPIKaBHA JTa00paTOPHsl WK J1a00paTOpusi, ONPE/ICIICHA 3a Ta3H L.
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B. JPYI'M YCJIOBUA U U3UCKBAHMUS HA PABPEHIEHUETO 3A YIHOTPEBA
. IlepuoanyHu akTyaJau3upanu aokiaanau 3a oesonacuoct (ITAIB)

MsuckpanusTa 3a nogasane Ha [TAJIb 3a To3u JeKapCTBEH MPOAYKT Ca MMOCOUYEHHU B CITUCHKA C
pedepentnute nati Ha EBponeiickus cpio3 (EURD cnucok), npenBuaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BBB BCUYKH CJICIBAIN aKTyaIH3aIliH, TyOJIMKYBaHH Ha
eBpOIeCcKus yeOrnopTai 3a IeKapcTBa.

[Ipurexarensat Ha pa3periernero 3a ynorpeda (IIPY) tpsadsa na momane mepeust ITA/Ib 3a To3m
MPOIYKT B CPOK OT 6 Mecella Cliel pa3penaBaHeTo 3a yrnorpeoa.

. YCJIOBUs NI OT'PAHUYEHUSA 3A BE3OIIACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TPOAYKT

Ilnan 3a ynpasJienue Ha pucka (ITYP)

[purexaTtensaT Ha paspemieHuero 3a ynorpeda ([IPY) tpsabdBa na u3BbpIIBa H3UCKBAHUTE
JNEHHOCTH U ACHCTBUSA, CBBP3aHHU C IIPOCIIEAIBAaHE HA JIEKapCTBEHAaTa 0€30M1aCHOCT, [IOCOUYEHH B
onobpenns [1YP, nmpencrasen B Moay:n 1.8.2 Ha pa3zpemeHHeTo 3a yrnoTpeda, KakTo U MpH
BCHUKH CIIEABAIIM ChIVIACYBAaHU aKkTyanusanuu Ha [IYP.

Axtyanmusupan I[TYP TpsiOBa nma ce momasa:

. 10 TOMCKBaHe OT EBpormeiickaTa areHIus 1o JeKkapcTBara;

o BHMHATH, KOTAaTO C€ M3MEHs CHCTEMAaTa 3a yIpaBJiIeHne Ha PUCKa, 0COOEHO B pe3yiTar Ha
MoJiyyaBaHe Ha HOBa MH(GOPMAITHS, KOSATO MOXE J1a JOBE/IC 10 3HAYUMH IMPOMEHU B
CHOTHOIIICHUETO IT0JI3a/PUCK, WITU CIIE] JOCTUTAHE Ha BaXKEH eTall (BbB BPh3Ka C MPOCIEIIBaHE
Ha JIeKapcTBeHaTa 0€30MacHOCT WM CBEXKAAaHE Ha PUCKA 10 MUHAMYM).

A.  KOHKPETHO 3AABJI’KEHUE 3A U3ITBJIHEHUE HA MEPKH CJIE]]
PASPEIIABAHE 3A YIHOTPEBA 110/ YCJIOBHUE

ToBa e pa3penieHue 3a yrnorpeda o] ycioBue u cbriaacHo 4wi. 14-a ot Perimament (EO) Ne 726/2004 B
onpenencaus cpok [IPY TpsOBa na U3MBIHN CIETHATE MEPKH:

Onucanue Cpok

3a ;a ce 3aBBPINH XapaKTEPU3UPAHETO Ha MPON3BOACTBEHUTE TPOIIECH 32 31 romm 2021 r.
aKTHBHOTO BEIIECTBO U TOTOBUS MPOAYKT, [IPY TpsiOBa na mpegocraBu
JIOIBJIHUTEIHH TAHHHU.

3a J1a ce NOTBBP/IM CTAOMIIHOCTTA Ha POM3BOJICTBEHHS MPOIIEC 32 aKTUBHOTO | 15 noemBpu 2021 T.
BEIIECTBO ¥ TOTOBHS MPOAYKT (HAYaTHU M Kpaitau eramwn), [IPY TpsOBa ma
MpeAOCTaABU JONBJIHUTCIHU JaHHU 34 CPABHUMOCT M BAJIMJIUPAHEC.

3a 1a ce OCUTYpH MTOCTOSTHHO KayecTBO Ha mpoaykTa, [IPY tpsoBa na 15 romum 2021 r.
MPEeJOCTaBH AOIBIHUTENHA HHPOPMALHS 38 CTAOMITHOCTTa Ha aKTUBHOTO
BEIIECTBO ¥ TOTOBHS MPOIYKT, KAKTO M JIa TIperiieia Cueu(puKauuTe Ha
AKTHBHOTO BEILIECTBO U T'OTOBHS MPOLYKT CJIEJ HATPYIIBaHE HA MO-HATATHIICH
MIPOU3BOJICTBEH OIHT.

3a na ce mOTBBPIAT epuKacHOCTTa U Oe3omacHocTTa Ha Spikevax, [TPY HexemBpu 2022 1.
TpsOBa Ja MPeACTaBU OKOHYATEIHHUS JOKIA OT KIMHUYHOTO IIPOYyYBaHe 32
PaHAOMU3UPAHOTO, IIIANe00-KOHTPOIMPAHO, 3aCIENEeHO 3a HaOIr01aTess
npoyuBaHe mRNA-1273-P301.
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Onucanue Cpok

3a ;ma ce MOTBBPAAT epUKaCHOCTTA B Oe3omacHocTTa Ha Spikevax, [TPY 30 centemBpu 2022 1.
TpsOBa a MpeaCTaBU OKOHYATEIHHUS JOKIA OT KIMHUYHOTO MIPOYyYBaHe 32
PaHIIOMU3UPAHOTO, TIAIE00-KOHTPOIMPAHO, 3aciIeTIeHO 3a HaOIoaTes
npoyuBane mMRNA-1273-P203, BKIIFOYUTETHO IBJIHUS 0K OT OHMOaHAIIN3a.
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MNNPUJIOKEHHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax HHXEKIMOHHA TUCTIEPCUS
nPHK Bakcuna cpenry COVID-19 (myxiteo3ugHo Moaudumrpana)

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcexun MHOT0/1030B utakoH chabppxka 5 ml.

| 3. CIHUCBHK HA IOMOIIHUTE BEIIECTBA

[Tomomram BemectBa: mumug SM-102, xonectepodn, 1,2-nucteaponi-sn-riumepo-3-pochoxonnH
(DSPC), 1,2-qumupucronn-rac-raurepo-3-merokcunonuermwiern raukon-2000 (PEG2000 DMG),
TPOMETaMOJ, TPOMETAMOJ XUIPOXJIOPHI, OIIETHA KHCEIMHA, HATPUEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIA 32 MHIKEKIIHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHxexnmoHnHa aucnepcus
10 MHOTO1030BH (hITaKOHA

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

WHTpamycKyJIHO IPHIIOKEHHUE.
IIpenu ynorpeba npodereTe IUCTOBKATA.

OO0

a

-

[=]

CkaHupaiiTe TyK 3a JINCTOBKaTa Wi nocerere www.modernacovidl9global.com.

6. CIIEHMAJIHO NPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOTVIEAA U TOCEI'A HA IELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHIIHO 34 ACIIA.

| 7. APYI'U CHEHUAJIHU HPEAYIPEXIEHUS, AKO E HEOBXOJINUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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| 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

a ce cexpansiBa 3ampases mpu -25°C mo -15°C.

[Ipouerere nucTOBKAaTA 32 CPOKA HA FOJHOCT CJIE]] ITEPBOTO OTBAPSHE U 32 NOMTBIHUTEIHA
UH(OpPMAIHSI OTHOCHO ChXPAHCHUETO.

CoxpaHnsiBaiiTe (1akoHa B KapTOHEHATa ONIAKOBKA, 3a JIa Ce IPEJIa3u OT CBETIUHA.

10. CHENUWAJHHU NPEAITA3SHUA MEPKU ITPU U3XBBHPJIISAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/I3XB’BpJ'ICTe B CHbOTBCTCTBUEC C MCCTHUTC U3MCKBAHM.

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIHEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
CalleMonteEsquinza, 30

28010 Madrid

Hcnanus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. HAPTHUAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIITYCKAHE

| 15. YKA3AHHS 3A YIIOTPEBA

| 16. MH®OPMAIIAS HA BPAIJIOBA A3BBYKA

[Ipuero € ocHoBaHUe J1a HE ce BKIOYM nHpopMaius Ha bpaitiosa a30yka.

| 17. YHUKAJIEH WIEHTH®UKATOP — IBYU3MEPEH BAPKOJ{

JByn3mepeH 0apKoJ ¢ BKIIIOYCH YHUKAJIEH HICHTUPHUKATOP.

| 18. YHUKAJIEH UWJEHTUOPUKATOP — JJIAHHHU 3A YETEHE OT XOPA

PC
SN
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MHUHHMUMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIMHUYHU
II'bPBUYHU OITAKOBKH

ETHKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUS IMTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Spikevax HHXEKITMOHHA TUCTIEPCHS
uPHK Bakcuna cpenry COVID-19
1L.m.

2. HAYHNH HA ITPUJIOKEHUE

HNHTpaMyCKyIJIHO IPUIIOKEHUE

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IMAPTUJAEH HOMEP

ITaptuna:

| 5. CBbABPKAHUE KATO MACA, OBEM WIN EJJUHUIIN

MHoro1030B (akoH
(5 ml)

| 6. JIPYTO

CkaHupaiiTe TyK 3a JIICTOBKaTa Wi nocerere www.modernacovidl9global.com.
Jara/4gac 3a U3XBBpIISHE:
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MNNPUJIOKEHHUE 111

b. JUCTOBKA
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JIncroBka: nHpopManusa 3a NOTpeOUTEI

Spikevax uH:KeKIMOHHA TUCTIEPCHs
uPHK Bakcuna cpernry COVID-19 (aykieo3uino Moauduiimpana)
(COVID-19 mRNA Vaccine (nucleoside modified)

V Tosu JIEKapCTBEH MPOIYKT MOJICKH HA JOMBIHUTEIHO HabmoaeHne. ToBa 1e mo3Boiu 6bp30TO
yCTaHOBSIBaHE HA HOBA MH(POPMAITUSI OTHOCHO Oe3omacHocTTa. Moxkere Jia lajieTe CBOsI MPUHOC, KaTo
CHOOIIUTE BCSKA HEXKENaHa PeaKilysi, KOsITO CTe MOy, 3a HAYMHA Ha ChOOIIaBaHe Ha HEeXeTaHH

peaKIuu BIKTE Kpast Ha TOuka 4.

IIpoueTreTre BHUMATEIHO ISIVIATA JIMCTOBKA, IPEIH 1A MOJYYUTE TA3H BAKCHHA, ThH KaTO TS

CbAbpP:Ka BaskHa 3a Bac undopmanus.

- 3amasere Ta3u IUCTOBKA. Moke 1a ce HaloXkHU Ja sl IPOYETETE OTHOBO.

- AKO UMaTe HJIKaKBU JIONIBJIHUTEIHN BBIIPOCH, IonUTaiTe Bamus sexap, papmManeBT uin
MEIMLMHCKA CECTpa.

- AKO MoNy4yHTe HSIKaKBH HEXEIaHU peaklnu, yBenomere Bammus nekap, papMareBT win
MeAMIMHCKa cecTpa. ToBa BKIIOUYBA BCHYKU Bb3MOXKHHM HEONMCAHU B Ta3M JUCTOBKA HEKETIaHH
peakuuu. Brokre Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1 KakBo npencrasinsiBa Spikevax 1 3a KakBO ce U3ION3Ba

2 Kakso Tps6Ba na 3Haere, npeau ga Bu 0b11e moctaBeHa Spikevax
3 Kaxk ce mpmara Spikevax

4. BBb3M0XHM HEXKENaHU pEeaKkLuU

5 Kak na cpxpansBare Spikevax

6. ChbabpaHWe HA ONAKOBKATA M JOMBIHUTEIHA HHPOPMAITUS

1. Kakgo npeacraBasaBa Spikevax u 3a KakBo ce H3M0JI3Ba

Spikevax e BakcuHa, U3non3Bana 3a npeanassane or COVID-19, npuunnssan ot SARS-CoV-2. T ce
IpuJiara Ha Bb3pacTHH | Jienia Ha 12 1 moBeue roAuHU. AKTHBHOTO BellecTBO B Spikevax e
uadopmarmonna PHK (uPHK), koguparma 1. Hap. ,,mimunoB* npotend Ha SARS-CoV-2. uPHK e
BrpajJicHa B TUIUIHU HaHodacTuim SM-102.

Twii kato Spikevax He chIabpIka BUPYC, TS He Moxe 11a Bu 3apasu ¢ COVID-19.

Kak neiicTBa BakcHHaTa

Spikevax cTumynipa eCTeCTBEHHTE 3allIMTH Ha OpraHu3Ma (MMyHHaTa cucteMa). BakcuHara neiicTsa,
KaTo Kapa OpraHn3Ma Jia IPOU3BEKa 3aliTa (aHTUTEIA) CPEILy BHpYca, KOUTO MPUYNHSBA
COVID-19. Spikevax u3nosn3Ba BelecTBO, HapeueHa HHQOpMaIIMOHHA pUOOHYKIENHOBA KUCETMHA (1
PHK), 3a na npenece nH(popMaIys, KOSTO KJISTKUTE B OpraHM3Ma MOTar Jia H3I0JI3Bar 3a 00pa3yBaHe
HAIIIMIIOB POTEHH, KOWTO CHINO € U Ha BUpyca. Ciiesl ToBa KIETKUTE U3padOTBAT aHTHUTENA CPEIILy
IIMITOBHS IIPOTEHH, KOUTO JIa TIOMOTHAT 33 OTOICKBaHE Ha BUpyca. ToBa Iie OMOTHE 3a 3aluTara
Bu cpeury COVID-19.

2. Kakgo Tpsi0Ba 1a 3HaeTe, npeau 1a Bu 0bae mocrapena Spikevax

Bakcunara He Tpsi6Ba 1a ce MpUJIara, ako CTe aJleprudHu KbM aKTUBHOTO BEIECTBO MM KbM
HSKOS OT OCTAaHAJIUTE ChCTAaBKU Ha TOBA JISKAPCTBO (M30pOCHU B TOUKa 6).
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[penynpesxkaeHusi ¥ NpeaNa3Hl MEPKH
T'oBopete ¢ Bamus nekap, hapMalieBT WM MEAMIIMHCKA cecTpa, Tpeau aa Bu 0bae mocraBeHa
Spikevax, ako:

- Ipeau CTe UMl TeKKa, )KMUBOTO-3aCcTpalllaBalllia aJiepruyHa peakius clie] HHKCKTUpaHe Ha
HsKaKBa pyra BaKCHHA WM ako Bu e mocraBsHa Spikevax B MUHAIOTO.

- WMaTe MHOTO cliaba MM KoMIpoMeTHpaHa (oTcnadeHa) IMyHHA CHCTeMa

- HSKOTa CTe MPUIAJIAIA CJIC]] HHKEKIUS C UIJIa

- UMaTe HapylUICHUE Ha KPhBOCHCUPBAHETO

- uMaTe BUCOKa TeMIIEpaTypa WK TeKKa HHPEKIINS; HO MOXKE J1a C€ BAKCHHHUpATE, aKO MMaTe JIEKO
MOBHIIIEHA TEMIIEpaTypa WK HH(EKIHs Ha TOPHUTE TUXATEITHN IBTHIIA, T0100HA Ha MIPOCTY/Ia.

- WMaTe HIKaKBO CEPHO3HO 3a00IIsIBaHE

- W3MHTBAaTe TPEBOXKHOCT, CBbP3aHa C MOCTABSHE HA MHKCKIIHH.

Cren BakcuHanus ¢ Spikevax ca ch00IIEHH MHOTO PEAKH CIIy4ad Ha MHOKapAWT (Bb3MaJIEHHE Ha
CHPJCUHUS MYCKYJ) U MIEPUKapIUT (Bh3MaJeHe Ha BhHIITHATA OOBUBKA Ha chpIieTo). Cioyyanrte
HACTBIIBAT MPEJIMMHO B PAMKHTE Ha JIBE CEIMUIIN CJIe/I BAKCHHAITUS, TI0-4ECTO CIIe]l BTOpaTa BaKCHHA
1 TI0-YECTO TIPH MOo-MJIaan Mbxe. Clen BaKCHHAITUS TpsOBa f1a ObeTe OMUTETHY 3a IpU3HAIH Ha
MHOKapIUT U MIEPUKAPANT, HAIPUMED 3a0yX, ChbplieOreHe ik 00JKa B IbpPIUTE, U TpsiOBa He3a0aBHO
Jia MOTHPCUTE METUIIMHCKA ITOMOIL, aKO T€ HACTBIIAT.

AKO HSIKOE OT U30pOCHUTE T0-rope ce OTHACs 3a Bac (uiu He cTe curypHH), roBopete ¢ Baius nekap,
(hapmarieBT WM MEIUIIMHCKA cecTpa, mpeau na Bu Obae moctaBena Spikevax.

Kakro IIpU BCAKa BAKCHHA, IbpBUYHATA 2-71030Ba BaKCHHAIIMOHHA CXeMa npu Spikevax MOXKE Ja HE
3aIIUTHU HAITBJIHO BCUYKH, KOUTO A IOoJIy4daBaT, U HE € U3BECTHO KOJIKO ABJITO IIE 61>z[eTe 3alIUTCHU.

Jena
Spikevax He ce mpemopbUBa MPH Jema moa 12-roaumTHa Bh3pacT.

JApyru nexapcrBa u Spikevax

TpsabBa na kaxxete Ha Bamms nexap win ¢apManeBT, ako preMaTe, HACKOPO CTe MPUEMANTH WA €
BB3MOJKHO J1a 3aI0YHETE JIa IpUeMarte IpyTrH JiekapcTBa. Spikevax Moxe Ja MoBIuse Ha HauWHa Ha
JICHCTBUE Ha APYTHU JIEKAPCTBA, KAKTO U JIPYTU JIEKapcTBa MOraT J1a OKaXkaT BJIMSHHME HA HAYUHA, 110
KoiiTo neiictBa Spikevax.

HMyHOKOMIIPOMETHPAHH JIMIA

AKO CTe UMYHOKOMIIPOMETHUPAHH, MOXKE J1a Toay4uTe Tpera no3a Spikevax. EdukacHoctTa Ha
Spikevax, [opu ciiesi TpeTa 103a, MOXKE Jia € MO-HUCKA P UMYyHOKOMITPOMETUPaHH Juia. B Takua
ciydau Ou TpsiOBajIo Ja MPOAB/DKKUTE Aa Cra3Bare GU3UUESCKH MPEana3Hd MEPKH, 3a J1a CIOMOTHETE 3a
npenorBpatsBaHeTo Ha COVID-19. Ocsen ToBa 6au3kure Bu koHTaKkTHU Jinia TpsiOBa J1a ObaatT
CHOTBETHO BakcuHUpaHU. OOChAeTe MOAXOAANINTE WHANBH Ty aTHU MPETIOPBKY ¢ Barmmst nexap.

BpeMeHHOCT 1 KbpMeHe

AKo cTe OpeMeHHa Ui KbpMUTE, CMsATaTe, 4e MOXKe J1a CTe OpeMeHHa WM IJIaHupaTe OpeMEHHOCT,
MIOChBETBATE ce ¢ Bamms ekap, MEAUIMHCKA CECTpa WM GapMaIieBT Mpeau 1a Obaere
BaKCUHUPAHH.

lodupane u padora ¢ MalIUHU

He modwupaiite u He paboTeTe ¢ MaIIMHK, aKO HE CE YyBCTBAaTE J00pE Clie]] BAKCHHAIIUSATA.
N3uakaiite, 1oKaTo BCIKAaKBH €(DEKTU OT BAKCHHATA OTIIYMSIT, IPE/IH JIa IOPUPATE HITH PAaOOTHUTE C
MAIHH.

Spikevax cbabp:xa HaTpHii

Spikevax cpappika mo-manko ot 1 mmol (23 mg) HaTpuii Ha 1032 , T.€. MOXKE Ja Ce Kaxe, 4e Ha
MpaKTUKa ,,HE ChIAbPIKA HATPUK .
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3. Kak ce npniara Spikevax

Spikevax me Bu Obae mocraBena noj popmara Ha nse umkeknuu 1o 0,5 ml. [IpenopbuBa ce BTopara
J1032a J1a ce MPUJIOKHU 28 THU CIIe/ TbpBaTa 7034, 33 Ja CE 3aBhPIIH Kypca Ha BAKCHHAIHS.

AKO NponycHeTe NJIAHUPAHO MOCelIeHne 3a 2P™ 1032 OT MLPBUYHATA BAKCHHALIMOHHA CXeMa

cbe Spikevax

- AKO IpOMyCHETE IIIaHUPAaHO MOCEIIeHNE, HacpoJeTe ApyTra BU3NTa Npu Bammns nekap,
(hapMarieBT WM MEJMIIMHCKA CECTPa B3MOXKHO HalH-CKOPO.

- AKO IpomycHeTe IUIaHHpaHa WHXKEKIIHSI, MOKE /1a HE CT€ HAITbJIHO 3aIlUTEHH CpeILy
COVID-109.

Bycrep noza (0,25 ml) Spikevax Mosxe 1a ce IpuIIoKK Hall-MaIKko 6 Mecela ciej] BTopaTa 103a Ha
JMIA Ha BB3pacT 18 U moBeye roJuHu.

AKO cTe IMYHOKOMIIpOMETHpaHH, Tpeta jo3a Spikevax (0,5 ml) Mmoxke 1a moyduTe Hai-Maiko
1 mecer cies BTopaTa 103a.

BamusT nekap, hapmaneBT Wi MEIULIMHCKA CECTPa 1€ HHKEKTHUPAT BAKCHHATA B MYCKYJT
(MHTpaMyCKyJIHa MH)KEKIIMS) B TOpHATa yacT Ha pbKara Bu.

Cuaen BcsKa MHXKEKITHS Ha BakcHHATa Bammsr nekap, papMarieBT Wi MEIUIIMHCKA cecTpa 1e Bu
HaOJI0IaBaT 32 0KOJI0 15 MMHYTH 32 MPHU3HALIM Ha aJIepTUYHA PEaKIIUs.

AKO MMaTe HSIKaKBU JONMBJIHUTEIHN BBIIPOCH, CBBP3aHH C yHOTpeOaTa Ha Ta3u BAaKCHUHA, TIOIHUTANTE
Bamms nekap, ¢papMaineBT WM MEAUIUHCKA CECTPA.

4. Bb3MoOKHN HeKeJTaHu pPeaKkuuun

Kakro Bcnuku JICKApCTBA, Ta3W BAKCUHA MOKEC a MPCAN3BUKA HCXKCIIAHU PCAKIINHN, BBIIPCKHU Y€ HE
BCCKH I'M IT1OJIy4aBa.

[ToTbpcere cOemHa MEIUIIMHCKA TIOMOIII, aKO TOJIYYUTE HAKOH OT CICAHUTE MPU3HAIA U CUMIITOMHU
Ha ajlepruyHa peaKiys:

- ycelllaHe Ha MPUJIOIIaBaHe UM 3aMastHOCT;

- IIPOMEHU B CHPACYHUA PUTHM;

- 3aayx;

- XPHIIOBE;

- HOZ[YBaHC Ha YCTHI/ITC, JINLIECTO UJIN erHOTO;

- YpTUKapHs WU 00pUB;

- rajieHe WX IOBPbBINAHE;

- cToMarHa 0oJIKa.

rOBOPGTe ¢ Bamms JICKAp, aKO MOJYUYUTC HAKAKBU JPYI'U HCKCIIAHU PCAKIINU.. Te morar Ja BKJIFOYBAT:

MHoro yecTu (MOXe J1a 3acerHaT noseue oT 1 Ha 10 mgymm):
- moayBaHe/00JIe3HEHOCT B 00J1aCTTa HA MOIMUIIIHATIATA
- TaBo0oJwme
- rajeHe
- TOBpBIIAHE
- MycKyniHa 00JIKa, OOJIKH B CTAaBUTE W CKOBAHOCT
- OoJKa WM TTOAyBaHE HAa MSCTOTO Ha MH)KCKTHPAHE
- ycelllaHe Ha CHJIHA yMOpa
- BTpHUCaHe
- TIOBUIIIEHA TeMIIepaTypa
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Yectu (Moxe aa 3acerrar o 1 Ha 10 mymm):
- o0pus,
- 00puB, 3auepBsIBaHE WIKM YPTUKAPHsI HA MSICTOTO HA MHXKEKTUPAHE (HSIKOU OT KOUTO MOXKE Jia
CE MOSBAT U3BECTHO BPEME CJIe]l MH)KEKTUPAHETO)

HeuecTu(Moxe ma 3acersar a0 1 va 100 gymm):
- ChpOEX HA MACTOTO HA MHKEKTUPAHE

Penxm (Moxe na 3acernar jo 1 Ha 1000 xymm)
- BPEMCHHO YBHCBaHE Ha €JHaTa CTpaHa Ha juieTo (napanu3a Ha ben)
- mojayBaHe Ha JIMIETO (TI0JyBaHe Ha JTUIIETO MOXKE Jla CE TOSIBH MPH MAI[UCHTH, KOUTO ¢a UMaJId
KO3METHYHU MHXKEKIIUHU B JIUIETO.)
- 3aMasHOCT
- HAMAaJICHO yCellaHe 3a JOMHUP MU CETUBHOCT

C Heu3BecTHA YecTOTa
- TEeXKH aJIepTrUYHU PEeaKlu ChC 3aTPYAHECHO TUIIaHe (aHaA(UITaKCHS)
- PpC€akKuud Ha MMYHHaTa CUCTEMA — INOBUIIICHA YyBCTBUTCIIHOCT UJIM HEITIOHOCUMOCT
(CBpBX4yBCTBUTEITHOCT)
- BB3MAJICHUE HA CHPACYHUS MYCKYJ (MUOKAp/IUT) WM Bh3MACHUE HA BHHIITHATA OOBHBKA HA
ChpIeTo (TIepUKApIUT), KOSTO MOXKE Ja TOBEAC 110 3ayX, ChpIieOreHe Wi 00IKa B T'bPIUTE.

CpodIaBaHe HA HesKeJIAHU peaKIuu

AKO TOJTy4YHTe HAKAKBH HEXEJIaHU peaklny, yBeaomeTe Bamus nekap, papmaneBT nin MeIUIIMHCKA
cectpa.ToBa BKIrOUBa BCUUKH BH3MOKHU HEOIMCAHU B Ta3M JIMCTOBKA HEXeJaHH peakiuu. Moxere
CBIIIO /1a ChOOIINTE HEXKETaHU PEaKIMU AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOOIIaBaHe,
nocodeHa B [Ipunoxenne V. Karo cro0miaBare HexXeTaHU PEaKIii, MOXKETe J1a 1afeTe CBOSI IPHHOC
3a MoJy4aBaHe Ha moBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha Ta3u BaKCHHA.

S. Kak na coxpansBare Spikevax

I[a C€ ChbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a JCIIa.

He n3non3paiiTe Ta3u BakCUHA CJICe CpOKa Ha T'OAHOCT, oTOeNsI3an BBpPXY €TUKETA CJIC ,,FO,[[CH I[O“.
CpOK'bT Ha rOJAHOCT OTTOBap:A HAa NOCICAHUA ACH OT MOCOYCHUS MCCCII.

Hudopmanusira 3a cbxpaHeHHe, CPOK Ha TOAHOCT U ynoTpeba U paboTa € onucaHa B paszena,
MpeJHa3Ha4YeH 32 MEAULMHCKH CHEIUAIMCTH B Kpask Ha JIMCTOBKATA.

He u3xBbprasiiTe JekapcTBaTa B KaHAIU3ALMATA UM B KOHTEHEPA 32 TOMAIIHU OTHAbIH.

Ilonuraiite Bamus (bapMaueBT KaK J1a U3XBBPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Te3u
MEPKHU 1I€ CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATa Cpela
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6. Chabp:kaHHue HA ONAKOBKATA U JOMbJIHUTENHA HHGopManust

KakBo chabpika Spikevax

- Toga e MHOT0/1030B (1akoH, KoiTo chabpka 10 qo3u mo 0,5 ml Besika unu MakcumyM 20 103U 110
0,25 ml Bcsika.

- Emna noza (0,5 ml) ceappxka 100 mukporpama nadopmarmonna PHK (nPHK) (Bioxena B
TUTUAHA HaHodacTuI SM-102)

- Enna noza (0,25 ml) ceaspxa 50 mukporpama napopmanuonsa PHK (uPHK) (Bioxena B
JTUTTUAHA HaHoYacTHIT SM-102)

- EnnoBepwxHa 5’-kenupana napopmaimonHa PHK (uPHK), npou3Benena ¢ u3mon3paneTo Ha
Oe3KiIeTbYHa in Vitro(MH BUTPO)TpaHCKpUims ot cboTBeTHUTE JJHK-MaTpuny, konupammu
BUpycHUs muUNoB (S) nporenH Ha SARS-CoV-2.

- Jpyrute cberaBku ca munuaeH SM-102 (xentagekan-9-mn 8- {(2-xuapokcueTi )| 6-0kco-6-
(YHAEUMITIOKCH )XEKCHII |aMUHO } OKTAHOAT), X0JIecTepod, 1,2-aucreapont-sn-riuko-3-pochoxoanH
(DSPC), 1,2-numupucrouin-rac-raurepo-3-merokcunonuermwieHrmkon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXJIOPH L, OLIETHA KHCEJIMHA, HATPUEB alleTaT TPUXUIPAT,
3axapo3a, BoJia 32 MHKEKIIHH.

Kak u3raexna Spikevax u KakBo CbAbp:Ka OIAKOBKATA
Spikevax e 6suma mo mouTH Os1a AECTIEpCHs, AOCTaBsHA B CTHKIICH (DJIAKOH C KaydyKOBa 3aITyIlaiKka u
alTyMHHUeBa 00KaTKa.

Bun onmakoBka: 10 MHOT0O1030BH (pr1akoHa

IIpuTexaTes1 Ha pa3pelIeHNETO 32 yIOTPeda
MODERNABIOTECHSPAIN, S.L.
CalleMonte Esquinza 30

28010 Madrid

Hcnanus

IIpousBopure:
RoviPharmalndustrialServices, S.A.
Paseo de Europa, 50

28703, San Sebastian de los Reyes
Madrid

Hcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®pantus 37260

3a HOMBIHUTETHA HHPOPMAIUS OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHUS
MPeCTABUTEN Ha MPUTEKATEINS Ha Pa3pelieHHeTo 3a yrnorpeoa.

Belgié/Belgique/Belgien Lietuva

Teél/Tel: 3280038405 Tel: (8 5) 214 1995
Bbuarapus Luxembourg/Luxemburg
Ten.: 008002100471 Tél/Tel: 35280026532
Ceska republika Magyarorszag

Tel: 800050719 Tel.: 3680088442
Danmark Malta

TIf: 80 83 01 53 Tel: 80062397
Deutschland Nederland
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Tel: 08001009632

Eesti
Tel: 8000032166

EArada
TnA: 211199 3571

Espaiia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 851 200

Island
Simi: 8004382

Italia
Tel: +39 800141758

Tel: 08004090001

Norge
TIf: 4780031401

Osterreich
Tel: 43800232927

Polska
Tel.: 008003211487

Portugal
Tel: 800210256

Romania
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenska republika
Tel: 421800105207

Suomi/Finland

Puh/Tel: 358800413854

Kvnpog Sverige

TnA:35780077065 Tel: 020127022

Latvija United Kingdom (Northern Ireland)
Tel: 37180005882 Tel: 08000857562

Jara Ha mocyaeaHo npepasrJesxkaane Ha aucToBkaTta {DDmonthYYYY}.

Tasm BakcuHa € paspeleHa 3a yrnorpeda mo T. Hap. cXema ,,pa3perniaBane moa yciosue™. ToBa
O3HaydaBa, 4€ 3a Ta3h BaKCHHA C€ O4YaKBaT AOIIBJIHHUTCIIHNU JaHHMH.

EBporeiickaTa areHnms mo jJeKapcTBara e N3BbpIIBa Iperiie ] Ha HoBaTa HH(popManys 3a BakCHHaTa
MMOHE BEJAHBK TOIUIITHO U Ta3H JIMCTOBKA CHOTBETHO IIE CE aKTyalnu3Hpa.

Ckanmnpaiite Koga ¢ MOOMITHO YCTPOMCTBO, 32 [1a TIOTYYHTE JINCTOBKATa HA PAa3IUIHU €3UITH.

Wnmn nocerere URL https:// www.ModernaCovid19Global.com

[MonpoGHa nHboOpMaIUs 3a Ta3H BaKCHHA € TPEAOCTaBeHa Ha yeOcaiita Ha EBporielickaTa areHIus mo
nekapcTBara: http://www.ema.europa.eu.
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Ta3u nuctoBka e HannyHa Ha Bcuuku e3unn Ha EC/EUII Ha yeOcaiita Ha EBponeiickara areHIus 1o
JeKapcTBara.

Ilocouenara nmo-gouy uHopManus e NpeIHaA3HAYEHA CAMO 32 MeIUIUHCKH CIEeNNAINCTH:

IIpocaenumoct
3a 1a ce mogo00pH MPOCIETUMOCTTa Ha OMOJIOTHYHUTE MEAUIINHCKY TPOTYKTH, UIMETO U TTAPTUIHUAT

HOMEp Ha MpUJIaraHus MPOIYKT TPsOBa a ObAAT SICHO 3allMCaHM.
Spikevax TpsOBa na ce mpuiara ot 00yYeH METUITMHCKH CIIEIHAITUCT.
Bakcunara e rotoBa 3a ynorpe0a ciiej pa3MpassiBaHe.

Jla He ce pasKiiama Wi pa3Mpassisa.

®dnakonuTe che Spikevax ca MHOrog030BU. OT BCEKM MHOT0/1030B (DJIAKOH MOTAT J1a C& U3TETJIAT
necet (10) no3u (1o 0,5 ml Bcsika) wmm MmakcumyM aBajecet (20) mo3u (o 0,25 ml Besika).

[penoppunTenHo € 1a MpoOoXKIATE 3aMylIajgKaTa Ha Pa3IMaHO MSICTO BceKd bT. He myHKTHpaiiTe
¢makona noseye ot 20 MbTH.

BbB Beeku (h1akoH € BKIIIOYCHO JTOIMBIHUTEIHO KOJIMYECTBO, 3a Jla CE rapaHTHpa, 4e Morar Ja Obaat
nocrasenu 10 qo3u o 0,5 ml unu makcumym 20 no3u o 0,25 ml.

C pasmpasenn (pJIakOHU U IIBJIHA CITPUHITOBKY MOJKE JIa C€ pabOTH MIPH YCIOBHS HA CTAWHO
OCBETJICHHE.

IIpu mppBUYHaTa cepust Spikevax TpsOBa ma ce mpmiara kato ase 103 ot 0,5 ml (100 mukporpama).
[IpenoppunTenHO € BTOpaTa 032 Aa ce NpuiIoxku 28 AHM cieq mbpBaTa qo3a. Ha nuna, kouto ca
TEXKO MIMyHOKOMITPOMETUPAHH, MOXe Aa ce mpuioxu Tpeta go3a (0,5 ml, 100 mukporpama) Haii-
MaJIKO 1 Mecelr cief BToparta 103a.

Bycrep noza (0,25 ml, 50 mukporpama) Spikevax Moske fja ce mpHIOKH Haii-MaJko 6 Mecela ciex
I'bPBUYHA CEpUsl HA JIMIA Ha Bb3pacT 18 1 moBede rouHH.

Kakro IIpU BCUYKH MHKCKIIUOHHU BAKCUHU, BUHATH1 Tp}I6Ba Ja uMa roToBHOCT 3a IMoAXO A0
MCIUIIMHCKO JICYCHUEC U Ha6J'IIO,Z[eHI/Ie B cnyqaﬁ Ha aHa(l)I/IJ'IaKTI/I‘IHa peaKknuys CJIC Mpuiarane Ha

Spikevax.

Jluiata Tpﬂ6Ba Ja 6’I>,I[aT Ha6J'IIO)_'[aBaHI/I OT MCOUIIWMHCKH CIICHUATIUCT Haii-maiko 15 MHUHYTH CJICO
BaKCHHaIIMUATA.

Hsama JaHHU 3a OIICHKA Ha NPUIIOKCHUETO Ha Spikevax CAHOBPEMCHHO C IPpYyI' BaKCUHU. Spikevax HE
TpH6Ba Ja c€ CMECBaA C APYT' BaKCUHU WUJIN JICKAPCTBCHU NPOAYKTHU B ChIllaTa CIIPUHIIOBKA.

Spikevax TpsiOBa ja ce mpuiara MHTPaAMyCKYJIHO. 3a MPEANOYUTAHE € ACATOBUIHUAT MYyCKYJT Ha
ropHara 4act Ha pbkaTa. He mpuaraiite Ta3u BakCuHa HHTPABEHO3HO WJIH ITOJIKOXHO.
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HNndopmanus 0THOCHO cbXpaHeHHe U padoTa

CbXpaHeHNe BbB ppnsep

Dace cbxpaHaBa 3ampaseHa
npu TeMnepaTypa oT
-25°C po -15°C.
Na He ce coxpanasa e cyx neg unv nog -50°C.

[la ce cbxpaHABa B OPWIMHANHATA ONAKoBKa,
33 43 ce NPeANasn oT CEETIMHA.

Mpeau ynotpe6a Bcekn GpnakoH ga ce pasmpasfea

WsobpamxetnaTta Ha fNakoHW ca CaMo © UNICTPaTUEHE Len

2 yaca v 30 MUHYTH B XNagnIHNK }z—

ot 2° go 8°C ;’”,,//
(8 pamKuTe Ha R
30-gHeBHNA CPOK i

Ha FOAHOCT NpK _ AE;

TemnepaTtypa ‘{U e —_—

o1 2°C o 8°C) |l mg——————

OcraBeTe ¢pnakoHa Ha CTaliHa TeMNepaTypa 3a 15 MUHYTH,
NpeAH fa ro NPRACKNATE

_[ 1 4ac npu cTaiiHa Temnepatypa  |———

oT15° go 25°C

YKazaHuna cnepg pasMpassaBaHe

—{ Cnep u3TernAHe Ha NbpBaTa fo3a ]—

MakcumanHo speme

Xnapmnuuk wan craiua

Temnepartypa

(DnakoHsT TpAGEa fa ce ChXpaHABa

Ha TeMnepaTypa Mexgy 2° n 25°C.
[laTata u YACET Ha UIXEBPNAHE A3 8
3aNWLLET Ha ETUKETA Ha dnaKoHa.

W3xEbpneTe nyHKTMpaHua dnakod cnep, 19 vaca

Warerngiire BcAKa A03a BaKCUHA OT GNakoHa € MOMOLLTa Ha HOBa CTEPWUIHA UITa W CNPUHLOBKE 3a BCAKA MHMKEKLMWA,
3a [la NPeAoTBPaTMTE NPeAaBaHeTo Ha MHGEKLIMO3HW areHTH OT eHO IKLLE Ha ApYTo.
[ozara B cnpuHUoBKaTa Tpabea aa ce nsnonsea HesabasHo.

Cniepy KaTo $HNaKOHBT ce MYHKTMPa 3a U3TernsHe Ha MbpBaTa 033, BAKCWHaTa TpAGEa
Aa ce n3nonzea HezabaBHO 1 fa ce N3XBLpAK cneq 19 yaca.

BcAka HenanonagsaHa BakcuHa MK oTnagbueH Matepuan TpAGBa Aa ce W3XBbp/A B CbOTBETCTBME C MECTHUTE M3NCKBAHMS.

[ HUKOI'A He 3ampa3aBaiiTe NOBTOPHO pasMpa3seHaTa BaKCHa ]

MpunaraHe

3aBbpTaiTe neko GpnakoHa cnej pazMpasfAeaHe W Mpeau BCAKO U3TernaHe
BakcuHaTa e rotoBa 3a NpuoXeHWe cneq pasmpazAeaqe. He pasknawaiite n He paspexpaiite

-

MOTBbPAMTE, Ue TEUHOCTTa e GAna fo noutn
6ANa, KakTo BbB (HNakoHa, Taka M B CNpVHLOBKaTa

‘ ce yBepuTe B 06eMa Ha CNpUHLIOBKaTa

BakcuHaTa MoXe f1a CbAbpXa
6enu Unu NoNyNpo3pauHu YacTMuM,
CBbP3aHu C NPoAyKTa.

AKO n03aTa & HETOUHa UM UMa
NPOMAHA B LIBETa W IPYTA BUAMMU UACTUALIM,
He npunaraiTe BakCMHaTa.

Mpegn nHXeKTUpaHe NpoBepABaiiTe BCAKa 4033, 3a fJa:
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