HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTo3H JICKapPCTBEH MPOAYKT TOJUICKH Ha JOMBIHUTEIIHO HAOM0eHre. ToBa 111e o3Boau OBp30TO
YCTaHOBsIBaHE Ha HOBa MH(OpMAaIMs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH C&
M3WCKBA J]a ChOOIIABaT BCSIKA MTOM03MpaHa HeKellaHa Peakiis. 3a HaunHa Ha ChOOIIaBaHe Ha
HEKeJIaHU PEaKIuH BIKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMUSI TIPOJAYKT

Spikevax HHXEKIIMOHHA TUCTICPCHS

uPHK Bakcuna cpenry COVID-19 (Hykieo3uaHo MoTudUIIpana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

ToBa e MHOT0/1030B (pr1akoH, KOHTO chabpika 10 mo3u mo 0,5 ml Besika wim Mmakcumym 20 1031 IO
0,25 ml Bcsxka.

Enna mo3a (0,5 ml) ceasprxa 100 Mmukporpama emazomepan (elasomeran), nPHK Bakcuna cpenry
COVID-19 (Bkirouena B SM-102 nunuaHr HAHOYACTHIIN ).

Enna mo3a (0,25 ml) ceapprxa 50 mukporpama enazomepar, ”PHK Bakcuna cperry COVID-19
(BxirroueHa B SM-102 nmunmunHr HAHOYACTHIIH).

Enazomepan e enHoBepuxHa, 5’-kenupana nadopmanmnonna PHK (uPHK), npoussenena ¢
M3MOJI3BAaHETO Ha Oe3KIeThuHa iN Vitro Tpanckpumius oT choTBeTHUTEe JJTHK-Marpunm, koauparia

BUpycHus mmmoB (S) nporenH Ha SARS-CoV-2.

3a BJIHUA CHUCHK Ha IIOMOIIHUTE BEIIeCTBa BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
WHXeKMoHHa Tucnepeus

bsina no nouru 6suta aucnepcus (pH: 7,0 — 8,0)

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

Spikevax e mpejHa3HavYeHa 3a aKTUBHA UMyHH3anus 3a npesenius Ha COVID-19, npuuuseH ot
SARS-CoV-2, npu nmnia Ha 6 1 ToBeYe TOANHU.

Ynorpebara Ha Ta3u BakCUHA TPsOBa Jia ObJIc B CbOTBETCTBHE C OQHUIIMATHUTE PETOPHKH.
4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

EOBI/I[ZOBKa

ITvpeuuna cepusa na eakcunayus
Jluya na 12 u noseue 2oounu
Spikevax ce npunara kato Kypc ot 2 (nBe) no3u no 100 mukporpama Besika (0,5 ml Besika).



Heya na eévspacm om 6 0o 11 2o0unu
Spikevax ce mpuiara xato kypc ot 2 (aBe) mo3u mo 50 mukporpama Beska (0,25 ml Besika, chabpixaria
50 mukporpama nPHK, koeTo e mojoBrHHaTa OT MbPBUYHATA J103a 32 JIKI[a Ha 12 ¥ MOoBeYe TOMHH).

IIpemopruBa ce BTOpaTa 1032 J1a Ce MPUIOKHU 28 THU clie]] ITbpBarta f1o03a (Bx. Touku 4.4 u 5.1).

Tesncko umyHoxomnpomemupanu iuya Ha 6 u noseue 200unu

Tpera mo3a Moke Ja ce MPUIIOKHK Hal-MaJIko 28 JHU Clie] BTopaTa A03a Ha JuIa Ha 12 u moBede
roguau (0,5 ml, 100 mukporpama) u Ha jena Ha Bb3pact ot 6 10 11 roaunu (0,25 ml,

50 Mukporpama), KOUTO ca TEKKO HMYHOKOMIIPOMETHpaHH, (BXkK. Touka 4.4).

bycmep 0o3a

Jluya na 18 u noseue 2oounu

Bycrep no3a Spikevax (0,25 ml, ceaspxaria 50 mukporpama nPHK - mosoBuHaTa OT MbpBUYHATA
7103a) TpsIOBa J1a Ce MPUIIOKH UHTPAMYCKYJIHO Ha Bh3PACTHH Hal-MaJIKO 3 Mecella CJie]l 3aBbpIIIBaHe
Ha IbPBUYHATA CEPHsl Ha BAKCHHAITHSL.

Spikevax mosxe nia ce u3non3ea 3a OycTep J03a MpU Bb3PACTHHU, KOUTO Ca TOIYYHIIH ITbPBUYHA CEPUsI
Ha BaKCHHAIIUs chc SPiKevax wim mbpBUYHA CEpUs HAa BaKCHHAIMS, CheTosIma ce oT Apyra nPHK
BaKCHHA WX a/ICHOBUPYCHA BEKTOPHA BaKCHHA.

Ileouampuuna nonynayusn

bezonacHocTTa 1 eukacHocTTa Ha Spikevax mpu Jelia Ha Bb3pacT 1o 6 rouHu Bce Olle He ca
yCTaHOBEHHU. JIUmcBar JaHHU.

Ilonynayus é cmapuecka 6v3pacm
He ce u3nckBa KopeKLust Ha J03aTa IIpH JIUIA B cTapuecka Bb3pacT >65 roquHu.

Hauwnn »Ha npuioxeHue

Bakcunata Tpsi6Ba 1a ce npuiara HHTpaMyCKyJIHO. 3a MPEANoYruTaHe € B JeATOUIHUS MyCKYII B
ropHaTa 4acT Ha pbKaTa.

He npnnaraﬁTe Ta3W BaKCUHA UHTPABACKYJIApHO, ITOJAKOXXHO WJIN UHTPAACPMAIHO.

BakcuHara He TpsiOBa Jja ce cMecBa ¢ IpyTy BAaKCHHU MJIH JICKAPCTBEHHU MPOAYKTH B ChIIATA
CHPUHIIOBKA.

3a mpezna3Hu MEpKH, KOUTO TPsIOBa Jja ce B3eMar Mpeu MpuiaraHe Ha BAKCHHATA, BIDKTE Touka 4.4.
3a yKka3aHHsl OTHOCHO pa3MpassBaHeTo, padoTaTa CbC M U3XBBPIITHETO HA BAKCHHATA BMXKTE TOUKa 6.6.
4.3 IlpoTuBOmOKAa3aHUS

CBp’bX'-IYBCTBI/ITeJ'IHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BECIICCTBA,
n30poeHu B Touka 6.1.

4.4 ChnenuananHu nmpeaynpesaeHus: U NpeAna3sHyl MepKH NpU ynoTpeda

IIpocnenumoct

3a 1a ce moIo0pH MPOCIIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTUIHUSAT
HOMEDp Ha MPHUIIOKEHUS MPOAYKT TPsiOBa SICHO Jla Ce 3ammcBar

CBD’bX‘IVBCTBHTeHHOCT n aHad)I/IHaKCI/IH

Wma cpoOienns 3a anaduiakcus npu Jimna, noiayuwm Spikevax. Bunaru tpsOBa na uma Ha
Pas3mnoNoKeHne NoAXO0IAII0 MEAULIMHCKO JIeYeHHE U HaOI0AeHUE B CiTydail Ha aHapUIaKTHIHA



peaxius ciej MprioKeHne Ha BakcuHaTa. [IpernopruBa ce BHUMaTeTHO HabII0AeHNE B TIPOIBIDKEHUE
Ha Hai-MaJko 15 MUHYTH cjiel BakcuHalusaTa. BropaTta mo3a Ha BakcHHATa He TpsiOBa Ja ce MOCTaBs
Ha OHE3W, KOWTO ca MOJYUHIIN aHa(HIaKCHs IPY ITbpBaTa ao03a Ha Spikevax.

MmuokapauT ¥ nepuKapauT

ChliecTBYBa MMOBUILICH PUCK OT MHOKApAUT U MIEPUKAPAUT CIIE BAaKCHHALUS Che Spikevax.

Te3u 3a00JsIBAaHUS MOTAT JIa C€ Pa3BUAT JO HAKOJIKO JHU CIie]l BAKCHHAIMSITA M HACTHIIBAT MPEAUMHO
B pamkute Ha 14 qau. Te ca HabmrOMaBaHM MMO-YECTO CIIE] BTOpATA 034 M ITO-YeCTO IMPH IOHOIIIH | I10-
MIIaau MBKe (BXK. Touka 4.8). .

Hannunure nanam IIOKa3BaT, , 4€ MPOTHUYAHETO HA MUOKAPIUT U IIEPUKAPIUT CJIIC] BaAKCHMHAIUATA HE
CC pazjin4yaBa OT TOBA IIPpU MUOKAPAUT WIH NEPUKAPAUT KATO II0.

MenuIUHCKHUTE CIICIIHATUCTH TPsIOBa na ObaaT OIUTEITHA 32 MPU3HANNTE U CUMITTOMHUTE Ha
MHUOKapIUT U TIepuKapanT. BakcuHupanuTe numa TpsiOBa Aa 0b1aT HHCTPYKTUPAHU Ja MTOTHPCST
He3a0aBHO MEIMIIMHCKA TIOMOIII, aKO Pa3BUAT CUMIITOMH, TIOKA3aTeIIHHU 32 MUOKAPIUT WU
MIEPUKAPINT, KaTo (0CTpa U MPOABIDKUTENHA) OOTKA B THPIUTE, 3ayX N MAITUTAIIAN CIIE]
BaKCHHAIUATA.

MeaUIMHCKUTE CIICIUAIMCTH TPSIOBA Jla HANPaBsT CIIpaBKa C PhKOBOCTBATA W/WIIM CIICIIUATHCTUTE
3a TUArHOCTHULIMPAHE U JIeYeHHE Ha TOBa 3a00IIIBaHe.

PuckbT oT MuOKapauT ciiex TpeTa A03a (0,5 ml, 100 mukporpama) unu ciien 6ycrep go3a (0,25 ml,
50 mukporpama) Spikevax Bce omiie He € OXapaKTepU3UpaH.

Peaknuu, cBbp3aHU ¢ TPEBOKHOCT

PCaKI_II/II/I, CBBbP3aHU C TPEBOXXHOCT, BKIIFOUYHUTCIIHO Ba3OoBaraJHu peaknuu (CI/IHKOH), XHUIEPBECHTUIIAIUA
HJIM TaKHMBa, CBbpP3aHU CbC CTPEC, MOraT Jia C€ MOABAT BbB BPb3Ka C BAKCUHAIIUATA KaTO IICUXOI'CHCH
OTTOBOP KbM MHKCKTHUPAHETO C UIJIA. Baxmno ¢ Jla C€ B3€MarT MpcaAriasiu MEPKH, 3a 1a C€ n30erne
HapaHsABaHC IIPH NPUJIOIIABAHEC.

CerobreTBaiio 3abosisBade

BakcuHnarusra TpsOBa Jia ce OTJIONKH MPH JIUIA, CTPAJAIIH OT OCTPO TEXKKO GeOpriTHO 3a00IsIBaHe
wiu octpa uHpekiyst. Hannurero Ha jeka nHOEKIMS W/UIK JIEKO MOBHILIEHA TeMIIEpaTypa He TpsiOBa
J1a 3a06aBs BAKCHHALIMATA.

TDOM6OHI/ITOH€HI/I$[ 1 HAPpYIICHUA Ha KPbBOCHCHPBAHETO

Kakro mpu Apyru HHTpaMyCKyJIHH MHXXEKIUH, BAKCHHATa TPsIOBa Ja ce Ipujiara BHUMATEIHO MPH
JMIA Ha AHTUKOAryJaHTHA TEepalysl WK TaKUBa C TPOMOOLUTONICHHS WIIM HAKAKBO HApYLIEHHE Ha
KPBBOCHCUPBAHETO (HAMPUMEP XeMO(HIIHS), Thil KATO TIPU TE3H JIMIa MOXKeE J]a Ce MOSBH KbPBEHE HIIH
o0Opa3yBaHe Ha CHHUHU CJie]l HHTPaMyCKYJIHOTO MPHIOKEHHE.

JIMyHOKOMIIDOMETHPAHHU JIMIIA

EduxacHoctTa 1 0e30macHOCTTa Ha BAKCHHATA HE Ca OLIEHEHU IPH KMYHOKOMIIPOMETHPAaHH JIALA,
BKJTFOUMTEITHO TAaKMWBA, KOUTO MOJTyYaBaT KMyHOCYyIpecuBHa Tepanus. EpukacHocTra Ha Spikevax
MOJKe 1a ObJle MO-HICKa MPH UMYHOKOMITPOMETHPAHH JIUIIA.

[penoppkara na ce oOMucu npuiokerue Ha Tpera go3a (0,5 ml 3a nuna Ha 12 1 moBeve roauHY;
0,25 ml 3a nena Ha BB3pacT Ot 6 10 11 roanHmM) Npu TEKKO KMYHOKOMITPOMETHPAHH JIKIA (BXK. TOUKA
4.2) ce ocHOBaBa Ha OTPAHWYEHH CEPOJOTHYHU JTaHHU MPH MAIlUEHTH, KOUTO ca
MMYHOKOMIIPOMETHPAHH CJIe/I TPAHCIUIAHTAIMS Ha COJIMJICH OpraH.



IIpoabDKUTEIHOCT HA 3aIKUTaTa

HpOI[’I)J'DKI/ITeJ'IHOCTTa Ha OCUTypC€HaTa OT BaKCHUHATa 3allluTa € HCU3BECTHA, ThI KaTo TS BCE OIIIE Ce
YCTaHOBsIBa OT TCKYIIW KIIMHUYHU U3IIUTBAHUA.

OrpannyeHnus Ha eeKTUBHOCTTA HA BAKCHHATA

JlumiaTa Moske 1a He OBJAT HAITBITHO 3aIMUTEHU A0 14-us ACH cliel] MOCTaBsSHe Ha Broparta no3a. Kakro
MIPU BCUYKH BaKCHHH, BaKCHHAIUATA ChC Spikevax Moke a He OCHUTYPH 3alliTa Ha BCHYKH
PELUITMEHTH Ha BaKCUHATA.

TlomomIHM BemecTBa ¢ M3BECTHO JIEUCTBUE

Hampuii
Ta3u BakcuHa chIaBpKa MOo-Manko oT 1 mmol Harpwuii (23 mg) Ha 0,5 ml mo3a, T.€. MOXKe Ja ce Kaxe,
4e Ha MPAKTHKA HEe ChIIbPKa HATPHH.

45 B3auMmoaeiicTBHE ¢ IPYTHU JeKaAPCTBEHH MPOAYKTH U APYru (opMH HA B3aUMojeiicTBHE
He ca npoBexxnanu npoy4yBaHus 3a B3aUMOJIECHCTBUSATA.
He e npoy4BaHo chIIBTCTBAIOTO NPHUIIOKEHUE HA Spikevax ¢ APyru BaKCHUHH.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

[onemusiT 06eM OT AaHHU, TOIY4YECHH OT HAOIIOIEHNETO HAa OPEMEHHH JKEHH, BAKCHHUPAHU ChC
Spikevax o Bpeme Ha BTOPHSI U TPETHS TPUMECTBP, HE NMOKA3Ba YBEJIMUYCHHE HA CITyYanTe Ha
OpEeMEHHOCT ¢ HeXeJaH U3X0/1 OT OpeMEeHHOCTTa. Makap ue JaHHHUTE 3a U3X0] OT OPEMEHHOCTTa CIIe]
BaKCHHalu, IIPOBEACHA IO BpEME HAa IbPBUA TPUMECTHP IMMOHACTOAICM Ca OTPAaHUYCHH, HE CC
HaOJIF0/1aBa MOBHIIICH PUCK OT CIOHTaHEeH a0opT. [IpoydBaHus npu KUBOTHU HE MTOKA3BAT MPEKU HITH
HETPEeKU BpeIHU e(DEKTH, CBbP3aHK ¢ OPEeMEHHOCTTa, eMOPHOHATHOTO/(DETATHOTO Pa3BUTHE,
PaKIaHETO MIIH MOCTHATAIHOTO pa3BuTHe (BXk. Touka 5.3). Spikevax Moke ma ce mpuiara mo BpeMe
Ha OPEeMEeHHOCT.

KespMmene
He ca ouakBar eexTH pu HOBOPOAEHU/KbpPMaUeTa, Thil KATO CHCTEMHATa eKCIo3uims Ha Spikevax
HpI/I K’I)pMeIHaTa JKCHA € HC3HAUYUTCIIHA. ﬂaHHI/I oT HaGHIOIleHI/ISI HpI/I JKC€HHU, KOUTO K’LpMS[T cjieq

BaKCHHAIIWS, HE TTOKA3BaT PUCK OT HEXEJaHU e(eKTH NP HOBOpoIeHH/KbpMadera. Spikevax moxe na
ce TmpuIara B epruoja Ha KbpMEHe.

Deprunurer

[IpoyuBaHus IpH >KUBOTHH HE ITOKa3BaT MPEKU WM HENPEKU BpeAHU €(PeKTH, CBbP3aHU C
PENPOAYKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTa 32 modupaHe 1 padoTa ¢ MALINHH

Spikevax He MOBJIKSBA WM MOBJIMABA PEHEOPEKMMO CIIOCOOHOCTTA 3a modupaHe u pabora ¢
MmammHy. Hsikoun ot edexture, mocoueHu B Touka 4.8, MOraT Bce Mak BpEMEHHO J1a MOBJIUSAT Ha
CHocoOHOCTTA 3a mopupaHe WiK padoTa ¢ MaLIUHU.

4.8 Hexenanu JeKapcTBeHH peaKun

O06001menre Ha npoduiia Ha 6€30HaCHOCT




Yuacmnuyu na ev3pacm 18 u noseue coounu

besomacHocTTa Ha Spikevaxe omeHeHa B TEKyIO paHIOMH3HPAHO, IU1ale00-KOHTPOIUPAHO,
3acieneHo 3a Habromarens KIIMHUYHO nmpoyuBane Paza 3, mposexxaamo ce B CALLl, BkmrouBamo

30 351 yvacTHUIM HA BB3pacT 18 1 MoBeUYe roAMHM, KOMTO ca MOTYYHIIH [TOHE eHa 103a oT Spikevax
(n=15 185) wnu mnane6o (N=15 166) (NCT04470427). [1o Bpeme Ha BakCHHALMSTA CPEAHATA BH3PACT
Ha roryJanusra e 52 roguau (nuamazoH ot 18 mo 95); 22 831 (75,2%) oT yyacTHUIIUTE ca HA BB3PACT
ot 18 10 64 ronuau u 7 520 (24,8%) OT y4acTHUIMTE ca Ha BB3pacT 65 ¥ MoBeve TOANHH.

Haii-yecto cpobuiaBaHnTe HesKeIaHU peakny ca 00JKa Ha MSCTOTO Ha HHXeKTHpane (92%), ymopa
(70%), rmaBobonue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTprcane

(45,4%), rapene/mospbinane (23%), akcunapro moayBane/6onesnenoct (19,8%), tpecka (15,5%),
NoJyBaHe Ha MsICTOTO Ha nHKektupane (14,7%) u 3auepssBane (10%). Hexenannte peakunu
OOMKHOBEHO Ca JIEKH WIM YMEPEHH 10 HHTEH3UTET U OTLIYMSBAT 32 HSAKOJKO JHHU CJIE/ BAKCUHALIUITA.
MaJiko 1mo-HUCKa YeCTOTa Ha ChbOUTHUS Ha PEaKTOICHHOCT €€ CBBP3Ba C I0-TOJIsIMa Bb3PacT.

KaTo 1151510 HAKOM HEXKEJIaHU PEaKLUH CE CPEIaT [0-4eCTO B MO-MJIaJUTE Bb3PACTOBH IPYIIH:
YyecToTaTa Ha aKCUJIapHO MOLyBaHe/00Ie3HEHOCT, yMOpa,r1aBo0oIie, MUAJIrusl, apTpajrus, BTpUCaHe,
raJieHe/MoBphIIaHe 1 MOBUIICHA TEMIIEpaTypa € o-BUCOKa IPH XOpa Ha BB3pacT oT 18 mo < 65
TOAMHU OTKOJKOTO MU Te3W Ha BB3pacT 65 ronuuu u noseue. [lo-yecTo ce choOIIaBaT IOKaTHU U
CHUCTEMHU HEXEJIaHU PeaKluu el 403a 2 OTKOJKOTO cief 1o3a 1.

FOnowu na evspacm om 12 0o 17 200unu

Jannan 3a 6e3omacHOCT Ha Spikevax MpH IOHOIIN ca CHOpaHU B TEKYIIO paHIOMU3HUPAHO, IUianedo-
KOHTPOJIMPAHO, 3aCJICIICHO 3a HaOJIF0aTeNs KIMHUYHO npoyuBane (asa 2/3, nposexaaino ce B CAILLL,
BKITIOUBANIO 3 726 y4acTHHIM Ha BB3pacT oT 12 1o 17 roguHu, KOUTO ca MOTYYMIN TIOHE eJHa 1032
Spikevax (n=2 486) wnu rame6o (N=1 240) (NCT04649151). lemorpadhckute XapaKTEPUCTUKH Ca
CXOJIHU MEX]ly YYaCTHHUIIMTE, KOUTO ca Moydmin Spikevax, U Te3u, KOUTO ca MOIYy4HIH Taneoo.

Haii-gecTute HexenaH! peakiiuyl MPHU FOHOIIH Ha BB3pacT oT 12 1o 17 roguau ca 601Ka Ha MACTOTO
Ha urkektupane (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuaapHo nmojayBaHe/0osie3neHoct (35%), aprpanrus (35% ), ranene/nospoiane (29%), nogyBaHe
Ha MSCTOTO Ha WHXeKTupane (28%), eputeM Ha MACTOTO Ha HHXKeKTUpaHe (26%) U MOBUIIIeHA
temmneparypa (14%).

leya na eévspacm om 6 0o 11 coounu

annu 3a 6e3omacHocT Ha Spikevax mpu zera ca ch0paHu B TEKYIO PAHIOMHU3MPAHO, 3aCIIENEHO 3a
HaOJTr01aTeNs, KITMHUYHO M3MMTBaHe ¢asza 2/3 B 1Be uacTh, mposexaaio ce B CAII] u Kanana
(NCT04796896). HacT 1 e oTkpura (haza Ha M3MUTBAHETO 3a 6E30MACHOCT, M300p Ha 1034 U
WMYHOTEHHOCT, U € BKitouBasia 380 yqacTHUIM Ha BB3pacT OT 6 710 11 ronnHu, KOUTO ca MOTYYHITH
none 1 no3a (0,25 ml) Spikevax. Hacr 2 e minane6o-koHTposMpaHara ¢asa 3a 6€30macHOCT 1 €
BkitouBana 4 016 yyactHuim Ha Bh3pact oT 6 10 11 roauHu, KOUTO ca MOTyYWId TIOHE €/THA 1032
(0,25 ml) Spikevax (n=3 012) wnu mutae6o (N=1 004). Yuactauim ot Yact 1 He ca yyacTBaiu B
Yacr 2. JlemorpadckuTe XapakKTEPUCTUKH Ca CXOJIHU MPU YIACTHUIIUTE, KOUTO Ca MOJTY UM
Spikevax, u Te3u, KOUTO ca MOJTYYHIIH IUIAIE0o0.

Haii-uecTuTe HEeXEMaHU PEaKIMy P YIACTHUIM Ha Bb3pacT oT 6 10 11 roauHu ciieji IpuiIoKeHHe Ha
ITBPBUYHATA CEPHS HA BAKCHHAIMS ca 00JIKa Ha MCTOTO Ha nHkektupane (98,4%), ymopa (73,1%),
rinaBobonue (62,1%), muanrus (35,3%), Brpucane (34,6%), ranene/nospsinane (29,3%), akcunapHo
noxyBane/0one3neHoct (27,0%), moumieHa Temneparypa (25,7%), eputeM Ha MICTOTO Ha
umkektupane (24,0%), moayBane Ha MICTOTO Ha HHKekTHpaHe (22,3%) u aptpairus (21,3%).

TabirueH CIUCHK Ha HEXEIAHUTE PEAKIIMU OT KJIMHUYHU NPOYYBAHUS U OT OCTMAPKETUHIOBHS OIIUT
[IPU JIMIA HA 6 ¥ OBeYe TOAUHU




[MpodnrsT Ha Ge30macHOCT, MPEACTaBEH M0-/10JTy, C€ OCHOBaBa Ha JaHHHUTE, TeHEPHPAHU

B ILTa1e00-KOHTPOJUPaHo KInHU4HO npoyusane mpu 30 351 Bp3pacTau > 18 roauuu, apyro miaredo-
KOHTPOJIMpaHO KIMHUYHO Npoy4BaHe ¢ 3 726 y4acTHUIM Ha Bb3pacT oT 12 no 17 ronunu, apyro
KIMHAYHO npoyuBane ¢ 4 002 ygacTHuM Ha Bb3pacT ot 6 10 11 roanHu 1 1o Bpeme Ha
MOCTMAPKETUHIOBUSI OTIUT.

C’I)06HICHI/IT € HCXKCIIaHU pCaKIU1 ca I/136pOCHI/I Ccriopen cjiejHaTa KOHBCHIUSA 3a YE€CTOTA:

Mmuoro vectu (>1/10)

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

Heuectu (> 1/1000 m0 <1/100)

Penxu (> 1/10 000 mo <1/1000)

Mtuoro peaxu (<1/10 000)

C HensBecTHA 4ecTOTa (OT HAJIMYHHUTE JJAHHU HE MOXe J1a Ob/Ic HalpaBeHa OlCHKA)

B paMkuTe Ha BCSKO rPYHHpPAHE 110 YECTOTA HEXKEIAHUTE PEAKIMH ca MPEICTABEHN B HU3XOISIL PEl
10 OTHOIIeHUE Ha cepro3HocTTa (Tabnuma 1).



Tadonuua 1: HexeslaHu peaknuu oT KIMHUYHU W3nuTBaHus Ha Spikevax u ot

MOCTMAPKETUHIOBUSA OIIUT IIPH JIUIIA HA 6 u moBeue roavHu

CucremMo-opraseH KJjac 1o
MedDRA

YecToTa

Hexenana(u) peakuusi(u)

MOJAKOKHATA TbKAaH

Hapyumenuss Ha KpbBTa M [MHOTO YeCcTH UlnmbaneHonatus™
iiumMHaTa cucrema
Hapyumienns Ha umyHHaTa  |C HEM3BECTHA YECTOTA IAHaMITaKCHS
cHcTeMa (CBpBX4yBCTBUTEITHOCT
Hapyumienus Ha HepBHaTta  [MHOTO 4ecTH 'maBoGonue
cHcTeMa
Heuectu BamasiHOCT
Penku Octpa nepudepHa aureBa
rmapanm3a®*
Xunoecre3us
[TapecTe3us
CbpaeyHu HapyuieHust MHoro penku MuokapauT
[Tepuxapaut
CTOMALIHO-YpPEeBHU MHoro uectu ["ameHe/moBpbIIIaHE
HApyLIEeHUS
Yectu Tuapust
Hedaectn bonka B kopema***
Hapymenust Ha ko:xkatam  [Hectu O6puB

C HEM3BECTHA YECTOTA

Eputema myntudopme

Hapyumienus Ha
MYCKYJIHO-CKeJIeTHATA
CHCTEMA M ChbeJUHUTeJIHATA
ThKaH

MHoro yectu

Muanrus
IApTpanrus

Q01U HapymeHus U epeKTH
HA MSICTOTO Ha MPUJIOKEHHe

MHoro uectu

bonka Ha MCTOTO HA UHXKEKTUPAHE
'YMopa

BTpucane

[Mupexcus

[MoxyBaHe Ha MACTOTO Ha
MHKEKTUPaHE

Eputem Ha MsICTOTO Ha
MHXEKTHpaHE

Uectn

YpTukapus Ha MICTOTO Ha
MH)KEKTUpaHe

O0pYB Ha MACTOTO HAa HMHXEKTHpPaHe
Peakiust Ha MACTOTO Ha
MHKEKTUpaHe OT 3a0aBeH Tum™* ***

Heuectn

[TpypuTyc Ha MSICTOTO Ha
MHXEKTHPaHE

Penkn

*khkkk

HOI[YB aHC Ha JIULCTO

*JInmdaneHonaTus e Oriia yCTaHOBEHA KAaTO aKCHIIapHA TMM(aJeHOIaTHs OT ChI[aTa CTpaHa Ha MACTOTO Ha HHXKEKTHPAHE.
B msixom citywau ca 3acerHaté U ApyTH TUM(HHE BB3IH (Hap. IHHHN, HAJKITIOYAIHHA).

**B pamkuTe Ha IepHo/a Ha IpociesBaHe Ha 0€30IacHOCTTa ce cho0IIaBa 3a ocTpa nepudepHa IuIeBa napainsa Ipu
TpUMa Y4aCTHHUIIM B rpynara Ha SPikevax u npu eJiMH MalueHT B rpynara Ha miane6o. [TosiBaTa mpu NalueHTUTe B rpynara

Ha BaKCMHATa HACThIBa cjen 22, 28 u 32 IHU cjell BAKCHHAIMATA C 1032 2 .

*** BoJsika B KopeMma ¢ HaOJo1aBaHa B eiHaTpuyHara nomysmanus (Ha Bp3pact ot 5 1o 11 rogunn): 0,2% B rpynara Ha

Spikevax 1 0% B rpynara Ha mane6o.




****MennaHata Ha BpeMETO 0 MOsIBa € 9 THU cile/l ITbpBaTa HHbKeKnust U 11 1HM cien BTopaTa HIDKeKnus. MexuaHnara Ha
HPOABIDKUTENHOCTTA € 4 IHU CJIe/ IbpPBaTa HHXKEKUUS U 4 JTHU Cle]l BTOpaTa HHKEKLHA.

*F*x**Ima 1Be CeprO3HH HEXXEJIaHU CHbOMTHUS Ha MOAyBaHE Ha JIUIETO MIPU PELUIIMeHTH HAa BAKCHHATA C aHAMHE3a 3a
WHXEKTHpaHe Ha AepMaiHi Gurbpu. [losBata Ha moxyBaHeTo € choOmeHa cboTBeTHO B [len 1 u [len 3 ot nens Ha
BaKCHHALMATA.

PeakrorenHoctTta 1 mpoGuIbT Ha Oe30macHOCT mpu 343 yyacTHuim, moay4asamm Spikevax, kouto ca
o ceporio3utuBHY 32 SARS-C0OV-2 Ha U3X0JHO HUBO, € CHIIOCTABUMA C Ta3U HA YYaCTHUIH,
ceponeratuBHH 3a SARS-C0OV-2 Ha U3X0AHO HHBO.

Yuacmuuyu na évspacm 18 u noseue coounu (6ycmep 003a)

Be3omacHOCTTa, peaKTOreHHOCTTa M MMYHOT€HHOCTTA Ha OycTtep 103a Spikevax ca orieHenu B €1HO
Tekymo (asa 2, paHIOMH3UPAHO, 3aCIIENEHO 3a HAabIoAaTes, 1ane60-KOHTPOIUPAHO, IPOYUBAHE 32
NOTBBPIKIABAHE HA [103aTa PH yYaCTHHIM Ha Bh3pacT 18 roauuu u noseue (NCT04405076). B ToBa
npoyuBane 198 yuactauim ca nomyunnu ase go3u (0,5 ml, 100 mukporpama npe3 1 mecerr) ot
IbPBUYHATA CEPHsI HA BaKCHHAUsI Che Spikevax. B otkputa ¢asa Ha ToBa npoyusane 167 ot te3u
YYaCTHHIIM ca MoJTy4nsiu eaunanyna Oycrep no3a (0,25 ml, 50 mukporpama) Haii-manko 6 Mecerna cien
NoJTyyaBaHe Ha BTOpATa 703a OT ITbPBUYHATA CEPUs HA BaKCHHAIMSA. ThPCEHHUAT MPOQHIT HA HEKETaHU
peakmuu 3a 6yctep mo3ara (0,25 ml, 50 mukporpama) e 6mi mog00EH Ha TO3M CIIeA BTOparta 103a B
IIbpBUYHATA CCPUA HAa BAKCUHAIINA.

Onncanne Ha N30paHU HEXEIAHU PEAKIINU

Muokapoum

[ToBUIIEHUAT PUCK OT MHUOKAPIUT CJIe BaKCUHAIUs che Spikevax e Hal-BHCOK MPH IOHOIIH U TO-
MJIau MbxKe (BX. Touka 4.4).

JBe rosieMu (hapMakoeuIEMUOJIOTHYHY IPOYYBaHUS, TPOBecHH B EBpoIma OlleHsIBaT M0-BUCOKHUS
PHUCK OT MHOKApJMT IIPU IOHOIIHU U ITO-MJIaJI MBKE Clie]] Broparta jo3a Spikevax. EqHo npoyuBaHe
MOKa3Ba, 4e 3a MepHoJI OT 7 HU cJie]] Bropara j03a uma okosio 1,316 (95% CI 1,299 — 1,333)
JOIBJIHUTENHU ciiydast Ha MuokapAauT Ha 10 000 mpu 12 1o 29-roauiiHu IOHOIIH U MBbXKE, B
CpaBHEHHUE C xopa 0e3 excrio3ulusi. B npyro npoy4sane 3a nepuoj oT 28 qHU Ciie] BTOpaTa J03a ca
Hab6monasanu 1,88 (95% CI 0,956 — 2,804) nompiaHuTeHM ciaydast Ha MHokapaut Ha 10 000 mpu 16
J10 24-TOAWIITHY FOHOIIN U MBXE, B CPaBHEHHE C X0pa 0e3 eKCITO3UIIHSL.

C’I)O6IIIaBaHe Ha I1OJ03UPaHH HEXKCJIaHU PCAKIINH

C'[>06I]_IaBaH6T0 Ha NOAO3UPAaHN HEKCJIIaHU PEAaKIUU CIICA pa3pCliaBaHC 3a yHOTpeGa Ha JICKApCTBCHUA
IMMPOAYKT € BAXKHO. Tosa nmo3BosBa Ja IpoaABbJIKA Ha6HIO}IeHI/IeTO Ha CbOTHOIICHUETO HOJISa/pI/ICK 3a
JICKApCTBCHUS TPOAYKT. Or MCAUIIMHCKUTEC CIICHHAJIMCTH CC U3UCKBA a4 C’bO6I]_IaBaT BCiKa
mog03"paHa HEXKEJIaHa pCaKrd Ype3 HAllMOHAJIHA CUCTEMA 3a C”LOGH.[aBaHG, IIOCOYCHA B
Ipunoxxenue V u fa BKIIOYAT MAapTUAEH HOMED, aKO € HaJTU4EeH.

4.9 Ilpeno3upaHe

He ca cpoOmmenn ciydan Ha peao3upaHe.

B Cﬂy‘laﬁ Ha IpEaAO3HUPaAHC CC MMPCIIOPBUIBA NPOCIICASAIBAHC HA )KU3HCHUTC (I)YHKI_[I/II/I U Bb3MOXXHO
CHUMIITOMATHUYHO JICUCHUC.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 ddapmakoaMHAMMYHU CBOiiCTBa

®apMakoTepaneBTHYHA TPyIa: BaKCHHU, Apyru BupycHH Bakcuau, ATC xox: JO7BX03


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

MexaHu3bsM Ha JIEHCTBUE

Spikevax (erxazomepan) cbappika HPHK, BriroueHa B munuanu Hanodactunn. ”PHK xoxnpa
IIBJIHOBEPIKEH IIUIIOB IpoTenH Ha SARS-CoV-2, Mmoauduiiupan ¢ 2 IpoJIMHOBH 3aMECTBaHUS B
oOjacTTa Ha XenTagHoTo nmoBTopenue 1 (S-2P), 3a crabuin3upaHe Ha MIUIIOBHS IIPOTCHH B
npedy3uonHa koHpopMmarus. Ciiesl HHTPaMyCKyJTHA HHXEKITUS KICTKUTE Ha MSICTOTO Ha
WH)KEKTHpaHe U ApeHuparuTe JUM(OHA BB3JIH [TOeMaT JINITHAHATE HAHOYACTHUIH, KaTO e()eKTHBHO
noctassaT UPHK cekBeHLMATa B KIIETKUTE 3a TpaHCHalys BbB BUpyceH npoTenH. Jloctaenara uPHK
HE HaBJIM3a B KJICTHYHOTO PO M HE B3aUMOJICHCTBA C TCHOMa, HE CE PEILTUKUPA U CE eKCIIpecupa
BPEMEHHO OCHOBHO B JICHAPUTHHY KJICTKUA U Makpodaru B CyOKamncyJapHUTe CUHYCU. EkcripecupaHusT,
CBBbp3aH ¢ MeMOpaHaTa mmnoB npoteud Ha SARS-CoV-2 ce pa3no3Hasa cieJ; TOBa OT UMYHHHTE
KJICTKW KaTO 4y aHTHreH. ToBa Mpenu3BHKBa KakTO T-KJIeThYCH, Taka U B-KJIeThYeH OTrOBOp C
o0Opa3yBaHe Ha HEYTPaTH3UPAILH aHTHTENA, KOETO MOXKE J1a IOTIPUHECE 3a 3alluTaTa Cpemry
COVID-19.

Knnnnubga ey MKacHOCT IIpU BB3PACTHU

[IpoyuBaHeTO TIpH BB3pACTHU € paHAOMHU3UPAHO, TIAe00-KOHTPOINPAHO, 3aCTIETICHO 32
HaOmoaaTeNs KIMHUYHO nipoyuBaHe (asza 3 (NCT04470427), koeTo U3KIII0UBa
UMYHOKOMIIPOMETHUPAHH JIMIIA WX TAKUBA, MOJIy4aBaIl UMYyHOCYIPECOPH B PAMKHUTE Ha TIOCICIHUTE
6 Mecera, KakTo M OpeMEHHH HITU TaKWBa C M3BeCTHA aHaMHe3a 3a nHPekus csc SARS-CoV-2.
Yyactauiu cbe crabminno HIV-3abonsBane He ca n3kintoueHH. [IpOTHBOTPUITHY BAKCUHHU € MOKEIO J1a
ce mpuiarat 14 guu npeau win 14 qHu ciieq KosSTo u Aa € m1o3a ot Spikevax. OT y4acTHHIIUTE CHIO0
TaKa ce € M3MCKBAJIO J]a IMa Haii-MaJIko MHTEPBAJ OT 3 Mecella OT MpriiaraHne Ha KpbBHU
MPOAYKTH/TIIa3Ma WIN HMYHOTIIOOYIIMHY 10 BKITFOYBAHETO B IPOYYBAHETO, 3a J1a TIOIyYar rmiamnedo
nn Spikevax.

[Ipocnenenu ca o6mo 30 351 yyactHuim ¢ Meanana 92 nau (nnana3on: 1-122) 3a pa3BuTHeTo Ha
6omnecrra COVID-109.

[omymanusTa 3a bpBUYEH aHAN3 Ha e(pUKacHOCTTA (HapudaHa ,,IIOMyJAIHs IT0 POTOKOI * FITH
,»PPS%), BrirrouBa 28 207 yuacTHuUIM, KOUTO ca moryumimn win Spikevax (n=14 134), wm miane6o
(n=14 073) u umar oTpuuateieH craryc 3a Hannure Ha SARS-CoV-2 Ha u3xomHo HuBo. PPS
MOIyJIalKsATa Ha TPOyYBaHeTO BKItouBa 47,4% sxenu, 52,6% mbxe, 79,5% 0enu, 9,7%
appoamepukani, 4,6% azuariy u 6,2% apyru. 19,7% ot yyacTHUIIUTE ca C MCIIAHCKU WIIN
JTATHHOAMEPUKAaHCKH TTPou3Xo . MeanaHaTa Ha Bb3pacTTa Ha y9aCTHUIUTE € 53 TOauHH

(mmamazon 18-94). [lommycka ce Auara3oH Ha MpUjiaraHe Ha BTopata J1o3a (TIaHupaHa 3a JeH 29) ot
— 7 no +14 nau 3a BkmouBaHe B PPS. 98% oT penunueHTHTe Ha BAKCHHATA, TIOTYYHIIM BTOpaTa J03a
25 1o 35 muu cnen no3a 1 (ot -3 10 +7 1HU OT MHTEpBasia OT 28 JIHK).

Cayuante Ha COVID-19 ca noTBbpACHH upe3 NOJIMMEpa3Ha BEpUKHA peakins ¢ o0paTHa

tpanckpuntasza (RT PCR) u oT knmuanyHa apoutpaxuna komucusi. EQukacHocTTa Ha BakcHHaTa 00110
Y TI0 OCHOBHH BB3pPacTOBU I'PYyIH € TpeacTaBeHa B Tabnuma 2.
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Tabauna 2: AHaau3 Ha eUKACHOCTTA HA BaKCMHATa: noTBLpAen COVID-19% nezaBucumo ot

Te:KecTTa, ¢ Hauauo 14 1Hu ciaen 2P*™ no3a — momyJianusi MO MPOTOKOJ

Spikevax IL1ane6o
Bn3pacroBa
YecToTa YecToTa °
(rl;[;}l;l:s‘) \Yuactaunu | Cayyan na | Ha COVID-19 | Yyactaunu | Caywam na | ma COVID-19 f; aEl;I:::c‘;‘:::;ZT
N COVID-19 Ha 1 000 N COVID-19 na 1 000 o %
95% AN)
n YOBEKOTO/IHHH n YOBEKOTOIHHH
O6mo 14 134 11 3,328 14073 185 56,510 94,1
(18) (89,3, 96,8)**
18 mo <65 10551 7 2,875 10521 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)
875 630 0 0 688 7 41,968 100%
(NE, 100)

#COVID-19: cumnromatraen COVID-19, n3uckpant nonoxureseH pesynrar ot RT-PCR u
Hali-MaJIko 2 CUCTEeMHH cuMInToMa win 1 pectimpatoper cumntoM. Ciydan, 3ano4saimy 14 nau cien 2P nosa.
*E¢dukacHocT Ha BakcuHata u 95% nosepurenen unrepsain (1) ot crpatndunmpanus mogen Ha COX 3a

NPONOPIHMOHATHOCT Ha PUCKa
** 11 He e KOPUTHPaH 32 MHOXKECTBEHOCT. KOopUrHpaHH 32 MHOXKECTBEHOCT CTATHCTHYCCKH aHAIM3H A IPABEHU
B MEXIIMHEH aHalli3 Ha rmo-maiko ciydan Ha COVID-19, kouTo He ca ChOOILEHHU TYyK.

Cpen Bcnuku yuactHUI B PPS He ca crobmenn ciydyan Ha Texpk COVID-19 B rpynara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) cinyuas, choOIIeHN B Tpymnata Ha tiane6o. Ot 30-Te y4acTHUIM ¢
TEXKO 3a00JIsBaHe, 9 ca XOCMUTAIM3UPAHH, 2-Ma OT TIX ca MPUETH B UHTCH3UBHO oTAeneHue. [1o-
roJIsIMaTa 4acT OT OCTAHAIUTE TEXKKHU CITyYau ca M3IBIHUIN CaMO KPUTEPHUS KUCIOPOIHA cCaTypallus
(Sp02) 3a Texko 3abomnsBane (< 93% npwu cTaiiHa Temrieparypa).

Edukacuocrra Ha Spikevax ga npeamnaszsa or COVID-19, He3aBUCHMO OT MpeanInHa HHYEKIUs ChC
SARS-CoV-2 (ycTaHOBEHa CepOJIOTUYHO Ha M3XOTHO HUBO W M3CJIE/[BaHE HA Ha30(apuHTea Ha mpoda
¢ TamrioH) oT 14 auu cnen J{oza 2 e 93,6% (95% noseputenen unrepsai, 88,6; 96,5%).

B JAOI'BJIHCHHUC, aHAJIM3U HA MMOATPYIIUTC HAa IIbpBUYHATA KpaﬁHa TOYKa 3a e(bHKaCHOCT IIOKa3BaTt
CXOJHa OI€HKa 3a e(l)I/IKaCHOCT 110 1TOJI, ETHUYCCKU Pyl U YUaCTHUIU CHC CHIIBTCTBAIN

3a00JIsIBaHUS, CBBP3aHU C BUCOK pUCK OT Texxbk COVID-109.

Knnanyza e(hMKaCHOCT OPHU IOHOIIM HA BB3pacT oT 12 o 17 ronuau

ITpoy4BaHeTO IPH IOHOLIH € TEKYIIO PaHJOMHU3UPAHO, M1a1e00-KOHTPOIUPAHO, 3aCIIEIIEHO 3a
HaOronaTens KIMHUYHO npoyuBaHe daza 2/3 (NCT04649151) 3a onenka Ha Ge30macHOCTTa,
pPEaKTOreHHOCTTa M epuKacHOCTTa Ha Spikevax mpu FOHOIIH Ha Bb3pacT oT 12 mo 17 roguam.
YyacTHUIIUTE ¢ U3BECTHA aHaMHe3a 3a HHPeKIusI ¢cb¢ SARS-COV-2 ca n3K/I0ueHH OT MPOYYBAHETO.
O6m10 3 732 yyacTHULM ca paHAOMH3UPaHU B choTHOLIeHUe 2:1 aa momydat 2 no3u Spikevax wim
miane6o, GU3MOJIOTHYEH Pa3TBOP, C MHTEPBAI MEXKITY 103UTe 1 Mecell.

W3BbpiieH e BTopudeH aHau3 Ha epukacHocTTa npu 3 181 yyacTHUIM, KOUTO ca MOTYUYHIH 2 JO3H
Spikevax (n=2 139) uu mmane6o (n=1 042) 1 ca UMaIM OTPULIATEIICH U3XOACH CTaTyC 110 OTHOIICHHE
Ha SARS-CoV-2, B nomynanusTa 1mo nIpoTokoi. Mexay y4acTHHIIUTE, KOUTO ca mony4dmin Spikevax,
Y T€31, KOUTO Ca MOJTYYHIH Iuiane0o, HsiMa 3a0e1eUMU Pa3IuKH B AeMOrpa)CKUTe JaHHU WIH
NpeecTBaINTE 3200 IBaHuUS.
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COVID-19 e nedpunupano kato cumnromarnado COVID-19, u3nuckBalio mojoKUTeNIeH Pe3yiTar OT
RT PCR wu Haii Manko 2 CHCTEMHH CUMITTOMA WIIA | pecriupaTopeH CHMIITOM; CIydaH, 3all09BaIlx
14 muu cnex BTopara J1o3a.

Nwma nyna cumrromatnanan ciaydas Ha COVID 19 B rpymara Ha Spikevax u 4 cuMOTOMaTHIHU CIIydast
Ha COVID-19 B rpymnara Ha mane6o.

IMyHOr€HHOCT IIpH FOHOIIN Ha BB3pacT oT 12 mo 17 roguau

Amnanu3 3a He o-Majika e(pUKacHOCT, OleHsBall TUTpUTe Ha 50% HeyTpamu3upaliuTe aHTUTeNa
cpemry SARS-CoV-2 u nporieHTa Ha CEpOIOrHYeH OTrOBOp 28 JTHU Cliel J103a 2, € IPOBE/ICH B
MOATPYTIHTE 32 UMYHOTEHHOCT Ha MOMYJIaNKATa IO IPOTOKOJ MIPH FOHOIIN Ha BB3pacT oT 12 1o

17 rogunu (n=340) B Ipoy4BaHETO MPH IOHOIIN, KAaKTO U MPU YYaCTHULIUTE HA Bb3pacT oT 18 1o

25 roaunu (n=296) B IpOy4YBaHETO MPH BH3PACTHU. YUACTHUITUTE HE Ca UMM UMYHOJIOTHYHU HITU
BUPYCOJIOTUYHH JIOKA3aTeNCTBa 3a mpeaxoaHa nadekmms cbe SARS-CoV-2 Ha u3X01HO HUBO.
Cpennoto reomeTpruaHo choTHOIIEeHNE (GMR) Ha TUTpUTE Ha HEYTPATU3NPAIUTE AHTUTENA TIPH
FOHOIIIY Ha BB3pacT oT 12 o 17 rogunu B cpaBHEHUE ¢ yuacTHuIUTe oT 18 1o 25 rogunu e 1,08 (95%
JIN: 0,94; 1,24). Pa3nukata B polieHTa Ha ceposiorudeH otrosop € 0,2% (95% JU: -1,8; 2,4).
Kpurepuute 3a He mo-mainka eduxacHocT (mosHa rpanuna Ha 95% JIU 3a GMR > 0,67 u nonna
rpanuiia Ha 95% JIU 3a paznukara B MpoOIIEHTa HA CEPOIOTHYEH OTroBOP > -10%) ca M3IbIHEHHU.

Knnanynaa erkacHOCT IIpH ena Ha Be3pact oT 6 1o 11 roguau

ITemuaTpuuHOTO MPOYYBAHE € TEKYINO, ha3za 2/3, paHAOMH3HPaHO, MIaIe00-KOHTPOIUPAHO,
3acJIeneHO 3a HAOII0AaTeNs, KIMHHYHO U3MUTBAHE 32 OLICHKA Ha 0€30MaCHOCTTA, PEaKTOreHHOCTTA U
edextuBHOCTTA Ha SPikevax nmpu nena Ha Bu3pact ot 6 10 11 roxuau 8 CAILL u Kanana
(NCTO04796896). YuacTHuIHM ¢ H3BeCTHA aHaMHe3a 3a HHpeknusa cb¢ SARS-CoV-2 ca 6umn
U3KIIIOUEHH OT npoyuBanero. O0mo 4 011 yyacTHUIM ca OWIIM paHJOMU3MPAHH B ChoTHOMIEHUE 3.1
Ja noydar 2 jgo3u Spikevax wiu mare6o (pusrosorndeH pasrsop) mpes 1 mecerr.

Bropuyen ananu3 Ha epuKacHOCTTa, OLICHsBAI TOTBBbpAcHU ciiydan Ha COVID-19, csbpanu 1o
JaTtara Ha 3akiarouBane Ha naHHuTe — 10 HoemBpu 2021 r. e uzBbpieH npu 3 497 ygacTHUIH, KOUTO
ca nostyuwnu 1se 103u (0,25 ml B mecer; 0 u mecent 1) mim Spikevax (n=2 644), wiu riare6o (N=853),
W ca UMaju otpunateinex craryc 3a SARS-CoV-2 Ha U3X0THO HHBO B MOMYJIAIMATA 110 TPOTOKOI
(PPS). Mex 1y y4acTHHIIUTE, KOMTO ca MOTydrin SPiKevax, u OHe3u, KOUTO Ca MMOIyJYiIn 1anebo, He
€ MMaJIo SIBHU Pa3JIUKH B IEMOTpa)CKUTE TaHHU.

COVID-19 e onpenenen kato cumnromarnaeH COVID-19, u3nckpal mojoKUTEIHU pPE3yATaTH OT
RT-PCR u nHaii-Manko 2 CHCTEMHH CUMIITOMA WK 1 pecriupaTopeH CUMITTOM; CIIy4au, 3aI0YBaIly

14 nuu cnex BTOpaTa 103a.

Nmaso e tpu ciyvas va COVID-19 (0,1%) B rpymnara Ha Spikevax u uetnpu ciaydas na COVID-19
(0,5%) B rpymnara Ha mare6o.

HMyHorennocr npu sienia Ha Bp3pact ot 6 1o 11 roguan

AmHanu3s, oreHsiBail TUTpuTe Ha 50% HeyTpanu3upaiiure aHturena cpeury SARS-CoV-2 u nporenra
Ha CEpPOJIOTHYEH OTrOBOP 28 AHHM CIie[ 103a 2, € MPOBE/CH B MOArpyIa Jielia Ha Bb3pacT oT 6 10

11 romuaun (N=319) B neauaTpUYHOTO MPOYYBAHE U ITPU YIACTHHUIM HA BB3pacT ot 18 1o 25 roaunu
(n=295) B mpoy4BaHETO MPH Bb3PACTHH. Y YACTHHUIIUTE HE Ca UMAIN UMYHOJOTHYHH UITH
BUPYCOJIOTUYHH JIOKa3aTelcTBa 3a npeaxoaHa nadekmms cbe SARS-CoV-2 Ha u3X0/1HO HUBO.
CpoTHOLIEHUETO Ha cpenHuTe reomeTpruurn TuTpy (GMR) Ha HeyTpanu3upamuTe aHTHTENa MPYU JIela
Ha BB3pact ot 6 10 11 ronunu, B cpaBHEHHE C TOBA IIPU y4acTHULIUTE OT 18- 10 25-roaumina Bb3pacr,
e 1,239 (95% JI1: 1,072, 1,432). Pasnukara B porieHTa Ha ceposoruden orrosop e 0,1% (95% JIU: -
1,9, 2,1). Kpurtepuute 3a He mo-mMajka epukacHoCT (nosHa rpanuia Ha 95% JI1 3a GMR > 0,67 u
noiHa rpanuna Ha 95% JIU 3a pa3nukara B MPOLIEHTa HA CEPOJIOTHYEH O0TroBop > -10%) ca
U3ITBITHEHU.
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VIMYHOTEHHOCT IPH YIACTHHIM Ha 18 1 moBeue roaunu — ciren Oycrep mo3a (0,25 ml,

50 mukporpama)

Be3omacHOCTTa, peaKTOr€HHOCTTa M MMYHOT€HHOCTTA Ha eHa Oycrep mo3a Spikevax ca oreHeHu B
TEKYIIO paHAOMH3HUPAHO, 3acIENIeHO 3a HaOIroaaTes, ane60-KOHTPOIUPaHo mpoyuBane (aza 2 3a
NOTBBbpKIaBaHe Ha J03aTa Mpu yyacTHUIM Ha 18 u noBeue roaunu (NCT04405076). B ToBa
npoyuBane 198 yuactaunu ca moiayumiu ase 1034 (0,5 ml, 100 mukporpama npe3 HHTEpBaj OT

1 mecen) ot BakcuHarta Spikevax kato mbpBuuHa cepus. B otkpurara dasa 149 ot Te3u yuacTHHIINT
(Habop mo mportokou) ca noixyunnu eauarnygna oOycrep no3a (0,25 ml, 50 mukporpama) Haii-mManko

6 Mecela cieq MPUJIOKEHUETO Ha BTOpATa J103a OT IbpBUYHATa cepus. [lokazaHo e, ye ennHIYHA
oycrep mo3a (0,25 ml, 50 mukporpama) Boau 0 CPEAHO TEOMETPHYHO KPATHO yBeamueHue (geometric
mean fold rise, GMFR) 12,99 nbtu (95% JAU: 11,04; 15,29) Ha HeyTpalu3upayre aHTUTeIa OT
MpeI IPUIIOKESHHUETO Ha OycTep 1o3a 1o 28 quu cien Oycrep nozara. GMFR Ha HeyTpanusupammre
anaturena e 1,53 (95% JAU: 1,32; 1,77) npu cpaBHEeHHe HA TUTHpa 28 AHM ciief 1032 2 (TbpBUYHA
cepus) cupsimo 28 aHu cien OycTep mo3arta.

HMMyHOreHHOCT Ha OycTep 103a ciel IbPBUYHA BAKCHHALIMA C Ipyra paspelleHa 3a yunorpeda BaKCHHA
cpenry COVID-19, npu Be3pacTau Ha 18 u noBeue roguun

be3omacHoCTTa 1 IMyHOTEHHOCTTA Ha XETEPOJIOKeH Oycrep che Spikevax ca mpoy4BaHH B €HO
WHUIMUPAHO OT M3CIIEIOBATENS U3NMUTBaHE Che 154 yyacTHUIIM. MUHUMATHUAT BpEMEBU HHTEPBAT
MEXIy TbpBUYHATA cepus Ha BakcuHanus ¢ BektopHa win PHK Bakcuna cperry COVID-19 u Gyctep
no3a Spikevax, e 6w 12 ceqmunu (quanason: 12 ceamuru mo 20,9 ceqmurin). Jlo3ara, H3Moa3BaHa 3a
Oycrep B ToBa mpoyuBane, ¢ omna 100 mukporpama. TutpuTe Ha HEyTpaTU3UpAIIUTEe aHTUTENA,
U3MEpPEHH Ype3 TECT 3a MCeBIOHEYTpau3aliys, ca Oy oneHeHu B JIeH 1, mpeu npuiiokeHue U B
Hen 15 u Jlen 29 cnen Oycrep nozara. OTroBop Ha OycTep j03ara € OWI JeMOHCTPUPAH HE3aBUCUMO
OT IbPBUYHATA BAKCUHAIIUA.

Hanuunu ca camo JaHHU 32 KpaTKOCPOYHA UMYHOI'€HHOCT,; ABJITOCpOYHaTa 3aluTa 1
HMMYHOJIOTUYHATa MaMET HE Ca U3BCCTHU B MOMCHTA.

Be3onacHOCT 1 UMYHOTEHHOCT Ha cefeM BakcuHM cperry COVID-19 kato Tpera no3a (6ycrep) B
O0eIMHEHOTO KPAJICTBO

COV-BOOST e MHOTOIIEHTPOBO, PaHIOMHU3UPAHO, MHUIIMAPAHO OT M3CJIe0BaTENsl H3NUTBaHe (aza 2
Ha TpeTa J103a Oycrep BakcuHaius cpenty COVID-19 ¢ noarpymna 3a noapoOHo u3ciieBaHe Ha
UMYHOJIOTHATA. YYaCTHUIMTE ca Omin Bb3pacTHH Ha 30 U oBedYe rouHH, B 100pO GH3UIECKO 31paBe
(71exu 10 ymMepeHu, 100pe KOHTPOIUPAHH KOMOPOUIHOCTH ca OWITH pa3pellieH ), KOUTO ca MOy
nse no3u win Pfizer—-BioNTech, niu Oxford—AstraZeneca (mppBara n03a npe3 aexemspu 2020 r.,
suyapu 2021 r. wiu ¢eBpyapu 2021 r.), 1 ca u3MUHANIM Haii-manko 84 IHU ciel BTopaTa 103a 10
MOMEHTA Ha BKJIIOUBaHe. SPikevax e ycuiuniia OTTOBOPUTE 110 OTHOIICHHE HA aHTUTEA U
HeyTpaju3alys, 1 € Ouia g1o0pe ImoHeceHa, He3aBUCHMO OT IIbPBHYHUTE CEPHU Ha BAKCUHALIHSL.
Jlo3ara, usnosn3pana 3a Oycrtep B ToBa npoyuBane, ¢ ouina 100 mukporpama. Tutpute Ha
HEyTpaJH3HUPAIINTE aHTUTEA, U3MEPEHH Ype3 TECT 3a MCEBOHEYTpaIU3alys, ca OMIIM OLICHEHH B
Hen 28 cnen Oycrep gozaTa.

Heyrpanusupamm anturena cpemnry B.1.617.2 (Jlenra) BapyuaHT IpeIn U ciien 0ycTep IIPU Bb3PACTHU

Pesynratute oT Tecta 3a nceBnoHeyTpanusanys (PSVNA) cpenry Bapuanra B.1.617.2 ([enra),
orpezeseHu npenu oycrep go3ara u B Jlen 29 cnen Oycrep 103ata, MoKa3BaT, 4ye MPUIOKSHUETO Ha
oycrep no3a Spikevax (0,25 ml, 50 mukporpama) mpu B3pacTHU HHAyIUpa 17-KpaTHO MOBHUIICHUE HA
HEyTpaJM3Mpallly TeJa cpelly BapuanTa Jlenra B cpaBHEHHE ¢ HUBaTa npenu Oycrep po3ara (GMFR =
17,28; 95% JIN: 14,38, 20,77; n=295).
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Heyrpanusupamm anturena cpemy Bapuanra B.1.617.2 ([JenTa) npu mena Ha Bb3pacT oT 6 10
11 rogunau

CepyMHH TIPOOH OT MOMYJIAIMATA 38 KMYHOTCHHOCT 110 MpoTokou (N=134) Ha TeKyIIoTo MeAnaTPUIHO
Mpoy4YBaHe, B3ETH HA U3XOAHO HUBO U B JleH 57, ca m3cienBanu upe3 PSVNA, Ha 6azara Ha BapuaHTa
B.1.617.2 (denta).

ITpu nena Ha BB3pact ot 6 10 11 roguaun GMFR ot uzxoano Huso g0 Jlen 57 ¢ 81,77 (95% JIU:
70,38, 95,00) 3a BapuanTa Delta (m3mepeno upes PSVNA). Ocsen Tosa 99,3% ot nemara ca
OTrOBapsTH Ha ONPEJICTICHUETO 3a CEPOJIOTHUCH OTTOBOP.

[lonmyaimus B cTapuecka Bb3pacT

Spikevax e u3cnenBaHa Npy JIMIA Ha B3pacT 12 1 moBeYe roJIMHY, BKIIIOUUTENHO 3 768 yyacTHHIIN Ha
BB3pacT Ha 65 u nmoBeue roaunu. EdukacHocTTa Ha Spikevax mpu ydacTHUIIMTE B HalpeaHAaIa
BB3pacT (>65 roJJMHN) CHOTBETCTBA HA Ta3H NPH MO-MJIAIUTE Bh3pacTHU ydacTHHUIH (18-64 ronauHnm).

IlegpnaTpyuHa monyJiamus

EBpomneiickara areHIys 1o JeKapcTBara oTiara 3aIbJDKEHHETO 3a PEJI0CTaBsiHE Ha PE3YNITaTUTE OT
npoy4BaHusTa cbe Spikevax B eHa WK TIOBEYE MOATPYNH HA TIeIUaTPHUYHATA ITOIYJIaIHs 3a
npeBeHnms Ha COVID-19 (Bxk. Touka 4.2 3a HPOpMAIUsI OTHOCHO yoTpeba B MeANaTpUsITA).

PaspemaBaHe noJi ycJiIoBHE

To3u nexapcTBEH MPOAYKT € pa3pellieH 3a ynorpeda 1o T. Hap. CXeMa ,,pa3pelraBaHe 1moj YCIOBUe .
ToBa 03Ha4aBa, ye 3a TO3M JIEKAPCTBEH NMPOAYKT CE OYAKBAT AONBIHUTEITHH JaHHU.

EBpormetfickaTa areHIus 1o JiekapcTBaTa e N3BbPILBa Mperiie]] Ha HoBaTa HHpopMaIHs 3a TO31
JIEKapCTBEH MPOIYKT MOHE BEIHEXK roauiHo U HactosmaTa KXII ch0oTBETHO 1€ ce akTyalau3upa.

5.2 ®dapMakoOKHHETHYHHU CBOIiCTBA
Henpunoxumo.
5.3 IlpeakIVHUYHHU JaAHHU 32 0€30MACHOCT

HexnuHn4HuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHLIMOHAJIHUTE
IIPOYYBaHUs 32 TOKCHYHOCT ITPYU MHOIOKPATHO NIPWJIAraHe, PEIPOAYKTUBHA TOKCUYHOCT U TOKCUYHOCT
32 pa3BUTUETO.

OO0111a TOKCUYHOCT

[IpoBenenn ca mpoy4BaHwst 32 0011a TOKCHYHOCT TIPY TLTEXO0BE (Ha KOUTO Ca MPUIIOKEHU
MHTPaMYCKYJTHO J10 4 103U, HaJIBUINIABAIIHN J103aTa MPHU X0Pa, BETHHK HA BCEKU 2 CEIIMUIIN).
HaGmromaBanu ca npexoHu U 00paTUMHU OTOK M €PUTEM Ha MSICTOTO Ha MHKEKTHpaHE, KaKTO U
MIPEXOJTHU ¥ 00paTHMU IPOMEHH B J1a00pATOPHUTE MOKa3aTeNN (BKJIFOUNTEIHO ITOBUINIAaBaHE HA
€03MHO(HIINTE, aKTHBUPAHOTO MAPIMATHO TPOMOOIIIIACTUHOBO BpeMe 1 (hubpuHoreHa). Pesynrature
MPEAroarar, 4e MoTeHITHATBT 32 TOKCHIHOCT ITPH X0pa € HUCHK.

['eHOTOKCHMYHOCT/KaHLIEPOTeHHOCT

[IpoBeznenu ca in Vitro u in vivo nmpoy4BaHus 3a TEHOTOKCHYHOCT C HOBUSI JIMITHJICH KOMIOHEHT SM-
102 na BakcuHaTa. Pe3ynrarute npeamnosarar, 4e HOTEHIIMAIBT 3a FTEHOTOKCHYHOCT IPU XOpa € MHOTO
HUCBHK. He ca mpoBexaann mpoyyBaHUs 3a KaHIIEPOTEHHOCT.

PenpoayKTHBHA TOKCUYHOCT

B enHO mpoyyBaHe 3a TOKCHYHOCT Ha pa3ButHeTo 0,2 M| OT BakCHHA ChC CHCTaB, ChbPIKAIL CHIIOTO
konuectBo MPHK (100 mcg) u npyru chCTaBKHM, BKIFOYCHHU B eIMHUYHA 1032 Ha Spikevax 3a xopa, e
NPUIIOKEHA Ha KEHCKH TUTbXOBE MHTPAMYCKYJIHO B 4 ciyyast: 28 u 14 quu npeau undTocBaHe U HA
recrairoHeH jaeH 1 u 13. Antutsno-orroBopu cpemty SARS-CoV-2 ce HabmogaBat npu >KeHCKUTE
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TUTBXOBE OTIIPEIH YM(PTOCBAHETO IO Kpasi HA MPOYYBaHETO Ha 2 1-BUsI JaKTAMOHEH JICH, KaKTO ¥ MPH
¢derycuTe B MOKOJIEHHETO. B mpoyuBaHeTo HAMa CBbp3aHU C BAKCHHATA HEXENaHU e(DEeKTH BhPXY
(depTUIMTETA TP KEHCKUTE, OPEMEHHOCTTA, EMOPHUO(ETATHOTO Pa3BUTHE, PA3BUTHETO HA
MOKOJICHUETO MJTU MOCTHATAITHOTO pa3BuTHe. JIMICBaT NaHHU anu BakchHaTa Spikevax nmpeMuHaBa
Tpe3 IJIAIeHTaTa WK Ce eKCKPETHpa B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa IOMOIIHHUTE BeLIeCTBA

Jurmm SM -102 (xenrragekan-9-un 8-{(2-xuapoxcueruin)[ 6-okco-6-
(YHAEUMIIOKCH)XEKCHII |aMHHO } OKTaHOAT)

Xonecrepon

1,2-aucreapoun-sn-riuiepo-3-pochoxoaud (DSPC)

1,2- TUMHPUCTOMI-FaC-TIuIepo-3-MeTokcunonne runeHrankon-2000 (PEG2000 DMG)
Tpomeramon

TpomMeTraMon XuApOXIOpUL

OueTHa KHUcelruHa

Harpues anerar tpuxunpar

3axapo3a

Bona 3a unxxekuuu

6.2 HecbBMecTHUMOCTH

To3u nekapcTBEH MPOAYKT He TPsiOBa 1a ce CMecBa C APYTH JIEKApCTBEHHU MPOIAYKTH WM Aa Ce
paspexna.

6.3 Cpok Ha rogHocT

HeotBopeH ¢uiakoH
9 mecena npu Temneparypa ot -25°C mo -15°C.

HeoTBopeHara BakcHHa MOXKE Jla C€ ChbXPaHsBa B XJIAAWIHUK Tpu Temmeparypa ot 2°C g0 8°C,
3alUTeHa OT CBETIMHA, MakcuMyM 3a 30 aHU.B paMkuTe Ha TO3M NMEPHO/, 32 TPAHCTIOPTUPAHE MOTAT
a ce u3noii3sBar g0 12 yaca.

Benawxk pa3mpaseHa, BaKCHHATa He TPIOBa Jia ce 3amMpassiBa MOBTOPHO.

HeoTBopeHara BakcuHa MOXKE Jla ce ChbxpaHsBa mpu temmepatypa ot 8°C mo 25°C no 24 yaca cien
HU3BaAXKJAAaHE OT XJIaJUJTHUK.

IlyHkTupaH ¢aakoH

Jloka3aHa e xuMHuuHa U (U3NYHA CTAOMITHOCT TpH yroTpeda B mpoabbkeHue Ha 19 vaca cies
IBPBOHAYAIHOTO MyHKTHpaHe npu 2°C no 25°C (B paMKuTe Ha Iepro/ia, MO3BOJICH 3a ynoTpeoa,
koiitro e 30 quu npu Temnepatypa ot 2°C o 8°C u 24 yaca npu remneparypa ot 8°C no 25°C). Ot
MUKPOOHOJIOTHYHA TJIeTHA TOYKA MPOIYKTHT TPAOBa /1a ce M3MOI3Ba He3abaBHO. AKO BaKCHHATa HE Ce
M3II0JI3BA BeJIHATa, IEPHOIBT Ha U3IOJI3BAHE U YCIIOBUATA HAa ChXpaHEHHE Ipean yrnoTpeda ca
OTIOBOPHOCT Ha MOTPEOUTETIS.

6.4 Cneuua.mm yYdioBus Ha CbXpPaHCHUE

[a ce cpxpansiBa BbB (hpusep mpu Temiepatypa mexay -25°C u -15°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OMAKOBKA, 32 J1a CE MPE/IITa3h OT CBETIHHA.

[a He ce cpxpanssa noj -50°C.

3a ycioBusATa Ha ChbXpaHEHHE ClIe/ Pa3MpassiBaHe U IbPBO OTBAPSIHE HA JIEKaPCTBEHHUS MPOILYKT
BH)KTE TO4YKa 6.3.
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TpaHcnopTipaHe Ha pa3MpaseHd (UIAKOHH B TEYHO ChCTOSHHE TP TeMreparypa ot 2°Cro 8°C

Ako TpaHcniopTipaHeTo npu Temreparypa ot -50°C o -15°C He € Bb3MOXKHO, HATMYHU Ca JTaHHH,
Crope]1 KOUTO € Bh3MOYKHO TPAHCIIOPTUPAHETO HA SIUH MM TIOBEYE pa3Mpa3eHu (JaKoHa B TEUHO
ChCTOsTHUE 3a niepuof o 12 yaca npu Temnepatypa ot 2°C 1o 8°C (B pamkute Ha 30-THEBHUS CPOK
Ha rogHoct npu temneparypa 2°C no 8°C). BenHbxk pazmpa3eHu U TPAaHCIIOPTHPAHU B TEYHO
cberostHue nipu Temiiepatypa ot 2°C no 8°C, dnakonuTe He TpsOBa Ja ce 3aMpassiBaT IOBTOPHO, a J1a
ce chxpaHsBat npu Temrepatypa ot 2°C no 8°C 1o TAXHOTO U3MON3BaAHE.

6.5 Bwuau chabp:kaHue HA ONAKOBKAaTAa

5 ml gucniepcust BbB (hi1akoH (CTHKIIO THUIT | WIH €KBUBAJICHT) ChC 3aMyIIaika (XJI0pOoOyTHIOB KaydyK)
1 oOKaTKa (alyMUHHI) ¢ OTUYMBALIO CE TNIACTMACOBO Karaye.

Bceku ¢uakon cpappika 5 ml.
Coabpikanue Ha onakoBkarta: 10 MHOT01030BH (hi1akoHa
6.6 CrhenuajaHu NMpeIna3Hu MEPKHU MPH U3XBbPJisiHe H padoTa

Bakcunara Tp)l6Ba Ja C€ IPUT'OTBA U IMOCTABA OT OGy‘IGHI/I MCIUIMUHCKU CIICHUATIMCTH IIPU CIIa3BaHC
Ha aCeNTUYHHU TEXHUKH, 3a JIa CC rapaHTHupa CTCPUIIHOCT HA JUCTICPCHUATA.

BakcuHnata e roToBa 3a ynorpeba cie pa3mpassiBaHe.

Jla He ce pa3kiaa uin pazpexaa. 3aBbpTeTe JICKO (IIakoHa clie/l pa3MpassiBaHe U MPEIH BCSIKO
U3TETIISHE.

®nakoHuTe che Spikevax ca MHOTOZ030BH.

Ot Bceku ¢utakon Morar aa ce usrersr aecet (10) mo3u (o 0,5 Ml Beska) uiin MaKCUMyM JBaaeceT
(20) mo3u (o 0,25 ml Bcsxa).

[MpenopbunTenHO € 1a MpoOOKIATE 3amylajgKara Ha pa3iIiuyHO MCTO BCeKd MbT. He myHKTHpaiiTe
¢makona noseue oT 20 MHTH.

BbB Bceku (1akoH ce chabpIKa H3IHINBK, 3a JIa MOXKeE Jia ce TapaHTupa JocraBsiHeTo Ha 10 1o3u mo
0,5 ml Beska witn makcumym 20 go3u o 0,25 ml.

C pa3mpazenu (hJIaKOHU U ITBJIHY CIIPUHIIOBKY MOXKE J1a ce pabOTH ITPH YCIIOBHUS HA CTAHO
OCBETJICHHE.

CbxpaHeHMe BbB ppusep

[a ce cbxpaHABa 3aMpaseHa
npu Temnepartypa ot
-25°C po -15°C.

[1a He ce cbxpaHaBa nog -50°C.

[la ce cbxpaHsABa B OpPUrMHanHaTa onakoBka,
3a [la ce npeanasun oT CBeT/IMHa.
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Mpean ynotpeba Bcekn ¢pnakoH ga ce pasmpasfea
W3obpameHnaTa Ha pNakoHW ca Camo © UNICTPaTUMEHa uen

2 yaca 1 30 MUHYTH B XNaguNHMK J:T —[ 1 yac npu cTaiina Temneparypa =

ot 2° fjo 8°C 1% l\g;f |
(B pamKnTe Ha . ”i}'
30-AHEBHNA CPOK ‘ @ ,,Kg;;(:,,_)
Ha rogHoCT Npy é . .,
TemnepaTtypa /A = /e ot 15° go 25°C
oT 2uc p‘o aac] .’ﬁJLiJl__ul_ -, e, -

Ocrasere ¢nakoHa Ha cTailHa TemnepaTypa 3a 15 MUHYTH,
NpeAMn Aa ro NPMACHKATE

YKazaHunsa cnep pasmpassBaHe

HenyHKTMpaH $pnakoH . r—[ Cnep n3TernsiHe Ha NbpBata fo3a ]—
~ = - - L i/

=
MaxkcumanHo sBpeme

XnagunHuk uan craitka
Temneparypa

DOnakoHbT Tpabsa fa ce Chxpaméa ¥

24 la ce chXpanABa Ha CTyTeHO 3y Ha Temnepatypa mexay 2°u 25°C.
yaca Ao CTaiiHa TemnepaTypa ' - Jlatata 1 4ackT Ha U3XBBPNAHE fa ce
- 3aNULAT Ha eTUKETa Ha PRakoHa.

oT8° go 25°C
Wsxebpnere nyHkTupanua ¢pnakok cnep, 19 vaca

Waternsaiite BcAKa 403a BaKCMHA OT GlakoHa C NOMOLLTA Ha HOBA CTEPWUIHA MIMa U CNPUHLIOBKA 3a BCAKA UHXEKLWS,
3a la NPeAoTBpaTUTe NPeAaBaHeTo Ha MHOEKLIO3HN areHTH OT efHO InLe Ha APYTo.
[o3zara B cnipuHLUoOBKaTa TpsA6Ba fja ce n3non3ea He3abaBHo.

Cnep KaTo GpnaKkoHBT ce NYHKTUPa 3a U3TerNsAHe Ha MbpBaTa f103a, BakcMHaTta Tpabsa
Aa ce u3non3ea HezabaBHO U Aia ce N3XBBPAK cnef 19 vaca.

Bcsika HemanonasaHa BakCVHa WM OTnagbyueH Matepuan TpAbBa Aa ce U3XBbpNs B CbOTBETCTBUE C MECTHUTE M3NCKBAHMA.

[ HUKOI'A He 3ampa3naBaiiTe NOBTOPHO pa3mMpa3eHaTa BakcuHa ]

lMpunaraHe

3aBbpTaiiTe NeKko ¢pnakoHa cnej pa3mpasasaHe 1 npeau BCAKO U3TernsHe
BakcuHata e rotosa 3a NpunoXeHue criel pasmMpasnsaHe. He pasknauyaiite n He paszpexpgaiite

( )
lMpegw uHxeKTUpaHe NpoeepsBaiiTe BCAKa [03a, 3a fa:

MOTBLPANTE, Ue TeYHOCTTa e Bana o nouTH
65n1a, KakTO BbB GNaKoHa, Taka U B CNPYHLIOBKATa

ce ysepuTe B 06ema Ha CNPUHLIOBKaTa

BakcuHaTa MoXe fla CbabpXKa
6env UK MONYNPO3PauHM YacTULK,
CBbP3aHU C NPOAYKTa.

AKO f103aTa e HETOYHa UNv UMa
NpOMAHa B LIBETa 1 IPYTY BUAVIMU YacTULM,
He npunaranTe BakCMHata.

7. NNPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

MODERNABIOTECHSPAIN, S.L.
CalleMonteEsquinza 30

28010 Madrid

Hcnanus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA ITBPBO PABPEIIABAHE/IIO/JTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jata Ha rEpBO pazpemasane: 6 sHyapu 2021 1.
[Hata Ha nocnenHo moxHoBsBaHe: 4 okTromBpu 2021 .

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

ITonpoOHa mH(pOpManKs 3a TO3H JeKapCTBEH MPOAYKT € MpeIocTaBeHa Ha yebcaiiTa Ha EBpomneiickara
areHIws 1Mo JiekapcTaaTa http://www.ema.europa.eu.
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HPUJIOKEHUE I1

MPOU3BOJUTEJINA HA BUOJIOTMYHO AKTUBHOTO
BEILECTBO U IPOU3BOJUTEJINU, OTTOBOPHU 3A
OCBOBOJKJIABAHE HA APTUIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIOBUA N UBUCKBAHUA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUSI WJIM OTPAHUUYEHUS 3A BE3OIIACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS
MPOJIYKT

KOHKPETHO 3AABJI’KEHUE 3A U3ITBJIHEHUE HA

MEPKU CJIE/J]l PASPEIIABAHE 3A YIIOTPEBA 11O/}
YCJIOBHUE
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A.  NIPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHOTO BEIIECTBO 1
INPOU3BOIUTEJIN, OTTOBOPHHU 3A OCBOBOXKXJIABAHE HA ITAPTU/IN

HMe u aipec Ha IPOU3BOAUTEINTE Ha OMOJIOTUYHO AKTUBHOTO BCOICCTBO

LONZA AG
Lonzastrasse 2
Visp 3930
[IIBeiiapus

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
[IIBeiiapus

ModernaTX, Inc.
One ModernaWay
Norwood, MA 02062
CAIIL

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

HMMe u ajipec Ha IPOU3BOAUTENNTE, OTTOBOPHU 3a OCBOOOK/IaBaHE HA IMAPTHUIUTE

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

28703, San Sebastian de los Reyes
Madrid,

HUcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®panrus 37260

Moderna Biotech Spain S.L.

c/o Grupo Gestiona-T,

Calle Monte Esquinza 30, Madrid
28010 Madrid, Ucnianus

[leyaTHaTa nuCcTOBKA Ha JICKApCTBCHUS TPOAYKT TpH6Ba Ja CbAbpiKa UMCTO U aJpeCa Ha
IMPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[3B3HCTO Ha CbOTBETHATA MapTHaA.

C ornen Ha eKapyupaHara CIenTHOCT, CBbp3aHa ¢ 00IIECTBEHOTO 3paBe OT MEXTyHAPOHO
3HaYCHUE, U 32 J]a e OCUTYPH PaHHA JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € MPeJIMET Ha OTPaHHYCHO
BbB BPEMETO M3K/IFOUCHHE, KOETO JJaBa Bb3MOXHOCT J1a Ce MPHUEMAT KOHTPOJHHUTE aHAIM3H Ha
MapTUIUTE, IPOBEICHU B PETHCTPUPaH(H) IICHTHP(0BE), KOUTO C€ HAMHUPAT B TpeTa cTpaHa. ToBa
M3KIIIOUEHHE MpecTaBa aa Obae BauAHo Ha 31 roau 2022 r. U3nbiaHeHneTo Ha yCIIoBuUsATa 3a Oa3upaH
B EC KOHTpOJ Ha MapTUIUTE, BKIOYUTEIHO HEOOXOAUMHUTE MPOMEHH B YCJIOBUSATA HA Pa3pelICHUETO
3a ynorpeba, TpsOBa a ObaaT 3aBbpiIeHN Hall-KbcHO HA 31 1omu 2022 1. B ChOTBETCTBHE ChC
ChITIACYBaHUS TIJIAH 32 TOBA MPEXBBPIISIHE HA aHAJIH3A.
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b. YCJIOBUA NWJIN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapcTBEHUAT MPOIYKT CE OTITyCKa MO JIEKAPCKO MPEIUCaHuE.
Odunmanno ocBo00KIaBaHe HA MAPTHAU

CworitacHo wit. 114 ot upextusa 2001/83/EO oduimaaHoTo 0CBOOOKIaBaHE HA TTAPTUINUTE CE
W3BBPIIBA OT AbPXKABHA JTa00PATOPHSI MITH JIAOOPATOPHS, ONPEIeTICHa 3a Ta3H I1ed.

B. JPYI'U YCJIOBUSA U UBNCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. IHepuoguyHu akTyaJu3upanu 1okjaaau 3a 6ezonacuoct (IIA1B)

W3zuckBanusra 3a nonasane Ha [TAJIb 3a To3u nekapcTBeH NPOAYKT ca MOCOUYCHH B CIIUCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD crucwk), npensuaes B wi. 1078, aim. 7 oT
HupextuBa 2001/83/EO, 1 BB BCUUKH CJeIBAIH aKTyalln3alliy, ITyOITUKyBaHH Ha
eBpOTCHCKHUs yeOImopTal 3a JeKapCcTBa.

[IpurexarensaT Ha pasperienneTo 3a ynorpeda (IIPY) tpsodsa qa monane mepsus [TA/Ib 3a To3m
IPOJYKT B CPOK OT 6 Mecelia ciesl pa3peliaBaHeTo 3a ynorpeba.

.  YycCiaoBus NWJin Or'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

ILnan 3a ynpasijenue Ha pucka (ITYP)

[IpurexarensaT Ha pa3perienneTo 3a ynorpeda ([IPY) tpsdsa na u3BbpIBa H3UCKBAHUTE
JEHHOCTH U ACHCTBHSL, CBBP3aHHU C IPOCIICASIBAHE HA JIEKApPCTBEHATa 0€30MacHOCT, IIOCOYEHH B
onmobpenus [TYP, npeacrasen B Moy 1.8.2 Ha pa3penienuero 3a ynorpeda, KakTo U Ipu
BCUYKH CJIEBAILlM ChIVIaCyBaHU akTyann3auuu Ha [TYP.

Axryanusupat [IYP tps6Ba na ce mopasa:

o 10 NoMcKBaHe oT EBporeiickara areHuus 1o JiekapcTBara,

o BUHArd, KOraTo ce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
NoJy4aBaHe Ha HOBa HH(OPMaIIUs, KOSITO MOXKeE J1a JIOBeJIe 10 3HAYHMH MPOMEHH B
CHOTHOILIEHHETO MOJI3a/PUCK, WK CIIE/l JOCTUI'aHE Ha BaXKEH eTal (BbB BPb3Ka € IPOCiIe/sIBaHe
Ha JIeKapCTBEHAaTa 0E€30MIaCHOCT WJIM CBEXJaHE Ha PUCKA 10 MUHUMYM).

JA. KOHKPETHO 3AJBJKEHHUE 3A U3IITBJIHEHUE HA MEPKH CJIE]]
PA3PEIIABAHE 3A YIIOTPEBA 110/l YCJIOBHUE

ToBa e pa3peleHue 3a yrnorpeda moj| ycioBue u cbrinacHo wi. 14-a ot Permament (EO) Ne 726/2004 B
onpezaeneHus cpok [IPY TpsOBa 1a U3ITBIHU CIIETHUTE MEPKH:

Onucanue Cpox

3a 1a ce 3aBbpUIN XapaKTEPU3UPAHETO HA IPOU3BOJCTBEHUTE IPOLIECH 32 31 romum 2021 1.
AKTUBHOTO BEIIECTBO M TOTOBUS NMPOAYKT, IIPY TpsabBa na npenocraBu
JOIBJIHUTEIHH TAHHU.

3a 1a ce MOTBBPAM CTaOMIIHOCTTA Ha MIPOU3BOJICTBEHHS MPOLIEC 32 15 noemspu 2021 r.
AKTHUBHOTO BEILLIECTBO U TOTOBHSI MPOAYKT (HaYaJlHU U KpaliHU eTann), [IPY
TpsiOBa J1a MPETOCTABH JONBJIHUTENHHU JAHHHU 32 CPABHUMOCT U BAJIUAMPAHE.
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Onucanne

Cpok

3a 1a ce ocurypu IMOCTOSTHHO KauecTBO Ha mpoaykra, [IPY Tpsbsa na
MPEIOCTABH JOMBIHUTEIIHA HH(POPMAIIHS 32 CTAOMITHOCTTA HA aKTHBHOTO
BEIISCTBO U TOTOBUS MPOJYKT, KAKTO U JIa TIperiie/a crenudukaiuure Ha
AKTHUBHOTO BEIIECTBO U TOTOBUS MPOIYKT ClIe]] HATPYNBaHE HA IM0-
HATaTHIICH TPOU3BOCTBEH OIIUT.

15 romm 2021 r.

3a ma ce moTBBPIAT eUKacHOCTTa 1 Oe3omacHocTTa Ha Spikevax, ITPY
Tpsi0Ba [a MPEACTaBU OKOHYATEITHUS OKIIA/] OT KIMHHYHOTO MPOYYBaHE 3a
PaHIOMH3HUPAHOTO, MIIAIe00-KOHTPOIMPAHO, 3aCTICTICHO 3a HaOIr01aTeIs
npoyuBane MRNA-1273-P301.

JexemBpu 2022 T.

3a 1a ce MOTBBPAAT ehuKacHOCTTa U Oe3omacHocTTa Ha Spikevax, ITPY
TpsiOBa Jia IpeICTaBH OKOHYATEITHHS JOKIA]] OT KIMHHYHOTO MPOYYBaHE 32
PaHIOMU3UPAHOTO, TIAIE00-KOHTPOIUPAHO, 3aCTIEIIEHO 33 HAOI0aTes
npoyuBane MRNA-1273-P203, BKIIFOYUTEITHO BJIHUS JTOKIA]] OT
OmoaHanm3a.

30 cenremBpu 2022 T.

3a ya ce moTBbpaU eukacHocTTa Ha Spikevax, [TPY TpsbBa na npencraBu
OKOHYATEITHHS TOKJIAJl OT KIMHUYHOTO MTPOYYBaHE 32 PAaHIOMH3UPAHOTO,
1a1e00-KOHTPOINPAHO, 3aCTIeTIeHO 3a HaOmonaTens npoyuBane MRNA-
1273-P204.

31 mapt 2024 1.
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Spikevax HHKEKITHOHHA AUCIIEPCHST
uPHK Bakcuna cpenry COVID-19 (Hykieo3uaHO MOTUPUIIIPAHA)
ela3oMepaH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku MHOT0/1030B (hi1akoH chabpka 5 ml.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

IMomomninu BemiectBa: aumug SM-102, xonecrepod, 1,2-nmucteapou-Sn-riuiepo-3-GpochoxouH
(DSPC), 1,2-mumupucromn-rac-riunepo-3-merokcunonueriieH rukoi-2000 (PEG2000 DMG),
TPOMETAaMOJI, TPOMETaMOJT XHIPOXJIOPH/I, OLIETHA KUCEIMHA, HATPUEB alleTaT TPUXHIPAT, 3aXapo3a,
BOJIAa 33 MHKCKIIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKquoHHa Jucnepcust
10 MHOT0/1030BH (pi1aKOHA

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

WHTpamyCKyJIHO IPUIIOKEHNUE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

OO0

L

5

CkaHupaiiTe TyK 3a JIUCTOBKaTa Win nocerere Www.modernacovid19global.com.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT HPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

Z[a C€ CbXpaHABa HAa MACTO, HCJOCTHITHO 3a JICIIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT
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T'onen no:

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpansiBa 3ampa3seH npu -25°C no -15°C.

IIpouereTe JIMCTOBKATA 33 CPOKA HA TOAHOCT CJIE/ IbPBOTO OTBAPSHE U 32 JOMBJIHUTEIHA
HHPOPMAITUS OTHOCHO ChXPaHEHHETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa ¢e TPe/Ina3u OT CBETIHHA.

10. CHEIWUWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

HSXB’BpJ’ICTC B CBbOTBCTCTBUEC C MCCTHUTC N3HCKBAHUA.

11. HWME U AJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
CalleMonteEsquinza, 30

28010 Madrid

Hcnanns

12. HOMEP(A) HA PABPEIIEHUETO 3A YIOTPEBA

EU/1/20/1507/001

13. TAPTHUJAEH HOMEP

[MapTtuaa:

| 14. HAYMH HA OTIIYCKAHE

| 15.  YKA3AHUS 3A YIIOTPEBA

| 16. MH®OPMAILMS HA BPANJIOBA A3BYKA

[Ipueto e ocHOBaHMeE 12 He ce BKIOUM HH(opManus Ha bpaiinoBa a3Oyka.

‘ 17. YHUKAJIEH WAEHTU®UKATOP — JIBYU3ZMEPEH BAPKO/{

JByn3mepeH 0apKoj ¢ BKIOYEH YHUKAIEH HACHTU(HUKATOP.

26



‘ 18. YHUKAJIEH WIAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

ETUKET HA ®JTAKOHA

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

Spikevax HHKEKITHOHHA AUCIIEPCHST
nPHK Bakcuna cpemry COVID-19
ela30MepaH

i.m.

2. HAYUH HA ITPUJIOKEHUE

HHTpaMyCKyIHO NPHIIOKEHNE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[MapTuna:

| 5.  CBbJABPKAHUE KATO MACA, OBEM WJIM EJJMHULIMA

MHoron0308B ¢uakoH
(Gml)

| 6. JIPYTO

CkaHupaiiTe TyK 3a JJMUCTOBKaTa win rmocerere Www.modernacovid19global.com.
Jara/gac 3a U3XBBPIISIHE:
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HPUJIOKEHHUE I11

b. JUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Spikevax mHkeKIMOHHA AWCTIEPCHS
uPHK Bakcuna cpernry COVID-19 (nykneo3uano moauduipana)
(COVID-19 mRNA Vaccine (nucleoside modified)
emazomepan (elasomeran)

V¥ Tosu JIEKapCTBEH MPOAYKT MOJUIEKH Ha JOMIBJIHATEHO HaOmoaeHne. ToBa 1ie mo3Boiu Obp30To

yCTaHOBSIBaHE Ha HOBa MH(OpPMAITHs OTHOCHO Oe30macHOCTTa. MOXKeTe 1a JaieTe CBOsI IPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSITO CTE MOJYYMIN. 3a HAUMHA Ha ChOOIIaBaHe Ha HEXEIIaHU

pEaKIuy BIDKTE Kpast Ha TouKa 4.

IIpoyeTeTe BHUMATEIHO LAJIATA JHCTOBKA, PEIM Aa MOJYYHTe Ta3W BAKCHMHA, Thil KATO TS

CbAbpP3Ka BakHa 3a Bac undopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOKH J1a S IPOYETETE OTHOBO.

- AKO MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, onuTaiTe Bammus nekap, papmaneBT uin
MEJUIMHCKA cecTpa.

- AKO mosTyunTe HAIKaKBU HEXEJaHU peakluH, yBeaomere Bamms inekap, papManeBT wiu
MeANIHHCKA cecTpa. ToBa BKIIOYBA BCHUKM Bb3MOKHU HEOMMCAHU B Ta3H JIMCTOBKA HEXKETaHU
peakiuu. Brokte Touka 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

1 KakBo npencrapnsaBa Spikevax u 3a KakBO ce W3IM0I3Ba

2 Kakso TpsiOBa na 3naere, npenu aa Bu 0b1e mocTaBera Spikevax
3 Kak ce mpunara Spikevax

4. Bb3MoxKHM HEXeaH! peakIiu

5 Kak na cexpansiBare Spikevax

6. CpabpkaHHe HAa OMAKOBKATa M JOIIBIHUTEIHA HHOPMALHS

1. Kakso npeacrasasaBa Spikevax u 3a kKakBo ce H3M0/13Ba

Spikevax e BakcuHa, u3noi3BaHa 3a npeAmnassaie or COVID-19, npuuunssan ot SARS-CoV-2. Ts ce
npuiiara Ha Bb3pacTHU U Jiena Ha 6 1 moBeue roAnHU. AKTHBHOTO BemecTBO B Spikevax e
napopmarmonna PHK (uPHK), kogupama 1. Hap. ,,munoB* mpotend Ha SARS-CoV-2. uPHK e
BrpajicHa B JUMNMIHU HaHouacTuiy SM-102.

Twit kato Spikevax He chabpxa BUpYC, T He Moxe j1a Bu 3apasu ¢ COVID-19.

Kak neiicTBa BakcuHaTa

Spikevax cTuMymHpa eCTECTBEHHUTE 3alUTH Ha Opranu3ma (MMyHHaTa cucTeMa). BakcuHata neiicTsa,
KaTo Kapa opraHu3Ma Jia IpOU3BEkK/1a 3aluTa (aHTUTEeNa) Cpellly BUpyca, KOWTO MPUYHHSIBA
COVID-19. Spikevax u3mnos3Ba BeIIecTBO, HapeueHa nH(OPMaIMOHHA pUOOHYKIICHHOBA KUCETUHA (1
PHK), 3a 1a npenece uHpopMarys, KoaTo KISTKUTE B OPraHu3Ma MOTaT Jia M3MOJ3BaT 3a 00pa3yBaHe
HAIITUTIOB TIPOTEHH, KOWTO ChIIO € U Ha Bupyca. Clie1 TOBa KIETKUTE N3pabOTBAT aHTHUTEIIA CPEIILY
IIMITOBHS TIPOTEUH, KOWTO Jia TOMOTHAT 3a OTOIhCKBaHe Ha BHpyca. ToBa IIe IIOMOTHE 3a 3aluTaTa
Bu cpemry COVID-19.

2. Kakso TpsadBa 1a 3HaeTe, npeau 1a Bu 0bae nocraBena Spikevax

Bakcunarta He TpsOBa 1a ce MPUWJIAra, ako CTe aJePru4HU KbM aKTUBHOTO BEIIECTBO MK KbM
HSIKOSI OT OCTaHAJIMTE CHCTABKM Ha TOBA JIEKAPCTBO (M30pOeHH B TOUKA 6).
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IpenynpesxaeHust ¥ NpeanasHu MEPKH
T'oBopere ¢ Bamus ekap, papmaiieBT Wi MEIUIIMHCKA CECTpa, npean Aa Bu Obe noctaBeHa
Spikevax, ako:

- Tpeay cTe MMM TEeXKa, )KHBOTO-3aCTpallaBalia aJieprudHa peakius clie]] HHKEeKTHpaHe Ha
HSKaKBa Jpyra BaKCHHa WK ako Bu e moctaBsiHa Spikevax B MHHAIIOTO.

- ¥Mare MHOro ci1aba MM KOMIIPOMETUpaHa (0TClIa0eHa) IMyHHa CHCTEMa

- HAKOTa CTE MPUIAJATH CICA MHXKEKIIUS C Urjia

- HMare HapylIeHUE Ha KPbBOCHCUPBAHETO

- UMarTe BHCOKa TeMITepaTypa MM TeKKa WH(EKINSA; HO MOXKE /1a Ce BAKCHHHpATe, aKO IMaTe JIEKO
MIOBHIIIEHA TEMITepaTypa WiIu HH(EKIII Ha TOPHATE TUXATETHH THTHIIA, TO00HA Ha MTPOCTY/Ia.

- UMare HAKaKBO CEPHO3HO 3a00IIsBaHe

- U3OUTBaTe TPEBOXKHOCT, CBHP3aHa C MOCTABSIHE HA MHKEKIIUH.

ChlllecTByBa OBUIICH PUCK OT MHUOKAPIUT (Bb3MAJICHUE HA ChPACYHUS MYCKYJI) M TICPUKAPIUT
(BB3MasIeHre Ha BHHIIIHATa OOBUBKA HA CHPIIETO CHOOIICHICIIC] BaKCHHAIMS ChC Spikevax (BX. ToUka
4)..

Tesu 3a00151BaHUs MOTAT J]a CE€ PA3BUAT 10 HAKOJIKO JTHU CJIEN BaKCHHAIUATA U MPEAUMHO B PAMKHUTE
Ha 14 muu. Te ca HaOMIOaBaHM MTO-YECTO CJIC/ BTOpATa /1032 U IM0-YECTO NPU FOHOIIU U MO-MJIaIn
MBXKE.

Cnen BakcuHanys TpsOBa 1a OpaeTe OAUTENHY 33 IPU3HALM HA MUOKAPANT U MEPUKAPAUT, HATPUMED
3aJ1yX, ChplieOreHe Wi 00JIKa B IbPJUTE, U TpAOBA HEe3a0aBHO 4 MOTHPCUTE JIEKAPCKA ITIOMOIIL, aKO
TC HACTBHIIAT.

AKo HsIKOE OT H30pPOEHUTE MO-TOpe ce OTHAcA 3a Bac (uim He cTe curypHu), roBopete ¢ Bamms jgexap,
(apmareBT MM MEIMIIMHCKA CecTpa, npeau 1a Bu O6bae nocraBeHa Spikevax.

Kakro IIpU BCAKa BAKCHHA, IbPBUYHATA 2-):[030Ba BaKCHMHAIlMOHHA CXEMa IIpU Spikevax MOXEC Ja HE
3alllUTU HAITBJIHO BCUYKH, KOUTO I IIOJTYyHdaBaT, U HC € U3BECTHO KOJIKO ABJITO HIC 6’L,I[eTe 3alllUTCHU.

Jena
Spikevax He ce npernopbuBa NpH Jena o] 6-roguinHa Bb3pacT.

JApyru nexkapcrBa u Spikevax

TpsOBa na kaxere Ha Bamms nekap uiu GpapManesT, ako pueMare, HACKOPO CTE MPUEMATTH WU €
BB3MOJXKHO JIa 3allOYHETe J]a MprueMare APYTH JiekapcTa. Spikevax Moxe J1a TIoBJHsie Ha HaYWHA Ha
JICHCTBHE Ha PYTH JISKAPCTBA, KAKTO M JPYTH JICKAPCTBA MOT'aT Ja OKa)KaT BIIMSHUE HAa HAYWHA, 10
KoHTO AeiictBa Spikevax.

HNMyHOKOMIIPOMETHPAHH JIMIIA

AKO cTe MIMyHOKOMITPOMETHPAHH, MOXe Ja ToyunTe TpeTta qo3a Spikevax. EdukacHocTTa Ha
Spikevax, mopu cies TpeTta 1033, MOXKE J1a € MO-HUCKA ITPU UMYHOKOMIIPOMETHPAHH JHia. B TaknBa
ciiydau O TpsiOBaJIO Jia MPOIBIKUTE Ja clia3Bare (U3NUESCKH MPEIa3Hd MEPKH, 3a J1a CIIOMOTHETE 3a
npenorpatsaBaneTo Ha COVID-19. Ocsen ToBa Oiu3kuTe Bu KOHTaKTHHM JiMIIa TPsIOBa 1a ObaaT
ChOTBETHO BakcuHUpaHu. OOChAeTe NOAXOASIIUTE WHANBHU Ty JTHU PENOPBKH ¢ Barmus nexap.

bpeMeHHOCT 1 KbpMeHe

AKo cTe OpeMeHHa MM CMATaTe, Y€ MOXKE Jla cTe OpeMeHHa, IIoChBeTRalTe ce ¢ Bamus nekap,
MEUIIUHCKA cecTpa Wik (papmarieBT mpeau Aa Bu ce moctaBu Tasu BakcuHa. Spikevax moxe aa ce
npuiara o BpeMe Ha opemeHHocCT. ['osiemusiT o6em ot HH(pOpMAaIWs, ToIydeHa OT HaOIF0IeHHETO Ha
OpeMeHHH JKeHHU, BAKCHHUPaHU chC SPiKevax mo Bpeme Ha BTOPHsI U TPETHS TPUMECThP, HE MOKa3Ba
BaKCHHAIMATA JIa IMa HEOIAronpusTHU e(peKTH BhpXy OpeMEHHOCTTA WM HOBOPOACHOTO. Makap ue
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nH(OpMALUATAa OTHOCHO €()EeKTHTE BHPXY OPEMEHHOCTTA M HOBOPOAEHOTO CJe BAKCHHAIINSA T10
BpeMe Ha ITbPBUS TPUMECTHP € OrpaHUuCHa, He ca HaOII0/1aBa MPOMSIHA 110 OTHOIICHHE HA PHCKA OT
CIIOHTaHEeH abopT.

Spikevax moxe 1a ce mpusara B meproja Ha KbpMEHE.

Ilodupane u padora ¢ MalIMHK

He mo¢wupaiite 1 HEe paboTeTe ¢ MaIllMHMU, aKO HE Ce YyBCTBaTe 100pe ciell BaKCHHAIHTA.
W3uakaiite, mTOKaTO BCAKAKBH €(DEKTH OT BaKCHHATA OTIIYMSIT, IPEIH J1a ImodupaTe Uil paboTUTE ¢
MaIIIHHH.

Spikevax cbpabp:ka HATPU
Spikevax cpabpixa mo-manko ot 1 mmol (23 mg) narpuii Ha 1032 , T.€. MOXKeE J1a ce Kaxe, 4e Ha
MIPaKTHKa ,,HE CHIbpPXKa HATPUHA™.

3. Kak ce npuiara Spikevax

Jluya na év3pacm 12 u nogeue 200unu
Spikevax e Bu 6b1¢ moctaBena o hopmara Ha ase urkekiuu mo 0,5 ml Beska.

Heya na év3pacm om 6 0o 11 eoounu
Spikevax e Bu 6b1¢ moctaBena o opmara Ha ase urkekiuu mo 0,25 ml Beska.

[IpenoppuBa ce BTOpaTa 1032 OT ChLIaTa BAKCHHA Ja Ce MPUIIOKHU 28 AHU CJe bpBaTa 1034, 3a Ja Ce
3aBBPIIN KypChT Ha BaKCUHALIUS.

AKO NponycHeTe IJIAHMPAHO MOceleHue 3a 2P*™ 103a oT MbPBMYHATA BAKCHHAIIMOHHA CXeMa

cbe Spikevax

- AKo npomnycHeTe IJIaHUpaHo TMOcelIeHre, HacpodeTe Apyra Bu3uTa npu Bamus nekap,
(apMmarieBT MM MEAUIIMHCKA CECTPa B3MOXKHO Hal-CKOPO.

- AKO IIpOIyCHETe MIIaHUpaHa WHXKEKIHSI, MOKE /1a HE CT€ HAITBJIHO 3aIlUTEHU CPEILy
COVID-19.

Bycrep no3a (0,25 ml) Spikevax moske 1a ce npuiioxu Hali-mMaiiko 6 Mecera ciie/] Bropara J03a Ha
JUIIa Ha BB3pacT 18 ¥ moBede ToAnHH.

Axo cTe IMyHOKOMITpOoMeTHpaHH, Tpeta no3a Spikevax (0,5 ml, 100 mukporpama 3a jiuiia Ha Bb3pact
12 u noseue roaunuu; 0,25 ml, 50 mukporpama 3a jera Ha Bb3pact ot 6 10 11 roauHu) MOXKe 1a

HOJIy4nTe Haif-Manko 1 mMecel| cies BTopaTa J103a.

Bamusr siekap, ¢papmaneBT Wil MEAULUHCKA CECTPa 1l1€ MHXEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHAa MH)XEKLIUS) B TOpHATa 4acT Ha pbKara Bu.

CJIeI[ BCsiAKa MHXXCKIWA HA BaKCHHATa Bammsr JICKap, (bapMaueBT HJIM MEAUIIMHCKA CECTpa 1Ie Bu
Ha6J'IIO}_'[aBaT 3a Haii-Manko 15 MHUHYTH 3a [IPpU3HAIU HaA aJICPruiHa peakius.

AKO UMaTe HAKaKBH JOTBIHUTEIHHA BBIIPOCH, CBBP3aHH C yIIoTpedaTa Ha Ta3u BaKCHHA, IIOMUTANTE
Bammus nekap, papManeBT WM MEIUIMHCKA CECTpa.
4. Bb3MOKHU He:KeJIaHU peakunu

KakTo Bcnuku JICKapCTBaA, Ta3n BAaKCHMHA MOXE J1a NPCAU3BHUKA HCXKCIIAHU PEAKIIUHN, BBIIPEKH Y€ HE
BCCKM I' ITIOJTy4aBa.
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IToTepcere cnenIHa MEAUITITHCKA TTOMOIIT, aKO MOIYYUTE HAKOM OT CICIHUTE MIPU3HAIIA M CHMIITOMH
Ha aJlepruvIHa PEaKIIHs:

yCelllaHe Ha MPWIOIaBaHe UK 3aMastHOCT;
MPOMEHH B ChPCYHHS PUTHM;

3ayX;

XPHUTIOBE;

MOJ{yBaHe HA YCTHUTE, JIUIETO WK I'bPJIOTO;
YPTHUKapHs WU O0pUB;

raJicHe WX TIOBPBIIaHE;

cTOMaITHa 0oJKa.

I'oBopere ¢ Bamms sekap, ako OMy4YNTe HAKAKBH IPYTH HEXXEIaHU peakiuu.. Te MoraT 1a BKIIOUBAT:

MHuoro yectn (Moxe J1a 3acernat noseue oT 1 Ha 10 qymm):

mmotyBaHe/00JIe3HEHOCT B 00JIaCTTa Ha TTOIMHUIITHATIATA
riaBo0omme

rajieHe

HOBpPBILAHE

MYCKyJTHa 00JTKa, OOJIKH B CTAaBUTE U CKOBAHOCT

00JIKa WM TIOAyBaHe Ha MSICTOTO Ha MHXKEKTHPaHE
3a4epBsBaHE Ha MICTOTO HA MH)KEKTHPaHe (KOETO MOHSAKOra MOXKE JIa Ce MOSIBU MPHUOIU3UTEITHO
9 10 11 mHM criesl MHKEKTHPAHETO)

ycellaHe Ha CHJIHa yMopa

BTpHUCaHe

HOBUIIICHA TEMITEpaTypa

Yectu (Moxe aa 3acernar g0 1 va 10 mgymm):

apus

00puB,

O0OpHB WM YPTHKAPHUS Ha MACTOTO HAa HHXKCKTHPaHE (HIKOM OT KOUTO MOKE JIa CE MOSBAT
npubauzuTenHo 9 10 11 qHU ciie MHXEKTUPAHETO)

Heuectn (Mosxe na 3acernar 10 1 wa 100 qymm):

cbpOEK Ha MACTOTO HA HHXKEKTHPaHE
3aMastHOCT
0omka B Kopema

Peaxu (Moxe nma 3acernar q0 1 wa 1000 myrim)

BPEMEHHO YBHCBAHE Ha €/IHATA CTpaHa Ha JHUIEeTO (mapaitn3a Ha ben)

MoJlyBaHe Ha JIMIETO (TI0yBaHe Ha JIUIETO MOXKE Jla CE TIOSIBH ITPH MAI[UCHTH, KOUTO ¢4 UMaJIH
KO3METHUYHU UHXKXCKIIUH B J'II/IHeTO.)

HAMaJICHO yCeIl[aHe 3a JIOMUP WU CETHBHOCT

HEOOMYAHO ycellaHe Mo KOarta, KaTo U3TPhIIBAHE WM MpaBydYKaHe (apecTe3us)

Muoro peaxu (morat aa 3acergar 1o 1 ga 10 000 gymm):

Br3nanenune Ha cbpAeYHUS MYCKYJT (MHOKapANT) WM Bh3MaJIieHHE Ha BHHITHATa OOBHBKA Ha
CBpLETO (IepUKApANT), KOETO MOXKeE Jia JOBEAE A0 3a/1yX, ChpleOnueHe uiu 00JKa B I'bPIUTE.

C HeW3BECTHA 4€CTOTA

TEXKH QJIEPTUYHH PEAKLIUHU ChC 3aTPyAHEHO AulIaHe (aHaduiIakcus)

peaxkius Ha UMyHHATa CUCTEMa — IIOBHUIIIEHA YyBCTBUTEIHOCT UM HETOHOCUMOCT
(CBpBXUyBCTBHUTEITHOCT)

KOXKHA peakIysi, Mo ¢popmMaTa Ha YepBEHH MEeTHA WM OOpUB MO KOXKaTa, KOMTO MOXKE Ja
M3MIeXIa KaTo ,,MUIIeHA WM ,,0MBOJICKO OKO* C TBMHO YE€PBEH LIEHTHP, OKOJIO KOWTO UMa MO-
CBETJIM YepBEHHU KPBrose (epurema Myntudopme).
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Cpo0maBaHe HA HesKeJIAHU PeaKIIun

AKO TIONTyYnTe HAKaKBU HEXEJNaH! peaklny, yBeoMeTe Bamms nekap, papMarieBT nin MeIUIIMHCKA
cectpa.ToBa BKIIIOUBa BCUUKH BH3MOKHH HEOITMCAHU B Ta3 JIMCTOBKA HEXKETAHU peakiuu. Moxerte
CBIIO JIa ChOOIIUTE HEXKEIaHH PEaKIUK TUPEKTHO Ype3 HallMOHATHATa CUCTEMa 3a ChOOIIaBaHe,
nmocodeHa B [Ipmioxenne V. Kato cro0maBare HeXeIaHd PEaKITiy, MOYKETE J1a JaZeTe CBOS MPHUHOC
3a [oJTy9aBaHe Ha ImoBede HH(POpMAIHsi OTHOCHO O€30MacHOCTTa Ha Ta3W BaKCHHA.

5. Kak 1a cbxpansiBare Spikevax
[a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIela.

He u3non3BaiiTe Ta3u BakCHHA CJIe] CPOKA HAa TOAHOCT, OTOENISA3aH BbPXY €THKETa clie ,,[ 0JieH 10°.
CpoKBT Ha TOTHOCT OTTOBApPS Ha MOCCTHUS JCH OT TIOCOYCHHUS MECell.

WNudopmanusTa 3a cpXpaHeHHe, CpOK Ha TOJHOCT M ynoTpeda u paboTa e onrcaHa B pa3zena,
MmpeaHasHa4uYCH 3a MCAUIMHCKU CIICIUAJIMCTU B Kpasd Ha JIMCTOBKATA.

He u3xBbprsiite nekapcTBaTa B KaHAIU3aUATa WIM B KOHTEMHEpa 3a JOMAIIHU OTIabIIY.
[Momuratite Bamus apMaleBT Kak Ja U3XBBPIATE JIeKapcTBaTa, KOUTO Beue He u3nonssare. Tesn
MEPKH 1€ CIIOMOTHAT 3a OIa3BaHe Ha OKOJIHATA cpena

6. Cbm)pmalme Ha OnMaKOBKaTa M J0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabpaxa Spikevax

- ToBa e MHOT0/1030B (ps1akoH, KOUTO chabpika 10 mo3u mo 0,5 ml Besika witm Mmakcumym 20 1031 IO
0,25 ml Besika.

- Enna no3a (0,5 ml) ceaspxa 100 mukporpama uapopmarmonsa PHK (uPHK) (Bioxena B
nunuaHA Hanoyactuim SM-102)

- Enna no3a (0,25 ml) ceabpika 50 mukporpama uapopmarmonsa PHK (uPHK) (Bnoxkena B
nunuaHA Hanoyactui SM-102)

- EnnoBepmxHa 5’-kerupana unpopmarronsa PHK (uPHK), nmpousBenena ¢ u3non3Banero Ha
Oe3kieTbuHa iN Vitro(uH BUTpO)Tpanckpumius ot chotBeTHUTe JTHK-MaTpuim, kogupaiu
BUpycHus mumoB (S) nporenH Ha SARS-CoV-2.

- Jlpyrute cbeTaBku ca munuaeH SM-102 (xenragekan-9-un 8-{(2-xumpokcuerii)[6-okco-6-
(YHAEUMIIOKCH)XEKCHIT |aMHHO } OKTaHOAT), XojecTepod, 1,2-aucreapomi-Sn-riimko-3-¢pochoxonnH
(DSPC), 1,2-mumupucronn-rac-riuiepo-3-merokcunonueriienrankon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXJIOPHL, OLIETHA KHCEIMHA, HATPUEB alleTaT TPUXHUIPAT,
3axapo3a, BOJa 3a MHKCKIIHH.

Kak n3rue:xxna Spikevax n kakBo CbIbp:Ka OIIaKOBKATA
Spikevax e Os1a 10 mouTH Os1a AUCHIEPCHs], JOCTAaBSHA B CTHKJICH ()JIaKOH € KayyyKOBa 3aIlylIanka 1
aTyMUHHEBa oOKaTKa.

Bun omakoBka: 10 MHOTO/1030BH (hi1akoHa

IIpuTexkaTes Ha pa3pellleHHETO 32 yNOTpeda
MODERNABIOTECHSPAIN, S.L.
CalleMonte Esquinza 30

28010 Madrid
HUcnanns

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

28703, San Sebastian de los Reyes
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Madrid

cnanns

Recipharm Monts
18 Rue de Montbazon
Monts, ®panius 37260

Moderna Biotech Spain S.L.

c/o Grupo Gestiona-T

Calle Monte Esquinza 30, Madrid

28010 Madrid, Ucnanus

3a mombJIHATETHA HHPOPMAIIUSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPKETE CE C JTOKATHHS
MIPEJICTABUTEI Ha MIPUTEKATEIIS Ha Pa3pelIeHHETo 3a yrnorpeoa.

Belgié/Belgique/Belgien Lietuva

Tel/Tel: 0800 81 460

Bbarapus
Tea: 00800 115 4477

Ceska republika
Tel: 800 050 719

Danmark
TIf: 80 81 06 53

Deutschland
Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

E\rada
TnA: 008004 4149571

Espafia
Tel: 900 031 015

France
Tél: 080554 30 16

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 800 354

island
Simi: 800 4382

Italia
Tel: 800 928 007

Kvbmpog
TnA: 80091080
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Tel: 88 003 1114

Luxembourg/Luxemburg

Tél/Tel: 800 85 499

Magyarorszag
Tel: 06 809 87488

Malta
Tel: 8006 5066

Nederland
Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Romania
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Sverige
Tel: 0201092 13



Latvija United Kingdom (Northern Ireland)
Tel: 80 005 898 Tel: 0800 085 7562
JlaTa Ha MOCJEIHO mpepasriexaane Ha gucroBkata {DDmonthYYYY}.

Ta3u BakcuHa € pa3pelieHa 3a ynorpeba mo T. Hap. cxema ,,pa3pemiaBaie noj yciosue*. Tosa
03HauaBa, 4e 3a Ta3W BaKCHHA CE OYAKBAT JOMBIHUTEIHH JJAHHH.

EBpOHGﬁCKaTa arcHuuys 1o JICKapCTBaTa 1€ U3BbPIIBA NPCTJIC Ha HOBAaTa HH(bOpMaHI/IH 3a BaKCHMHaTa
IMOHC BEAHBIK I'OAUIIHO U Ta3U JIMCTOBKA CHbOTBETHO IIC CC aKTyaJIUu3upa.

CkanupaiiTe Koja ¢ MOOWJIHO YCTPOMCTBO, 3a J1a TIOJIYYHTE JINCTOBKATA HA PA3JIMYHU S3UIH.

(=] et [m]

L

[=]

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

IMonpoOHa uH(popMaIUs 3a Ta3W BaKCHHA € MPEAOCTaBeHa Ha yeOcaiita Ha EBporneiickaTa areHIums mo
nekapcTBara: http://www.ema.europa.eu.

Ta3u nucroBka e HannyHa Ha Bcnuku e3uin Ha EC/EUII Ha yeOcaiita Ha EBporneiickara areHIus mno
JIeKapcTBaTa.

IMocouyenaTa mo-no1y nH(popManus e NpeJHA3ZHAYEHA CAMO 32 MEAHIIMHCKH CTIEIUATUCTH:

IIpocneaumoct
3a fa ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE MEAUIIMHCKA IPOAYKTH, IMETO Y IAPTUIHUASAT

HOMEp Ha NMpUJIAraHus MPOIYKT TPOBa Ja ObJaT SICHO 3aMMCaHH.
Spikevax TpsOBa f1a ce mpuiara oT 00y4eH METUITUHCKH CITSITHAIINCT.
Bakcunara ¢ rotoBa 3a ynorpe0a ciiel] pazMpassiBaHe.

Jla He ce paskiaia win pa3Mpassisa.

®nakonute cbe Spikevax ca MHOT01030BH. OT BCEKU MHOT'0/I030B (PJIAKOH MOTAT JIa C€ U3TETJISAT
necet (10) no3u (o 0,5 ml Besika) wim makcumym aBazgeceT (20) gosu (mo 0,25 ml Besika).

IIpemopbuUTETHO € 1a TIPoOOXKIaTe 3aMyIaaKkaTa Ha pa3InaHO MACTO BCekH IbT. He myHKTHpaiiTe
¢rakona noseue oT 20 MbTH.

BB Bceku (h1akoH € BKIFOYEHO JOIBIHUTEIHO KOJINYECTBO, 32 J]a Ce rapaHTupa, 4e MoraT aa 0ObaaT
nocrasern 10 go3u o 0,5 ml wim makcumym 20 103u mo 0,25 ml.

C pa3Mpa3cHu (bJ'IaKOHI/I 1 II'bJIHU CIPUHIIOBKH MOXKE J1a CC pa6OTI/I Ipu yCJIOBHA Ha CTaitHO
OCBECTJICHHUC.
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IIpu mepBuuHara cepust Spikevax TpssOBa ma ce mpuiara karo ase qo3u mo 0,5 ml Besika
(100 mukporpama Bcsika) 3a Jinila Ha Bb3pacT 12 u moBede roquan. Spikevax tpsosa ma ce mpuiara
karo ase f03u o 0,25 ml Beska (50 mukporpama Beska) 3a fena Ha Bb3pacT oT 6 10 11 roguny.

[IpenopbunTenHO € BTOpaTa J103a Ja ce MPHUI0XKH 28 THU Clie]| bpBaTa J1034.

Ha nuria Ha Be3pact 12 u noseue rogunu (0,5 ml, 100 mukporpama) u gena Ha Bb3pacT oT 6 10
11 romunu (0,25 ml, 50 Mukporpama), KOUTO ca TEKKO HMYyHOKOMIIPOMETHPAHHU, MOXKE J1a Ce
OPUIIOXKH TPeTa [103a Hall-Masiko | Mecell ciiesr BTopara J103a.

Bycrep no3a (0,25 ml, 50 muxporpama) Spikevax Moxe /1a ce MpHIIoKHU Hail-Maiko 3 Mecena ciel
IIEPBUYHA CEpHS Ha JINIIA HA BB3pacT 18 1 moBede ToauHy.

Kaxkto IMpy BCUYKH MHKCKIIMOHHU BAKCUHU, BUHAlr' TpSI6Ba Ja UMa 'OTOBHOCT 3a IIOAXO0JA1I0
MEINIIMHCKO JISYCHNEe U HaOIFOIeHUE B CITy4ail Ha aHa(IIaKTHIHA PEeaKIys CiIe]l IpuiiaraHe Ha
Spikevax.

Jlumara Tps6Ba ga ObaaT HAOMIOIABAHU OT METUIIMHCKH CIICIIUANINCT Hali-Manko 15 MuHyTH chen
BaKCHHAIIMATA.

Hsma maHHU 3a OlleHKa Ha MPHIOKEHUETO Ha Spikevax e JHOBPEMEHHO ¢ APYry BakCUHU. Spikevax He

TpsiOBa J1a ce cMecBa ¢ APYT'M BAKCHHM WIIM JIEKAPCTBEHU NPOAYKTH B ChIIATa CHPUHIIOBKA.

Spikevax TpsOBa J1a ce mpuiara HHTPaMyCKYJIHO. 3a IPEANOYHTaHE € JSIITOBUIHUAT MYyCKYJI Ha
ropHara yact Ha pbkarta. He nmpuiaraiite Ta3u BaKCHHA HHTPABCHO3HO MIIU TTOIKOXKHO.

HNndopmanust 0THOCHO cbXpaHeHHe U padoTa

CbxpaHeHMe BbB ppusep

[a ce cbxpaHaABa 3aMmpaseHa
npu Temnepartypa oT
-25°C po -15°C.

[la He ce cbxpaHsaBa nop -50°C.

[la ce cbxpaHaBa B OpUTMHaNHaTa ONakoBKa,
3a [la ce npeanasu OT CBeTInHa.

Mpepan ynotpe6a Bcekn pnakoH Aa ce pasmpasfBa

WzobpameHnaTta Ha GnakoHW ca CaMo C WNICTPaTUEHE LEen

2 yaca v 30 MMHYTH B XJagunHuK —l 1 yac npu cTailHa Temneparypa I=
ot 2° go 8°C |;ﬁ“"ﬂ | Wy [ |
(B pamKnTe Ha —h&," Fumn L |
30-AHeBHNA CPOK e e
Ha rogHOCT Npn . .
Temnepatypa oT15° go 25°C
oT 2°C go 8°C)

OcTraBeTe ¢naKoHa Ha CTAHA TEMMEPaTYPa 3a 15 MUHYTH,
npeawn Oa ro NpUACKATE
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YKazaHunsa cnep pasmpassBaHe

HenyHkTupaH ¢pnakox

Ty

> o
MakaimanHo Bpeme s
@ Xnagwnuux
o1 2° po 8°C IS
24 Aa ce coxpanABa Ha CTyaeHO
Yaca A CTaiiHa TemnepaTypa

ot 8° o 25°C

—[ Cniep n3TernsiHe Ha NbpBeata fo3a

3

MakcumanHo speme

Xnagunuuk wan craua
Temneparypa

DOnakoHbT TpAGBa Aa ce CbxpaHs
Ha Temnepatypa mexay 2°u 25°C.

[latata 1 4ackT Ha U3XBBPNAHE Aa ce

3aNULAT Ha eTUKETa Ha PakoHa.

Wsxebpnere nyHkTupaHua ¢pnakok cnep, 19 vaca

Waternaiire BcsAka A03a BaKCMHA OT GNakoHa C MOMOLLTA Ha HOBA CTEPWIIHA MUINa U CNIPUHLIOBKA 3a BCAKa MHXKEKLMA,
3a a NpefoTBPaTUTE NPeAaBaHeTo Ha MHGEKLIVIOZHN areHTy OT eJHO InLe Ha ApYTo.
[Ho3ara B cnpuHUOBKaTa TpAGBa Aia ce n3non3pa HezabasHo.

Cnep KaTo GpnaKkoHBT ce NYHKTUPa 3a U3TerNsAHe Ha MbpBaTa f103a, BakcMHaTta Tpabsa
Aa ce u3non3ea HezabaBHO U Aia ce N3XBBPAK cneg 19 vaca.

Bcsika HemanonasaHa BakCVHa WK OTNaabyeH marepuan TpﬂﬁBa Aa ce N3XBbpnAa B CbOTBETCTBUE C MECTHUTE M3NCKBaHWUA.

[ HUKOI'A He 3ampa3naBaiiTe NOBTOPHO pa3mMpa3eHaTa BakcuHa ]

MpunaraHe

3aBbpTaiiTe NeKko ¢pakoHa cnej pa3mpasasaHe 1 Npeau BCAKO U3TernsHe
BakcuHata e rotosa 3a NpunoXeHue crie pasmpasngaHe. He pasknaiyaiite n He pazpexpgaiite

s

lMpegw nHxeKTUpPaHe NpoBepsBaiiTe BCAKA 033, 3a fa:

MOTBBLPANTE, Ue TeYHOCTTa e Bana Ao nouTH
65n1a, KakTO BbB GNaKoHa, Taka U B CNPYHLIOBKATa

ce ysepuTe B 06emMa Ha CNPUHLOBKaTa

BakcuHata MoXe fla CbabpXKa
6env UK MONYNPO3PauHM YacTULK,
CBbP3aHU C NPOAYKTa.

AKO f103aTa e HETOYHa Unu UMa
NpOMAHa B LUBETa 1 IPYTY BUAVIMU YacTULMY,
He npunaranTe BakCMHata.
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