HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENTHO HaOmoqeHre. ToBa 11e mo3Boiau 0bp30To
yCTaHOBSIBAaHE HA HOBa MH(POPMAaLIUS OTHOCHO Oe30macHoCTTa. OT MEAUIIMHCKHUTE CIICLUAIICTH Ce
M3MCKBa J1a ChOOIIaBaT BCAKA MTOI03MPaHa HeXKeJlaHa Peakifysl. 3a HaurHa Ha choOIIaBaHe Ha
HEXXENaHU PeaKIiy BIKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Spikevax HHKEKIIMOHHA TUCTICPCHS

uPHK Bakcuna cpernry COVID-19 (aykieo3unno Mogudunupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (pi1akoH, KOHUTO chabpika 10 mo3u mo 0,5 ml.

Enna no3a (0,5 ml) ceaspxa 100 mukporpama unpopmarnmonna PHK (nPHK) (Bxiouena B SM-102
JIMITUTHA HAHOYACTHIIH).

EnnoBepmwkHa, 5’-kenmnpana napopmarnronHa PHK (nPHK), mpousBenena ¢ n3nonsBanero Ha
Oe3kierTbuHa IN Vitro tpanckpums ot choTBeTHUTe JJHK-MaTpHim, koaupaiia BUpycHuUs MHIOB (S)

npotend Ha SARS-CoV-2.

3a MBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
NHXeKMoHHa Tucnepeus

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

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

Spikevax e mpegHa3HavYeHa 3a akTUBHA UMyHHU3aus 3a npeseHnus Ha COVID-19, npuauHeH ot
SARS-CoV-2, npu nuna Ha 12 u moBeve roAnHH.

Ynorpebara Ha Ta3u BakCUHA TPsOBa Jia ObJIc B CHOTBETCTBHE C OQHUIIMATHUTE PETOPHKH.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

2 !031/1[ )OBKa

Jluya na 12 u nogeue 200unu
Spikevax ce mpumara kato Kypc ot ase go3u (0,5 ml Besika). IIpemopbuBa ce Bropara 103a 1a ce
NPUIOXKHK 28 THM ciie bpBara j103a (BX. Touku 4.4 u 5.1).

Jlunceat naHHM 3a B3auMo3aMeHsieMocT Ha Spikevax ¢ npyru Bakcunu cperry COVID-19, 3a na ce
3aBBPIIM KypChT Ha BakcHHaNus. JIuiara, KOUTO ca MOMy4YHIu ITbpBarta qo3a Ha Spikevax, Tpsosa na
THoJTyJaT BTOpara Jio3a ot Spikevax, 3a a ce 3aBbpIlH KypchT Ha BAKCHHAIHS.



Ieouampuuna nonynayus
BbesomacHoctTa 1 ehukacHocTTa Ha Spikevax mpu aena ¥ FOHOIIM Ha Bh3PACT 1o 12 roJuHU BCE OIS
HE ca yCTaHOBeHH. JIurcBar naHHu.

Tonynayus 6 cmapuecka ev3pacm
He ce n3uckBa KopeKnus Ha f03aTa IPH JIMIA B CTapUecKa Bh3pacT >65 ToOauHH.

Hauwn Ha npunoxeHue

Baxcunara Tps0Ba ia ce mpuiiara HHTPaMycKyJTHO. 3a IPEIIOYNTAHE € B IENTONIHUS MYCKYII B
TrOpHAaTa 9acT Ha pbKaTa.

He npunaraiite Ta3u BakcrHa HHTPABACKyJIAPHO, MTOJKOKHO MIIM HHTPAAEPMAITHO.

Bakcunara He TpsiOBa Ja ce cMecBa ¢ IpyTy BAaKCHHU MJIH JICKAPCTBEHHU MPOAYKTH B ChILATa
CIIPUHLIOBKA.

3a npeanasHu MEpKH, KOUTO TPSAOBaA Jla Ce B3eMar MPeIu MpUiaraHe Ha BakCUHATa, BUKTE Touka 4.4,
3a yka3aHusi OTHOCHO pa3MpassiBaHEeTo, paboTaTa CbC M U3XBBPIITHETO HA BAKCHHATA BUKTE TOUKa 6.6.
4.3 TIpoTruBomoka3aHus

CBpPBXYIyBCTBUTEIHOCT KbM AKTHBHOTO BEHIECTBO MJIA KbM HSKOE OT IIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

4.4 CneuuaJHu npeaynpe:kaeHus ¥ Npeana3Hu MepKH NpH ynorpeda

IIpocneaumoct

3a fa ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOTYKTH, UMETO U TAPTHTHUAT
HOMEp Ha MPWJIOKEHUS MPOIYKT TPsIOBA SCHO Jia Ce 3allucBaT

CBpBbXYYBCTBUTEIHOCT U aHa(MIAKCHUS

Nma cpobuienus 3a anagunakcus. Bunaru TpsiOBa ja iMa Ha Pa3noioKeHUE MOIX0 IS0
MEIHMIIMHCKO JISYCHNE U HaOIII0IeHUe B CIy4ail Ha aHa(UIaKTHYHA peaKIys CIIe]] MPUIIOKEeHNE Ha
BakcHuHaTa. [IpenmopruBa ce BHUMATEIHO HAOIIOIeHNE B IPOAB/DKEHNE Ha HAall-Manko 15 MuHyTH ciief
BaKCHHalusATa. Bropara 103a Ha BakCMHATa He TPSOBa Ja ce MOCTaBs Ha OHE3HU, KOUTO Ca MOTYIHIIN
aHaduIakcus npu mbpBara J03a Ha Spikevax.

MuoxkapauT 1 nepuKapIuT

Cunien BakcuHanus ¢ Spikevax ca HaOJIto1aBaHU MHOTO PEIKH CITydad Ha MHOKApIUT M EPUKAPIIUT.
Te3u cirydau ca HACTHIWIM MTPEIUMHO B PaMKHTE Ha 14 THU clen BaKCHHAIS, T0-YECTO CIIE]
BTOpaTa BaKCHMHA M TI0-9ECTO MPH MO-MJIau Mbke. OT HAIMYHUTE JAHHU MOXE J1a C€ MPEIOI0XKH, Ue
MIPOTHYAHETO HA MUOKAPAUT U IEPUKAPIUT CJIe]l BAKCHHALMATA HE CE pa3indyaBa OT TOBa pU
MUOKapIUT WK MEPUKAPIUT KATO LSIIO.

MenumHCKNTe CIeHANNCTH TPsIOBa Ja ObaaT OMUTEIHH 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIuT U epuKapAnT. BakcuHupanure nuna TpsAaOBa Aa ObAaT HHCTPYKTHPAHU 13 TIOTHPCST
He3a0aBHO MEIUIIMHCKA TIOMOILL, aKO Pa3BUAT CUMITOMH, II0KA3aTETHU 32 MUOKapAUT WIN
HEePHUKAPINT, KaTo (0CTpa M MPOIBIDKUTENHA) OOJIKA B I'BPIUTE, 3aAyX WM HAIIUTALNH CIIe]T
BaKCHHALIUATA.

MeaUIUHCKHUTE CICHUAINCTH TPsAOBa 1a HAPaBAT CIpaBKa ¢ PhKOBOJICTBATA W/HUJIM CIICIUATIUCTHTE
3a IMarHOCTULIMPAHE U JIeYeHUE Ha TOBa 3a00JIIBaHe.



Peakiun, cBbp3aHu ¢ TPEBOKHOCT

Peaxuuu, cBbp3aHU C TPEBOKHOCT, BKJIFOUMUTETHO Ba30BarajHu peakIuy (CUHKOII), XUTIEPBEHTUIIAIIM
WJIM TaKWBa, CBBP3aHU ChC CTPEC, MOTAT JIa CE MOSBAT BB BPBh3Ka C BAKCHHAIIHTA KaTO IICHXOT€HEH
OTTOBOP KbM WHXEKTHPAHETO C WUTia. BaxkHO € 1a ce B3eMaT mpeAra3sHu MepKH, 3a Jia ce u30erHe
HapaHsBaHE MIPU MPUIIOLIABAHE.

CrerpreTBaio 3a001saBaHe

Bakcunanusra TpsOBa 1a ce OTJIOKH NPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (HheOpUITHO 3200 IsIBaHE
i octpa uHpekwst. Hammarero Ha nexa nH(OEKIHS W/WIH JeKOo MOBHIIEHa TeMIIepaTypa He TpsiOBa
Jia 3a0aBsl BAKCHHAIIMATA.

TpoMOOLMTONIEHNS ¥ HAPYIIEHNS HA KPbBOCHCUPBAHETO

Kakro mpu apyru MHTpaMycKyJIHH HHXXCKIIMY, BAKCHHATa TPsIOBa Ja ce Mpuiiara BHUMATEIIHO MIPH
JUIIa Ha aHTHKOATYJIAHTHA TePaI¥sl WM TaKWBa C TPOMOOIIMTOTICHHS WIH HAKAKBO HapYyIICHUE Ha
KPBBOCHCUPBAHETO (HApuUMep XeMOpIINs), Thil KaTO IIPH TE3H JUIAa MOXKE Ja C€ TIOSBH KbPBEHE HITH
o0Opa3yBaHe Ha CHHHHU CIie]l HHTPaMyCKYJIHOTO MPHUIOKEHHE.

MMYHOKOMIIpOMETHPAHH JIUIIA

Edukacnocrra, 6€30macHOCTTa 1 IMYHOT'€HHOCTTAa Ha BAKCHHATa HE ca OLICHEHHU IIpU
UMYHOKOMIIPOMETHPAHH JIMIIA, BKIFOUYUTEIHO TAKMBA, TTOJTyYaBaIld HMYHOCYIIPECHBHA TEPAITHsL.
EdukacHoctTa Ha BakcuHara cpeiry Spikevax Moxe 1a 0b/e mo-HUCKa IIPH HMYHOCYTIPECUPaHU
JMLA.

I[IpoaBIDKUTEIHOCT Ha 3alllATaTa

HpOI[’LJ'DI(I/ITeJIHOCTTa Ha oCUTryp€HaTa OT BaKCHMHAaTa 3aluTa € HCU3BECTHA, THI KaTo TS BCE OIIIE Ce
YCTAHOBABA OT TCKYIIH KIIMHWUYHU U3IINUTBAHUA.

OrpannyeHus Ha e)eKTUBHOCTTA HA BAKCUHATA

Jlumata Moske a He OBIAT HAITBIHO 3alIUTEHU 10 14-us JeH el ocTaBsiHe Ha BToparta jo3a. Kakro
MIPH BCUYKW BaKCHHH, BAKCHHAIUATA ChC Spikevax MOXKe 7]a He OCUTYPH 3all[UTa Ha BCUUKH
PEIUITUEHTH Ha BaKCUHATA.

TIoMOIITHH BeNIeCcTBa C N3BECTHO JIEUCTBUE

Hampuii

Ta3u BakcuHA ChIBpKa Mo-Manko ot 1 mmol Hatpwuii (23 mg) Ha 0,5 ml no3a, T.e. MOXKE Ja ce Kaxe,
Ye Ha MPAKTHKa HE ChIIbpPKa HATPH.

4.5 BzaumoaeiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMu Ha B3auMoJelicTBUE
He ca npoBexaanu mpoy4YBaHus 3a B3aUMOJICHCTBHUITA.

He e npoy4BaHO ChIIBTCTBAILIOTO NMPUIOKEHUE Ha Spikevax ¢ Ipyrd BAKCHUHH.

4.6 @epTHINTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

Wma orpanndeH onmuT ¢ u3non3BaneTo Ha Spikevax npu OpemeHHH xeHH. [IpoyuBanust mpu >KUBOTHU
HE MOKA3BaT NPEKH WK HeTIPEKH BpeIHH €EeKTH, CBEP3aHU ¢ OPEeMEHHOCTTa,



eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO HITH IOCTHATATHOTO pa3BuTHE (BXK. Touka 5.3).
IIpunoxxennero Ha Spikevax 1o BpeMe Ha OpEeMEHHOCT TPsIOBa Ja ce 0OMUCIISI caMO KOTaTo
MOTEHIIMATHUTE TTOJ3U HAAXBBPIIAT BCIKAKBH MMOTECHIIMAIHN PUCKOBE 3a MaiikaTa u deTryca.

Kwpmene

He e u3BecTHO nanu Spikevax ce eKckpeTupa B KbpMara.

depTunurer

[IpoyuBaHus npu )KUBOTHH HE TIOKA3BaT MPEKU WM HEMPEKU BPEIHU €(PEKTH, CBbP3aHU C
PENPOAYKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTn BbpXy cnocooHocTTa 32 modupane u padora ¢ MAIINHH

Spikevax He MOBIMsBA WK TTOBIUABA IPEHEOPEKIMO CIIOCOOHOCTTA 32 modupaHe U padoTa ¢
MaruHad. Hsikou oT ehekTuTe, MocoYeHH B Touka 4.8, MOraT BCe Mak BPEMEHHO J1a TIOBJIUSIAT Ha
CIocoOHOCTTA 3a Mo HpaHe WK padoTa ¢ MAITHHH.

4.8 Hexenanu JeKapcTBeHH peaKuH

O0600611eHMEe Ha podria Ha OE30IIaCHOCT

Yuacmuuyu na evspacm 18 u noseue coounu

BesomacuocTra Ha Spikevax e orieHeHa B TEKYIIO paHAOMU3UPAHO, IUIAIe00-KOHTPOIUPAHO,
3acierneHo 3a HabmromaTens KIMHIYHO poyuBane Daza 3, mpoexaamo ce B CALLL, BxirouBaiio

30 351 yuacTHuIM Ha BB3pacT 18 1 oBeve TOANHH, KOWTO ca MMOJYUHJIH ITOHE eIHa 03a 0T Spikevax
(n=15 185) wu ame6o (N=15 166) (NCT04470427). [1o Bpeme Ha BaKCHHAIMsITA CPEAHATA BH3PACT
Ha monyJanusTa € 52 ronuau (nuanas3on ot 18 1o 95); 22 831 (75,2%) OT y4aCTHUIIUTE ca HAa Bb3pacT
o1 18 1o 64 roguan u 7 520 (24,8%) OT y4aCTHUITUTE ca HA BB3pacT 65 1 OBEYE TOJIUHHU.

Haii-gecTo cho0IIaBaHNTE HEXENIAaHU PEaKIuy ca O0JIKa Ha MICTOTO Ha WHxekTtupane (92%), ymopa
(70%), rnaBobonue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucaHe

(45,4%), ranene/noBpbinane (23%), akcuaapHo moaysane/6onesneHoct (19,8%), tpecka (15,5%),
NoJyBaHe Ha MACTOTO Ha nHXXektupase (14,7%) u 3auepssBane (10%). Hexenannre peakunu
O0OVMKHOBEHO Ca JIEKH WJIM yMEPEHH 110 MHTEH3UTET U OTIIYMSBAT 3a HAKOJKO JHU CJIe]] BAKCHHAIIUATA.
Masnko no-HucKa 4ecToTa Ha ChOUTHS Ha PEaKTOTE€HHOCT C€ CBbP3Ba € MO-TOJISIMa Bh3pacT.

Karo 115110 HAKOHM HEKENaHN PEAKINU CE CPEIAT ITO-YE€CTO B MIO-MJIaIUTE BH3PACTOBH IPYIIH:
YeCcTOTaTa Ha aKCHIIAPHO M0 yBaHe/00Ie3HEHOCT, yMOpa,rilaBo00/ e, MUAJITHs, apTPaJICHsi, BTPUCAHE,
raJicHe/TIOBPhIIAHE U MOBUIIICHA TEMIIEpaTypa ¢ Mo-BUCOKA MPU Xopa Ha Bh3pacT oT 18 10 < 65
TOJITHU OTKOJIKOTO MPH TE3H Ha Bh3pacT 65 rofuHu u noseue. [lo-yecto ce choO0IaBar JOKaIHU 1
CHCTEMHU HEXXEJIAHW PEaKIINH CJIeIT J03a 2 OTKOJIKOTO ciie mo3a 1.

FOnowu na evspacm om 12 0o 17 2o0ounu

JlanHu 3a 6e3omacHOCT Ha Spikevax IpH IOHOIIIN ca ChOPaHu B TEKYIIO PaHIOMHU3UPAHO, IJiare0o-
KOHTPOJIMPAHO, 3aCJICNECHO 3a HAaOIroIaTels KIIMHUYHO poyyBane ¢asa 2/3, nposexaaino ce B CALL,
BKITFOUBaIIo 3 726 y4acTHHIM Ha BB3pacT oT 12 no 17 roguHu, KOUTO ca MOTYYHIIH TIOHE €JTHA 1032
Spikevax (n=2 486) wau mrare6o (N=1 240) (NCT04649151). Temorpad)ckuTe XapaKTEPUCTHKH Ca
CXOJIHU MEX]ly yYaCTHUIIUTE, KOUTO ca MOIydmiIn Spikevax, u Te3u, KOUTO ca MOITy4riIn Iiane0o.

Haif-gyecTuTe HE)XEIaHU peaKIUH IPY FOHOIIH Ha Bb3pacT oT 12 mo 17 roguHu ca 60jika Ha MSICTOTO
Ha urkektupane (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
aKcuiIapHo noayBane/0onesneHoct (35%), aprpanrus (35% ), ranene/noBpbiane (29%), nogyBaHne



Ha MSCTOTO Ha MHXeKTupane (28%), eputeM Ha MACTOTO Ha MHXKeKTUpaHe (26%) U OBUIIIEHA
temmeparypa (14%).

TabnuueH cCIMChK HAa HEXKEITAHUTE PEaKIUK OT KIMHUYHHU OPOYYBAHUS U OT OCTMAPKETHHIOBHS OLTUT
Ipu Jinia Ha 12 u moBeye rouHu

[MpodmreT Ha Ge30macHOCT, MPEACTaBeH MO-10JTy, C€ OCHOBaBa Ha JAHHHUTE, TeHEPHPAHU

B T1a11e00-KOHTPOJIMPaHO KIMHUYHO mpoyuBane npu 30 351 Bw3pacTau > 18 ronunu, apyro miamnebo-
KOHTPOJIMPAHO KIIMHUYHO MPOyYBaHe ¢ 3 726 y4acTHUIM Ha Bb3pact oT 12 no 17 rojauHu u 1o BpeMe
Ha NOCTMapKETHHTOBHS ONHUT. Pasnukure MexIy 2-Te mpoydBaHus ca 0003HAYEHH C OENeKKH MO
Tabaunara.

Cpo0mIeHUTE HEeXKETAHA PEaKIIUK ca N30POCHHU CITOpE] ClIeTHATa KOHBEHITHS 32 YECTOTA:

Muoro yectu (>1/10)

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

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

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

Meuoro peaku (<1/10 000)

C HemsBecTHa yecTOTa (OT HAIMYHUTE JaHHHU HE MOXe J1a Ob/ie HalpaBeHa OIIeHKa)

B pamKkuTe Ha BCAKO IPyNUpPAHE MO YECTOTa HEKEIAHNTE PEAKIIUK Ca MPEJACTABEHH B HU3XOIAII PEJT
10 OTHOIIICHHE Ha cepro3HocTTa (Tabmuma 1).



Tadonuua 1: HexeslaHu peakinuu oT KIMHUYHU W3nUTBaHus Ha Spikevax u ot

MNOCTMAPKETUHIOBUS OIMUT IIPHA JIMIIA HA 12 1 noBeue roavHu

CucremMo-opraseH KJjac 1o
MedDRA

YecToTa

Hexenana(u) peakuusi(u)

CUCTEMA U CHCAUMHUTE/IHATA
THhbKaH

Hapymenust Ha KppbBTa M [MHOIO 4eCTH UlnmbaneHonaTus™
iiumMHaTa cucrema
Hapymennsi Ha umyHHaTta  (C HEM3BECTHA YECTOTa IAHaMITaKCHS
cHcTeMa (CBPBX4yBCTBUTETHOCT
Hapymenust Ha HepBHaTa  [MHOTO 4ecTH 'maBoGonue
cHcTeMa
Heuectn BamasiHOCT
Penku Octpa nepudepHa nuIeBa
mapamm3a**
Xunoecre3us
Chbpaeynn HapymieHus HewussecTHa yectoTta MuokapauT
[lepukapaut
CTOMAILIHO-YpEeBHU MHoro gectn ["ameHe/moBpbHIaHE
HapyLIeHUsI
Hapymenust Ha ko:xxkatau  [dectu O6puB
MOJKOKHATA THKAH
Hapyumenus Ha MHoro uectu Muanrus
MYCKYJIHO-CKeJIeTHATA ApTpanrus

OO01u HapymeHus u epekTn
HA MSICTOTO HAa MPUJIOKEHHE

MHoro yectu

boka Ha MSICTOTO Ha MH)KEKTHUPaHe
'YMmopa

BTpucane

[Mupexcus

[TomyBane Ha MACTOTO Ha
MHKEKTHpaHE

Uectu

Eputem Ha MsCTOTO Ha
MHXEKTHpPaHE

Y pTrKapus Ha MACTOTO Ha
MHXEKTHpPaHE

(OOpHB Ha MSICTOTO HA MH)KEKTUPaHE
Peakunsg Ha MCTOTO Ha
MHKEKTUpaHe OT 3a0aBeH TUI

Heuectn

[TpypuTyc Ha MACTOTO Ha
MHXEKTHUPaHE

Penkn

**k*

[ToxyBaHne Ha IUIETO

*JIumdaneHonaTrs e Onila ycTaHOBEHa KaTo akCHiIapHa JTMM(paJeHOaTHs OT ChIllaTa CTpaHa Ha MACTOTO Ha MHXKEKTHPAHE.
B msixom citydau ca 3acerHat U Ipyrd JUM(HYE BB3IH (HaIp. IHHHYA, HAJKITIOYNIHH).

**B pamkuTe Ha IepHo/a Ha IpociesBaHe Ha 6€30IacHOCTTa ce choOIIaBa 3a ocTpa nepudepHa InIeBa napaansa npu
TpUMa yYaCTHHUIM B rpymnaTa Ha Spikevax u npu eAuH nauueHT B rpynara Ha ruiane6o. ITosiBaTa npy MallMeHTUTE B TpymaTa

Ha BaKCHMHATa HACTHIBA ciiex 22, 28 u 32 IHM clie BaKCHHAIAATA C 103a 2 .

***/Ima iBe CepHO3HH He)XeJlaHW ChOUTHSI Ha OAyBaHe Ha JIMLETO NPH PELUITHEHTH Ha BaKCHHATA C aHAMHe3a 3a
HHKCKTHpaHe Ha aepmandu punbpu. [losBata Ha MOJIyBaHETO € ChOOILIEHO CHOTBETHO 1 U 2 THM cile BaKCHHAIMATA.

PeakrorennoctTta U mpoGuIbT Ha Oe30macHOCT mpu 343 yuacTHuIM, moaydaBamm Spikevax, kouto ca
owmu ceporno3utuBHU 32 SARS-COV-2 Ha U3X0HO HUBO, € CHIIOCTABUMA C Ta3U Ha YYaCTHHIIH,
ceponeratuBHU 3a SARS-C0V-2 Ha U3X0AHO HUBO.




Cpo0111aBane Ha MOA03UPAHN HEXKETAHH PEAKITHH

Cpo0IaBaHeTo Ha MOIO3MPaHN HEKENIaHU PeaKLMH Cle]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBeHHUS
NPOAYKT € BaykHO. ToBa M03BOIISABA 1a IPOIBIDKK HAOIIOCHUETO Ha CHOTHOIICHUETO T0MI3a/PHCK 3a
JEKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEIIHAINCTH C€ M3MCKBA J1a ChOOIaBaT BCAKA
NOI03MpaHa HEe)KEJIaHa PeaKIys ype3 HaIl[oHaIHa CHCTeMa 3a ChoOIIaBaHe, MocoYeHa B
[Mpunoxxenue V u Aa BKIIOYAT NapTUACH HOMED, aKO € HaJIMueH.

4.9 Ilpemo3upane

He ca cpo0iienu ciayvan Ha npego3upaHe.

B ciyuaii Ha npeno3upaHe ce mpernopbyBa MpociieAsBaHe Ha )KU3HEHUTE QYHKIMH U Bb3MOXKHO
CHUMIITOMATHYHO JICYCHHE.

5. DAPMAKOJIOT'NYHU CBOUCTBA

51 ®apmakoguHAMUYHH CBOMiCTBA

®apmMakoTepaneBTHYHA TpyIa: BakCUHU, Apyru BupycHH Bakcuuu, ATC xox: JO7BX03

MexaHu3bsM Ha JEUCTBUE

Spikevax ceapprxka nPHK, Brimtouena B munuaan Hanouactrny. MPHK koanpa mbIHOBEpYKEH ITUTIOB
nportenH Ha SARS-CoV-2, Mmopudunmpan ¢ 2 mpoIrHOBH 3aMECTBaHUS B 00JIACTTa HA XETITAAHOTO
noBropenue 1 (S-2P), 3a crabuiu3upane Ha MIUIOBUS IPOTeHH B ipedy3nonHa koHpopmarus. Cren
WHTPaMYCKYJTHA MHXEKIHS KJICTKUTE Ha MSICTOTO HA MH)KEKTUPAHE U IPEHUPAINUTE TUM(HU BB3IH
1oeMar JMIIMAHUTE HAaHOYACTULH, KaTo edekTuBHO nocTaBiaT MPHK cexBennmsaTa B kinetkure 3a
TpaHcanus BbB BUpyceH npoteuH. JlocraBenata n”PHK He HaBnu3a B KJI€THYHOTO AP0 U HE
B3aMMO/IEHCTBA C TEHOMA, HE CE€ PEIUIMKHPA U C€ eKCIPECHPa BPEMEHHO OCHOBHO B JIEHAPUTHH KIETKU
u Makpodaru B cyOkarncyiaapHuTe cuHycu. ExcnipecupanusT, CBbp3aH ¢ MeMOpaHaTa [IMIIOB IPOTEUH
Ha SARS-CoV-2 ce pa3no3HaBa cie; TOBa OT UMYHHHTE KJIETKH KaTo 4yX[J aHTUreH. ToBa
NpeM3BUKBa KakTo T-KJIEThYCH, Taka U B-KJeThueH OTroBop ¢ 00pa3yBaHe Ha HEyTpaTH3Upalln
aHTHUTEeNa, KOETO MOJXKe Jia JJonpuHece 3a 3amuTaTa cpenry COVID-19.

KinnanuHa e MKaCHOCT IIpU BH3PACTHU

IIpoydBaHeTo Npy BE3paCTHU € paHIOMHU3UPAHO, IUIAe00-KOHTPOIUPAHO, 3aClISEHO 32
HabromaTens KimHngHo npoyuBane (asza 3 (NCT04470427), koeTo H3KITIOYBA
HMMYHOKOMIIPOMETHPAHH JIMLIA WIIA TAKWUBA, IOJIy4aBaIl HIMYyHOCYIIPECOPH B PAMKHUTE Ha TOCICIHUTE
6 Mecera, KakTo 1 OpeMEHHH HJTU TaKMBa C U3BeCTHA aHaMHe3a 3a uHdekus chc SARS-CoV-2.
Yuactauim cwe cradumno HIV-3aboisBane He ca uskinodeHn. [IpOTHBOTPUITHY BAKCUHH € MOYKEIO J1a
ce npwiarat 14 guu npenu win 14 qHu ciren KosATo u Aa € mo3a ot SpikevaxX. OT y4acTHHITUTE CHIIO0
TaKa ce € U3MCKBAJIO J]a IMa Hali-MaJIKO MHTEPBAJ OT 3 Mecella OT MpIiiaraHne Ha KpbBHU
MPOAYKTH/TIIa3Ma W HMYHOTIJIOOYIIMHY 10 BKIFOYBAHETO B MTPOYYBAHETO, 32 JIa TIOIyYar Iiamnedo
nnu Spikevax.

IIpocnenenu ca o6mo 30 351 yuacTaunu ¢ menuana 92 auu (nuanasoH: 1-122) 3a pa3ButueTo Ha
oonecrra COVID-19.

[Tonynanusra 3a TbpPBUYCH aHAIN3 HA €PUKACHOCTTA (HapUYaHa ,,[IOMYJIAIUS 110 TIPOTOKOJ " WK
,,PPS%), BrirouBa 28 207 yyacTHHIIM, KOUTO ca moayuunn win Spikevax (n=14 134), wiu mianedo
(n=14 073) u uMat oTpHIaTelIcH cTaTyc 3a Haamuue Ha SARS-CoV-2 Ha uzxoano Huso. PPS
MOIyJIallKATa Ha IPOyYBaHeTO BKItouBa 47,4% sxenu, 52,6% mbxe, 79,5% Oenu, 9,7%
adpoamepukaniy, 4,6% azuaruu u 6,2% apyru. 19,7% oT ydacTHULUTE ca ¢ HCTIAHCKH WIN
JATHHOAMEPUKAHCKH TIPOU3Xo . MeanaHaTa Ha Bb3pacTTa Ha y4aCTHHIUTE € 53 ToauHu


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

(mmnamason 18-94). [lomycka ce Auara3oH Ha Ipujaraie Ha Bropata 1o03a (IlaHupaHa 3a JaeH 29) ot
— 7 no +14 nuu 3a BkimouBaHe B PPS. 98% oT penunueHTHTe Ha BAKCUHATA, TIOJIYYHIIM BTOpaTa J03a
25 1o 35 muu cnen no3a 1 (ot -3 10 +7 1HU OT MHTEpBaJia OT 28 THK).

Cnyuyante Ha COVID-19 ca moTBbpcHH Ype3 MoJIMMepa3Ha BEPIKHA peakivs ¢ 00paTHa
tpauckpunTasa (RT PCR) u oT kximuHHYHA apOUTpakHa KOMUCHS. EukacHOCTTa Ha BaKCHHATA O0II0
Y TI0 OCHOBHH BB3PaCTOBH TPYIH € peacTaBeHa B Tabmmia 2.

Tabuuua 2: Anaau3 Ha epUKACHOCTTA HA BakcuHaTa: noTBbpaen COVID-19%, nesaBucumo ot
TeXKecTTa, ¢ Hayauo 14 quu caen 2P*™ no3a — momyJianusi MO NPOTOKOJ

Spikevax ILiane6o
Bn3pacroBa
YecToTa YecroTa o
(rl;l;);::zl) Yyactanu | Cryuan Ha | Ha COVID-19 | Yyactaumu | Cayyam na | Ha COVID-19 ﬁf}i?:i:;::;?
N COVID-19 na 1 000 N COVID-19 na 1 000 o .
(95% AN)
n YOBEKOIOIMHHU n YOBEKOIrOIMHU
0610 14 134 11 3,328 14 073 185 56,510 94,1
(>18) (89,3, 96,8)**
18 o <65 10551 7 2,875 10521 156 64,625 95,6
(90,6, 97,9)
>65 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%
>6510<75 (48,9, 93,9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

#COVID-19: cumnromatraen COVID-19, n3uckpani nonoxuresieH pesynrar ot RT-PCR u

Hali-MaJKko 2 cucTeMHH cumnToma win 1 pecniuparopen cumnroM. Ciydau, 3anouBanm 14 nuu cnen 2P nosa.
*EdukacHocT Ha BakcuHata U 95% nosepurenex unrepsai ([IM1) ot crparuduimpanus moaen #Ha Cox 3a
MPOTMOPIMOHAIHOCT HA PUCKA

** ]IV He e KOpUTHpaH 32 MHOYKeCTBEeHOCT. Kopurupanu 3a MHOXKECTBEHOCT CTATUCTUUECKH aHAIN3HU Ca PaBEHH
B MEX/IMHEH aHaM3 Ha mo-Majko ciydan Ha COVID-19, kouto He ca chOOIIEHH TYK.

Cpen Bcuuku ydactHui B PPS He ca chobmenu ciyyan Ha Texxbk COVID-19 B rpynara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) ciyyas, choOIIeHN B rpymaTa Ha miane0o. Ot 30-Te yuyacTHHIM ¢
TEXKO 3a00Is1BaHe, 9 ca XOCIUTAIM3UPaHH, 2-Ma OT TAX ca MPUETH B MHTEH3UBHO oTeneHue. [1o-
rojsiMaTta 4acT OT OCTaHAINTE TEXKHU CIIydad ca U3IIBJIHIIN CaMO KPUTEPHUs KUCIOPOAHA caTypauus
(SpO2) 3a Texko 3adomsBane (< 93% mnpu craifHa Temieparypa).

Edukacnocrra Ha Spikevax na npenmnazsa or COVID-19, HezaBucHMO OT npeAnIIHa HHEKIHUS ChC
SARS-CoV-2 (ycTaHOBeHa CepOJIOTUYHO HAa U3XOJHO HUBO U M3CJIC/IBAHE HAa Ha30(apuHTea Ha mpoda
¢ TammioH) ot 14 muu cnex Hoza 2 e 93,6% (95% noseputenen narepsai, 88,5, 96,4%).

B JAOI'BJIHCHHUC, aHAJIM3U HA MOATPYIIUTC HA II'bpBUYHATA KpaﬁHa TOYKa 3a C(I)I/IKaCHOCT IIoKa3Bat
CXOOHa OICHKa 3a e(bI/IKaCHOCT 110 1IOJI, ETHUYCCKU I'pyl U YUaCTHUIU CHC CHIIBTCTBAIN

3a00JsIBaHMUsI, CBHP3aHU ¢ BUCOK pHcK oT Texbk COVID-19.

Kinanuna edykacHOCT pH r0HOIIM HA BB3pacT oT 12 no 17 roaunu

[Ipoy4BaneTo NpH IOHOIIN € TEKYIIO PaHIOMU3UPAHO, TAe00-KOHTPOIUPAHO, 3acTICTICHO 32
HaOJroaTeNs KIMHUYHO npoyuBaHe ¢asza 2/3 (NCT04649151) 3a oueHka Ha O€30MaCHOCTTA,
pPEaKTOreHHOCTTa M epuKacHOCTTa Ha Spikevax mpu IOHOIIHM Ha Bb3pacT oT 12 mo 17 roguHm.
Y4yacTHUIIUTE ¢ U3BECTHA aHaMHe3a 3a HHPpeKIusa cb¢ SARS-CoV-2 ca H3KIII0UEHH OT MPOYYBAHETO.
O6m10 3 732 yyacTHHLIM ca paHAOMH3HPaHU B choTHOIIeHUe 2:1 aa momyuat 2 no3u Spikevax umu
miane6o, GU3NOJIOTHYCH Pa3TBOP, C HHTEPBAI MEXIY 103UTe 1 Mecell.



W3BbpIiieH € BTOpUUEH aHaIu3 Ha eukacHocTTa Ipu 3 181 yuyacTHHUIM, KOUTO ca MOJyYrIH 2 1031
Spikevax (n=2 139) wnu wiane6o (n=1 042) u ca UMaaK OTPHUIATEIICH U3XO/ICH CTATyC M0 OTHOIICHUE
Ha SARS-CoV-2, B momynanusrta mo npoTokoi. Mexy y4acTHUIIMTE, KOUTO ca oydmin Spikevax,
U Te3H, KOUTO ca MOJIYYMIH IU1ane0o, HaMa 3a0ene)kKUMH Pa3IuKy B IeMorpadcKuTe TaHHU WA
NpeecTBANINTE 3a00IIIBAHNSI.

COVID-19 e nepunupano karo cumnromatiayHo COVID-19, u3nckBamio NoI0KUTENCH Pe3ynTaT OT
RT PCR u Haif Manko 2 CHCTEMHH CHMITTOMA Wi | pecrupaTOpeH CUMIITOM; CIIydau, 3ar0YBaIln

14 M cnex BTOpaTa mo3a.

Nma nyna cumnromatinunu cinydas Ha COVID 19 B rpynara Ha Spikevax u 4 cuMOTOMaTu4Hu ciydas
Ha COVID-19 B rpymnara Ha mane6o.

MMyHOreHHOCT P IOHOIIM Ha BB3pacT oT 12 xo 17 roanuu

AHanm3 3a He mo-Manka epukacHocT, oneHaBamy Tutpute Ha 50% HeyTpanu3upamunuTe aHTUTENa
cpenry SARS-CoV-2 u nporiieHTa Ha cepoIorHyeH OTroBop 28 JIHU cliel 103a 2, € TIPOBE/ICH B
MNOATrPYIHTE 32 UMyHOT€HHOCT Ha IMOIyJIALHsTa 110 MPOTOKOJI P FOHOIIM Ha Bb3pact oT 12 o

17 romunu (N=340) B IpOy4YBaHETO MMPHU FOHOIIH, KAKTO U NMPU YYACTHHUIIUTE HA Bb3pacT oT 18 10

25 roaunu (n=296) B pOy4YBaHETO NPU Bh3PACTHU. YUYACTHULIUTE HE Ca MMAJTH HMYHOJIOTHYHU WU
BUPYCOJIOTUYHH JIOKa3aTelICTBa 3a mpeaxonHa napeknus cbe SARS-CoV-2 Ha u3x01HO HUBO.
Cpennoto reomeTpudHo choTHOIIEHNE (GMR) Ha TUTpUTE HAa HEYTpATTU3UPAIIUTE aHTUTEIA TIPU
FOHOIITM Ha Bb3pacT oT 12 1o 17 roguHu B cpaBHEHHE ¢ yuyacTHUIIUTE OT 18 10 25 roaunu e 1,08 (95%
JIN: 0,94; 1,24). PaznukaTa B mporieHTa Ha ceposoruueH otrosop € 0,2% (95% JU: -1,8; 2,4).
Kputepuute 3a He mo-mainka edukacHoct (nomHa rpannna Ha 95% JIU 3a GMR > 0,67 u nonHa
rpanuia Ha 95% 3a pasnukara B IPOIICHTA Ha CEPOTIOTHYEH OTrOBOp > -10%) ca M3MbJIHEHH.

Ilonyiamus B crapuecka Bb3pacT

Spikevax e u3cienBaHa py JIMIA Ha B3pacT 12 v 1oBeYe roJIMHu, BKIIIOUUTENHO 3 768 yyacTHUIU Ha
BB3pacT Ha 65 u nmoeeue roaunu. EdukacHocTTa Ha Spikevax mpu yyacTHHIIMTE B HAaNpeaHaIa
BB3pacT (>65 roAnHN) CHOTBETCTBA HA Ta3W MPHU MO-MIIAJUTE Bh3pacTHU ydacTHUIM (18-64 roamnn).

IleqpnaTpyuHa monyJamus

EBpomneiickara areHIus 1o JeKapcTBara oTiiara 3a1bJDKEHHETO 32 PEJI0CTaBsiHE Ha PE3YJITATUTE OT
npoy4BaHUsATa Che Spikevax B e[Ha WK TIOBEYE MOATPYITH Ha TIeJUaTPHYHATA ITOITYJIAIHS 32
npeseHims Ha COVID-19 (Bxk. Touka 4.2 3a nHPOpMAIUsI OTHOCHO yIOTpeda B MeAnaTpusTa).

PasperraBade 1moja yciaoBue

To3u nexkapcTBEH MPOAYKT € pa3pelieH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe Mol yCIOBHe .
ToBa 03Ha4aBa, 4e 3a TO3M JEKAPCTBEH MPOAYKT CE OYAKBAT JONBJIHUTEIHHU TaHHU.

EBporielickaTa areHIms 1o JiekapcTpaTa Iiie U3BbpINBa Mperiie]] Ha HoBaTa HHpOpMAaIHs 3a TO3U
JIEKapCTBEH NMPOAYKT MOHE BEAHBXK roJuIIHO U HacTosmara KXII cboTBETHO 1€ ce akTyaln3upa.
5.2 dapmakoKHMHeTHYHH CBOWCTBA

Henpunoxunmo.

5.3 IpeaxkIMHUYHHN JaHHH 32 0€30MACHOCT

HexnuHnvHMTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHATTHUTE

MPOYYBAHUS 32 TOKCUYHOCT IMPU MHOTOKPATHO TPHIIaraHe, PepPOAyKTHBHA TOKCHYHOCT M TOKCUYHOCT
3a pa3BUTHETO.
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O061a TOKCHYHOCT

[IpoBenenu ca nmpoy4yBaHus 3a 00Ia TOKCUYHOCT MPU IUTHXO0BE (Ha KOUTO Ca MPUIOKECHU
WHTPAMYCKYJTHO J10 4 71031, HaJIBHIIABAIIH J03aTa MIPU X0pa, BEAHBK HA BCEKU 2 CEJIMHUIIN).
HabnromaBanu ca npexoJHH U 0OpaTUMU OTOK M €PUTEM Ha MSCTOTO HA WH)KEKTUpPAHE, KaKTO U
MIPEXOJTHU ¥ 00OpaTHMHU IPOMEHH B J1a00pATOPHUTE MOKa3aTeNN (BKJIFOUUTEITHO ITOBUINIABAHE HA
€03MHO(UITNTE, aKTUBUPAHOTO MAPIHATHO TPOMOOIUTACTHHOBO BpeMe U puOpuHoreHa). Pesynrarure
NPEIOJIAraT, 4ye MOTSHIIATHT 33 TOKCHYHOCT TIPU XOPa € HUCHK.

['eHOTOKCHYHOCT/KaHIIEPOTEHHOCT

[TpoBexnenw ca in Vitro u in Vivo npoy4yBaHus 32 TCHOTOKCHYHOCT C HOBHS JIMTIMCH KOMIIOHEHT SM-
102 na BakcuHaTa. Pe3ynratute npeamnosarar, 4e HOTEHIIMATBT 3a TEHOTOKCUYHOCT MPU XOpa € MHOTO
HUCBK. He ca mpoBe)xaanu NpoyyBaHUs 32 KAaHLIEPOT€HHOCT.

PenponaykTHBHA TOKCHYHOCT

B enHo mpoyuBaHe 3a TOKCHYHOCT Ha pa3BuTreTo 0,2 Ml oT BakcHHA ChC ChCTaB, ChABPIKAILIL CHIIOTO
konruectBo WPHK (100 mcg) u apyru chCTaBKH, BKIIOYSHH B eIMHUYHA 1032 Ha Spikevax 3a xopa, e
MIPHUIIO’KEHA Ha )KEHCKH IDThXOBE MHTPaAMYyCKYITHO B 4 cirydast: 28 u 14 mau npean yndTocBaHe U HA
rectaiponeH JieH 1 u 13. AuTutsuio-otroBopu cpeiry SARS-CoV-2 ce HaOIr01aBaT IpU KEHCKUTE
IUTBXOBE OTIIPEAN YU(PTOCBAHETO /10 Kpasi Ha MPOYYBAHETO Ha 2 1-BUs JTaKTallMOHEH J€H, KAaKTO U TIPH
¢erycure u moKoJIeHNETO. B mpoyuBaHeTo HAMa CBBP3aHHU C BaKCHHATa HEKENAaHU e(DEeKTH BBPXY
(depTuMTeTa NPH KEHCKUTE, OpEeMEHHOCTTa, eMOPHO(DETATHOTO pa3BUTHE, PA3BUTHETO HA
MOKOJICHUETO WIIM MOCTHATAIHOTO pa3BuTHe. JIMIICBAT MaHHK Aanu BakcuHata Spikevax mpeMuHaBa
npe3 IUTAleHTaTa WK Ce eKCKPEeTHUpa B MIISIKOTO.

6. DOAPMAIIEBTUYHHU JAHHU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIECTBA

JIutng SM -102 (xenragekan-9-mn 8-{(2-xumpokcueTnn)[ 6-okco-6-
(YHICTMIIOKCH)XEKCHIT |aMHHO } OKTAHOAT)

XoJectepon

1,2-nucreapounn-sn-riuuepo-3-pochoxonun (DSPC)

1,2- mumMupHUCTOMII-rac-rauiepo-3-mMetokcumnonuermieHrinkon-2000 (PEG2000 DMG)
Tpomeramon

TpomeTamoI XuAapoXJIOpH L

OnerHa KUcenuHa

Hatpues anerar tpuxunpar

3axapo3a

Bopna 3a nmxexkuun

6.2 HecbBMECTUMOCTH

To3u NekapcTBEH MPOAYKT He TPsiOBa J1a ce CMecBa C JPYTH JCKApCTBEHU MPOYKTH UK Ja Ce
paspexna.

6.3 Cpok Ha rogHoCT

HeorBopeHn ¢daaxoHn:
7 Mecena npu Temrneparypa ot -25°C o -15°C.

HeoTBopenara BakcHHa MOXKE J1a C€ ChbXPaHsBa B XJIAAWIHUK Ipu Temmeparypa ot 2°C g0 8°C,
3al[UTeHa OT CBETIHHA, MakcuMyM 3a 30 gHu. B pamkuTe Ha TO3W MEPHO, 3a TPAHCIIOPTUPAHE MOTAT
Jia ce u3nmon3sat g0 12 gaca.

BC,I[H’B)K pasMpa3cHa, BaKCUHATa HC TpH6Ba Ja CC 3aMpassaBa IMOBTOPHO.
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HeotBopenara BakciHa MOXeE J1a ce ChbXpaHsBa mpu temmnepatypa oT 8°C mo 25°C mo 24 yaca cien
W3BaXKJIAHE OT XJIATUITHUK.

[lyHkTHpaH QakoH:

JlokazaHa e XuMU4YHA B (pU3MYHA CTAOWITHOCT MpH yroTpeba B mpoannkenne Ha 19 vaca cnen
BPBOHAYATHOTO MyHKTHUpaHe npu 2°C 10 25°C (B paMKuTe Ha MEpU0/ia, TO3BOJICH 3a yroTpeoa,
koiito e 30 quu npu Temneparypa ot 2°C to 8°C u 24 vaca npu Temmepatypa ot 8°C to 25°C). Ot
MHUKPOOHOJIOTHYHA TJIeTHA TOYKA MPOIYKTHT TPAOBa J1a ce M3M0I3Ba He3abaBHO. AKO BaKCHHATa HE Ce
W3M0JI3Ba BeHAra, MEPUOIbT Ha U3MOJI3BaHE U YCIOBUATA HA ChXPAaHEHHUE NpeH yrnoTpeda ca
OTTOBOPHOCT Ha MOTPEOUTETIS.

6.4 CnenmuajJHM yCJI0BHUS HA ChbXpaHeHHUe

[a ce cpxpansiBa BbB (hpusep mnpu TemrepaTtypa mexay -25°C u -15°C.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 J1a CE MPEeIa3u OT CBETIINHA.

Ja e ce cpxpansBa B cyx Jen i nof -50°C.

3a ycioBusATa Ha ChXpaHEHHE CIIe/ pa3MpassiBaHe U IbPBO OTBapsIHE HA JIGKAPCTBEHHS MPOIYKT
BIDKTE TOUKa 6.3.

TpaHcniopTHpaHe Ha pa3Mpa3eHu (IaKOHU B TEUHO ChCTOSTHUE IpH TeMuepatypa oT 2°C o 8°C

Ako TpaHcniopTHpaHeTo npu Temieparypa ot -50°C to -15°C He e Bb3MOKHO, HAIMYHU Ca JIaHHH,
Criope]; KOUTO € Bh3MOXKHO TPAHCIIOPTUPAHETO HA SIUH WM TIOBEYe pa3Mpa3eHu (JIakoHA B TCYHO
ChCTOsIHUE 3a Tepuo 10 12 yaca mpu temneparypa ot 2°C no 8°C (B pamkute Ha 30-1HEBHUS CPOK
Ha roaHoct npu Temnepatypa 2°C no 8°C). Benubx pazmpaseHu U TPAHCIIOPTUPAHU B TEUHO
cherosiHue pu Temmeparypa ot 2°C no 8°C, pnmakonure He TpsaOBa qa ce 3aMpa3sBaT MOBTOPHO, a Jia
ce cbxpaHsBat npu Temreparypa ot 2°C 1o 8°C 10 TIXHOTO H3MONI3BaHE.

6.5 Bwuxu chabpkaHue HA ONMAKOBKATA

5 ml nucniepcust BbB (hi1akoH (CTHKIIO THUIT | WM €KBUBAJICHT) ChC 3aMyIlalika (XJI0poOyTHIIOB KaydyK)
1 o0KaTka (aJlyMMHHUH) ¢ OTYYIBAIIO CE IJIACTMACOBO Kariaye.

Bceku ¢utakon cuabpxa 10 go3u mo 0,5 ml.
Coappxanne Ha onakoBkaTa: 10 MHOT0/1030BH (hiakoHa
6.6 CroenuajaHu nMpeINa3Hu MEPKHU NMPH U3XBHPJIsIHE U padoTa

Baxkcunara Tpﬂ6Ba Ja CC NpUTOTBA U MOCTABA OT O6y‘leHI/I MCIUIUHCKU CTICHUATIUCTH NTIPU CIIa3BAHC
Ha aCCNTHUYHU TCXHUKHU, 3a Jla C€ rapaHTUpa CTCPUIIHOCT Ha AUCIIEpCHUATA.

Bakcunara e roroBa 3a yHOTpe6a CJICI pa3MpassaBaHC.

Jla He ce paskJialia Win pa3pex/aa. 3aBbpTeTe JISKo (iakoHa clie/l pa3MpassiBaHe U MPEIH BCSIKO
U3TETJISHE.

®dakoHuTe che Spikevax ca MHOTOZ030BH.

Ot Bceku ¢uiakon Morar jaa ce ustersar aecet (10) mos3u (o 0,5 ml Besika). [IpenopsunTtento e na
npoOoKIaTe 3aMmymaiKkaTa Ha pa3InyHO MSICTO BCEKH ITBT.

B®B BcekH (hIakoH ce ChIbPIKa H3IHUIIBK, 32 J]a MOXKE Jla Ce rapaHTupa A0CTaBsHeTo Ha 10 1031 1o
0,5 ml Bcsxka.

C pasMpazeHu (IIaKOHU ¥ ITBITHU CIIPUHIIOBKY MOXKE JIa ce PadOTH IIPU YCIIOBHSI HA CTAlHO
OCBETJICHHE.
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CbxpaHeHue BbE ppusep

[la ce cbxpaHaBa 3ampa3eHa
npu Temneparypa or
-25°C go -15°C.
Jla He ce cuxpaHaBa B Cyx nef unw nop -50°C.

Ja ce CuXpaHAea 8 OPUrMHanHara onakoeka,
3a fja ce Npefnasu oT CeeTMHa.

Mpeawn ynorpe6a Bceku ¢pnakoH fja ce pasmpasfBa

Had €a Camo C MNIOCTPaTHBHA Lien

P

—[ 2 yaca 1 30 MUHYTW B XNagUNHUK }_1— ,—-{ 14acnpwm cralina remnepartypa ]=
ot 2° go 8°C , h 8 bl )
| G g gy e

(B pamkuTe Ha Kot K0
30-gHeBHUA CPOK —

Ha rofHOCT Npu
Temneparypa

ot 15° go 25°C

ot 2°C o 8°C) ==

OcTasere pnakoHa Ha cTaiiHa TemnepaTypa 3a 15 MuHy™,
npeaw fa ro NPWIoXKNTE

YKkazaHua cnep pasmpasnaBaHe

—{ Cnep nsternaxe Ha n'bpnn uon ]—

MakcumanHo npu-

Henynktupas pnakon

XnagunHuK Man craiHa
Temneparypa

[a ce cCbXpaHABa Ha CTYAEHO
RO CTaiiHa TemnepaTypa ﬂ,a'ram W HachT Ha M3XBbpnaHe na ce
oT 8 0 25°C 3aNWWAT Ha eTUKeTa Ha PpnakoHa.
Waxevpnete nyHKTMpaHus ¢pnakoH cnen 19 vaca

Waternsiite BcAka go3a 0,5 ml BakcuHa oT ¢pnakoHa € NOMOLLTa Ha HOBa CTEPUIIHA UIMa U CIPVHLIOBKA 3a BCAKA VHKEKLUA,
3a fja NpefOTBpaTUTE NPEJaBaHETO Ha MHPEKLINO3HY areHT OT eHO NULE Ha APYTro.
[Josara B cnpuHyoBKaTta Tpabea pa ce nznonssa HesabasHo.

Cnep KaTo $pNaKoOHBT ce NYHKTUPa 3a U3TerNAHe Ha MbpBaTa 1032, BakcMHaTa TpAbsa
Aa ce usnonsea HesabasHo 1 fa ce u3xebpnu cneg 19 vaca.

BcAka Hem3anonaeaHa BakCMHa UK OTTafibYeH matepuan TPHGBG Aa ce N3XBbpNA B CbOTBETCTBME C MECTHUTE N3UCKBaHWUA.

[ HUKOIA He 3ampa3naBaliTe NOBTOPHO pasMpa3eHara BakCHa ]

lMpunaraxe

3aebpTaiiTe NeKo dnakoHa cnef pasMpasseaHe  Npeaw BCAKo u3ternsHe
BakcuHaTa e rotoea 3a NpUnoXeHue cnej pasmpasasaqe. He pasknauaiite n He paspexpgaiite

( B
Mpenw nHXeKTMpaHe NpoBepsABaliTe BcAKa 033, 3a fa:

MOTEbPANTE, Ue TeUHOCTTa & 6sina fo nouT
65na, KakTo BbE (aKoHa, Taka U B CTIPVHLIOBKATa

ce yBepuTe, ue 06eMbT Ha
CnpuHLoBKaTa e 0,5 mL

Spikevax moxe Aa cbabpXKa
6en11 WV NONYNpPO3PauHM YacTULW,
CBbP3aHy C NPoAYKTa.

Ako flo3aTa e HEeTOUHa UK UMa
NpoMAHa B LUBeTa 1 Apyrv BUAUMK YacTium,
He npunaraiite BakcuHara.
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1. INPUTEXATEJI HA PABPEILIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Hcnanus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA TBPBO PASPEINIABAHE/IIOJJTHOBSIBAHE HA PASPELHIEHUETO 3A
YIHOTPEBA

Hata Ha mbpBO pa3pewaBane: 6 ssHyapu 2021 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Hompo6Ha nH(DOpMaIUs 3a TO3M JIEKApCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus mo Jiekapceraara http://www.ema.europa.eu.
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HPUJIOKEHHUE I1

IMPOU3BOJUTEJ HA BUOJOI'MYHO
AKTUBHOTOBEIIECTBO U ITPOU3BOJIUTEJI,
OTI'OBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

YCJIIOBUSA NI OTPAHUYEHMUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIOBUA U UBUCKBAHUA HA
PASPEIHEHUETO 3A YIIOTPEBA

YCJIOBUSI WJIM OTPAHUYEHUS 3A BE3OIIACHA U
E®EKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS
MPOJIYKT

KOHKPETHO 3AQABJI’KEHUE 3A U3ITBJIHEHUE HA

MEPKU CJIE/]l PASPEIIABAHE 3A YIIOTPEBA 11O/
YCJIIOBHE
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A.  NIPOU3BOIUTEJ HA BUOJIOT'NYHO AKTUBHOTOBEIIECTBOU
INPOU3BOAUTEJI, OTTOBOPEH3A OCBOBOXJIABAHE HA ITAPTUAN

HMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTUYHO AaKTUBHOTO BCIICCTBO

LONZAAG
Lonzastrasse 2
Visp 3930
[IIBeiiapus

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
[Iseitnapus

ModernaTX, Inc.
One Moderna Way
Norwood, MA 02062
CAIIL

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

HMe u ajipec Ha IPOU3BOAUTEINSL, OTTOBOPEH3a OCBOOOKIaBAHE HA MTAPTUINTE

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

C ornen Ha iekapypaHara CIenIHOCT, CBbp3aHa ¢ 00IIECTBEHOTO 3paBe OT MEKIYHAPOIHO
3HAUEHHE, U 32 J1a CE OCUTYPHU paHHA JI0CTaBKa, TO3H JIEKAPCTBEH MPOAYKT € MPEAMET Ha OTPaHUUEHO
BBB BPEMETO M3KITFOUYEHNE, KOETO J]aBa Bb3MOXKHOCT J1a Ce MpHUeMaT KOHTPOJIHUTE aHAIN3H Ha
MapTUANTE, IPOBEICHN B PErHCTPUPaH(H) IEHTHP(0BE), KOUTO c€ HAMHUPAT B TpeTa cTpaHa. Tosa
M3KIIIOUYEHHE NpecTaBa Aa Obae Bauano Ha 31 romu 2021 1. 3nbiIHeHHeTo Ha yCIoBHsITa 3a 0a3upaH
B EC KOHTpOJ Ha mapTUANTE, BKIIOYUTEIHO HEOOXOJMMHUTE TPOMEHHU B YCIOBHATA HA Pa3pPELICHUETO
3a ynorpeba, TpsOBa 1a ObaaT 3aBbpiieHH Hal-KbCHO Ha 31 1o 2021 1. B ChOTBETCTBHE ChC
CBIVIaCyBaHUsI IUIaH 32 TOBA MIPEXBHPIIIHE HA aHAIN3A.

b. YCJOBUS NN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITYCKa MO JISKAPCKO MPEATNCAHUE.
O¢unnanno ocBodokIaBaHe HA MAPTUAT

CworitacHo wi. 114 ot Iupektusa 2001/83/EO oduimaaHoTo 0cBoOOKIaBaHE HA TTAPTHIANUTE CE
U3BBPIIBA OT Ibp)KaBHA JJAOOPATOPHS HITH JTaOOpaTOpHsl, OIPE/Ie/ICHa 3a Ta3H IIeJl.

16



B. JAPYI'M YCJIOBUSA U UBUCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA
. Ilepuoguunu akTyaJau3npanu aqokjaaau 3a 6esonacuoct (ITAJIB)

WzuckBanwusra 3a nogasane Ha [TAJIB 3a T0o3u JiekapCTBEH MPOAYKT ca MOCOYCHU B CITUCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD cruchk), npensuaeH B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO, 1 BB BCHUKH CJeIBAIH aKTyallu3alliH, yOINKyBaHHA Ha
EBPOIICHCKHUS yeOTopTal 3a JIEKapCTBa.

[Ipurexarensat Ha pa3pemieanero 3a ynorpeda (IIPY) tpsdsa na momane mepsus [TA/Ib 3a To3m
MPOAYKT B CPOK OT 6 Mecela cliesi pa3peraBaHeTo 3a ynorpeoa.

.  YCiIoBus Ui OrPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

ILnan 3a ynpasijenue Ha pucka (ITYP)

[TpurexarensaT Ha pa3perienneTo 3a ynotpeda ([IPY) tpsdBa na n3BbpIBa N3NCKBAHHUTE
JEHHOCTH U ACHCTBHSL, CBBP3aHHU C IPOCIICASIBAHE HA JIEKAPCTBEHATa 0€30MacHOCT, IIOCOYEHH B
omobpenus [TYP, npeacrasen B Moayn 1.8.2 Ha pa3penienuero 3a ynorpebda, KakTo U Ipu
BCUYKH CJIEJBAILlM ChIVIACyBaHU akTyanu3auuu Ha [TYP.

Axryanmsupan [TYP Tps6Ba na ce mopasa:

° 110 OMCKBaHe OT EBpomneiickaTa areHius 1o JeKapcTBara;

° BUHArM, KOTaTo ce U3MEHS CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKa, 0COOCHO B PE3yJ/ITaT Ha
MoJiyyaBaHe Ha HOBa MH(OPMAITHUs, KOATO MOXKE Ja JIOBE/IE JI0 3HAUMMU IIPOMEHHU B
CHOTHOIIIEHUETO ITOJI3a/PUCK, WITK CIIe/ JOCTUTaHEe Ha Ba)KEH eTall (BbB BPh3Ka C MPOCieIsIBaHe
Ha JIeKapCTBeHaTa 0€30ITaCHOCT HMITU CBEXKIaHe HA PUCKA 0 MUHHMYM).

JA.  KOHKPETHO 3AJBJKEHHUE 3A U3IITBJIHEHHUE HA MEPKU CJIE]]
PA3BPEIIABAHE 3A YIIOTPEBA 110 YCJIOBHUE

ToBa e pasperieHue 3a ynorpeda 1moj| ycioBue u cbriacuo wi. 14-a ot Pernmament (EO) Ne 726/2004 B
omnpeneneHus cpok IIPY TpsbBa na M30bIHM CIIEAHUTE MEPKH:

Onucanune Cpox

3a /1a ce 3aBbpUIM XapaKTEPU3UPAHETO HA IIPOU3BOJCTBEHUTE IPOLIECH 32 o 2021 r.
AKTUBHOTO BEIIECTBO M TOTOBUS NPOAYKT, [IPY TpsiOBa ga mpemocraBu
JOITBJIIHUTEIIHNA JAHHU.

3a 1a ce MOTBBPAM CTAaOMIIHOCTTA Ha IIPOU3BOJICTBEHUS MTPOLIEC 3 rormu 2021 r.
AKTUBHOTO BEIIECTBO M TOTOBUS MPOAYKT (HaYaJIHU U KpailHu etamn), [IPY

TpsiOBa Ja MPEI0CTaBy MOMBIHUTEITHH IAHHU 32 CPABHUMOCT M BaJIUIUPAHE. MexnunmuTe

OTYETH ILE CE
MIPEIOCTABST
€XKEeMECEUHO Ipeu
Y Ha BCEKH TPH
Mecela clell Ta3u
jara.

3a 1a ce ocurypu HOCTOSTHHO KadecTBO Ha npoaykra, [IPY tpsosa na toru 2021 r.
MPEeI0CTaBH AOMBIHUTETHA HHOPMAIHA 32 CTAOMIHOCTTAa Ha aKTUBHOTO
BEILIECTBO M TOTOBHS IPOIYKT, KAKTO M J1a Tperiea cruenudukanumTe Ha
AKTHUBHOTO BEILIECTBO U TOTOBHS MPOLYKT CJE] HATPYIIBaHE HA I10-
HATaTBILIECH IPOU3BOJCTBEH OIUT.
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Onucanue Cpox

3a 1a ce MOTBHPAAT ehuKacHOCTTa U Oe3omacHocTTa Ha Spikevax, TIPY Hexemspu 2022 1.
TpsiOBa /1a MPeACTaBH OKOHYATEITHHS JOKIAI OT KIMHUYHOTO MPOYyYBaHe 3a

PaHAOMH3UPAHOTO, IIAIIE00-KOHTPOIMPAHO, 3aCIICTICHO 32 HAOII0IaTes

npoyuBane MRNA-1273-P301.

3a 1a ce MOTBBPAAT euKacHOCTTa U Oe3omacHocTTa Ha Spikevax, TIPY 30 cenremBpu 2022 r.

TpsiOBa J1a MpeICTaBu OKOHYATEITHHUA AOKIa]] OT KIMHHYHOTO MPOYYBaHE 32
PaHIOMH3NPAHOTO, IUIAE00-KOHTPOIMPAHO, 3aCIICTICHO 3a HaOIIo1aTes
npoyuBane MRNA-1273-P203, BKIIIOYHTEIIHO TBIHUA AOKIA] OT
Ouoananm3a.
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HPUJIOKEHHE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Spikevax MHKEKITHOHHA AUCIIEPCHST
uPHK Bakcuna cpenry COVID-19(nykneo3uaHo MoIupHUIIIPaHa)

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Bceku MHOT01030B (hitakon chabpxka 10 go3u (0,5 ml Besika).

| 3.  CHOUCHK HA HOMOUIHUTE BEILECTBA |

ITomomawm Bemecta: aumug SM-102, xonecrepodn, 1,2-mucteapoun-sn-rautepo-3-(pochoxonnx
(DSPC), 1,2-mumuprcTon-rac-raunepo-3-mMeTokcunonueTmieH raukoia-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXIIOPHL, OLIETHA KHCEINHA, HATPHEB alleTaT TPUXHUIPAT, 3aXapo3a,
BOJIa 32 HHYKEKIIIH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HuxekuoHHa Jucnepcust
10 MHOT0/1030BH (pr1akOHA

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

HHTpaMyCcKyIHO MPUIIOKEHHE.
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

OO0

L

5

CkaHupaiiTe TyK 3a JIUCTOBKaTa win nmocerere Www.modernacovid19global.com.

6. CHELOUAJIHO HPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA IELTA

ﬂa CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 34 [ICIIA.

| 7. JIPYTH CIIEIMAJIHYU MPEJYTIPEXIEHUSI, AKO E HEOBXOJMMO |

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT ‘

T'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

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

ITpoueTeTe TUCTOBKATA 3a CPOKA HA TOJHOCT CJIEA TBPBOTO OTBAPSHE U 33 AOBIHUTEIHA
uH(OPMAITUSI OTHOCHO ChbXPaHEHHETO.

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

10. CHEIMAJIHU IIPEJAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

H3XB’BpJ'IeTe B CbOTBCTCTBUC C MCCTHUTC N3HCKBAHUA.

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza, 30

28010 Madrid

HUcnanus

12. HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPANJIOBA A3BYKA

[Ipueto e ocHOBaHME J1a He ce BKIrouM HH(opMmanus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HAEHTHO®UKATOP — IBYU3MEPEH BAPKO/J

JIBynamepeH 0apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(DHKATOP.

‘ 18. YHUKAJIEH HIEHTUH®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
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MUHHUMYM JJAHHH, KOUTO TPABBA JIA CBbABPKAT MAJIKUTE EJUHNYHA
II'bPBUYHHU OITAKOBKH

ETUKET HA ®JIAKOHA

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MILIA) HA BbBEXKJAHE

Spikevax HHKEKITHOHHA AUCIIEPCHST
nPHK Bakcuna cpeury COVID-19
i.m.

2. HAYMH HA ITPUJIOKEHUE

MHTpamMyCcKyJIHO NPUIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

[Taptuna:

‘ 5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUWHUIIN

MHoro/1030B (hiakoH
(10 mo3u mo 0,5 ml)

| 6.  JIPYTO

CkaHupaiiTe TyK 3a JIUCTOBKaTa Wwin nocerere Www.modernacovid19global.com.
Jara/gac 3a H3XBBPIISIHE:
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HPUJIOKEHHE I11

b. JUCTOBKA
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JlucroBka: Undopmanus 3a noTpeduTeIs

Spikevax MHkeKIMOHHA AUCTIEPCHS
uPHK Bakcuna cpernry COVID-19 (aykneo3unno Mmoauduipana)
( COVID-19 mRNA Vaccine (nucleoside modified)

WV Tosu JIEKapCTBEH MPOAYKT IMOJICKH Ha JOIBIHUTETHO Habmoaerne. Tosa e mo3Boiu 0bp30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMaIns OTHOCHO Oe3omacHoCcTTa. MoXeTe Ja Jajere CBOs MIPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSITO CTE MOJYYWIN. 3a HAUMHA Ha ChOOIIaBaHEe HAa HEXEIIaHU
peaxIuy BIDKTE Kpas Ha TouKa 4.

IIpoyeTeTe BHUMAaTEIHO LAJIATA JHCTOBKA, IPEIM Aa MOJYYHTe Ta3W BAKCHMHA, Thil KATO TS

CbAbp:Kka BaskHa 3a Bac undopmanus.

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

- AKO UMaTe HSKaKBU JIOIBIHUTEIHN BBIIPOCH, TToNMTaiTe Bammms nekap, papmaneBT uiiu
MEJUIMHCKA cecTpa.

- AKO mosryunTe HSIKaKBU HEXKEJIaHU peakluy, yBenomere Bamus nekap, papManeBT wiu
MeANIHUHCKA cecTpa. ToBa BKIIOYBA BCHUKM Bb3MOKHU HEONMCAHU B Ta3H JIMCTOBKA HEXKETIaHU
peakiuu. BrokTe Touka 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

1 Kakgo npencrapnsaBa Spikevax u 3a KakBO ce U3M0JI3Ba

2 Kakso TpsiOBa ma 3naere, npenu na Bu 0b1e mocTaBena Spikevax
3 Kak ce mpunara Spikevax

4. BB3MoKHM HEXeaH! peakIiu

5 Kak na cexpansBare Spikevax

6. CpabpkaHHe Ha OAKOBKATa M JOIBIHUTEITHA HH(OPMALIHS

1. Kaxkso npeacraBiasBa Spikevax u 3a KakBo ce H3M0JI3Ba

Spikevax e BakcuHa, u3noi3sana 3a npezamnassaie or COVID-19, npuunnssan ot SARS-CoV-2. Ts ce
npuiara Ha B3pacTHU U Jiena Ha 12 v moBede rouHu. AKTUBHOTO BEIIECTBO B Spikevax e
napopmarmonna PHK (uPHK), kogupama 1. Hap. ,,munoB* nmpotend Ha SARS-CoV-2. uPHK e
BrpajicHa B JUMNMIHU HaHodacTuim SM-102.

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

Kak geilicTBa BakcuHaTa

Spikevax cTumysHpa eCTECTBSHHUTE 3alUTH Ha OpraHu3ma (MMyHHATa cucTeMa). BakcuHata neiicTsa,
KaTo Kapa OpraHu3Ma Jia MPOU3BerXK 1a 3aluTa (aHTUTENAa) Cpelly BUpyca, KOHTO MPUIHHSBA
COVID-19. Spikevax u3mo;3Ba BEIIECTBO, HapeueHa HH(OPMaIMOHHA pUOOHYKIIEHHOBA KUCETHuHa (1
PHK), 3a 1a npenece urdopMarys, KoaTo KISTKUTE B OPraHW3Ma MOTaT Jia M3MoJ3BaT 32 00pasyBaHe
HAIITUTIOB TIPOTEHH, KOWTO ChHIIO € U Ha Bupyca. Clie1 TOBa KIETKUTE U3pabOTBAT aHTUTEIIA CPEIILY
IIMITOBHUS POTEHUH, KOMTO Jia IOMOTHAT 3a OTOIbCKBaHE Ha BUpyca. ToBa Iie MOMOTHE 3a 3al[uTara
Bu cpemry COVID-19.

2. KaxBo TpsadBa na 3Haete, npeau Aa Bu 6bae nocraBena Spikevax

BakcuHaTta He Tpsi0Ba Aa ce MPUWJIara, ako cTe aJepru4Hu KbM aKTHUBHOTO BEUIECTBO MK KbM
HSIKOSI OT OCTAHAJIUTE ChCTABKHU Ha TOBA JICKAPCTBO (M30poeHH B TouKa 6).
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IpenynpeskneHust U MpeanasHu MePKH
T'oBopete ¢ Bamms stekap, ¢hapMarieBT Wik MEITAIIMHCKA cecTpa, mpeau na Bu O0bae moctaBeHa
Spikevax, ako:

- Tpeay cTe UMK TEeXKa, )KHBOTO-3aCTpallaBalia aJepruyHa peakius clie]] HHKeKTHpaHe Ha
HSIKaKBa Jpyra BaKCHHa WK ako Bu e moctaBsiHa Spikevax B MHHAIOTO.

- ¥Mare MHOro ci1aba MM KOMIIPOMETUpaHa (0TClIa0eHa) IMyHHA CUCTEMa

- HAKOTa CTE MPUIAJATH CICA MHXKEKIIUS C Urjia

- HMare HapylIeHUE Ha KPbBOCHCUPBAHETO

- UMarTe BHCOKa TeMITepaTypa WM TeKKa WHEKINSA; HO MOKE /1a Ce BAKCHHHpATe, aKO MMaTe JIEKO
MOBHIIIEHA TEMITEpaTypa WM HHQEKINsI Ha TOPHATE TUXATETHH THTHIIA, TO00HA Ha MTPOCTY/Ia.

- UMare HAKaKBO CEPHO3HO 3a00IIsBaHe

- M3OUTBaTe TPEBOXKHOCT, CBHP3aHa C MOCTABSIHE HA MHKEKIIUH.

Cunien BakcuHanus ¢ Spikevax ca choOIeHH MHOTO PEIKH CITy4al Ha MHOKAapIUT (Bb3IaJCHUE Ha
CBHPJEYHUS MYCKYI) U MIEPUKApIUT (Bh3MaJIeHNe Ha BHHIITHATA OOBUBKA Ha ChpIleTo). Cinydante
HACTBIBAT IPEAMMHO B PAMKHTE Ha JABE CEIAMUIIM CJIel BAKCHHALIUS, [T0-4ECTO CJIE/ BTOpAaTa BAKCHHA
U M0-4Y€CTO MU No-MiIagu Mbxe. Criex BakcuHaLus TpsioBa 1a ObaeTe OMUTEIHH 3a IPU3HALU Ha
MHUOKapIUT U TIEPUKAPANT, HATIPUMEp 3alyX, ChbplieOneHe WU 00JKa B I'bPAUTE, U TPOBa HE3a0aBHO
Ja NOTbPCUTE MCIUIIMHCKA ITIOMOII], aKO TC HACTBIIAT.

AKo HSIKOE OT H30pPOEHHUTE MO-TOpe ce OTHAcA 3a Bac (v He cTe curypHm), roBopete ¢ Bamms jexap,
(hapMaleBT WM MEIUIIMHCKA cecTpa, ipeau na Bu Obae mocraBeHa Spikevax.

KakTo npu Bcsika BakcHHa, 2-1030BaTa BAKCHHAIIMOHHA cxeMa Ipu Spikevax Moke Ja He 3allliTh
HAITBJIHO BCUYKH, KOHTO S TIOJTy4aBaT, ¥ HE € U3BECTHO KOJIKO JIBJITO 11Ie ObJIETe 3alIUTeHH.

Jeuna
Spikevax He ce npernopbuBa pu aena mo 12-roauiHa Bb3pacr.

JApyru nexkapcrBa u Spikevax

TpsbBa na kaxere Ha Baims nexap wii GapManesT, ako pueMare, HACKOPO CTe MPUEMATTH WU €
BB3MOXKHO JIa 3allOYHETE Jla MpUeMare APYyru JiekapcTa. Spikevax Moxe Jia OBJMsIe Ha HAuMHA Ha
JICHCTBYE Ha IPYTH JISKAPCTBA, KAKTO M JPYTH JICKAPCTBA MOT'aT Ja OKa)KaT BIIMSHHUE HAa HAYWHA, 10
KoHTO AeiictBa Spikevax.

BpemeHHOCT U KbpMeHe

AKo cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, Y€ MOXKeE Jla CTe OpeMEeHHa WJIH IUIaHUpaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap, MeMIMHCKa cecTpa WM GapMaleBT Mpeau aa Obaere
BaKCHHHPaHH.

Hlodupane u padora ¢ MAIIUHU

He mo¢wupaiite 1 He paboTeTe ¢ MaIlIMHU, aKO HE CE YyBCTBAaTe JOOpE Cie]l BAKCHHAIHSTA.
M3uakaiiTe, TOKaTO BCAKAKBY €(hEKTH OT BAKCHHATA OTIIYMST, IIPEIH Ja modupaTe Uik padboTUTe ¢
MalIuHU.

Spikevax cbabp:xa HaTpHii
Spikevax cpabpixa mo-manko ot 1 mmol (23 mg) Harpuii Ha 1032 , T.€. MOXKeE JIa ce KaxKe, ue Ha
MIPAKTHKA ,,HE CHIIbpPkKa HATPUH .

3. Kak ce npmiara Spikevax

Spikevax me Bu 0b1e mocraBeHa noj popmara Ha ase urkekuuu 1o 0,5 ml. [Ipenopbusa ce BTopata
Jlo3a J1a ce MPIJIOKHU 28 ITHU CIIe/ TbpBaTa /1034, 3a J1a CE 3aBbPIIH Kypca Ha BAKCHHAIIUS.
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Bammwsr siekap, GpapmarieBT Wil MEJIUITUHCKA CecTpa Ille HHXEKTUPA BAKCHHATA B MYCKYIT
(MHTpaMyCKyITHa WH)KEKIHA) B TOpPHATA YacT Ha phkara Bu.

Caen Bcsika MHXEKIUS C BAKCHHATa Barmmsar jiekap, GpapMarieBT Wi MeIUITMHCKA cecTpa e Bu
HaOII0JaBaT 32 OKOJIO 15 MMHYTH 3a MPU3HAIM Ha aJlepTUYHA PEaKIIHAL.

AKO nponycHeTe INIAHUPAHO nocemenue 3a 2P*™ qo3a ot Spikevax

- AKO npoIycHeTe IIaHUPaHO MOCEIIEHUe, HacpoUeTe apyra BU3KUTa npyu Bamms nekap,
(bapmaneBT WM MEAULIMHCKA CECTPA BB3MOXKHO HAl-CKOPO.

- AKO npomycHeTe IJIaHupaHa WHXEKIIHSI, MOKE /1a HE CT€ HAITbJIHO 3aIlIUTEHH CpEeILy
COVID-19.

AKO UMaTe HIKaKBU JOMBIHUTEIHHA BBIIPOCH, CBBP3aHH ¢ ynoTpedara Ha Ta3u BakCHHA, IOMUTANTe
Bammus nekap, papManeBT WM MEIUIIMHCKA CECTpa.

4, Bb3MOKHHU HeKeJTaHU peakuuun

Kakro Bcuukn JIEKapCTBa, Ta3u BaKCHHA MOXKE Ja NPEAU3BUKAa HEXKEIaHN PEAKINH, BBIIPEKH Y€ HE
BCCKM I' ITOJTy4aBa.

[ToThpceTe CHemna MeIUIIMHCKA TIOMOIIL, aKO TOTYYHTE HAKOW OT CIICAHUTE MPHU3HAIM ¥ CUMITOMU
Ha aJepruvHa PEaKIvs:

- ycelaHe Ha MPHIOIIABAHE WM 3aMastHOCT;

- TPOMEHH B ChPIACYHHS PUTHM;

- 3a1yXx;

- XPHIIOBE;

- TOJyBaHe HA YCTHHUTE, JIUIETO WK T'bPJIOTO;

- YpTHKapHs WIH OOpHB;

- TaJI€HE WJIH NOBPBILIAHE,;

- croMaiiHa 0oJka.

FOBOpeTC ¢ Bamus JICKAp, aKO IMOJYUUTC HAKAKBU APYTr'U HECXKCIIAHU PCAKIUU.. Te morar Ja BKJIIO4YBaT:

Mmuoro 4yectu (Moxe na 3acerHat nosede oT 1 Ha 10 gymm):
- TOoJyBaHe/0O0JE3HEHOCT B 00J1ACTTa HA MOAMUIIIHUIATA
- TiIaBOOOIIHE
- TajeHe
- TIOBpBIIAHE
- MyCKyJHa 0oJika, OOJIKM B CTABUTE U CKOBAHOCT
- 0O0JIKa WJIM TIOJ{yBaHE Ha MSICTOTO HAa MHKEKTHUPAHE
- ycCelllaHe Ha CUJIHA yMOpa
- BTpHCaHE
- MOBHILIEHA TEMIIepaTypa

Yectu (Moxe aa 3acerHar g0 1 va 10 gymm):
- o0pus,
- o0puB, 3auepBsIBAHE WJIM YPTUKAPHSI HAa MSICTOTO HA MHYKEKTUPaHE (HSIKOU OT KOMTO MOXeE Jia
Ce TOSIBAT U3BECTHO BPEME CJIe]l MHKEKTUPAHETO)

HeuecTu(moxe na 3aceruar 0 1 Ha 100 mymmm):
- cbpOex Ha MACTOTO Ha HEIKEKTHpAHE

Penxu (Moxxe ma 3acerrar g0 1 na 1000 mymm)
- BpPEMCHHO YBHICBaHE Ha €IHATA CTpaHa Ha JUIETO (Tapaan3a Ha ben)
- TOIyBaHE Ha JIMIETO (TIOAyBaHE Ha JUIIETO MOXKE Jla Ce TIOSIBU MIPH MAI[UCHTH, KOUTO Ca UMaJIH
KO3METUYHU WHKEKIIUU B JIUIETO. )
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- 3aMasgHoOCT
- HaMaJICHO YCCIIAHC 3a JOIMUP WM CCTUBHOCT

C Hen3BeCTHA YeCTOTA
- TEeXXKH aJIepTHYHU Peaklliu ChC 3aTPYAHEHO TuIaHe (aHadrIaKcus)
- peakuusi Ha IMyHHaTa CHCTeMa — IMOBHUIICHA YyBCTBUTEITHOCT WIIM HETIOHOCHMOCT
(CBPBXYYBCTBHTEIIHOCT)
- BB3MAJICHUE HA ChPJICYHUSI MyCKYJ (MHOKAp/IUT) WK Bbh3MaJICHHE Ha BHHITHATA OOBHBKA HA
CBbpLETO (EpUKAPANT), KOETO MOXKE J]a JOBEAE A0 3a1yX, ChbpleOnueHe U 00JKa B I'bPIUTE.

Cpo0maBaHe HA He;KeJIAHU pPeaKIun

AKO TIOJTyYuTe HAKAKBU HEXKEJIAaHU peakinuy, yBegaoMeTe Barus ekap, papMarieBT niu MeIUIIMHCKA
cectpa.ToBa BKIIIOYBA BCHYKH BH3MOXKHU HEOIMCAHU B Ta3H JIMCTOBKA HEXEJaHHU peakiui. MoxeTe
ChIIO J1a ChOOIINTE HEKETAHU PEaKiMy JUPEKTHO Ype3 HAIMOHAITHATA CHCTEMA 32 ChOOIaBaHe,
nocouena B [Ipuioxkenne V. Kato cho011aBaTe HexeNaHU peakiny, MOXKETE 1a AaJieTe CBOS IIPHHOC
3a TI0JTy4aBaHe Ha MoBeue HH(POPMAIUs OTHOCHO 0€30MacHOCTTa Ha Ta3W BAaKCHHA.

5. Kak na coxpansiBate Spikevax
Jla ce cpxpaHsBa Ha MSICTO, HEJOCTHITHO 3 JIeTa.

He u3non3BaiiTe Ta3u BaKCHHA CJIe]] CpOKa Ha TOAHOCT, OTOENsI3aH BbPXY €TUKETa cliel ,,I oJieH 10,
CpoOKbBT Ha TOMHOCT OTTOBAPS HA MMOCIEAHHS JI€H OT IIOCOYCHUS MECETI.

Nudopmarusira 3a CbXpaHeHHE, CPOK Ha TOIHOCT U ynoTpeda 1 paboTa € onucaHa B pa3ziena,
NpeaHa3HavYeH 3a MEANLMHCKY CHEIUAIMCTH B Kpasi Ha JINCTOBKATA.

He u3xBbpisiiTe gekapcTBaTa B KaHAIM3ALMUATA WIM B KOHTEHEPA 3a JOMAITHU OTHAbIH.
[Hommmratite Bamms dapMarieBT Kak Ja H3XBBPIATE JIeKapCcTBaTa, KOUTO Bede He u3Ionspare. Te3u
MEpPKH L€ CIIOMOTHAT 3a OIa3BaHE HAa OKOJIHATA Cpela

6. Chabp:xaHue Ha OIAKOBKATA M JOINBJIHUTEIHA HHpopManus

KaxkBo cpabp:xa Spikevax

- ToBa e MHOT0/1030B (hJIaKOH, KOWTO chabpska 10 mo3u mo 0,5 ml.

- Enna nosa (0,5 ml) ceaepxa 100 mukporpama unpopmarnmonsa PHK (nPHK) (Bioxena B
nunuaHA Hanodactui SM-102)

- EnnomepwxkHa 5’-kenupana napopmarnmonsa PHK (uPHK), npousBenena ¢ u3mosi3BaHeTo Ha
Oe3kierTbuHa IN Vitro (uH BUTpO) TpaHckpunuus ot cbotBeTHUTe JJHK-Matpuim, koaupamm
BUpycHus munoB (S) nporenH Ha SARS-CoV-2.

- Jlpyrute cheraBku ca unuaeH SM-102 (xenragexan-9-mn 8-{(2-xumpoxcuernin)[6-o0kco-6-
(YHAEUMIIOKCH)XEKCHIT|aMHUHO } OKTaHOaT), XosecTepod, 1,2-aucreaponi-SN-riauko-3-¢pochoxoauH
(DSPC), 1,2-mumupucroni-rac-raunepo-3-metokcunonueriienraukon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXJIOPH]I, OIIETHA KHCEINHA, HATPHEB alleTaT TPUXHIPAT,
3axapo3a, BoJa 38 MHKEKIUH.

Kaxk usranexaa Spikevax u KakBo chIbp:kKa ONaKOBKaTa
Spikevax e Os71a 10 mouTH Os1a AUCTIEPCHS, JOCTaBsIHA B CTHKIICH (DJIAKOH C KaydyKOBa 3aITyIIagka v

ATYMHUHHUCBA 0oOKaTKa.

Bup onmakoBka: 10 MHOTO1030BH (pi1akoHa
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IlpuTeskaTes HA pa3pelIeHUETO 32 YIOTpeda
MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza 30

28010 Madrid
Hcmanns

IIpousBoaure:

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

28703, San Sebastian de los Reyes
Madrid

Hcmanns

Recipharm Monts
18 Rue de Montbazon
Monts, ®panrus 37260

3a gompaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPXKETE C€ C JIOKAIHUS
NPEACTAaBUTEN HA MIPUTEXKATEIIS Ha Pa3pelieHUETO 3a yHoTpeoa.

Belgié/Belgique/Belgien
Tél/Tel: 3280038405

Boarapus
Ten.: 008002100471

Ceska republika
Tel: 800050719

Danmark
TIf: 80 8301 53

Deutschland
Tel: 08001009632

Eesti
Tel: 8000032166

E)\ada
Tnh: 21 1 199 3571

Espaiia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 3531800851200

island
Simi: 8004382

Italia

30

Lietuva
Tel: (8 5) 214 1995

Luxembourg/Luxemburg
Tél/Tel: 35280026532

Magyarorszag
Tel.: 3680088442

Malta
Tel: 80062397

Nederland
Tel: 08004090001

Norge
TIf: 4780031401

Osterreich
Tel: 43800232927

Polska
Tel.: 008003211487

Portugal
Tel: 800210256

Romania
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenské republika
Tel: 421800105207

Suomi/Finland



Tel: +39 800141758 Puh/Tel: 358800413854

Kvbzpog Sverige

TnA:35780077065 Tel: 020127022

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

JlaTa Ha mocJeqHO npepasriexaane Ha sucroskara {DD month YYYY}.

Ta3u BakcuHa € pa3pelieHa 3a ynorpeba o T. Hap. cxema ,,pa3penraBade noj yciosue™. Topa
03HauaBa, 4e 3a Ta3W BAKCHHA CE OYAKBAT JOMBIHUTEIHHU JaHHH.

EBponeiickaTa areHuus 1o JieKapcTBaTa I1e U3BbPILBA IIPETJIe] Ha HoBaTa HH(OpManys 3a BAKCHHATA
MIOHE BEJIHBK TOJUIIHO M Ta3U JIUCTOBKA CHOTBETHO IIIE CE aKTyalu3upa.

CkaHupaiiTe Ko1a ¢ MOOMIIHO YCTPOWCTBO, 3a [1a MOJyYUTE JIUCTOBKATA Ha Pa3JInUHU €3HLIH.

(=] et =]

L

-

W nocerere URLhttps://www.ModernaCovid19Global.com

IMoxpoOHa nH(popMalus 3a Ta3u BaKCHHA € MPEA0CTaBeHa Ha yeOcaiita Ha EBporeiickaTa areHIus mo
nekapcTrara: http://www.ema.europa.eu.

Ta3u nucroBka e HanuyHa Ha Bcuuku e3uii Ha EC/EUII Ha yeGcaiita Ha EBporneiickara areHIus mno
JIEKapCTBaTa.

ITocouenara mo-a0Jy I/IH(l)OpMaIII/IH € NMpeJJHasHaYeHa caMo0 3a MEIUIIHHCKHA CIICHIHATUCTHU:

IIpocneaumoct
3a fa ce moo0pH MPOCIEIUMOCTTa Ha OMOJIOIMYHUTE MEAMIIMHCKY IPOAYKTH, UMETO U NAPTUIHHUST

HOMEDp Ha IpUJIaraHus IpOAYKT TpsAOBa da ObJaT SICHO 3allCaHH.
Spikevax TpsiOBa ja ce mpuiara oT 00y4eH METUIIMHCKY CIIEIHAJIHCT.
Bakcunara e rotoBa 3a ynotpeba ciie pa3mMpassiBaHe.

Jla He ce pa3kiaIa Win pa3Mpassisa.

®dnakonuTe che Spikevax ca MHOr0030BU. OT BCEKH MHOT'0/1030B (DJIAKOH MOTAT J1a CE M3TErJIAT
necer (10) mo3u. IlpemoppunTeTHO € Aa MpobokaaTe 3ammyIrankaTa Ha pa3IuIHO MSCTO BCEKH ITBT.

BbB BeekH (hJ1aKOH € BKIFOUYEHO JOIBIHUTEIHO KOJTMYECTBO, 3 JIa CE rapaHTHpPa, Y€ MOraT Ja Obar
noctasenu 10 mo3u mo 0,5 ml.
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C pasMpazeHu (GIIaKOHU ¥ ITBIIHU CIIPUHIIOBKY MOXKE JIa ce PabOTH IIPU YCIOBHSI HA CTAlHO
OCBETJICHHE.

Spikevax TpsiOBa na ce npuiara kato ase no3u ot 0,5 ml. [IpenopbuutenHo e Bropata 703a 1a ce
MIPIIIOKH 28 THU CJIeH ITbpBaTa 103a.

KakTo nmpu BCHYKU MHKEKITMOHHU BaKCUHH, BUHATH TPIOBa Ja MMa TOTOBHOCT 32 TIOIXOISII0
MEUIMHCKO JICUeHIe U HAOMI0ICHUE B CITy4yail Ha aHaQUIIaKTHYHA PEaKIns clie]| MpHiiaraie Ha
Spikevax. Jlumara Tps6Ba na 6baaT HAOMIOJaBAaHU OT METUITMHCKH CIIEIIHANCT Hal-Malko 15 MuHyTH

CJICA BaKCHHaNusATa.

Hsama nanHuM 3a onieHKa Ha MPHIIOKEHNETO Ha Spikevax eqHOBPEMEHHO ¢ Apyru BakCHHU. Spikevax He
TpsOBa J1a ce CMeCBa ¢ APYryd BAKCUHU WU JICKAPCTBEHU TPOJAYKTH B ChIaTa CIIPUHIIOBKA.

Spikevax Tps0OBa aa ce mpuiiara HHTPaAMyCKYIJIHO. 3a MPEANOYUTAHE € ISATOBUAHHUAT MyCKYJT Ha
ropHara yacT Ha pbpkaTta. He nmpunaraiite Ta3u BakCMHA MHTPABEHO3HO WIJIM TOAKOXKHO.

HNupopmanusi 0THOCHO CbXpaHeHHe U padoTa

CbxpaHeHMe BbB ppusep

[a ce coxpaHaABa 3ampa3seHa
npu Temneparypa ot
-25°C go -15°C.
Jla He ce CbxpaHABa B Cyx e uni nop -50°C.

Jla ce CbxpaHAga B OPUIMHANHaTa ONakoeKa,
3a ja ce NPeAnazu OT CBSTAMHA.

Mpegu ynorpeba Bcekn ¢hnakoH fa ce pasmpasfBa

HaobpawesnaTta Ha GNakonu Ca camo C MNIDCTPATHEHA Lien

2 vaca 1 30 MUHYTH B XNaaUTHUK ]—T ’—[ 1u4acnpw craiiHa TeMnepaTyp
s

or 2° go 8°C J'{T‘ N2 L) .
(B pamkuTe Ha R &-— o

30-pHEeBHWA CPOK
Ha rogHocT npu
TeMneparypa
ot 2°C go 8°C)

ot 15" po 25°C

OcTapara GnakoHa Ha CTalMA TEMNEPATYPa 38 15 MAHYTH,
Npefn Aa ro NpUNoKeTe
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YkasaHuna e pasmpasnBaHe

——[ Cnep nsTternaHe Ha MbpBara fosa

HenynkTtupan ¢pnakon

»
MakcmanHo epeme e

XnagunHuk unm craiisa
Temneparypa

Xnagununk

or2°po 8%
MnakoHbT TpAbea fa ce cupauﬂs\i

[la ce CuXpanABa Ha CTYAEHO 7 ] g, : Ha Temnepatypa mexay 2° n 25°C. .
A0 CTailHa TemMnepaTypa %, >, 39 p,a'ra*m W 4aChT Ha N3XebpnaHe face
or8go2sCc 3aNMLWAT Ha eTUKeTa Ha GNakoHa.

Waxebpnete nyHKTMpaHns dnakoH cnepn 19 yaca

\ J

Waternsiite ecaka gosa 0,5 ml sakcuHa oT pnakoHa c NOMOLLTa Ha HOBa CTEPUIHA UIMa W CNPUHLIOBKA 3@ BCAKA UHKEKLUA,
3a fla NpeflOTBpaTUTE NPEeJaBaHETO Ha UHPEKLINO3HY areHTH OT eAHO IULE Ha ApPYro.
[Josara B cnpuHyoBKaTa TpabBa ga ce nsnonsea HesabasHo.

Cnep KaTo pnakoHBT ce NYHKTMPa 3a USTErnAHe Ha MbpBaTa fjo3a, BakcMHarta Tpabsa
Aa ce nsnonssa HezabaBHO 1 fla ce n3xebpan cneg 19 vaca.

Bcaka Hemanon3aeaHa BakcuHa nnu oTtnagb4eH matepuan TpﬂSBa Aa Ce N3XBbPNA B CbOTBETCTEBNE C MECTHUTE U3UCKBAHWUA.

( HUKOIA He 3ampa3naBaliTe NOBTOPHO pa3mMpa3eHara BaKcuHa ]

lMpunaraHe

3aBbpraiiTe neko GpnakoHa cnef pa3MpassBaHe v Npeu BCAKO U3TernsHe
BakcviHaTa e roToea 3a NpUoXKeHue cnief] pasmpazfsaHe. He pasknaujaiite n He paspexpaiite

¢ %

Mpeau nHXeKTUpaHe NpoBepsABaiiTe BcsAKa [03a, 3a fa:

NOTEBLPAWNTE, Ye TeYHOCTTa e 6Ana fo nouTn
6ana, KakTo BbB PnaKkoHa, Taka U B CIpUHLIOBKaTa

ce yBepuTe, ye 06eMbT Ha
cnpuvHLUoBKara e 0,5 mL

Spikevax moxe Aa cbabpXa
6env UM Nonynpo3pauHn YacTuy,
CBbP3aHU C NPOoAYKTa.

AKO f103aTa e HEeTOUHa U MMa
NPOMSAHA B LIBETA U APYTY BUAVMU YacTULK,
He nMpunaraiTe BaKcuHara.
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