HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



vTosn JICKaPCTBEH MPOAYKT TOJUICKH Ha JOMBJIIHUTEIIHO HaOMoaeHe. ToBa 11e mo3Boau 0bp30To
YCTaHOBSIBaHE HAa HOBa MH(OpMaIMs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATUCTH 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 unpopmarnmonsa PHK (1PHK) (Bximouena B SM-102
JUMUAAHA HAHOYACTHUIIH).

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

npotend Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE 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 mpemHasHaueHa 3a aKTHBHA UMyHU3aIms 3a npeBennus Ha COVID-19, nmpuunHeH or
SARS-CoV-2, npu nnnia Ha 12 1 moBede rouHM.

Ynorpebara Ha Ta3u BakCUHA TPsOBa Ja ObJIc B CbOTBETCTBHE C OPHUIIMATHUTE MPETOPHKH.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

2 l O3UPOBKa

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

JluncBat naHHM 3a B3auMo3aMensieMocT Ha Spikevax ¢ npyru Bakcunu cperry COVID-19, 3a na ce
3aBBPINU KYpChT Ha BakCcUHaIMs. JIuiiata, KOMTO ca MOMy4YHJIH ITbpBaTa 03a Ha Spikevax, TpsoBa 1a
MOJIyJaT BTopaTa q03a oT Spikevax, 3a fa ce 3aBbpI KypChT Ha BAKCHHAIINA.



Teorcko umyHoxomnpomemuparu auya Ha 12 u nogeue 200uHu
Ha numa, xouTo ca TeXKO MMyHOKOMITPOMETHPAHH, TPETa 033 MOKE Ce MPIIIOKU Haii-Manko 28 gHA
cien BTopara jo03a (Bxk. Touka 4.4).

Ieouampuuna nonynayus
be3onacHocTTa M eukacHOCTTa Ha Spikevax mpH 1era ¥ FOHOIIN Ha BB3pacT o 12 ToauHU BCe OmIe

HC Ca YCTAaHOBCHHU. JlumicBar gaHHU.

Tlonynayus 6 cmapyecka 8v3pacm
He ce n3nckBa Kopekuus Ha 03aTa IpH JIMIA B CTap4yecKka Bb3pacT >65 TOIUHU.

Hauwn Ha npunoxeHue

Baxcunara Tps0Ba ia ce mpuiiara HHTPaMycKyJTHO. 3a IPEAIOYNTAHE € B IENTONIHUS MYCKYII B
rOpHAaTa 4acT Ha pbKaTa.

He npunaraiite Tasu BakCuHa HHTPaBaCKYJIAPHO, HOAKOXKHO MM HHTPAIEPMAIIHO.

BakcuHara He TpsiOBa Aa ce cMecBa ¢ IpyTy BaKCHHU HJIH JICKAPCTBEHHU MPOAYKTH B ChIATa
CHPUHIIOBKA.

3a npeanasHu MEpKH, KOUTO TPSAOBaA J1a Ce B3eMar MPeIu MpUiaraHe Ha BakCUHATa, BUKTE Touka 4.4,
3a yka3aHusi OTHOCHO pa3MpassiBaHEeTo, paboTaTa CbC M U3XBBPIITHETO HA BAKCHHATA BU)KTE TOUKa 6.6.
4.3 IIpoTruBomoKa3aHus

CBp’bXLIyBCTBI/ITCHHOCT KbM aKTHBHOTO BCUICCTBO HUJIM KBbM HAKOC OT IIOMOIIHHUTE BCIIICCTBA,
n30poeHu B Touka 6.1.

4.4 CneuuaJHu npeaynpe:kaeHus v NpeanasHu MepKH NpH ynorpeda

[Ipocaeaumoct

3a 1a ce moI00pH MPOCIEAUMOCTTa HA OMOJIOTHYHUTE JICKAPCTBEHU MPOJAYKTH, UMETO U TAPTUIHUSAT
HOMED Ha MPHIIOKEHUS MPOAYKT TPsiOBa SICHO Jia Ce 3ammcBar

CBpBbXYYBCTBUTEIHOCT U aHa(MIAKCHUS

Nma cpobmenus 3a anadwnakcus. Bunaru tpsiOBa qa nMa Ha pa3nooKeHNe MOIX OIS0
MEIHMIIMHCKO JISYCHHNE U Ha0III0IeHUe B CIy4ail Ha aHa(UIaKTHYHA peaklys CIIe]] MPUIIOKEeHNE Ha
BakcuHaTa. [IpenopruBa ce BHUMATEIHO HAOIOICHHE B MTPOIBIDKCHHUE HA HA-MaJIKO 15 MUHYTH Clie[
BaKcHHalusATa. Bropara 103a Ha BakCHMHATa He TPSOBa Ja ce MOCTaBs Ha OHE3U, KOUTO Ca MOTYIHIIN
aHaduIakcus npu mbpBara J03a Ha Spikevax.

MuokapauT 1 nepUKapIuT

Cunien BakcuHanus ¢ Spikevax ca HaOJIlo1aBaHl MHOTO PEIKH CITydad Ha MHOKApIUT M EPUKAPIIUT.
Te3u cirydau ca HaCTBIWIM MTPEIUMHO B PaMKHTE Ha 14 THU cien BaKCHHAIS, T0-YECTO CIIE]
BTOpAaTa BAaKCHHA U MIO-4ECTO MPH MO-MJIau Mbke. OT HAINYHUTE JAHHU MOXKE J1a CE MPEIOI0KH, Ue
MIPOTHYAHETO HA MUOKAPAUT U IEPUKAPIUT CJe]l BAKCHHAIMATA HE CE pa3jinyaBa OT TOBa pU
MUOKapIUT WIH MEPUKAPIUT KaTO IISUI0.

MenumHcKNTe CeHANNCTH TPsIOBa Ja ObaaT OMUTEIHHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. BakcuHupanute nuia TpsOBa ga ObJaT HHCTPYKTHPAHU J1a TIOTHPCAT
He3a0aBHO MEIUIIMHCKA TIOMOILL, aKO Pa3BUAT CUMIITOMH, II0KA3aTETHU 32 MUOKApIUT HIN



MEPUKAPJINT, KaTo (0CTpa U MPOABIDKUTENHA) 00JIKa B THPIUTE, 32/IyX MM MAIMTUTAIIUN CIIE]
BaKCHHAIIMATA.

MenuiuHCKUTE COCHHaIUCTH Tp516Ba Ja HarmpaBAT CIIpaBKa C pPbKOBOACTBATa 13 7h70) 011 CIICIHUAJINCTUTEC
3a JUArHOCTUIUPpAaHE U JICUCHHE HAa TOBa 3a00JIBaHe.

Peakiium, cBbp3aHH C TPEBOKHOCT

Peakmum, cBbp3aHU C TPEBOYKHOCT, BKIIIOYUTETHO BA30BATAHA PEAKINH (CHHKOI ), XHIIEPBEHTIIIAIIIS
WJIM TaKUBa, CBBP3aHU ChC CTPEC, MOTaT Jia Ce TOSIBSIT BHB BPh3Ka C BAKCHHAIUATA KaTO IICUXOTCHEH
OTTOBOP KbM MHXEKTHPAHETO C UrJia. BaxkHO € 1a ce B3eMar npe/na3Hi MEepKH, 3a Jia ce u30erHe
HapaHsABaHE TIPH MPHUJIOIIABAHE.

CrrpreTBanio 3a0oisaBade

Bakcunanmsara TpsOBa 1a ce OTIIOKHU NPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (heOpriTHO 3ab0siBaHe
wim octpa uHpekus. Hammurero Ha neka nH(EKIMS W/WIK JIEKO TIOBHIIICHA TeMIIepaTypa He TpsOBa
I1a 3a0aBsi BAKCHHAIIHATA.

TDOM6OHI/ITOHCHI/IH 1 HApYHICHUA Ha KPbBOCHCHPBAHETO

KakTo mpu Apyru HHTpaMyCKyJIHU MHXXEKLHUH, BAKCHHATa TPsOBa Ja ce Impuiiara BHUMATEIHO IpU
TMIIa Ha aHTUKOAryJaHTHA Tepamusi WK TaKUBa C TPOMOOIUTONICHHS WIIM HIKAKBO HAPYIICHUE Ha
KPBBOCHCUPBAHETO (HAMpUMEp XeMO(HIIH), Thil KATO TIPU TE3H JIMIa MOXKeE Ja Ce MOSBH KbPBEHE HIIH
o0Opa3yBaHe Ha CHHHHU CJIe]l HHTPaMyCKYJIHOTO MIPUIOKEHHE.

MyHOKOMIpOMETHUPAHHU JIUIIA

EduxacHoctTa 1 0€30macHOCTTa Ha BAKCHHATA HE Ca OLIEHEHU IPY HUMYHOKOMIIPOMETHPAaHH JIALA,
BKJIFOUHMTEITHO TAaKMUBA, KOUTO MOJyyaBaT MMyHOCynpecuBHa Tepanus. EpukacnocTra Ha Spikevax
MOJKe a ObJIe MO-HUCKA ITPH UMYHOKOMIIPOMETHPAHH JIUIIA.

I[Ipenopwkara aa ce ooMucau npuiokenue Ha tpeta no3a (0,5 ml) mpu texko
MMYHOKOMIIPOMETHPaHHU JHIa (BX. TouKa 4.2) ce 0CHOBaBa Ha OIpPaHUYEHHU CEPOJIOTHYHHU JaHHU TpU

MNanueHTH, KOUTO Ca UMYHOKOMIIPOMCTHUPAHU CJIC TPAHCIUIAHTA WA HA COJIMACH OpTraH.

IIpoaABIKUTEIHOCT Ha 3allUTaTa

HpO,I[’LJ'DKI/ITeJ'IHOCTTa Ha OCUTypC€HAaTa OT BAKCHUHATA 3allluTa € HCU3BCCTHA, TBU KaTo TS BCE omIe ce
YCTaHOBABA OT TCKYIIH KJIMHUYHU U3IIMTBAHHA.

OI‘DaHH‘ICHI/IH Ha 6(1)6KTI/IBHOCTTa Ha BAKCHMHATa

Jluriata Moske 1a He ObJIAT HAMBJIHO 3aIMTEHU 10 14-us JEH el MOCTaBsiHe Ha BTopaTa no3a. Kakro
MIpH BCUYKW BaKCHHH, BAKCHHAIUATA ChC Spikevax Moke Jja He OCUTYPH 3alllUTa Ha BCUYKH
PEIMITMEHTH HAa BaKCUHATA.

TIoMOIITHH BeNIeCcTBa C N3BECTHO JIEUCTBUE

Hampuii
Tasu BakcHHa ChABPKA MO-MaIKO OT 1 mmol HaTpwmii (23 mg) Ha 0,5 ml 7034, T.€. MOXeE Ja ce Kaxe,
Ye Ha MPAKTHKa HE ChIIbPiKa HATPHM.

45 B3auMmopeiicTBHE ¢ IPYTHU JeKaAPCTBEHM MPOAYKTH M APYTH (JOpPMH HA B3auMo/eiicTBHe

He ca MMPOBCKAAHU TPOYUYBAHUA 34 B3aPIMOI[CI>’ICTBPI$ITa.



He e nmpoy4BaHO ChIIBTCTBAIIOTO MPHIOKEHHE HA Spikevax ¢ Ipyru BakCHHU.
4.6 @epTHINTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

Mma orpaHuueH ONMUT ¢ U3M0JI3BaHeTo Ha Spikevax npu OpemeHHH skeHH. [IpoyuBaHMs PH )KUBOTHH
HE MOKA3BaT MPEKH WM HeTIPEKH BpeIHH €(EeKTH, CBEP3aHU ¢ OPeMEHHOCTTa,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO HITH IOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
[Tpunoxxenuero Ha Spikevax mo Bpeme Ha OpEMEHHOCT TpsiOBa J1a ce OOMHCIISI CaMO KOTaTo
MOTCHIMATHUTE TTOJI3U HAIXBBPJIAT BCIKAKBH MMOTCHIMATHN PHCKOBE 3a Maiikara u deryca.

Kopmene

He e uzBectHO manmm Spikevax ce eKCkpeTHpa B KbpMara.

DepTunurer

[IpoyuBaHus IpU KUBOTHHU HE ITOKA3BAT MPEKU MM HENPEKH BPEIHN e(heKTH, CBHP3aHH C
pPEeNpoAYKTUBHA TOKCUYHOCT (BXK. TOUKa 5.3).

4.7 EdexkTn BbpXy cnocodHOCTTa 32 modupane u padora ¢ MAIIUHA

Spikevax He MOBJIMSBA WK MOBJIUABA IPESHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u pabora ¢
MamuHU. Hsikon ot edextrTe, mocoueHu B Touka 4.8, MoraT Bce Iak BPEMEHHO J1a TTOBIHSAT HA
CIocoOHOCTTA 3a Mo HpaHe WK padoTa ¢ MAITHHH.

4.8 Hexenanu JeKapcTBeHH peaKuH

0O0600mmenue Ha npoduia Ha 6E30MaCHOCT

Yuacmuuyu na évspacm 18 u noseue 2oounu

Be3omachoctTa Ha Spikevaxe oreHeHa B TEKYIIO PaHIOMH3MPAHO, MIAIc00-KOHTPOIUPAHO,
3acieneHo 3a HabroaaTens KIMHUYHO npoy4usane Paza 3, mposexaamo ce B CAILLl, BkmrouBamio

30 351 yvacTHUIM Ha BB3pacT 18 u MoBeUYe roAMHM, KOMTO Ca MOYUYH/IN [IOHE eHa j03a oT Spikevax
(n=15 185) wnu mae6o (N=15 166) (NCT04470427). [To Bpeme Ha BaKCHHAIMsTA CPEAHATA BH3PACT
Ha monyJaiusTa ¢ 52 ronuau (nuanas3on ot 18 1o 95); 22 831 (75,2%) OT y4acTHUIIMTE Ca Ha Bb3pacT
ot 18 10 64 ronunu u 7 520 (24,8%) OT ydacTHUIIMTE ca HA BB3pacT 65 ¥ MoBeve TOANHU.

Haii-yecTo cpo011aBaHuTE HEXKENIAaHH Peaklny ca 00Jika Ha MICTOTO Ha HHXekTupane (92%), ymopa
(70%), rmaBobonue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTprcane

(45,4%), ranene/mospbinane (23%), akcunapuo noaysane/6onesnenoct (19,8%), tpecka (15,5%),
MolyBaHe Ha MACTOTO Ha mHxekTupane (14,7%) n 3auepssaBane (10%). HexxenannTe peakiinu
OOMKHOBEHO Ca JIEKH WJIM YMEPEHH 10 MHTEH3UTET M OTLIYMSBAT 32 HIKOJIKO JHU CJie]l BAKCHHALUATA.
Mauiko mo-HUCKa 4ecTOoTa Ha CHOMTHUS Ha PEaKTOT€HHOCT C€ CBHP3Ba € MO-TOJIsIMa Bb3PacCT.

Karo 11510 HKOM HEXENaHU PEaKIIMU Ce CPEIAT [T0-9eCTO B MTO-MJIAUTE BH3PACTOBH IPYIIN:
YyecToTaTa Ha aKCUJIApHO MOIyBaHe/00Ie3HEHOCT, yMOpa,raBo0oIie, MUAJITUsl, apTpajrus, BTpUCaHe,
raJieHe/TIOBpbIllaHe U MOBHUIIICHA TEMIIEpaTypa € Mo-BUCOKa IIPU Xopa Ha Bh3pacT oT 18 1o < 65
TOJIMHU OTKOJIKOTO IIPH TE€3H Ha Bh3pacT 65 roguHu u noseye. [lo-yecto ce cho0maBar JOKaIHA |
CHCTEMHH HEXXEJIaHU PEaKLuH ciell 103a 2 OTKOJIKOTO cliexa Ao3a 1.

FOnowu na év3pacm om 12 0o 17 2oounu

Jlannu 3a 6e3omacHOCT Ha Spikevax MpH IOHOIIN ca ChOpaHU B TEKYIIO paHIOMU3HUPAHO, IUare0o-
KOHTPOJIMPAHO, 3aCJICIICHO 3a Ha0JIroaaTest KIMHUYHO npoy4uBane ¢asa 2/3, nposexaaino ce B CAILL,



BKJIFOYBAIIO 3 726 y4acTHHUIIM Ha BB3pacT OT 12 10 17 roguHu, KOMTO ca MMOJyYrIH [TOHE eHa 103a
Spikevax (n=2 486) wau mrare6o (N=1 240) (NCT04649151). Iemorpad)ckuTe XapaKTEPUCTHKH Ca
CXOJHHM MEXJTy YYaCTHUIINTE, KOUTO ca moayummn Spikevax, v Te3u, KOUTO ca MOJTYYHIU I1aneoo.

Haif-gyecTuTe HE)KEIaHN peaKITUH IIPH FOHOIIHN Ha Bb3pacT oT 12 1o 17 roguHu ca 60jika Ha MSCTOTO
Ha umkektupane (97%), rmaBodomnue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
akcuapHo nmojayBaHe/0onesnenoct (35%), aprpanrus (35% ), ranene/nospoimane (29%), nomyBaHe
Ha MSICTOTO Ha WHXeKTupane (28%), eputeM Ha MACTOTO Ha HHXKEKTUpaHe (26%) U MOBUIIIEHA
temneparypa (14%).

TabnuueH cCIMChK HAa HEXKEITAHUTE PEAKLUK OT KIMHUYHHU OPOYYBAHUS U OT NOCTMAPKETHHIOBHS OLIUT
Ipu Jinia Ha 12 u noBeye rouHu

[TpodunbT Ha Ge30MacHOCT, MPEACTaBEH MO-A0y, C€ OCHOBaBa HA IaHHWUTE, TCHEPUPaHU

B T1a11e00-KOHTPOJIMPaHO KIMHUYHO Mpoyusane npu 30 351 Bw3pacTau > 18 ronunu, apyro mianebo-
KOHTPOJIMPAHO KIIMHUYHO Tpoy4BaHe ¢ 3 726 y4acTHUIM Ha BB3pacT oT 12 1o 17 roguHu 1 1o Bpeme
Ha OCTMapKETHHTOBHUS OTIHT.

CroOmieHnTe HeXXeIaH! PEeaKIiy ca H30POCHH CIIOpE]l ClIeIHATa KOHBEHIINS 33 YECTOTa:

Muoro yectu (>1/10)

Yectu (> 1/100 mo < 1/10)

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

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

Mmuoro peaxu (<1/10 000)

C HemsBecTHa yecTOTa (OT HATMYHUTE JaHHHU HE MOXe J1a Ob/Ie HalpaBeHa OIIeHKa)

B paMkuTe Ha BCSIKO TpyIHpaHE 10 YeCTOTa HEXKEJIAHUTE PEaKIMy ca MPEACTAaBeHN B HU3X OIS Pl
10 OTHOIICHUE Ha cepro3HocTTa (Tabnuma 1).



Tadonuua 1: HexesiaHu peaknuu oT KIMHUYHU W3nuTBaHus Ha Spikevax u ot
MOCTMAPKETHHIOBMSI ONIMT NMPH JUNA HA 12 U moBeYe ToANHU

Cucremo-opranes kjaac no [Yecrora He:xenana(u) peakuusi(u)
MedDRA
Hapyumienusi Ha KppbBTa M [MHOIO 4eCTH UlnmbaneHomatus™

sinM(pHaTa cucrema

Hapymienusi Ha uMyHHaTa  |C HEU3BECTHA YECTOTa IAHadMITaKCHS
cucrema (CBPBX4yBCTBUTEITHOCT
Hapymenus Ha HepBHaTa  [MHOIrO0 4ecTH ['maBoGonne
cucremMa
Hewectn BamastHOCT
Penxu OcTtpa nepudepHa aumesa
mapaim3a**
Xunoecre3us
ChbpaeuHn HAPYIIEHHSsI HewusBecTHa uecToTa Muokapaut
[lepukapaut
CToMAIIHO-YpEeBHH MHoro gectn ["ameHe/moBpEIIaHEe
HapyLeHust
Hapyumienus Ha ko:kataum  (Uectn O6puB

MOJAKO0XKHATA ThbKaH

Hapyumenus Ha MHoro yectr Muanrust
MYCKYJIHO-CKeJIeTHATA ApTpanrus
CHCTEMa M ChbeANHUTETHATA
ThKaH
O0mm Hapymenust M epeKTH [MHOIO 4eCTH boska Ha MSICTOTO HA UHXKEKTUPAHE
HA MSICTOTO HA NPHJIOKEHHE 'Ymopa
Brpucane
[Mupekcus
[ToyBane Ha MACTOTO Ha
MHKEKTHpaHe
Hectu EputeM Ha MSCTOTO Ha
MHXEKTHUpaHE
Y pTrkapus Ha MACTOTO Ha
MHXEKTHUpaHE

OOpHB Ha MACTOTO HA WH)KEKTUpPAHE
Peaknyst Ha MCTOTO Ha
MHKEKTHpaHe oT 3a0aBeH TUII

Heuectu [Tpyputyc Ha MSCTOTO Ha
MH)KEKTHpaHe
Penxn [TonyBaHe Ha TULIETO™*™*

*JIumdaneHonaTrs e Onila ycTaHOBEHa KaTo akCHiIapHa JTMM(paJeHOaTHs OT ChIllaTa CTpaHa Ha MACTOTO Ha MHXKEKTHPAHE.
B Hskom citydyaun ca 3acerHaTH U APYTH JIUMQHU BB3IH (HAIp. IIUITHA, HAJKIFOUUIHH).

**B paMKHTe Ha IIepHO/Ia Ha MPOCIeAsBaHe Ha 6€30MaCHOCTTa Ce ChOOIIaBa 3a OCTpa NMepudepHa JIUIEeBa mapain3a Ipu
TpHUMa YYaCTHHIH B rpymnara Ha Spikevax u npu euH HalyeHT B rpynara Ha riane6o. [TosiBata npu mai@enTirTe B Tpymnara
Ha BaKCHMHATa HACTHIBA cliex 22, 28 u 32 aHU cied BaKCHHAILIMITA ¢ 1032 2 .

***/Ima iBe CepHO3HH He)XeJlaHW ChOUTHSI Ha OAyBaHe Ha JIMLETO NPH PELUITHEHTH Ha BaKCHHATA C aHAMHe3a 3a
HHKCKTHpaHe Ha aepmandu punbpu. [losBata Ha MIOJIyBaHETO € ChOOILIEHO CHOTBETHO 1 M 2 THU Clie]l BAaKCHHALUATA.

PeakrorenHnoctTta U mpoGmiIbT Ha Oe30omacHOCT mpu 343 yuacTHuIm, moiayvasamniu Spikevax, kouto ca
owmtn ceporno3utuBHY 32 SARS-COV-2 Ha U3X0HO HMBO, € CHIIOCTABUMA C Ta3U HA YYaCTHUIIH,
ceponeratuBHU 32 SARS-C0V-2 Ha U3X0AHO HUBO.



Cpo0111aBane Ha MOA03UPAHN HEXKETAHHN 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 Ja ChOOIaBaT BCAKA
NOI03MpaHa HEe)KEJIaHa PeaKIys ype3 HaIl[oHaIHa CHCTeMa 3a ChoOIIaBaHe, MocoYeHa B
[Mpunoxxenue V u Aa BKIIOYAT NapTUACH HOMED, aKO € HaJIMUCH.

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 Bakcuau, ATC xox: JO7BX03

MexaHu3bsM Ha JEUCTBUE

Spikevax ceapprxka nPHK, Brimtouena B munuaan Hanouactrny. MPHK koanpa mbIHOBEpYKEH ITUTIOB
nportenH Ha SARS-CoV-2, Mmopudunmpan ¢ 2 mpoIrMHOBH 3aMECTBaHUS B 00JIACTTa HA XETITATHOTO
noBTopenue 1 (S-2P), 3a cTabumu3upane Ha MTHIOBHS IPOTEHH B pedy3rnoHHa KoHdopmarms. Crex
WHTPaMYyCKYJTHA MHXEKIHS KJICTKUTE Ha MSICTOTO Ha MH)KEKTUPAHE U IPEHUPAIINUTE TUM(HU BB3IIH
1oeMar JIMIIMAHUTE HAaHOYACTULH, KaTo edekTuBHO nocTaBiaT MPHK cexBeHnmsaTa B kieTkure 3a
TpaHcnanus BbB BUpyceH npotenH. 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 MIMIOB IPOTENH
Ha SARS-CoV-2 ce pa3no3HaBa ciel; TOBa OT UMYHHHUTE KJIETKH KaTo 4y aHTUreH. ToBa
NpeM3BUKBa KakTo T-KJIEThYCH, Taka U B-KJeThueH OTroBop ¢ 00pa3yBaHe Ha HEyTpaTH3Upalln
aHTHUTEeNa, KOETO MOJXKe J1a JJonprHece 3a 3amuTaTa cpenry COVID-19.

KinnanuHa e MKaCHOCT IIpYU BH3PACTHU

[IpoyuBaHeTO NpH BB3pPACTHU € PaHJIOMHU3UPAHO, TIIAe00-KOHTPOIUPAHO, 3aCTIETICHO 32
HaOmoaaTeNs KiIMHnYHO npoyuBaHe (asza 3 (NCT04470427), koeTo U3KIIOUBa
MMYHOKOMIIPOMETHPAHH JIMIIA WK TAKWUBA, IOJIy4aBaIl UMYyHOCYIIPECOPH B PAMKHUTE Ha TOCIICIHUTE
6 Mecera, KakTo 1 OpeMeHHH HMITU TaKWBa C U3BeCTHA aHaMHe3a 3a HHPekus csc SARS-CoV-2.
Yuactauim cwe craburno HIV-3abonsBane He ca uskimoueHu. [IpOTHBOTrPHUITHY BAKCUHH € MOKEINO 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 JI0 BKIIFOYBAHETO B IPOYYBAHETO, 32 JIa MOIyYaT rianebo
nnu Spikevax.

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

[omynanusra 3a mbpBUYEH aHANNU3 Ha ehUKACHOCTTA (HApU4aHa ,,[TOMyJIalys IO IPOTOKOI ™ WK
,,PPS%), BrirouBa 28 207 yyacTHHIIM, KOUTO ca mojayuuinn wim Spikevax (n=14 134), wiu mianedo
(n=14 073) u umar oTpunareieH craryc 3a Hannure Ha SARS-CoV-2 Ha u3xomHo HuBo. PPS
MOIyJIalKATa Ha IPOYYBaHETO BKItouBa 47,4% sxenu, 52,6% mbixe, 79,5% Oenu, 9,7%
adpoamepukaniy, 4,6% azuatuu u 6,2% apyru. 19,7% oT ydacTHULIUTE ca ¢ HCTIAHCKH WIN
JaTHHOAMEPUKAHCKH Mpou3xo/. MenuaHata Ha Bb3pacTTa Ha y4acTHULIUTE € 53 rognHu


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

(nunamason 18-94). [lomycka ce Auana3oH Ha Ipuiarale Ha BTopara 103a (I1aHupaHa 3a JieH 29) ot —
7 mo +14 nuu 3a BrintouBaHe B PPS. 98% oT penunueHTiTe Ha BAaKCHHATA, TIOTYYIIIN 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 BB3PacCTOBH TPYIIH € TpeacTaBeHa B Tabmmma 2.

Tabuuua 2: AHaau3 Ha epUKACHOCTTA HA BakcuHaTa: noTebpaen COVID-19% nesasucumo ot

TexKecTTa, ¢ Havyayo 14 quu caen 2P*™ qo3a — momyJanus 1Mo NPOTOKOJI

Spikevax ILiane6o
Bn3pacroBa
YecToTa YecToTa °
(rl;l;}::il) 'Yaactaumn | Corydyan na | Ha COVID-19 | Yuactaumu | Caydyam Ha | mHa COVID-19 f; aE]:l‘:::i;f::;;T
N COVID-19 Ha 1 000 N COVID-19 Ha 1 000 o *
(95% AN)
n YOBEKOTOHHH n YOBEKOT O/IHHH
O6mo 14134 11 3,328 14 073 185 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, m3uckpant nonoxureseH pesynrat ot RT-PCR u
Hali-MaJKko 2 cucTeMHH cumnToma win 1 pecniuparopen cumnroM. Ciydau, 3anouBanm 14 nuu cnen 2P nosa.
*EduracHocT Ha BakcuHata U 95% mosepurenen unrepsai ([IM1) ot crparudurmpanus 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 ciydad Ha COVID-19, kouto He ca chOOIIEHH TYK.

Cpen Bcuuku ydyactu B PPS He ca chobmenu ciyyan Ha Texxbpk 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-
roJiiMaTa 4yacT OT OCTaHAINTE TEKKH CITy4Yad Ca U3ITBIHIIIN CaMO KPUTEPHsI KHCIOPOIHA CaTypaIus
(SpO2) 3a Texko 3abomsiBane (< 93% mpu craiiHa Temiieparypa).

Edukacnocrra Ha Spikevax ga npeamnaszsa or COVID-19, He3aBUCHMO OT NpeanIinHa HHEKIHs ChC
SARS-CoV-2 (ycTaHOBeHa CepOJIOTUYHO Ha M3XOTHO HUBO W M3CJIE/[BaHE HA 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

3a00JsIBaHMsI, CBBP3aHU ¢ BUCOK pHcK oT Texbk COVID-19.

Kinanuna edykacHOCT pH FOHOIIM HA BB3pacT oT 12 1o 17 roauau

[Ipoy4BaneTo NpH IOHOIIN € TEKYIIO PaHIOMU3UPAHO, TAe00-KOHTPOIUPAHO, 3acCIIETIEHO 32
HaOronaTens KIMHUYHO npoyuBane ¢aza 2/3 (NCT04649151) 3a onenka Ha 6e30MaCHOCTTA,
pEaKTOreHHOCTTa M epuKacHOCTTa Ha Spikevax mpu FOHOIIH Ha Bb3pacT oT 12 mo 17 roguam.
YyacTHHIIUTE ¢ M3BeCTHA aHaMHe3a 3a nHpekust cbe SARS-COV-2 ca u3kiroueHu OT Npoy4BaHETo.
O06m10 3 732 yyacTHMLIM ca paHAOMHM3HPaHU B choTHOIIeHHE 2:1 na momyuat 2 no3u Spikevax umu
miane6o, GU3NOJIOTHUYCH Pa3TBOP, C HHTEPBAI MEXKIY M03UTe 1 Mecell.




W3BbpIiieH € BTOpUUEH aHaIu3 Ha erkacHOoCcTTa Ipu 3 181 y4acTHHUIM, KOUTO ca MOIYYrIH 2 1031
Spikevax (n=2 139) wau mnare6o (n=1 042) u ca UManu OTpUIATEIEH U3XOIEH CTATyC IO OTHOIIEHNE
Ha SARS-CoV-2, B momynanusrta mo npoTokoi. Mexy y4acTHUIUTE, KOUTO ca oydunn Spikevax,
Y T€31, KOUTO Ca MOJTY4riIn Tuiane0o, HsiMa 3a0eIeMMU Pa3iIuKH B AeMOrpa)CKUTe JaHHHU WIH
MIpEeIIIeCTBAIINTE 3a00TBAaHMS.

COVID-19 e nepunupano karo cumnromatryHo COVID-19, u3uckBamio NoNoKUTENCH PE3ynTaT OT
RT PCR u Haif Manko 2 CHCTEMHH CHMITTOMA Wi | pecrupaTOpeH CUMIITOM; CIIy4dau, 3ar0YBaIln

14 M cnex BTOpaTa mo3a.

Nma nyna cumnromatinunu ciaydas Ha COVID 19 B rpynara Ha Spikevax u 4 cuMOToMaTu4Hu ciydas
Ha COVID-19 B rpymnara Ha miane6o.

NMyHOreHHOCT P IOHOIIM Ha BB3pacT oT 12 xo 17 roauuu

Amnanu3 3a He o-Majka e(pUKacHOCT, oLeHsBall TuTpuTe Ha 50% HeyTpanu3upaliuTe aHTUTeNa
cpenry SARS-CoV-2 u nporiieHTa Ha CepoIOrHyeH OTroBop 28 JIHU Cliel J03a 2, € TPOBE/ICH B
MNOATrPYIHUTE 32 IMyHOT€HHOCT Ha MOIyJIAIMATa 110 IPOTOKOJI P FOHOIIM Ha Bb3pact oT 12 1o

17 romuau (n=340) B mpoy4YBaHETO NMPH FOHOIIH, KaKTO U MIPH YYACTHHUIIUTE HA BB3pacT oT 18 10

25 roaunu (n=296) B mpOy4YBaHETO NPU Bh3PACTHU. YUYACTHUIIUTE HE Ca UMAaJI UMYHOJIOTHYHH WU
BUPYCOJIOTUYHU JTOKA3aTeNICTBa 3a MpeaxoaHa nHpeknus cbc SARS-CoV-2 Ha u3X01HO HHUBO.
Cpennoto reomeTpudHo choTHOIIEHNE (GMR) Ha TUTpUTE Ha HEYTPATU3NPAIUTE AHTUTETA TIPH
FOHOIIIY Ha BB3pacT oT 12 1o 17 roguHu B cpaBHEHUE ¢ yyacTHHIUTE OT 18 1o 25 rogunu e 1,08 (95%
JIN: 0,94; 1,24). PaznukaTa B mporieHTa Ha ceposoruyeH otrosop € 0,2% (95% IU: -1,8; 2,4).
Kpurepuute 3a He mo-mainka eduxacHocT (mosHa rpanuua Ha 95% JIU 3a GMR > 0,67 u nonna
rpanuna Ha 95% /1Y 3a pasnukara B IpoLEHTa HAa CEpOJIOrHYeH OTroBop > -10%) ca H3IIbJIHEHH.

Ilonymanus B crapyecka Bb3pacT

Spikevax e u3cienBaHa Ipy JIMIA HA B3pacT 12 1 1oBeYe roJIMHY, BKIIIOUUTENIHO 3 768 yyacTHUIIN Ha
BB3pacT Ha 65 u nmoeeue roaunu. EdukacHocTTa Ha Spikevax mpu yyacTHHIIMTE B HAaNpeaHaIa
BB3pacT (>65 roAnHN) CHOTBETCTBA HA Ta3W MPHU MO-MIIAJUTE Bh3pacTHU ydacTHULM (18-64 roanan).

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).

PaspemaBaHe noJ1 ycJI0BHE

To3u nexkapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3peliaBaHe MoJl 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 akTyann3upa.
5.2 ®dapMakoOKHHETHYHU CBOIiCTBA

Henpunoxunmo.

5.3 IlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

HexnuHn4HMTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHAIHUTE

MIPOYYBaHUS 32 TOKCUYHOCT IIPU MHOI'OKPATHO IIPHJIAraHe, penpogyKTUBHA TOKCUYHOCT U TOKCUYHOCT
3a pa3BUTUETO.
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O061a TOKCHYHOCT

IIpoBenenu ca mpoyuyBaHUs 3a 00Ia TOKCUYHOCT MPH ILTHXOBE (HA KOUTO A MPHUIOKCHH
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 ¥ 00paTHMHU IPOMEHH B J1a00pAaTOPHUTE MOKa3aTeNn (BKJIFOUUTEIIHO TOBUINIABAHE HA
€03MHO(UITNTE, aKTUBUPAHOTO MAPIHATHO TPOMOOIUTACTHHOBO BpeMe U puOpuHoreHa). Pesynrarure
NPEIOJIAraT, 4ye MOTSHIIATHT 33 TOKCHYHOCT TIPU XOPa € HUCHK.

['eHOTOKCHYHOCT/KaHIIEPOTEHHOCT

[TpoBenenw 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.

PenpoaykTHBHA TOKCHYHOCT

B enHo npoy4BaHe 3a TOKCHYHOCT Ha pa3ButHeTo 0,2 Ml 0T BakcHHa ChC ChCTaB, ChbPIKAIL CHIIOTO
konruectBo HPHK (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
(depTunuTeTa MPH KEHCKUTE, OpeMEHHOCTTa, eMOPHUO(PETATHOTO pa3BUTHE, PA3BUTHETO HA
MOKOJICHUETO WIIM MOCTHATAIHOTO pa3BuTHe. JIMIICBAT MaHHK Aanu BakcuHaTta Spikevax npemMuHaBa
npe3 IUTAleHTaTa WK Ce eKCKPEeTHUpa B MIISIKOTO.

6. OAPMAIIEBTUYHU JAHHU
6.1 Cnucbk HAa IOMOIIHHUTE 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 umxexknun

6.2 HecbBMeECTHMOCTH

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

6.3 Cpok Ha rogHoCT

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

HeoTBopeHara BakcMHa MOXKE Jla C€ ChbXPaHsBa B XJIAAWIHUK Ipu Temmneparypa ot 2°C g0 8°C,
3al[UTeHa OT CBETIMHA, MakcuMyM 3a 30 aHu.B paMKkuTe Ha TO3W MEPHO/, 32 TPAHCIIOPTUPAHE MOTAT
Ja ce u3non3sar g0 12 gaca.

BC,I[H’B)K pasMpa3cHa, BaKCHUHATa HC TpH6Ba Ja CC 3aMpassaBa IMOBTOPHO.
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HeotBopenara BakcMHa MOXeE J1a ce ChbXpaHsBa mpu Temmepatypa oT 8°C mo 25°C mo 24 yaca cien
W3BaXKJIaHE OT XJIAJTUITHUK.

[lyHkTHpaH QakoH:

JlokazaHa e XUMU4YHA B (PU3MYHA CTAOWITHOCT MpH yroTpeba B mpoannkenue Ha 19 vaca cnen
BPBOHAYATHOTO MyHKTHUpaHe npu 2°C 10 25°C (B paMKuTe Ha MEpU0/ia, TO3BOJICH 3a yroTpeoa,
koiTo ¢ 30 muau npu Temrieparypa ot 2°C 1o 8°C u 24 yaca npu temnepatypa ot 8°C mo 25°C). Or
MHUKPOOHOJIOTHYHA TJIeTHA TOYKA MPOIYKTHT TPSIOBa Ja ce M3MO0a3Ba He3a0aBHO. 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 mpu Temiepatypa mexay -25°C u -15°C.

Ja ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 J1a CE MPEIa3u OT CBETIINHA.

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

3a ycioBusTa Ha ChXpaHEHHE CIIe/ pa3MpassiBaHe U IbPBO OTBAPSHE HA JIEKaPCTBEHHS MPOITYKT
BIDKTE TOUKa 6.3.

TpaHcnopTHpaHe Ha pa3Mpa3eHu (IaKOHU B TEUHO ChCTOSHUE IpH TeMiepatypa oT 2°Crio 8°C

Ako TpaHcniopTipaHeTo npu Temieparypa ot -50°C g0 -15°C He € Bb3MOXKHO, HAJTMYHU Ca JaHHH,
Criope]; KOUTO € Bh3MOXKHO TPAHCIIOPTUPAHETO HA SIUH WM TIOBEYE pa3Mpa3eHu (IakoHa B TEYHO
ChCTOsIHUE 3a nepuo 10 12 yaca npu temneparypa oT 2°C no 8°C (B pamkute Ha 30-1HEBHHS CPOK
Ha roaHoct npu Temnepatypa 2°C no 8°C). Benubx pazmpaseHu U TPAaHCIIOPTHPAHH B TEUHO
cherosiHue pu Temmeparypa ot 2°C no 8°C, pmakonure He TpsaOBa qa ce 3aMpa3sBaT MOBTOPHO, a 11a
ce cbxpaHsBat npu Temreparypa ot 2°C 1o 8°C 10 TIXHOTO H3MONI3BaHE.

6.5 Bwuxu chabpkaHue HA ONAKOBKATA

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

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

Bakcunara TpH6Ba Ja C€ IpUTOTBA U IMOCTABA OT 06yquH MCIUIHUHCKU CIICHUATIUCTH ITIPU CIIa3BAHC
Ha aCeNITHUYHU TCXHUKHU, 3a Jla C€ rapaHTUpa CTCPUIIHOCT Ha AUCIICpCHUATA.

Bakcunara e roroBa 3a yHOTpeGa CJICI pa3MpassBaHC.

Jla He ce paskiialia Win pa3pex/aa. 3aBbpTeTe JIEKo (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
npoOoKAaTe 3aMmymaikara Ha pa3JIHdYHO MSCTO BCEKH ITBT.

B®B BcekH (hrakoH ce ChbpIKa H3JHUIIBK, 32 J]a MOXKE Jla Ce rapaHTUpa A0CTaBsHeTo Ha 10 1031 1o
0,5 ml Bcsxka.

C pasmpazenu (hJIaKOHU U ITBJIHY CIPUHIIOBKY MOYXKE J1a ce pabOTH ITPH YCJIOBHS Ha CTAHO
OCBETJICHHUE.
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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 PASPEILIEHUETO 3A YIIOTPEBA

MODERNABIOTECHSPAIN, S.L.

CalleMonteEsquinza 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 OCBOBOXKIABAHE 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 3AABJI’KEHUE 3A U3ITBJIHEHUE HA

MEPKU CJIE/]]l PASPEIIABAHE 3A YIIOTPEBA IO/
YCJIOBHUE
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A.  NPOU3BOIUTEJ HA BUOJIOI'MYHO AKTHUBHOTO BEIHECTBO U
INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTHUIN

HMe u agpec Ha IPOU3BOAUTEIS Ha OMOJIOTUYHO AKTUBHOTO BCIICCTBO

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
CAIL]

HMMe 1 aipec Ha IPOU3BOAUTENSL, OTTOBOPEH 32 OCBOOOXKIaBaHE HA MAPTHUINTE

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 oruen Ha AeKJIapupaHaTa CIENTHOCT, CBhP3aHa C O0IMECTBEHOTO 3/paBe OT MEXKIYHAPOIHO
3HauYeHHe, U 3a JIa C€ OCUTYPHU PaHHA JIOCTaBKa, TO3M JIEKAPCTBEH MPOAYKT € MPEJAMET Ha OTPaHHIEHO
BBB BPEMETO M3KIIIOUCHUE, KOETO JJaBa BE3MOXKHOCT JIa CE MPHUEMAaT KOHTPOIHUTE aHAJIN3H Ha
MapTUANTE, IPOBEACHU B pErHCTPUPaH(1) IEHTHP(0BE), KOUTO ce HAMHUpAT B TpeTa cTpaHa. ToBa
W3KIIIOUeHHE TpecTaBa aa 0b/e BamuaHo Ha 31 romu 2022 1. 3meiaHeHneTo Ha yCIIoBusATa 32 0a3upaH
B EC xoHTpON Ha mapTuauTe, BKIOYUTEITHO HEOOXOAUMHUTE POMEHH B YCJIOBHUATA HA Pa3pelICHHETO
3a ynorpeba, TpsOBa 1a ObaaT 3aBbpiiieHH Hal-KbCHO Ha 31 1o 2022 1. B ChOTBETCTBHE ChC
ChITIACYBaHUS IUIAH 32 TOBA MPEXBHPIISIHE HA aHAIH3A.

b. YCJOBUS NN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITYCKa MO JISKAPCKO MPENNCaHuE.
O¢unnanno ocBodoKkIaBaHe HA MAPTUAHT

CworitacHo wi. 114 ot Iupextusa 2001/83/EO oduimaaHoTo 0cCBOOOKIaBaHE HA TTAPTHINUTE CE
U3BBPIIBA OT JIbp)KaBHA JJAOOPATOPHS HITH JTaO0paTOPHsl, OIPE/Ie/iCHa 3a Ta3H IeJl.
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B. JPYI'M YCJIOBUSA U UBNCKBAHUSA HA PASPEIIEHUETO 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 crucwk), npensuaeH B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO, 1 BB BCUUKH CJeIBAIH aKTyalln3alliH, yOINKyBaHHA Ha
EBPOIICHCKHUS yeOTopTal 3a JIEKapCTBa.

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

.  YCJI0OBuUs UJin OrPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TPOAYKT

ILnan 3a ynpasijenue Ha pucka (ITYP)

[TpurexarensaT Ha pa3perienneTo 3a ynotpeda ([IPY) tpsdBa na n3BbpIBa N3NCKBAHHUTE
JEHHOCTH U ACHCTBHS, CBBP3aHHU C NIPOCIICASIBAHE HA JIEKAPCTBEHATa 0€3011acHOCT, 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 MOMCKBaHe OT EBpomelickaTa areHIus 0 JeKapcTBara;

° BUHArM, KOTaTo ce U3MEHS CHCTEMaTa 3a yIpaBJICHUE Ha PUCKa, 0COOCHO B PE3y/ITaT Ha
MoJTyyaBaHe Ha HOBa MH(OpPMAITHUs, KOSATO MOXKE Ja JOBE/IE JI0 3HAUMMU IPOMEHHU B
CHOTHOIIIEHUETO ITOJI3a/PUCK, WITH CIIE/ JOCTUTaHE Ha BayKeH eTall (BB BPH3Ka C MPOCIeIsIBaHe
Ha JIeKapCTBeHaTa 0€30MaCHOCT HMITH CBEXKIaHE HA PUCKA 1O MUHUMYM).

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
omnpenenenus cpok [IPY TpsOBa na M3MbIHM ClIEIHUTE MEPKU:

Onucanue Cpox

3a J1a ce 3aBBPIIN XapaKTEPU3UPAHETO HA IPOU3BOICTBEHUTE MIPOLIECH 3a 31 romu 2021 r.
aKTHBHOTO BEIIECTBO U TOTOBUS NPOAYKT, [IPY TpsOBa na npenocraBu
JOTBITHUTEIHH JAHHU.

3a J1a ce MOTBBP/M CTAOMIIHOCTTA HA TIPOM3BO/ICTBEHHUS IPOLIEC 38 AKTUBHOTO | 15 noemspu 2021 .
BEIIECTBO M TOTOBUS MPOIYKT (HAYaIHU U Kpaitau erann), [IPY TpsOBa ga
MIPEIOCTaBH AOMBJIHUTENIHN TaHHHU 32 CPABHUMOCT ¥ BaJIMUPAHE.

3a 1a ce ocUrypu IOCTOSTHHO KauecTBO Ha npoaykra, [IPY tps6Ba na 15 romm 2021 1.
NPEIOCTaBU AOMBIHUTETHA HHPOPMAIH 32 CTAOMITHOCTTa Ha aKTUBHOTO
BEIIECTBO M FOTOBUS MPOJIYKT, KAKTO H Jia Tperie/a crenuuKaniuuTe Ha
AKTHBHOTO BEIIECTBO U TOTOBHA MPOAYKT CIIE]l HATPYIIBaHE Ha [10-HATATHIIECH
MIPOM3BOICTBEH OTIHT.

3a ma ce MOTBBPAAT epuKacHOCTTa U Oe3omacHocTTa Ha Spikevax, TIPY Hexemspu 2022 1.
TpsiOBa Jia MPEICTaBU OKOHYATEITHHS JOKIA]] OT KIHHUIHOTO MPOYYBAHE 32
PaHIOMU3UPAHOTO, TIAIe00-KOHTPOIUPAHO, 3aCIICTICHO 32 HAOr0IaTels
npoyuBane MRNA-1273-P301.
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Onucanue Cpox

3a f1a ce MOTBBPAT eUKacHOCTTa U Oe3omacHocTTa Ha Spikevax, TIPY 30 centemBpu 2022 r.
TpsiOBa Jia MPE/ICTABA OKOHYATEITHHS JOKIA]] OT KIHHUYHOTO MPOYYBaHE 32
PaHIOMHU3UPAHOTO, IUIAIc00-KOHTPOJIUPAHO, 3aCIICIICHO 3a HAOIF01aTes
npoyuBane MRNA-1273-P203, BKIIOUATEIHO BIHUS JIOKJIA] OT OHOaHAIH3A.
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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 CbADBPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Spikevax MHKEKITHOHHA AUCIIEPCHST
uPHK Bakcuna cpenry COVID-19 (aykieo3unno MoguduIupana)

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

Beekn MHOr0om030B (hitakoH cbabpika 10 mos3u (0,5 ml Besika).

3.  CHOUCHK HA HOMOUIHUTE BEILECTBA

IMomomawm Bemecta: aumug SM-102, xonecrepodn, 1,2-mucteaponn-sn-riautepo-3-dochoxonnx
(DSPC), 1,2-mumuprcTon-rac-raunepo-3-mMetTokcunonuetieH raukoia-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXIJIOPHI, OLIETHA KHCEINHA, HATPHEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIa 32 MHYKEKIIIH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKuoHHa JucnepcHst
10 MHOT0/1030BH (pr1akOHA

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

HHTpaMyCcKyIHO MPUIIOKEHHE.
[Ipenun ynorpeba npoyereTe IMCTOBKATA.

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 JIEITA

ﬂa CC CbXpaHsABa Ha MACTO, HCJOCTBHIIHO 3a [ICIIa.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

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 TOHOCT CJIEA TBPBOTO OTBAPSHE U 32 AOMBIHUTEIHA
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 MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

I/ISXB’BpJ'ICTC B CBbOTBCTCTBUEC C MCCTHUTC N3HCKBAHUA.

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

MODERNA BIOTECH SPAIN, S.L.
CalleMonteEsquinza, 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.  YKA3AHMS 3A YIOTPEBA

| 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

JIByn3MepeH 0apKoJI ¢ BKJIFOYEH YHUKAJICH HACHTH()HUKATOD.

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

PC
SN

22



NN

23



MUHHUMYM JJAHHH, KOUTO TPABBA JIA CBbABPKAT MAJIKUTE EJUHNYHA
I'bPBUYHH 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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JlncroBka: undopmanusi 3a NoTpeduTENA

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 HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, TToNMTaiTe Bamms nekap, papmaneBT uin
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 OMAKOBKATa M JOIIBIHUTEIHA HH(OPMAIIHS

1. Kaxkso npeacraBiasBa Spikevax u 3a KakBo ce H3M0JI3Ba

Spikevax e BakcuHa, u3noi3sana 3a npezamnassane or COVID-19, npuunnssan ot SARS-CoV-2. Ts ce
npuiiara Ha B3pacTHU U Jiena Ha 12 v moBede rouHu. AKTUBHOTO BEIIECTBO B Spikevax e
napopmarmonna PHK (uPHK), kogupama 1. Hap. ,,munoB* nporend 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 neiicTBa BakcuHaTa

Spikevax cTUMynHpa eCTECTBCHHUTE 3allUTH Ha OpraHu3ma (MMyHHaTa cuctemMa). BakcuHaTa jeiicTra,
KaTo Kapa opraHn3Ma Jia Mpou3BexkKa 3aIuTa (AaHTUTENIA) CPEILy BUPYCa, KONTO MPUYUHSIBA
COVID-19. Spikevax u3mo;3Ba BEIIECTBO, HapeueHa HH(OPMaIMOHHA pUOOHYKIIEHHOBA KUCETHuHa (1
PHK), 3a 1a npenece uHdopMarus, KosITo KISTKUTE B OpraHW3Ma MOTaT Jia U3MOJ3BaT 32 00pasyBaHe
HAIITUTIOB TIPOTEHH, KOWTO ChHIIO € U Ha Bupyca. Clie1 TOBa KIETKUTE U3pabOTBAT aHTUTEIIA CPEIILY
IIMITOBHS TIPOTEUH, KOWTO Jia TOMOTHAT 3a OTOIhCKBaHe Ha BHpyca. ToBa Ie IMOMOTHE 3a 3aIuraTa
Bu cpemry COVID-19.

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

Bakcunarta He Tpsi0Ba Aa ce MPUJIara, ako cTe aJepru4Hu KbM aKTUBHOTO BEUIECTBO MIIK KbM
HSIKOSI OT OCTAHAJIUTE ChCTABKHU Ha TOBA JIEKApCTBO (M30poeHH B TouKa 6).
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IpenynpeskneHust U MpeanasHu MePKH
T'oBopere ¢ Bamus sekap, papMmaiieBT Wik MEIUIIMHCKA CECTpa, npean Aa Bu Obe noctaBeHa
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 cj1aba 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 HHQEKIIsI Ha TOPHATE TUXATETHH THTHINA, T000HA Ha TPOCTY/Ia.

- UMare HAKaKBO CEPHO3HO 3a00IIsBaHe

- M3OUTBaTe TPEBOXKHOCT, CBHP3aHa C MOCTABSIHE HA MHKEKIIUH.

Cunien BakcuHanus ¢ Spikevax ca cboOILEHH MHOTO PEIKH CITydad Ha MHOKAapIUT (Bb3MaJICHUE Ha
CBHPJEYHUS MYCKYI) U IIEPUKApIUT (BB3MaJeHHe Ha BHHITHATA 00BHUBKA Ha CHPIEeTo). CiyyanTte
HACTHIIBAT PEIMMHO B PAMKUTE Ha JBE CEAMUIIM CJIe]] BAKCHHALIHS, I0-9ECTO CJIE/l BTOpaTa BaKCHHA
¥ [10-9€CTO MPH Mo-Mia i Mbxke. Clier BakcHHaIus TpsiOBa 1a Obaere OMUTENHY 3a IPH3HAIM Ha
MHUOKapIUT U TIEPUKAPANT, HATIPUMEp 3a1lyX, ChbplieOneHe Wi 00JKa B 'bPANTE, U TPAOBa HE3a0aBHO
Ja NOTbPCUTE MCIUIIMHCKA ITIOMOII], aKO TC HACTBIIAT.

AKo HSIKOE OT H30pPOEHUTE MO-TOpe ce OTHACA 3a Bac (uim He cTe curypHm), roBopete ¢ Bamms jgexap,
(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, KOWUTO 5 IOJTy4aBat, ¥ HE € U3BECTHO KOJIKO JIBJITO IIe ObJeTe 3aIlUTCHU.

Jeua
Spikevax He ce npernopbuBa npu Jena mo 1 12-rouimHa Bb3pacT.

JApyru nexkapcrBa u Spikevax

TpsbBa na kaxere Ha Baims nexap wii GapManesT, ako pueMare, HACKOPO CTe MPUEMATTH WU €

BB3MOJKHO JIa 3allOYHETE Jla MpUeMare APYyru JiekapcTa. Spikevax Moxe Jia MOBJKsIe Ha HAuMHa Ha
JICHCTBYE Ha IPYTH JISKAPCTBA, KAKTO M JPYTH JICKAPCTBA MOT'aT Ja OKaKaT BJIMSIHHUE HAa HAYWHA, 10
KoHTO AeiictBa Spikevax.

HNmyHOKOMIIpOMETHPAHH JIHI[A

AKXO cTe IMyHOKOMITPOMETHPAHH, MOYKE J1a MOJTyduTe Tpeta no3a Spikevax. Bs3amokHO € Bce mak
TperaTa 71032 Jia He OCUTypH mbyieH uMyHuTeT cperry COVID-19 npu ”MyHOKOMIIPOMETHPAHH JIUIA U
01 TpsAOBAJIO Jla MPOBIDKHUTE Ja Clia3Bare (PU3NYECKH MPEINa3Hu MEPKH, 3a J1a CIOMOTHETE 3a
npenorpatsiBaneTo Ha COVID-19. Ocsen ToBa Oiu3kute Bu KOHTaKTHHM JiHIIa TPsIOBa 1a ObaaT
ChOTBETHO BakcuHUpaHu. OOChAeTe MOAXOASIIUTE WHANBHUTyaTHU IPENOPBKH ¢ Bammus nekap.

BpemMeHHOCT M KbpMeHe

AKko cTe OpeMeHHa MM KbPMHUTE, CMSTATe, Y€ MOXKeE Jla CTe OpeMEeHHa WJIH TUTaHUupaTe OpEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap, MeMIMHCKA cecTpa WM GpapMaleBT Mpeau aa Obaere
BaKCHHHPAHH.

Hlopupane u padora ¢ MAILIUHU

He modupaiite u He paboTeTe ¢ MallIMHK, aKO HE Ce YyBCTBATE J00peE ciie]] BAKCUHAIIMSATA.
M3uakaiiTe, TOKaTO BCAKAKBY €(hEKTH OT BAKCHHATA OTIIYMST, IIPEIH Ja modupaTe Wik paboTUTe ¢
MalIuHU.

Spikevax cbabp:xa HaTpHii

Spikevax chabpika mo-manko ot 1 mmol (23 mg) Hatpwuii Ha 103a , T.€. MOXKE JIa ce Kaxe, 4e Ha
MIPaKTHKa ,,HE CHIbpPKa HATPUH™.
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3. Kak ce npuiara Spikevax

Spikevax me Bu 0b1e mocraBena nox ¢popmara Ha ase umkekun no 0,5 ml. Ilpenopwusa ce Bropara
71032 1a ce MPUIIOXKH 28 JTHU Clie]l TbpBAaTa /1033, 3a JIa Ce 3aBbPIIN Kypca Ha BAaKCHHALIHS.

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

- AKo nponycHeTe IJIaHUPaHO MOCeIIeHNe, Hacpo4eTe qpyra BU3KTa npu Bammms nekap,
(bapmaneBT WM MEAULIMHCKA CECTPA BB3MOXKHO Hal-CKOPO.

- AKO npomycHeTe IJIaHupaHa WHXXEKIIHSI, MOKE /1a HE CT€ HAITbJIHO 3aIlUTEHHU CpeIy
COVID-19.

AXo0 cTe IMyHOKOMITPOMETHPAHH, TpeTa 103a 0T SPikevax Moxe Ja moyy4uTe Haii-mManko 1 mMecery
clie]] BTopaTa 103a.

Bamusr sniekap, ¢papmManeBT WM MEAUIUHCKA CECTPa 1€ MHXEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHa MHXKEKIIKS) B TOpHATa 4acT Ha pbKkara Bu.

Cuient BCsika MHKEKIMS Ha BakcuHaTa Bammst exap, papMarneBT win MEAUIMHCKA cecTpa e Bu
HaOIroaBaT 3a OKOJIO 15 MMHYTH 3a IPU3HAIM Ha aJepPTUYHA PEaKIIHs.

AKO MaTe HIKAaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yoTpedara Ha Ta3u BaKCHHA, IOMUTANTE
Bammst nexap, ¢papmaineBT Hil MEAUIIMHCKA CeCTpa.

4. Bb3MOKHH HeKeJTaHU PeaKIuu

KakTo Bcuuku JICKApCTBA, Ta3 BaKCHMHA MOXE 1a NPCAU3BHUKA HEKCIIAaHU PCAKIINU, BBIIPEKH Y€ HE
BCCKH I' TIOJTy4aBa.

[MoTbpceTe cnenIHa MeIUIIMHCKA TIOMOII, aKO TIOIYYUTE HAKOW OT CIIEJHUTE MPU3HAIM U CHMIITOMH
Ha QJIEPrUYHA PEaKIUs:

- ycellaHe Ha MPUJIONIaBaHe WM 3aMastHOCT;

- TIPOMEHH B ChPICUHHS PUTHM;

- 3a1yX;

- XpHUIIOBE;

- TIOJyBaHE Ha YCTHUTE, JIMIIETO WIH I'bPIIOTO;

- YPTHKapHs WK O0pUB;

- TaJieHe WM NOBPBILAHE;

- cTomaiHa OoJKa.

FOBOpeTC ¢ Bamus JICKAp, aKO IMOJYYUTC HAKAKBU APYTr'U HECXKCIIAHU PCAKIUU.. Te morar Ja BKJIIO4YBarT:

MHoro 4yectn (Moxe 11a 3acerHat nosede oT 1 Ha 10 mgymm):
- moayBaHe/00JIE3HEHOCT B 00J1aCTTa HA TIOIMUIITHUTIATA
- TyaBobOome
- rajeHe
- TOBPBIIAHE
- MyCKyJHa 00Jika, O0JIKH B CTAaBUTE U CKOBAHOCT
- 0oJIKa WM TIOIyBaHE HA MSCTOTO HA MH)KEKTHUPAHE
- ycelllaHe Ha CHJIHA yMOpa
- BTpHUCaHE
- TOBHUILEHA TEMIIEPATYpPa

Yectu (Moxe aa 3acerHar j0 1 Ha 10 gymn):
- o0pus,
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- o0pwuB, 3auepBsIBAHE WM YPTUKAPHS HA MACTOTO HA HHXKEKTUPaHe (HAKOU OT KOUTO MOXeE Ja
Ce TIOSIBAT U3BECTHO BpeMe Ciie]l MHKEKTHPAHETO)

Heuectn(moxe na 3acernar no 1 va 100 xymm):
- chpOex Ha MACTOTO HAa MHXKEKTHpaHe

Penxn (Moxe na 3acernar no 1 va 1000 myrum)
- BPEMEHHO YBHCBaHE Ha €/IHAaTa CTpaHa Ha JHIeTo (mapanu3a Ha ber)
- MOjyBaHE Ha JHIETO (MOyBaHEe Ha JHUIETO MOXKE JIa Ce TOSIBU MMPH MAUESHTH, KOUTO Ca UMAITH
KO3METHYHH WHKEKIUH B JIUIIETO. )
- 3aMasiHOCT
- HaMaJICHO yCeIl[aHe 3a OTUP WITH CETHBHOCT

C Heu3BeCTHA 4eCTOTA
- TEXKH aJICpPTUYHHU PeaKklHy ChC 3aTPYAHECHO AUIIaHe (aHAPUIAKCHS)
- peakuusi Ha IMyHHaTa CHCTEMa — IMOBHUIICHA YyBCTBUTEITHOCT WIIM HETIOHOCHMOCT
(CBPBXYyBCTBUTEITHOCT)
- BB3MAJICHUE HA CHPJCYHHS MYCKYJ (MHOKApINT) MM Bh3IaJeHHe Ha BHHIIHATA OOBUBKA Ha
ChbpLETO (IEPUKAPANT), KOETO MOXKeE J]a JOBEJE /10 3a1yX, ChbplicOMeHE HITH 00JIKa B I'bPIUTE.

Cho0maBaHe HA HesKeJAHH PeaKINu

AKO TOITyyHTe HSIKaKBU HEXEJIaH! peakluy, yBenroMmere Bamus nekap, papMareBT WM MEAULIIMHCKA
cectpa.ToBa BKIIFOUBA BCHYKU Bh3MOKHU HEONMCAHH B Ta3H JINCTOBKA HEXKEJIaHU peakiun. Moxere
CBIIO J1a ChOOIIUTE HEXKEIaHH PEaKIMy TUPEKTHO Ype3 HAllMOHATHATA CHCTEMa 3a ChOOIaBaHe,
nocoueHa B [Ipunoxxenue V. Karo crobmaBare HexkellaHU peakiiuy, MOXKeETe Jla aJieTe CBOs IIPHHOC
3a ToJTy4aBaHe Ha MOBede HH(OpMANUsI OTHOCHO 0€30MacHOCTTa Ha Ta3W BAaKCHHA.

5. Kak na coxpansiBate Spikevax
Jla ce cbxpaHsBa Ha MSICTO, HEAOCTBITHO 3 JIela.

He u3non3paiite Ta3u BakcuHa cJjie] CpoKa Ha T'OAHOCT, oTOeNs3aH BBPXY €THUKETA CJIC] ,,FOI[CH ,[[O“.
CpOK’BT Ha TOAHOCT OTTOBAaps HAa MOCJICAHNA JCH OT IMOCOYCHUA MCCCII.

HNndopmarnusira 3a cbXpaHeHHe, CPOK Ha TOJHOCT U ynoTpeba u pabota e onucaHa B paszena,
npeaHa3HavYeH 3a MEANLMHCKY CHEIUAIMCTH B Kpasi Ha JINCTOBKATA.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3AMUATA WIM B KOHTEHEPA 3a JOMAIIHU OTHAaAbIH.
[lommmratite Bamms dapMarieBT kKak Ja H3XBBLPIATE JIEKapCcTBaTa, KOUTO Bede He u3Ionspare. Te3u
MEpKH 1II€ CIOMOTHAT 3a Ola3BaHE Ha OKOJHAaTa cpeaa

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHoOpManust

Kaxkso cbabp:xa Spikevax

- Toa e MHOT0/1030B (hJIaKOH, KOUTO chabpika 10 g03u mo 0,5 ml.

- Enna no3a (0,5 ml) ceaspxa 100 mukporpama unpopmarmonsa PHK (nPHK) (BioxeHa B
nunuaHA Hanodactui SM-102)

- EnnoBepwxna 5’-kenupana napopmanuonsa PHK (uPHK), npousBenena ¢ u3mosi3BaHeTo Ha
Oe3kierTbuHa IN Vitro(uH BUTpo)Tpanckpunuus ot ckotBeTHUTe JTHK-MaTpunm, koxupaiu
BUpycHus munoB (S) nporenH Ha SARS-CoV-2.

- Jlpyrute cbcraBku ca munuaeH SM-102 (xenragekan-9-un 8-{(2-xunpoxcueTin)[6-okco-6-
(YHAEUMIIOKCH)XEKCHIT|aMHUHO } OKTaHOaT), XosecTepod, 1,2-aucreaponi-SN-riauko-3-¢pochoxonnH
(DSPC), 1,2-mumuprcroni-rac-riaunepo-3-meTokcunonuermieHrimkon-2000 (PEG2000 DMG),
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TPOMETaMOJI, TPOMETAMOJ XHIPOXJIOPU, OIIETHA KUCEINHA, HAaTPHUEB alleTaT TPUXHUIPAT,
3axapo3a, BOJa 32 MHKEKIINH.

Kak u3riie:kna Spikevax M KakBO ChABbP:KAa 0IAKOBKATA
Spikevax e 6sta 10 mouTH OsiTa AUICTIEpPCHSI, JOCTaBsSHA B CTHKJICH (DJIAKOH C KaydyKOBa 3aITylIaiKa ’
aTyMUHHEBa 0OKaTKa.

Bup onmakoBka: 10 MHOTO1030BH (pi1akoHa

IIpurekaTen Ha pa3pelIeHHETO 32 YOTpeda

MODERNABIOTECHSPAIN, S.L.
CalleMonte Esquinza 30

28010 Madrid

Hcnanus

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

28703, San Sebastian de los Reyes
Madrid

Ucnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®panrus 37260

3a nonbJIHUTETHA HHOPMAIIHS OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NPEICTaBUTEN HAa PUTEKATENSI Ha Pa3pelIeHHEeTO 3a yrnoTpeda.

Belgié/Belgique/Belgien
Tél/Tel: 3280038405

Buarapus
Ten.: 008002100471

Ceska republika
Tel: 800050719

Danmark
TIf: 80 83 01 53

Deutschland
Tel: 08001009632

Eesti
Tel: 8000032166

E\LGoa
TnA: 211199 3571

Espafia
Tel: 900031015

France
Tél: 0805543016

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



Hrvatska
Tel: 08009614

Ireland
Tel: 1800 851 200

island
Simi: 8004382

Italia
Tel: +39 800141758

Kvzpog
TnA:35780077065

Latvija
Tel: 37180005882

Romania
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenska republika
Tel: 421800105207

Suomi/Finland
Puh/Tel: 358800413854

Sverige
Tel: 020127022

United Kingdom (Northern Ireland)
Tel: 08000857562

JlaTa Ha NoCJIeTHO npepasriexaane Ha sucroskara {DDmonthYYY'Y}.

Ta3u BakcuHa € pa3pelieHa 3a ynorpeba o T. Hap. cxema ,,pa3penraBade moa yciosue™. Topa
03HayaBa, 4e 3a Ta3W BaKCHHA C€ OYAKBaT JOMBIHUTEIHU JaHHH.

EBponeiickaTa areHuus 1o JieKapcTBaTa I1e U3BbPILIBA IIPETJIe] Ha HoBaTa HH(OpMaNHys 3a BAKCHHATA
MOHE BEJIHBK TOMIIHO M Ta3U JIUCTOBKA ChOTBETHO IIIE CE aKTyalu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO YCTPOﬁCTBO, 3a [1a MMOJIYYHUTEC JIMCTOBKATA HA Pa3JIMIHA C3ULHU.

(=] et =]

L

-

Wnu nmocerere URL https://www.ModernaCovid19Global.com

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

Ta3u nucroBka e HannyHa Ha Bcuuku e3u Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JieKapcTBara.

ITocouenara mo-ao0ay I/IH(l)OpMalII/IH € MpeaHasHayeHa camMo 3a MEAUIHHCKH CIICEHHATUCTH:

IIpocneaumoct
3a fa ce moo0pH MPOCIEIUMOCTTa Ha OMOJIOIMYHUTE MEAMIIMHCKH MTPOAYKTH, MMETO U NAPTHIHHSIT

HOMEp Ha MpUJIaraHus MPOAYKT TPsOBa J1a ObJaT SICHO 3aIMCaHMU.
Spikevax TpsiOBa ja ce mpuiara oT 00y4eH METUIIMHCKY CIIEIHAJIHCT.

Bakcunara e roroBa 3a yHOTp€6a CJICH pa3dMpassaBaHC.
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Jla He ce paskiama Wi pa3Mpassipa.

®dnakonute che Spikevax ca MHOT01030BU. OT BCeKH MHOT0J1030B (DJIAKOH MOTAT J1a CE M3TETJISAT
necet (10) mo3u. [IpemoprunTtenno e ma mpoOokaaTe 3armymankaTa Ha pa3InIHO MSICTO BCEKH ITBT.

BbB Beeku (DJ1aKOH € BKIFOYEHO JOIBIHUTEHO KOJIMYECTBO, 3a JIa CE TapaHTHpPa, Y€ MOraT 1a ObaT
nocrtasenu 10 mos3u mo 0,5 ml.

C pasMpasCcHu q)ﬂaKOHI/I " II'bJIHU CIIPUHIIOBKH MOXKE Jia C€ pa6OTI/I Ipu yCJIOBUS Ha cTaiiHo
OCBCTJICHUC.

Spikevax TpsiOBa na ce npuiara xaro ase no3u ot 0,5 ml. IIpenoppunrenHo e Bropara 103a aa ce
MIPUJIOKU 28 THU CIIeA ITbpBaTa /103a.

KakTo nmpy BCHUYKM WHKEKIIMOHHN BAKCHHH, BUHATH TPSOBa J1a ©Ma TOTOBHOCT 3a TOAXO/AIIO
MeIULUHCKO JedeHUe U HaOIIoIeHHe B cilydail Ha aHaMIaKTUYHA PeaKIys cle]] IpUIaraie Ha
Spikevax. Jlumara Tpss6Ba 1a 6baaT HAOMIOJaBAaHU OT METUIIMHCKY CIISITUATNCT Hali-Manko 15 MuHyTH

clie]] BaKCUHAIIUATA.

Hsma maHHU 3a OlleHKa Ha MPHIOKEHUETO Ha Spikevax e JHOBPEMEHHO ¢ APYry BakCUHH. Spikevax He
TpsiOBa Jia ce cMecBa ¢ APYTM BAKCUHM WU JICKAPCTBEHU TPOYKTH B ChINlATa CIPUHIIOBKA.

Spikevax TpsiOBa J1a ce mpujara UHTPaMyCKYJIHO. 3a MPEANOYHUTAHE € JCATOBUIHUAT MYyCKYJI Ha
ropHara JacT Ha pbkarta. He mpusaraiite Ta3u BaKCHHA HHTPABCHO3HO MIIU TTOIKOXKHO.

HNndopmanust 0THOCHO cbXpaHeHUe U padoTa

CbxpaHeHMne BbB ppusep

ﬂa ce CbXpaHABa 3aMpa3eHa
npu Temneparypa ot
-25°C go -15°C.
Jla He ce coxpaHABa B cyx nief uni nop -50°C.

Ja ce CbxpaHAga B OPUIMHANHaTa onakoeka,
3a fja ce NPeAnazu OT CBETMHa.

Mpegu ynorpeba Bcekn ¢dnakoH fja ce pasmpasfBa

MaobpameHnaTa Ha GNakonW Ca camo € MNIDCTPATHEHA Lien

2vyaca v 30 MUHYTH B XNagnIHUK -

7 ral

14acnpw cTafiHa TeMnepaTyp
B %
= I.(r’ [ LY, =i |

oT 15° po 25°C

ot 2° po 8°C
(B pamKuTE Ha
30-pHeBHUA CPOK
Ha rogHocT Nnpn
TeMmneparypa
ot 2°C go 8°C)

OcTapere ¢nakoa Ha CTAHA TeMNepaTypa 3a 15 muuyTh,
NMpeAn ga ro NpWIokKNTe
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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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