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
HE)KeJIaH! PeaKIH BIDKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Spikevax HHKEKIIMOHHA TUCTICPCHS

uPHK Bakcuna cpernry COVID-19 (aykieo3unno Mogudunupana)

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

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

Enna no3a (0,5 ml) ceaspxa 100 mukporpama unpopmarnmonna PHK (1PHK) (sximouena 8 SM-102
JIMITUAHU HaHO‘IaCTI/IHI/I).

EnnoBepmwkHa, 5’-kenmnpana napopmarronHa PHK (nPHK), mpousBenena ¢ n3non3Banero Ha
Oe3kieTpuHa iN Vitro Tpanckpunnus ot cbotBeTHUTE JJHK-MaTpHim, koaupaiia BUpycHHs IIHAIOB (S)

npotend Ha SARS-CoV-2.

3a IBIHUA CIINCHK HAa ITOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
NHxxexkunoHHa Tucnepeus

Bsuta 1o nouru 6stna aucniepeust (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHN
4.1 TepaneBTUYHU MOKA3AHUSA

Spikevax e mpeiHa3HaueHa 3a akTHBHA MMyHH3a1us 3a npesenius Ha COVID-19, npuunHeH oT
SARS-CoV-2, nipu sinnia Ha 18 1 rioBeYe rouHM.

YHOTpe6aTa Ha Ta3u BaKCHMHa TpH6Ba Ja 6’L,I[e B CbOTBCTCTBHUC C O(bPILII/IaJ'IHI/ITe MMPCIOPBKHU.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

2 !031/1[ )OBKa

Jluya na 18 u nogeue 200unu
Spikevax ce npunara kato kypc ot ase ao3u (0,5 ml Besika). [Ipenopwusa ce Bropara 103a Jia ce
MpUIIOKM 28 THU clies TbpBata 103a (BX. Touku 4.4 u 5.1).

JluriceaT JaHHU 3a B3anMo3aMeHseMocT Ha Spikevax c¢ mpyru Bakcunu cpenry COVID-19, 3a ma ce
3aBBPINU KYpChT HA BakCUHAIMs. JIuiiaTa, KOMTO ca MOMy4YH/IH ITbpBaTa f03a Ha Spikevax, TpsoBa 1a
noJtydar BToparta j103a ot Spikevax, 3a na ce 3aBbpIiii KypChT Ha BAKCHHAIIHSL.



Ileduampuuna nonyrayus
BesomacuocTTa 1 ehukacHoCTTa Ha SPiKeVax mmpH Jela M IOHOIIN Ha Bb3pacT oA 18 romuHu Bee olme
HE ca yCTaHOBEHU. JIUIcBaT JaHHU.

Tonynayus 6 cmapuecka ev3pacm
He ce n3nckBa KopeKnus Ha f03aTa IPpH JIMIA B CTapUIECKa BB3pacT >65 TOIuHH.

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.

BakcuHara He TpsiOBa Ja ce cMecBa ¢ IpyTy BaKCHHU HWJIH JICKAPCTBEHHU MPOAYKTH B ChIATa
CIIPUHLIOBKA.

3a npeanasHu MEpKH, KOUTO TPSAOBaA Jla Ce B3eMar MPeIu MpUiaraHe Ha BakCUHATa, BUKTE Touka 4.4,
3a yka3aHusi OTHOCHO pa3MpassiBaHeTo, paboTaTa CbC M U3XBBPIITHETO HA BAKCHHATA BUKTE TOYKa 6.6.
4.3 TIpoTruBomoka3aHus

CBpPBXUIyBCTBUTEIHOCT KbM aKTHBHOTO BEILIECTBO 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 OMOJIOTHYHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MMAPTHIHUAT
HOMEp Ha MPHJIOKEHUS MPOIYKT TPSIOBA SCHO Jia Ce 3allucBaT

CBpBbXYYBCTBUTEIHOCT U aHa(MIAKCHUS

Nma cpobuienus 3a anagunakcus. Bunaru TpsiOBa ja iMa Ha Pa3noioKeHUE MOIX0 IS0
MEIMIIMHCKO JISYCHNEe U HaOIII0IeHUe B CIy4ail Ha aHa(UIaKTUYHA peaklys Ciie]] MPUIOKEeHNEe Ha
BakcHuHaTa. [IpenmoppruBa ce BHUMATEITHO HAOIIOIeHHE B IPOAB/DKEHUE Ha Hall-ManKko 15 MUHYTH ciief
BaKCHHalusATa. Bropara 103a Ha BakCMHATa He TPSOBa Ja ce MOCTaBs Ha OHE3HU, KOUTO Ca MOTYIHIIN
aHaduIakcus npu mbpBara J03a Ha Spikevax.

Peakium, cBbp3aHH C TPEBOKHOCT

Peaknyn, cBbp3aHU C TPEBOKHOCT, BKIFOUUTEITHO BA30BATATHH PEAKIIMH (CHHKOI ), XHITIEPBEHTIIIAIIS
WJIM TaKWBa, CBBP3aHU ChC CTPEC, MOTAT J1a Ce TIOSIBAT BHB BPH3Ka ¢ BAKCHHAITUATA KATO TICKXOTCHEH
OTTOBOP KbM MHXKEKTHPAHETO ¢ UJIa. BayKHO € 11a ce B3eMar mpeamna3Hd MEpKH, 3a J1a ce n3berHe
HapaHsBaHE TIPU MPHUJIOIIABAHE.

CpIbTCTBAIIO 3200IIBaHE

Bakcunanmsra TpsOBa 1a ce OTJIOKHU NPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHITHO 3a00IsIBaHe
unu octpa uHdekiws. Hammurero Ha eka nH(EKINS W/WIK JIEKO TIOBHIIICHA TeMIIepaTypa He TpsiOBa
1a 3a0aBs1 BAKCHUHALMSTA.



TpoMOOIUTONCHUS ¥ HAPYIIICHUS Ha KPhbBOCHCUPBAHETO

KakTo npu Apyru MHTpaMyCKYJIHU MHXKEKIIUY, BAKCUHATA TPIOBa Jia Ce MpUiara BHUMATEIHO MPU
JIUIIa Ha aHTHKOATYJIAaHTHA TePaIsl UM TaKKBa C TPOMOOIIMTOTICHHS WIH HAKAKBO HAPYIICHUE HA
KPBBOCHCUPBAHETO (HapuMep XeMOpIINs), Thil KaTo IPH TE3H JUIAa MOXKE Ja C€ TIOSBU KbPBEHE HIIH
o0Opa3yBaHe Ha CHHUHU CIIel HTHTPaMyCKYJTHOTO MIPHIIOKEHHE.

MyHOKOMIIpOMETHPAHY JIAIA

EduxacHoctTa, 6€301acHOCTTa U UMYHOTEHHOCTTA Ha BAKCHHATA HE Ca OL[CHEHH MIPH
UMYHOKOMITIPOMETHPAHH JIUIIA, BKJIOYUTEITHO TAKUBA, IOJy4YaBalld UMYHOCYIIPECUBHA Teparusl.
EdukacHoctTa Ha BakcuHara cpeiry Spikevax moxe 1a 0b/e mo-HUCKa IIPH HMYHOCYTIPECUPAHU
JIIa.

I[IpoaBIDKUTEIHOCT Ha 3alllATaTa

HpOI[’bH)I(I/ITeJIHOCTTa Ha oCUurype€Harta OT BaKCHMHATa 3aluTa € HCU3BECTHA, THH KaTo TS BCE OIIIE Ce
YCTaHOBsABA OT TEKYIIH KIMHUYHU U3IIUTBAHUA.

OrpannyeHus Ha e)eKTUBHOCTTA HA BAKCUHATA

Jlumara moyxe ma He OBAT HAITBIHO 3alIUTEHU 10 14-us JI€H cieq mocTaBsiHe Ha BToparta jno3a. Kakro
NPY BCUYKU BaKCHUHHU, BaKCHHAIIMATA ChC SPikevax Moxe 1a He OCHTypH 3alluTa Ha BCUUKU
pCHI/IHI/ICHTI/I Ha BaKCHHAaTa.

IToMoIIHM BENIECTBA C M3BECTHO JIEUCTBUE

Hampuui

Ta3u BakcuHa chIabpka Mmo-Manko ot 1 mmol Hatpwuit (23 mg) Ha 0,5 ml 1o3a, T.€. MOXKe Ja ce Kaxe,
Ye Ha MPAKTHKa HE ChIIbPKa HATPHMA.

45 B3aumoaeiicTBHE ¢ IPYTHU JeKAPCTBEHH MPOAYKTH M APYTrH (JOpMH HA B3aUMoO/eiicTBHE
He ca npoBexpanu npoy4yBaHusi 32 B3aUMOJICHCTBUATA.

He e npoy4BaHO ChIIBTCTBANIOTO MPHIOKEHHE HA SPikevax ¢ Apyru BakCHHH.

4.6 @epTHIAUTET, OPEMEHHOCT U KbpMeHe

BpemeHHocT

HMa orpaHuveH OMUT ¢ M3MOoJI3BaHeTo Ha Spikevax mpu 6peMeHHu sxeHu. [IpoyuBaHus Mpy KUBOTHU
HE MMOKa3BaT MPEKU WK HENPEKU BpeHU ePEeKTH, CBhP3aHU ¢ OPEMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAXKIAHETO MITH MIOCTHATATHOTO pa3BuTHE (BXK. Touka 5.3).
Ipunoxenneto Ha Spikevax mo Bpeme Ha GPEMEHHOCT TPsIOBa J1a ce OOMHCIISI caMO KOraTto
MOTEHIIMATHUTE TOI3U HAJIXBBPJIAT BCIKAKBH MMOTECHIIMATHN PUCKOBE 3a MaiikaTa u deTyca.

Kwpmene

He e usBectHO mamu Spikevax ce ekckpeTrpa B KbpMarTa.

DepTUnuTer

[Ipoy4BaHus Py KUBOTHH HE IMOKA3BaT IMIPEKH UK HEMIPEKU BPEIHH €()EKTH, CBBP3aHH C
PENPOTYKTHBHA TOKCHIHOCT (BXK. TOUKaA 5.3).

4.7 EdexTu BbpPXy cIOCOOHOCTTA 32 modupaHe u padoTa ¢ MAIIMHHA



Spikevax He moBIHABa WK TOBJIHABA IPEHEOPEKMMO CIIOCOOHOCTTA 3a modupaHe u paboTa ¢
Mmarmuau. Hsikon oT eekTuTe, MocovyeHu B Touka 4.8, MoraT Bce Mak BPEMEHHO J1a MOBJIUAAT Ha
CIOCOOHOCTTA 3a MIO(UpPaHe WK paboTa C MAITHUHH.

4.8 Hexenanu JJeKApCTBEeHH peaKuu

O060061eHMEe Ha podria Ha OE30I1aCHOCT

besomacHocTTa Ha Spikevax e olieHeHa B TEKyIIO paHAOMU3UPAHO, TUIAIe00-KOHTPOIUPAHO,
3acJIeTeHO 3a HaOronaTels KiuHnuHO n3nutBane ®asa 3, mposexaiio ce B CAIll, Bkimrousanio

30 351 yuacTHUIM HA BB3pacT 18 1 MOBeUYe rOAMHM, KOMTO ca MOTYUYHIN [IOHE eHa j103a oT Spikevax
(n=15 185) wnu mnane6o (N=15 166) (NCT04470427). [1o Bpeme Ha BaKCHHALMSTA CPEAHATA BH3PACT
Ha nomyJarusTa ¢ 52 ronuau (quamnas3oH ot 18 mo 95); 22 831 (75,2%) OT y4acTHUIIMTE ca Ha Bb3pacT
ot 18 o 64 rogunu u 7 520 (24,8%) oT y4acTHULIUTE ca Ha Bb3pacT 65 1 moBede TOANHH.

Haii-yecto cpo011aBaHuTE HEXKENIAaHU Peakluy ca 00Jika Ha MACTOTO Ha HHXeKTupane (92%), ymopa
(70%), rmaBo6onue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTprcane

(45,4%), ranene/noBpbinane (23%), akcuaapHo noaysane/6onesneHoct (19,8%), tpecka (15,5%),
MoJlyBaHe Ha MsCTOTO Ha uHxektupane (14,7%) u 3auepssaBane (10%). Hexxenanure peakuuu
O6I/IKHOBCHO Ca JICKH WJIN YMEPCHHU IO UHTCH3UTCT U OTIIYMABAT 3a HAKOJIKO JHU CJICA BaKCUHAILUATA.
Marnko mo-HHCKa 4ecToTa Ha ChOMTHS Ha PEaKTOT€HHOCT Ce CBhP3Ba C MO-TOJIsIMa Bh3PacT.

Kato 111510 HSIKOM HEXKEeNIaHHU PeaKIUU ce CPelaT Mo-4eCTO B MO-MIIaJUTE Bb3PACTOBH IPYIIH:
YecToTaTa Ha aKCHJIAPHO MOyBaHe/00JIe3HEHOCT, YMOPa,IIIaBo00INe, MHAITHS, apTPAJITHsl, BTPUCAHE,
ra/ieHe/TIOBpBhIIIaHe U MOBUIIIEHA TEMIIEPATypa € O-BICOKa MPH Xopa Ha BB3pacT ot 18 mo < 65
TOIMHU OTKOJIKOTO MPU Te3W Ha BB3pacT 65 roauHu U noseue. [lo-yecTo ce choOIaBat JIOKaTHN U
CHUCTEMHHU HEXXEJIaHW PEeaKIMU CIIe] 103a 2 OTKOJKOTO cies fo3a 1.

TabauyeH CIMCHK HA HEXETAHUTE PCaAKIINN

[TpodmrbT Ha Ge30MaCHOCT, IPEICTaBeH MO-0JIy, CE OCHOBaBa Ha JaHHHUTE, TeHEPUPAHH
B TUTa1ie00-KOHTpoNupano kiMHUYHO m3nuTBane npu 30 351 Bw3pactHU > 18 roguHm.

CT»O6I].I€HI/ITG HCXKCJIaHU pCaKIUU Ca I/I36pOeHI/I criopen cjiiejHaTa KOHBCHIUS 3a 4€CTOTA:

Muoro yectu (>1/10)

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

Heuectu (> 1/1000 no <1/100)

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

Mmuoro peaxu (<1/10 000)

C Hen3BeCcTHA 4eCTOTa (OT HAIMYHHUTE JTAHHU HE MOXe J1a ObJiec HalpaBeHa OICHKA)

B pamkuTe Ha BCSIKO TpynupaHe Mo YeCTOTa HEXKEJIAHUTE PEAKIIUU Ca MPEJICTABEHN B HU3XOJIAILL PET
110 OTHOLLIEHUE Ha CEPUO3HOCTTA.



CucTeMo-opraseH KJjac 1o
MedDRA

YecToTa

He:xesanm peaknuu

CHUCTEMA

Hapymenuss Ha KpbBTa M [MHOIO 4eCTH Ulnmbanenonatus™
niuMdHaTa cucrema

Hapymennsi Ha umyHHaTta  (C HEM3BECTHA YECTOTa IAHaMITaKCHS
cucremMa (CBPBX4yBCTBUTEITHOCT
Hapymenust Ha HepBHaTa  [MHOTO 4ecTH 'maBoGonue

CUCTEMA U CbeAMHUTE/JIHATA
TbhbKaH

Penku Octpa nepucdepHa nuieBa

mapamuza**

CToMAIIHO-YPEeBHU MHoro uectu ["ameHe/moBpBITaHE

HapyLIeHUs

Hapymenus Ha ko:xxkartau  [Hectu O6puB

MOJKOKHATA THKAH

Hapyumenus Ha MHoro uectu Muanrus

MYCKYJIHO-CKeJIeTHATA ApTpanrus

Ha MACTOTO HA MPUJIOKECHUE

OO0 HapymeHus u epekTn

MHoro yectu

boka Ha MCTOTO Ha MH)KEKTHUPaHe
'YMopa

Brpucane

[Mupexcust

[ToxyBaHe Ha MACTOTO Ha
MH)KEKTUpaHe

Uectu

Eputem Ha MsCTOTO Ha
MHXEKTHpPaHE

Y pTrKapus Ha MACTOTO Ha
MHKEKTUPaHE

(OOpHB Ha MSICTOTO Ha MH)KEKTUPaHE

Heuectn

[TpypuTyc Ha MACTOTO Ha
MHKEKTUPaHE

Penxu

**k*

[lomyBaHe Ha NHIIETO

*JIumdaneHonaTrs e Onila ycTaHOBEHa KaTo akCHJIapHa JTMM(aJeHOIIaTHs OT ChIljaTa CTpaHa Ha MACTOTO HA MHXKEKTHPAHe.
**B pamkuTe Ha IepHo/a Ha pocie/sBaHe Ha 0€30IacHOCTTa ce ChOoOIIaBa 3a ocTpa nepudepHa JIuieBa napainsa npu
TpUMa yYaCTHHUIIM B rpymnaTa Ha Spikevax u npu eAnH naluueHT B rpynara Ha riane6o. [TosiBata npy MalMeHTUTe B rpymaTa

Ha BaKCHHATa HacThIBa cied 22, 28 u 32 aHM cliel BAaKCHHAIMATA ¢ 103a 2 .

***]Ima 1Be CepHO3HH HE)KEeNIaHW CHOUTHS Ha IOIyBaHe Ha JIMIIETO IPH PEIUIIMEHTH Ha BAKCHHATA C aHAMHE3a 32
MHXEKTHpaHe Ha aepManHu Gpurbpu. [TosBata Ha MOyBaHETO € ChOOLIEHO CHOTBETHO | M 2 IHHM clie]] BAKCHHALIUATA.

PeaktorennocTTa 1 PoUIBT Ha 6€30MaCHOCT NpH 343 y4acTHUIM, moTydaBany Spikevax, kouTo ca
O ceporo3uTuBHY 32 SARS-C0OV-2 Ha U3X0JHO HUBO, € CHIIOCTABUMA C Ta3W Ha YYaCTHUIIH,
ceponeratuBHU 32 SARS-C0V-2 Ha U3X0AHO HUBO.

C'I:O6I]_IaBaHe Ha 11003 pPaHu HEXCJIaHW PCAKIINH

CpoO11aBaHeTo Ha T0I03UPAHH HEXKEIAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnoTpeda Ha JIeKapCTBeHUsI
OPOIYKT € BaxkHO. ToBa M03BOJIsIBA J1a MPOABIDKUA HAOIOICHUETO HA ChOTHOIICHHETO T0JI3a/PUCK 32
JICKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIICIUATICTH CE U3MCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HEeXellaHa Peakiys Ype3 HAIMOHAIHA CHCTeMa 3a ChoOIaBaHe, MocoveHa B

H[)I/IHO)KCHI/Ie Vu Jla BKIIFOYaT NapTUACH HOMEDP, aKO € HAJIMYCH.

4.9 Ilpeno3upane

He ca cpo0rienu ciyvan Ha ipeo3upaHe.



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

B cnyuaii Ha ipeo3upaHe ce mpernopbuBa MPOCIeIBaHe Ha KU3HEHUTE (QYHKITUN U BH3MOXKHO
CUMITOMATHYHO JICUCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®dapmakoguHAMUYHH CBOCTBA
®dapMakoTepaneBTHYHA TpyMa: BakcuHU, npyru BupycHu Bakcuan, ATC xox: J07BX03

MexaHu3bM Ha ACHCTBUE

Spikevax cpappixa nPHK, BritroueHa B munuaau HaHouacTunn. nPHK komupa meIHOBEPIDKEH [IIMITOB
npotend Ha SARS-CoV-2, moauduuupan ¢ 2 npoJMHOBY 3aMECTBaHUS B 00J1aCTTa HA XENTaAHOTO
noBtopenue 1 (S-2P), 3a cTabunu3upaHe Ha MIUMOBHSI IPOTEWH B nipedy3rnoHHa koHdopmarms. Crexn
MHTPaMYyCKYJTHA MHXEKIHS KJIETKUTE HAa MSICTOTO Ha MH)KEKTUPAHE U APCHUPAIINTE TUM(HU Bb3IH
1oeMar JMIIMAHUTE HAaHOYACTULH, KaTo edekTuBHO nocTaBaT MPHK cexBeHnusaTa B kneTkure 3a
TpaHchanus BbB BUpyceH npoteuH. JlocraBenata n”PHK He HaBnu3a B KJI€THYHOTO AP0 U HE
B3aUMOJIEHCTBA C TEHOMA, HE CE PEIUIMKUPA U C€ EKCIIPECUPa BPEMEHHO OCHOBHO B JICHAPUTHH KIETKU
u Makpodaru B cyOkancyiaapHuTe cuHycu. ExcripecupanusiT, cBbp3aH ¢ MeMOpaHaTa IMIUIOB IPOTENH
Ha SARS-CoV-2 ce pa3no3HaBa ciiel] ToBa OT UMYHHUTE KJIETKH KaTO 4yKJ aHTHreH. ToBa
Npean3BUKBa KakTo T-KJIeThYCH, Taka U B-kieThueH 0TroBop ¢ 00pa3yBaHe Ha HEyTpaIH3Upalln
aHTHUTENa, KOETO MOJXKe J1a JonprHece 3a 3amuTaTa cpenry COVID-19.

Knunnyna eukacHocT

PannomusnpanoTo, miane0o-KOHTPOINPAHO, 3aCJICTIEHO 3a HaOmoaaTelsl KIMHIYHO H3MTUTBAHe (a3a
3 (NCT04470427) nskiirouBa IMyHOKOMIIPOMETHPAHH JIMIIA HJIH TAKHBA, TOJTy4aBan
UMYHOCYITPECOpPH B PAMKHTE Ha TIOCJIEAHUTE 6 Mecela, KaKTo ¥ OpeMEeHHH WM TaKHBa C U3BECTHA
aHamHe3a 3a uHpekus cbe SARS-CoV-2. Yuactauim cwe crabunno HIV-3abonsBane He ca
U3KII0YeHH. [IpOTHBOTPUIIHY BaKCHHM € MOXKEIO Ja ce npuiarat 14 qau npeau win 14 nau ciuen
KOSITO U Jia € 7103a oT Spikevax. OT yuaCTHHIIUTE CHIIO TaKa Ce € N3UCKBAJIO J]a UMa Hal-MaJIko
HMHTEPBaJ OT 3 Mecella OT Ipujlaraie Ha KPbBHH MPOYKTH/TIJIa3Ma WJIK UMYHOTJIOOYJIMHH J10
BKJIFOYBAHETO B MPOYYBAHETO, 3a Jia Moyy4vaT rianedo win Spikevax.

[Mpocnenenu ca o6mo 30 351 yyactHunm ¢ Meanana 92 jauu (quana3on: 1-122) 3a pa3BuTueTo Ha
oonecrra COVID-19.

[NomynanusTa 3a MbPBUYCH aHAIU3 Ha €(PUKACHOCTTA (HapUYaHa ,,IIOMYJIaIVsl IT0 POTOKOJ* HITH
,,PPS%), Brimousa 28 207 ydacTHuIM, KOuTo ca monyuran win Spikevax (n=14 134), wiu miane6o
(n=14 073) u umar oTpuuareieH craryc 3a Hannune Ha SARS-CoV-2 Ha u3xonHo Huso. PPS
TMIOITYJIAIMATA HAa TPOyYBaHeTO BKItouBa 47,4% xenu, 52,6% mbxe, 79,5% O6enn, 9,7%
apoamepuxanny, 4,6% azuarim u 6,2% apyru. 19,7% ot ydacTHUIIUTE ca C UCTIAHCKU WITH
JIATHHOAMEPUKAHCKU NIPOU3X0 . MeanaHaTa Ha Bb3pacTTa Ha ydaCTHHIUTE € 53 roauHu

(nmnamnason 18-94). [lomycka ce Auara3oH Ha Ipujiaraie Ha Bropata j103a (IlaHupaHa 3a jeH 29) ot
— 7 no +14 nau 3a BkmouBaHe B PPS. 98% oT penunueHTiTe Ha BAKCHHATA, TIOTYYHIIN BTOpaTa J103a
25 1o 35 mau cnen no3a 1 (ot -3 10 +7 1HU OT WHTEpBaJa OT 28 JTHK).

Cayuante Ha COVID-19 ca noTBbpAEHHN upe3 NOJIMMEpa3Ha BEpHKHA peakuus ¢ o0paTHa
tpanckpurtaza (RT PCR) u oT knmuanyHa apoutpaxHa komucusi. EQrkacHocTTa Ha BAKCHHATA 0010
Y 110 OCHOBHH BBb3pacTOBHU IPYIH € MpejcTaBeHa B Tabnuua 2.



Tab6auna 2: Anajau3 Ha epUKACHOCTTA HA BaKcuHaTa: noTebpaen COVID-19% nesaBucumo or
TeKecTTa, ¢ Hauauo 14 quu caen 2P™ noza — [Monynanusi Mo MpoToKoJI

Spikevax ILiane6o
Bn3pact
Ipyna YecToTa YecToTa % Eukacuoct
(romumm) |Yyactauum | Cnyyau Ha Ha Yuactuuuu| Ciay4yaum Ha Ha HA BAKCHHATA
N COVID-19 |COVID-19nal N COVID-19 |COVID-19nal 0004 o *
(95% AN)
n 0004goBeKkoOTrOa n OBEKOTOIMHH
HHHU
00110 14 134 11 3,328 14 073 185 56,510 94,1
(>18) (89,3, 96,8)**
18 1o <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: cumnromarruen COVID-19, usucksar nonoxurenex pesynrat or RT-PCR u

Hali-MaJKo 2 cUCTeMHH cuMnToma Wik 1 pecniuparopen cumnroM. Ciydau, 3anouBanm 14 nuu cnen 2P nosa.
*EdukacHocT Ha BakcuHaTa U 95% nosepureneH untepsai (1) ot crparuduimpanus moaen #Ha Cox 3a
MPOTOPIIMOHAIHOCT HAa PUCKA

** ]IV He e KOpUTHpaH 32 MHOKECTBEHOCT. Kopurupanu 3a MHOXXECTBEHOCT CTATUCTUYCCKH aHAIM3HU ca IIPaBEHU
B MEXKIMHEH aHAIN3 Ha mo-Majko ciydan Ha COVID-19, kouto He ca chOOIIEeHH TYK.

Cpen Bcuuku yyactHuiy B PPS He ca cho0ienu ciyuan Ha Texxbk COVID-19 B rpynaTta Ha BakcHHA
B cpaBHeHue ¢ 30 ot 185 (16%) ciyyas, choOIIeHN B TpymaTa Ha miane0o. Ot 30-Te yuacTHHIM ¢
TeXKO 3a00IsBaHe, 9 ca XOCMUTAIM3UPAHH, 2-Ma OT TSIX ca MPUETH B UHTEH3UBHO oTAeneHue. [1o-
roJjiiMaTa 4yacT OT OCTaHAIMTE TEKKH CITy4Yad Ca U3ITBIHIIIN CaMO KPUTEPHsI KHCIOPOIHA CaTypaIus
(Sp02) 3a Texko 3abomsBane (< 93% npwu cTaiiHa Temreparypa).

Edukacnocrra Ha Spikevax ga npeamnaszsa or COVID-19, He3aBUCHMO OT NpeanIiHa HHEKIHS ChC
SARS-CoV-2 (ycTaHOBEHa CEpOJIOTHYHO Ha M3XOJHO HUBO U M3cJie/IBaHe HA Hazo(apuHreanHa mpobda
¢ tammioH) oT 14 nuu cnen Hoza 2 e 93,6% (95% noseputenen unrepnai, 88,5, 96,4%).

B nombiiHeHne, aHANM3M HA OATPYITUTE HA ITbPBUYHATA KpaifHa TOYKA 32 e(pUKACHOCT MOKa3BaT
CXOJIHA OIICHKA 32 €(pUKACHOCT IO T0JI, ETHUYECKH TPYIH U YYaCTHHUIU ChC CHITHTCTBAIIH
3a00Js1BaHuUs, CBBP3aHU ¢ BUCOK pHcK oT Texbk COVID-19.

Tlonysnanus B crapuecka Bb3pacT

Spikevax e n3ciemBana py KA Ha BB3pacT 18 v moBeue roJuHu, BKIFOYHTETHO 3 768 yuacTHHIM Ha
Bb3pacT Ha 65 u noseue rogunu. EdukacHocTra Ha Spikevax npu ydacTHHUIUTE B HalpeIHaa
BB3pacT (>65 roJJMHN) CHOTBETCTBA HA Ta3H NPH IO-MJIAJIUTE Bb3pacTHU ydacTHUIM (18-64 roauHn).

lleanatpuyna monymnanus

EBpomneiickaTa areHIms 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEIOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBaHusTa Che SPIKevVax B eHa WK MMOBEYE MOJArPYINHU Ha TeAUaTPHYHATA MOMYJIAIMS 32
npeseHmsa Ha COVID-19 (Bxk. Touka 4.2 3a nHGOpMaIsi OTHOCHO yoTpeda B eANaTpusITa).

PazpemaBane o1 yciioBue

To3um nekapcTBEH MPOAYKT € pa3pelicH 3a ynorpeda 1mo T. Hap. cXeMa ,,pa3pelraBane 1Mo YCiIoBHe .
ToBa 03HauaBa, ye 3a TO3M JICKAPCTBEH MPOAYKT CE€ OYAKBAT NOMBJIHUTEIHU IaHHU.

EBporneiickaTa areHIus 110 JeKapcTBaTa Ie U3BbPIIBa MPErjie Ha HoBaTa MH(MOPMAIIKs 3a TO3H
JIEKapCTBEH MPOIYKT TIOHE BEIHEXK roauIIHO U HacTosmaTa KXII ch0TBETHO T1Ie ce aKTyalnu3upa.

5.2 @apmakoKHMHeTHYHH CBOWCTBA



Henpuioxxumo.
5.3 IlpeakJIuHUYHYU TaHHH 32 0€30MACHOCT

HexnuunaauTe 1aHHN HE IOKa3BaT ocobeH PHUCK 3a XOpa Ha basaTa Ha KOHBCHIIMOHAJIHUTC
mpoy4BaHud 3@ TOKCUYHOCT IIPHU MHOT'OKPATHO Mpujiarane, perpogyKTUBHA TOKCUIHOCT U TOKCUYHOCT
3a Pa3BUTUETO.

OO111a TOKCHYHOCT:

[TpoBenenu ca mpoyduBaHus 3a 00IIa TOKCHYHOCT IPH IUTBXOBE (Ha KOUTO Ca IPHIOKEHH
MHTPaMYCKYJIHO 10 4 71031, HaJBHIIABAIIH 103aTa [IPU X0pa, BEAHBK Ha BCEKU 2 CEIMHULIN).
HaGmoaBanu ca mpexoHu 1 00paTUMH OTOK M €pUTEM Ha MACTOTO HAa MHKEKTHUpPAHEe, KAKTO U
NPEXOJHN M 00OpaTHMH IPOMEHH B JTA0OPATOPHHUTE MTOKA3aTeH (BKIFOUUTEIHO TIOBHUIIIABaHE HA
€03MHO(HIINTE, aKTHBUPAHOTO MapIHaIHO TPOMOOIIIACTUHOBO BpeMe 1 (pubpuHoreHa). Pesynrature
NpPEAIoIarar, 4ye MOTEHIUATBT 32 TOKCHYHOCT TIPH XOPa € HUCHK.

['eHOTOKCHYHOCT/KaHIIEPOTEHHOCT

I[TpoBesenw ca in Vitro u in Vivo npoy4YBaHus 32 TEHOTOKCHYHOCT ¢ HOBHSI JIMTIHCH KOMIIOHEHT SM-
102 na BakcuHata. Pe3ynrarure npeamnosiarar, 4e NOTCHIIMAIBT 32 FTEHOTOKCUYHOCT IIPU XOPa € MHOTO
HUCBHK. He ca mpoBexaanu npoyyBaHUs 3a KAaHLIEPOT€HHOCT.

PenpoayKkTuBHA TOKCUYHOCT:

B enHo mpoyuBaHe 3a TOKCHYHOCT Ha pa3BuTHeTo 0,2 Ml 0T BAKCHHA ChC CHCTAB, ChABPIKAII CHIIIOTO
konmuectBo MPHK (100 mcg) u apyru chCTaBKH, BKIIOYCHH B eIMHUYHA 1032 Ha Spikevax 3a xopa, e
MIPHUJIO’KEHA Ha )KEHCKH IUThXOBE MHTPAMYyCKYITHO B 4 cirydast: 28 u 14 mau npenn yndTocBaHe U Ha
rectanroHeH AeH 1 u 13. ArTuTsno-otroBopu cpenry SARS-CoV-2 ce HabmoaBat mpu )KEHCKUTE
TUThXOBE OTIPeaX YU()TOCBAHETO JI0 Kpas Ha MPOYYBAHETO Ha 21-BHS JAKTAIIMOHEH JICH, KAKTO U MPU
¢deTycuTe 1 MOKOJIEHNETO. B mpoyuBaHeTO HAMa CBBP3aHU C BAKCHHATA HEXKENaHU €EKTH BBPXY
(epTUIMTETa TIPU KEHCKUTE, OPEMEHHOCTTa, eMOPHO(ETATHOTO Pa3BUTHE, PA3BUTHETO HA
MTOKOJICHUETO WM ITOCTHATAIHOTO paszputue. Jlunceat nanau gamn MRNA-1273 Bakcunata
MIPEeMHUHABA NPe3 IJIAllCHTaTa UIH Ce SKCKPETHpa B MIISIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NOMOIIHHUTE BElIeCTBA

JIvmug SM -102 (xenranexan-9-un 8-{(2-xunpoxcueTnin)|[6-okco-6-
(YHAEUIMIIOKCH)XEKCHII|aMHHO } OKTaHOAT)

Xomnectepoin

1,2-nucreapomnin-sn-riuiepo-3-hocdoxoaud (DSPC)
1,2-qumupucron-rac-rauuepo-3-metokcunonuerwienraukon-2000 (PEG2000 DMG)
Tpomeramon

TpomeTaMon XuapoxJIopua

OneTHa KucenuHa

Hatpues anerar Tpuxuzgpar

3axapo3a

Bona 3a umkeknun

6.2 HecnbBMecTHMOCTH

To3u nexkapcTBeH NPOAYKT He TPSAOBa Jla ce CMecBa ¢ APYTH JIEKAPCTBCHH MTPOAYKTH HITH J1a Ce
pa3pexna.

6.3 Cpok Ha rogHocT



HeotBopen dakoH:
7 Mecena npu Temreparypa ot -25°C mo -15°C.

HeoTBopeHnara BakcMHA MOXKE Jla C€ ChXPaHsBa B XJIAAWIHUK Tpu Temreparypa ot 2°C go 8°C,
3alIiTeHa OT CBETIHHA, MakcuMyM 3a 30 qHu. B pamkuTe Ha TO3W MEepHo, 3a TPAHCIIOPTUPAHE MOTaT
a ce u3noissar g0 12 gaca.

Benubx pazmpaseHa, BakCHHATA He TpsIOBa Jia ce 3aMpassiBa MOBTOPHO.

HeotBopenara BakcMHa MOXeE J1a c€ ChXpaHsBa mpu Temnepatypa ot 8°C mo 25°C no 24 ygaca cnen
W3BAXKIAHE OT XJIAMITHUK.

[Tynktupas QakoH:

Joka3ana e xumuuHa 1 pU3HMYHa CTaOWIIHOCT MpH yrnoTpeba B mpoabnkeHue Ha 19 yaca cren
IBPBOHAYATHOTO yHKTHpaHe 1pu 2°C mo 25°C (B paMKuTe Ha IEpHO/Ia, TIO3BOJIEH 3a yIoTpeoa,
ko#To e 30 mau nmpu Temrieparypa ot 2°C to 8°C u 24 gaca npu temmeparypa ot 8°C to 25°C). Ot
MHUKPOOHONIOTYHA TJIeIHA TOYKa MPOAYKTHT TPsIOBa Ja ce M3I0JI3Ba He3a0aBHO. AKO BAKCHHATA HE ce
M3I0JI3BA BEJHATa, IEPUOABT Ha N3MOJI3BAaHE U YCIOBHATA HA ChXpaHEHHUE IpeIH yroTpeda ca
OTTOBOPHOCT Ha MOTPEOUTEIIS.

6.4 Cneunamm yYcdioBusi Ha CbXpaHEHUE

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

[a ce cpxpaHsiBa B OpUTHHAIHATA OTAKOBKA, 32 Ja CE MPE/a3y OT CBETIHHA.

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

3a ycrnoBusTa Ha ChXpAaHEHUE CIIE/l pa3Mpa3siBaHe U IIbPBO OTBApsSHE HA JICKAPCTBEHHUS TIPOITYKT
BH)KTE TOuKa 6.3.

TpascnmopTupase Ha pa3Mpas3eHu (hJIAKOHH B TEYHO CHCTOsSHUE npu Temmeparypa oT 2°C mo 8°C

Ako TpaHcniopTipaHeTo npu Temieparypa ot -50°C t0 -15°C He e Bb3MOKHO, HAJIMYHU Ca JIAHHH,
Criope]] KOUTO € Bb3MOXKHO TPAHCIIOPTUPAHETO HA €IUH WM TIOBeYEe pa3Mpa3eHu (JlakoHa B TEYHO
CBhCTOSTHUE 3a 1epuo 10 12 yaca mpu temmepatypa ot 2°C no 8°C (B pamkute Ha 30-1HEBHHS CPOK
Ha rogHOCT Tipu Temnepatypa 2°C no 8°C). Bexabx pa3mpa3eHu U TPaHCIIOPTHPAHH B TEIHO
cberostHue ripu Temriepatypa ot 2°C no 8°C, dnakonuTe He TpsOBa Ja ce 3aMpa3siBaT IIOBTOPHO, a J1a
ce cbxpansBar npu Temreparypa ot 2°C 10 8°C 10 TIXHOTO H3MONI3BaHE.

6.5 Bwuxu chabpkaHue HA ONMAKOBKATA

5 ml nucniepcust BbB (hi1akoH (CTHKIIO TUIT | MM €KBUBAJICHT) ChC 3aMyIIaNIKa (XJI0pOOYTHIOB KaydyK)
1 o0KaTKa (alyMHHHUI) ¢ OTUYIBAIIO Ce MJIaCTMACOBO Karade.

Bceexku ¢akon ceabpxa 10 go3u o 0,5 ml.
Crappxanne Ha onakoBkaTa: 10 MHOT0/1030BH (hiaKoHa
6.6 CrhenuajJHu npeanasHu MEPKH NMPH U3XBBPJIsiHe U padoTa

Bakcunara TpSI6Ba Jla C€ IIPUT'OTBA U IMOCTABA OT o6y11eH1/1 MCIUIMUHCKU CIICHUATIMCTH IIPU CIIa3BaHC
Ha aCCNTHYHU TCXHUKHU, 3a J1a C€ rapaHTUpa CTCPUIIHOCT HA AUCIICPpCHUATA.

Bakcunara e rotoBa 3a ynotpeba ciiesi pa3mMpassiBaHe.

ﬂa HC CC pa3Kiiallla UJIn paspeiKaa. 3aB’BpT€Te JICKO q)HaKOHa CJIC pa3dMpa3ssaBaHC U NIPCAU BCAKO
HU3TCTIIAHC.

®nakonute cbe Spikevax ca MHOT01030BH.

10



Ot Bceku ¢uakon Morar ja ce uzrersist aecet (10) nosu (o 0,5 ml Besika). [penopsunTesto e na
npoOOoXKAaTE 3aMyIIAIKAaTa HA PA3]IHYHO MSCTO BCEKH ITBT.

BbB Beeku (DJ1aKOH Ce ChAbpPIKA U3IUIIBK, 3a J]a MOYKE JIa CE rapaHTHpa J0CTaBsHeTo Ha 10 1031 1o
0,5 ml Bcsxka.

C pasMpascHu Q)HaKOHI/I " II'bJIHU CIPUHIIOBKH MOXKE Jia C€ pa6OTI/I Ipu yCJIOBUSA Ha CTaiiHo
OCBCTJICHHC.

CbxpaHeHue BbB ppusep

[a ce coxpaHABa 3ampa3seHa
npu Temneparypa ot
-25°C go -15°C.
[a He ce cbxpaHsaea B Cyx nef unw nog -50°C.

Jla ce cuxpaHaea 8 OpUrMHaNHaTa onakoeka,
3a fja ce Npegnasu oT CReTMHA.

Mpeaw ynotpe6a Bcekun pnakoH Aa ce pasmpasnea

3¢ Had €a Camo C MNIOCTPaTHEHA Len

L @

—[ 2 yaca 1 30 MUHYTW B XNagnHNK }— '—[ 14acnpu craiiHa Temnepartypa }E

o o, | /4 T
ot 2° go 8°C \ “I / I (SJ _
(B pamkuTe Ha N }
30-pHeBHNA CPOK S
Ha rogHocCT npu 3 5
'remnepa'ryp‘: ot 15° go 25°C
ot 2°C o 8°C)

Ocrasere pnakoHa Ha craiiHa TemnepaTypa 3a 15 MuHy™,
Npefw 1a ro NpWIOXKKTE

YkasaHunna e pasmMmpasfaBaHe

—{ Cnep naternade Ha nbpeaTta gosa ]—

MakcumanHo speme

XnagunHuK Mnn craiHa
Temneparypa

(OnakoHbT TPAbEa fa ce CbxpaHAea
Ha Temnepartypa mexay 2° u 25°C.
JlaTaTa 1 4achT Ha M3XBBLPNAHE fa ce

3aNMWaT Ha eTUKeTa Ha pnakoHa.

M ce cuXpanABa Ha CTYREHO
RO CTaliHa TeMnepaTypa

ot 8° go 25°C
Waxevpnete nyHKTMpaHWa ¢pnakoH cnep 19 vaca

Waternsiite BcAka gosa 0,5 ml BakcvHa oT ¢pnakoHa € NOMOLLTa Ha HOBa CTEPWIIHA UIMa U CIPVHLIOBKA 3a BCAKA HKEKLUS,
3a la NpefoTBPaTUTE NPeAaBaHETO Ha UHEKLMO3HUN areHTH OT HO NMLE Ha ApPYrO.
[Josara B cnpuHyoBKaTa Tpabea aa ce nznonssa HesabasHo.

Cnep KaTo ¢pNaKkoHBT ce NYHKTMPa 3a M3TernsAHe Ha NbpBaTa [03a, BakcMHaTta Tpabsa
Aa ce n3nonssa HesabasHo 1 Aa ce usxebpnu cneg 19 vaca.

BcAka Hem3non3eaHa BakcMHa MU OTTNafibYeH marepuan ‘rpnGBa Aa ce N3XBbPNA B CbOTBETCTBME C MECTHUTE N3UCKBaAHWUA.

( HUKOIA He 3ampa3aBaiiTe NOBTOPHO pa3Mpa3seHaTta BakCuHa ]
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lMpunaraxe

3aebpTaiiTe Neko dnakoHa cnef pasMpazseaHe i Npeaw BCAKo uaternsHe
BakcuHaTa e rotoea 3a NpUnoXeHue cnej paampasssaqe. He pasknaujaiite i He paszpexpgaiite

( &
Mpegu nHXeKTUpaHe NpoBepABaiiTe BCAKA 033, 3a fa:

MOTEbPAWTE, Ue TeUHOCTTa & 6sna [0 NoyT
65na, KakTo BbB (akoHa, Taka U B CTIPVHLIOBKATA

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

Spikevax moxe Aa cbabpXa
6enu1 MM NoNyNpo3pauHn YacTLy,
CBbP3aHV C NPOAYKTA.

AKO f103aTa e HEeTOUHa Uu MMa .
NPOMAHA B LBETA U APYTY BUAUMM YacTvy,
He NMpunaraiTe BakcMHara. :

1. NMPUTEXATEJ HA PASPELHLIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Hcnanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA ITbPBO PABPEIIABAHE/ITIOJHOBSIBAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

Jata Ha mepBO pazpemasane: 6 sHyapu 2021 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

[MonpoOHa nHbopMarys 3a TO3M JEKapCTBEH MPOJYKT € MpeJocTaBeHa Ha yebcalita Ha EBporelickara
areHIws 1Mo Jiekapcraata 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 ITAPTHUIN

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 M3KITI0UYEHNE, KOETO JJaBa Bb3MOXKHOCT J1a Ce MMPHeMaT KOHTPOJITHUTE aHAJIM3H 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. U3nbiaHeHNEeTo Ha yCIoBHsITa 3a 0a3upaH
B EC KOHTpOJ Ha mapTUAMTe, BKIIOYUTEIHO HEOOXOJUMHUTE 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 NJIU OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITYCKa MO JISKAPCKO MPEATNCAHNE.
O¢unnanno ocBodokIaBaHe HA MAPTUAT

CworitacHo wi. 114 ot Iupektusa 2001/83/EO oduimaaHoTo 0cBoOOKIaBaHE HA TTAPTHIANUTE CE
U3BBPIIBA OT IbprKaBHA JJAOOPATOPHS HITH JTaOOpaTOPHsl, ONPE/IC/ICHA 3a Ta3H IeJ1.
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B. JAPYI'M YCJIOBUS U U3BNCKBAHUSA HA PASPEHLIEHHUETO 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 crmucwk), 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
NPOAYKT 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 ACHCTBHS, CBBP3aHHU C IPOCIICASIBAHE HA JIEKAPCTBEHATa 0€301acHOCT, IIOCOYEHH B
omobpenust [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 CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKa, 0COOCHO B PE3yJ/ITaT Ha
MoJiyyaBaHe Ha HOBa MH(OPMAITHUs, KOATO MOXKE Ja IOBE/IE 10 3HAYMMU IIPOMEHU B
CHOTHOIIIEHUETO ITOJI3a/PUCK, WITK CIIe/ JOCTUTaHEe Ha Ba)KEH eTall (BbB BPh3Ka C MPOCieIsIBaHe
Ha JIeKapCTBeHaTa 0€30MaCHOCT HMITH CBEXKIaHE HA PUCKA 10 MUHHMYM).

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

ToBa e pasperieHue 3a ynorpeda 1moj| ycioBue u cbriacuo wi. 14-a ot Pernmament (EO) Ne 726/2004 B
omnpeneneHus cpok [IPY TpsOBa na M3MbIHM ClIEIHUTE MEPKU:

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 CTaOMIIHOCTTA Ha MMPOU3BOJICTBEHHS MPOLIEC 32 rormu 2021 r.
AKTUBHOTO BEIIECTBO M TOTOBUS MPOAYKT (HaYaJIHU U KpailHu etamn), [IPY

TpsiOBa Ja MPEI0CTaBy MOMBJIHUTEITHH TAaHHU 32 CPABHUMOCT ¥ BAJIUUPAHE. 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.
MPEI0CTaBH TOMBIHUTENHA HH(POPMAIHSA 32 CTAOMIHOCTTA Ha aKTHBHOTO
BEILIECTBO M TOTOBHS IPOIYKT, KAKTO M J1a Tperiea cruenudukanumTe Ha
aKTHUBHOTO BEILIECTBO U TOTOBHS MPOLYKT CJIE] HATPYIIBaHE Ha I0-
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.
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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(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 XUAPOXIJIOPHI, OLIETHA KHCEINHA, HATPHEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIa 32 HHYKEKIIIH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HuxekquoHHa JucnepcHs
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, 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 32 CPOKA HA TOJHOCT CJIEHA 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 INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

H3XB’BpJ'IeTe B CBbOTBCTCTBUC 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 U3XBBPIISIHE:
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HPUJIOKEHHE I11

JINCTOBKA

23



JlucroBka: Undopmanus 3a noTpednTeIs

Spikevax nH:KeKIIMOHHA THCTIEPCHST
uPHK Bakcuna cpernry COVID-19 (aykneo3unno Mmoauduipana)

W To3u nexapcTBeH IPOLYKT MOUICKH Ha TOMBIHATENHO HabIoAeHne. ToBa Liie O3B0 GbP30TO

YCTaHOBSBaHE HA HOBa MH(OPMAIIUs OTHOCHO Oe3omacHocTTa. MoxeTe Jia 1afieTe CBOs PHHOC, KaTo
CHOOIIUTE BCSIKA HEXENaHa PeakIlys, KOATO CTE MONYYMIH. 3a HaUHHA Ha ChoOIIaBaHe Ha HEeXKeTIaH!

peaKInu BIKTE Kpas Ha Touka 4.

IIpoyereTe BHUMATEIHO LSJIATA JIMCTOBKA, IPEIH A NMOJYYUTe Ta3H BAKCHHA, Thil KATO TH

CbAbp:ka BaskHa 3a Bac undopmanus.

- 3amazeTe Ta3u JUCTOBKA. Moke 1a ce HaJIOKU J1a g IPOYETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, oNuTaiTe Bamus sexap, papmaneBT uin
MEIMLMHCKA CECTpa.

- AKO TIOITyuHTe HSKaKBU HEXKEJaH! peakiuy, yBenromere Bamust nekap, GpapManeBT win
MeANIHMHCKA cecTpa. ToBa BKIIOYBA BCHUKM Bb3MOYKHU HEONMCAHU B Ta3H JIMCTOBKA HEXKETIaHU
peaxiuu. BrokTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1 Kaxkso npencrasisBa Spikevax u 3a KakBo ce U3M0JI3Ba

2 KakBo Tpsi6Ba 1a 3Haete, npeau Aa Bu 0bae mocraBeHa Spikevax
3 Kak ce nmpuiara Spikevax

4. BB3MoKHM HEXeaH! peakIiu

5 Kak na cpxpansiBate Spikevax

6. CpabpkaHHe Ha ONAKOBKATa M JOIBIHUTEITHA HHOPMALHS

1. Kakso npeacraBiasiBa Spikevax u 3a kakBo ce H3moJi3Ba

Spikevax e Bakcuna, nsnon3pana 3a npeamnazpade or COVID-19, npuunnssan or SARS-CoV-2. Ts ce
npuiara Ha Bb3pacTHU Jiuia Ha 18 u moBeye ronuHu. AKTHBHOTO BeniecTBO B Spikevax e
napopmarmonna PHK (uPHK), kogupama 1. Hap. ,,munoB* nmporend Ha SARS-CoV-2. uPHK e
BrpajieHa B TUMHUIHU HaHOdacTuwm SM-102.

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

Kak geilicTBa BakcuHaTa

Spikevax cTumynupa ecTeCTBEHUTE 3alUTH HA OpraHu3Ma (MMyHHarta cucrema). BakcuHara neiicTsa,
KaTo Kapa opraHu3Ma J1a IpOoU3BeXk/1a 3aluTa (aHTUTENa) Cpelly BUpyca, KOWTO IPUYUHSIBA
COVID-19. Spikevax u3mon3sa BeliecTBo, HapeueHa HHGOpMAIIHOHHA pHOOHYKIEHHOBA KHCearHa (1
PHK), 3a na mpenece napopmanys, KOSTO KISTKUTE B OPraHW3Ma MOTaT J1a M3MO0J3BaT 3a 00pa3yBaHe
HAILIUIIOB IPOTENH, KOWTO CHIIO € U Ha BUpyca. Clie ToBa KIETKUTE N3padOTBAT aHTUTEIA CPELLy
HIMIIOBHS IPOTEUH, KOUTO Jja MOMOTHAT 32 OTOIbCKBaHE HA BUpYca. ToBa I1ie IIOMOTHE 3a 3aluTaTa
Bu cpemry COVID-19.

2. KakBo Tps6Ba 1a 3Haete, npeau 1a Bu 0bae mocraBena Spikevax

Bakcunarta He TpsiOBa 1a ce MPAWJIAra, aKo CTC AJJ€PrUYHU KbM aKTUBHOTO BEUIECTBO WK KbM
HSIKOSI OT OCTAHAIUTE ChCTABKH Ha TOBA JICKAPCTBO (M30pOeHH B TOUKa 6).

24



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

- M3MOUTBAaTE TPEBOXKHOCT, CBHP3aHa C TIOCTABSHE HAa MHXKEKITHH.

Axo HsIKOE OT U30pPOCHHUTE MO-TOpe ce OTHAcs 3a Bac (wiu He cTe curypHH), roBopete ¢ Bamms nekap,
(apMarieBT WM MEAMIIMHCKA cecTpa, Tpeau aa Bu 6b1e moctaBena Spikevax.

KakTo npu BCsika BakcHHa, 2-71030BaTa BAKCHHAIIMOHHA cXeMa TpH SPikevax Moxe J1a He 3aluTH
HAI'BJIHO BCUYKH, KOUTO s TIOJIy4aBaT, U HE € U3BECTHO KOJIKO JBJITO Iie ObJCTE 3alllUTCHU.

Jleua u roHOIIH
Spikevax He ce mpenopbyBa MpH Jela U FHOLIH 1o 18-romuiniHa Bb3pact

Jpyru JekapcerBa u Spikevax

Tpsi6Ba 1a Kaxxere Ha Bamms nekap win GpapMmareBT, ako pueMare, HaCKOpO CTe MPUEMAIH WK €

BB3MOKHO JIa 3a[I0YHETE JIa IPUeMare JApyru Jiekapersa. Spikevax Moxe jia MmoBiuse Ha HaYWHA Ha
JIENCTBHE HA JPYIH JIEKAPCTBA, KAKTO M JAPYTH JIEKAPCTBA MOTAT JIa OKa)KaT BIMSHUE HA HAUMHA, 110
KoiiTo meiictBa Spikevax.

BpemMenHocT M KbpMeHe

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOJKe J1a CTe OpeMeHHa WK TUIaHupaTe OpeMEeHHOCT,
MOChBETBalTE ce ¢ Baius jiekap, MeIUIIMHCKA CecTpa MK (hapMalleBT Ipeau 1a ObaeTe
BaKCUHUPAHH.

lopupane u padora ¢ MAILIUHU

He modupaiite u He paboTeTe C MallIMHK, aKO HE CE UyBCTBATe J00pE Clie]l BAKCHHALMATA.
N3vakaiiTe, JOKAaTO BCSKaKBU €()EKTH OT BaKCHHATA OTIIYMST, IPeaH Ja modupaTe Win paboTute ¢
MaIlUHH.

Spikevax cbabpika HATpHid
Spikevax cpabppixa mo-manko ot 1 mmol (23 mg) narpuii Ha 1032 , T.€. MOXKeE JIa ce KaxKe, ue Ha
IIPaKTHKa ,,HE ChABPHKA HATPUL .

3. Kaxk ce mpmiara Spikevax

Spikevax e Bu 6b/1¢ mocraBena moj popmara Ha ase umkeknnu mo 0,5 ml. Tlpemoppusa ce BTopaTta
J103a Ja ce MPpUIIOKHU 28 THU ciell TbpBaTa /1033, 3a J]a CE 3aBbPILIU Kypca Ha BAKCUHAIHU.

Bammwsr siekap, GpapmaiieBT Uil MEJIUITUHCKA CecTpa Ille HHXEKTHPA BAKCUHATA B MYCKYIT
(MHTpaMyCKyJIHa MH)KEKLIUS) B TOpHATa 4acT Ha pbkarta Bu.

Cuen Besika MHXKEKITHS C BakcHHATa Bamusar nekap, papMarieBT Wi MeIUIIMHCKA cecTpa 1ie Bu
HAOJI0]aBaT 32 OKOJIO 15 MUHYTH 3a MPU3HAIM HA aJIepTUYHA PEaKIIHA.
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AKO nponycHeTe ILIAHUPAHO Mocemenune 3a 2P*™ qo3a ot Spikevax

- AKO TIpomyCHeTe IJIaHUpaHO TIOCEeIIeHNe, HacpoYeTe Apyra BU3NTA NpHu Bamms nekap,
(hapMareBT WM MEIUIIMHCKA CECTPa Bb3MOXKHO Hai-CKOPO.

- AKo mpomnycHeTe IUTaHUpaHa UHXXEKIUS, MOXKE J]a HE CT€ HAII'BJIHO 3alUTECHU CPEILY
COVID-19.

AKO UMate HIKaKBY JIOBIHUTEITHH BBIIPOCH, CBhP3aHH C YyIIOTpedaTa Ha Ta3u BaKCUHA, IIOMTUTANTE
Bamms nekap, papmareBT niim MEJUIIMHCKA CECTpa.

4. Bb3MOKHH He:KeJIaHU peakunu

KakTo Bcuuku JICKApCTBA, Ta3u BAaKCHHA MOXKE J1a PCAU3BHUKA HECKCIIAHU PCAKIINU, BBIIPECKHU Y€ HE
BCCKH I' TOJTy4aBa.

[ToTepceTe cHemHa MeTUIMHCKA TIOMOII, aKO TOIYYUTE HAKOW OT CIIEJAHUTE MPH3HAIN U CHMITOMU
Ha aJeprUvHa PeaKIys:

- ycellaHe Ha MPUIOIIaBaHEe MM 3aMastHOCT;

- TIPOMEHU B CHPJCYHHS PUTHM;

- 3aayXx;

- XpHIIOBE;

- TI0yBaHE Ha YCTHUTE, JIULETO WIN I'bPIIOTO;

- YPTHKapHs WK OOpUB;

- TaJieHe WU MOBPbBILIAHE;

- cToMalIHa O6oJKa.

I'oBopete ¢ Baust siekap, ako MOJIyYUTE HIKAKBU APYTH HEXEJIAHU peaklny.. Te Morar Jja BKIIFOUBAT:

MmHoro 4yectu (Moxe na 3acerHat nosede oT 1 Ha 10 gymm):
- MOJyBaHe B 00JaCTTa Ha IMOJAMHUIITHHIIATA
- TiIaBOOOIIHE
- TrajeHe
- TIOBpBIIaHe
- MycKyiHa 0oiKa, OOJIKH B CTAaBUTE U CKOBAHOCT
- 0O0JIKa WK TIOlyBaHEe HAa MACTOTO HA MHIKCKTHPAHE
- ycellaHe Ha CHJIHA yMopa
- BTpHCaHe
- MOBHIIICHA TEMIIEpaTypa

Yectu (Moxe na 3acerdar g0 1 va 10 qymm):
o o0puB,
. 00puB, 3auepBsiBaHE WM YPTUKAPHUSI Ha MACTOTO Ha MH)KEKTHPaHE

Heuectn(moxe na 3acernar o 1 va 100 xymm):
® ChpOEXK HA MACTOTO HA UHXKEKTHUPAHE

Penxu (Moxe na 3acersar g0 1 va 1000 gymm)
e BPECMEHHO YBHCBAHE Ha €IHATA CTPaHa Ha JUIeTO (Tapann3a Ha ben)
e T0JyBaHe Ha JHUIETO (TI0AyBaHEe Ha JIMIIETO MOYKE J1a CE TIOABH MPH MAIllMEHTH, KOUTO Ca HMAITi
KO3METHYHH WHXKEKIMU B JIUIIETO. )

C Heu3BeCTHA 4eCTOTA
®  TEXKH AJIEPTUYHU PEaKLHH ChC 3aTPyAHEHO AuIIaHe (aHaduIakcus)
e peakiusg Ha UMyHHaTa CHCTEMa — [MOBUIICHA YyBCTBUTEIHOCT WM HETIOHOCHMOCT
(CBPBX4YBCTBUTEIIHOCT)
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Cpo0maBaHe HA HeKeJIAHU pPeaKIun

AKO TIONTyuHTe HAKaKBU HEXEJIaH! peaklny, yBeaoMeTe Bamms nekap, papmarieBT nwin MEIUIIMHCKA
cectpa.ToBa BKIIIOUBa BCUUKH BH3MOXKHH HEOITMCAHU B Ta3M JIMCTOBKA HEXKETAHU peakiuu. Moxerte
CBIIO JIa ChOOIIUTE HEXKEIAaHH PEaKIUK TUPEKTHO Ype3 HallMOHATHATa CUCTEMa 3a ChOOIaBaHe,
nmocodeHa B [Ipmioxenne V. Kato cro0maBare He)XeIaHd PEAKITHN, MOXKETE J1a JaZCeTe CBOS MPHUHOC
3a MoJTydaBaHe Ha ImoBede HH(OpMaIFsi OTHOCHO O€30MaCHOCTTa Ha Ta3W BaKCHHA.

5. Kak na cexpansBate Spikevax
Jla ce chxpaHsBa Ha MSCTO, HEJOCTHITHO 32 Jelia.

He u3non3BaiiTe Ta3u BakCHHA CJIe]] CPOKA HAa TOAHOCT, OTOENSA3aH BbPXY €THKeTa e ,,[ 0JIeH 10°.
CpoKbT Ha TOTHOCT OTTOBApPS Ha MOCACTHUS JICH OT TIOCOYCHHUS MECEII.

HNudopmarusiTa 3a chxpaHeHHe, CPOK Ha TOJHOCT U yoTpeda u paboTa e onrcaHa B pa3zena,
MMpeaAHasHa4YCH 3a MCAUIMHCKU CIICIUATIMCTHU B Kpasd Ha JIMCTOBKATA.

He u3xBbprsiiTe nekapcTBaTa B KaHAIU3aUATa WIM B KOHTEMHEpa 3a JOMAIIHU OTIabIIY.
[Momuraiite Bamus apMaleBT Kak Ja U3XBHPIATE JIEKapcTBaTa, KOUTO Beue He u3nons3eare. Tesn
MEPKH 1€ CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA cpeja

6. Cbm)pma}me HAa OMAKOBKAaTa U JO0IIbJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cpabp:xa Spikevax

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

- Enna no3a (0,5 ml) ceaspxa 100 mukporpama unpopmarmonsa PHK (uPHK) (BoxeHa B
nunuaHA Hanoyactuiy SM-102)

- EnnoBepwxkha 5’-kenupana napopmanmonHa PHK (uPHK), npounsBeneHa ¢ u3mosi3BaHeTo Ha
Oe3kieThuHa iN Vitro (MH BUTpO) TpaHcKpumus ot chotBeTHUTe JJHK-Matpuim, koauparin
BupycHus munos (S) nmporenH Ha SARS-CoV-2.

- Jlpyrute cheTaBku ca gunuaeH SM-102 (xenraaexad-9-wmn 8-{(2-xumpokcueTrin)[6-0kco-6-
(YHAETMITOKCH)XEKCHIT |aMHHO } OKTaHOAT), XosecTepod, 1,2-aucreaponi-SN-riuko-3-¢pochoxonnH
(DSPC), 1,2-numupucron-rac-riumepo-3-metokcunonaueruwienraukon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJI XHIPOXJIOPH/], OLIETHA KUCEIMHA, HATPUEB alleTaT TPUXHIPAT,
3axapo3a, BOJa 3a MHKCKIIHH.

Kak m3raexna Spikevax u KakBo ChAbP:Ka OMIAKOBKATA
Spikevax e Gsuta 10 ouTH OsiTa TUCTICPCHSL, TOCTaBSHA B CTHKIICH ()JIAKOH € Kay4yKOBa 3allyIiaika 1
aTyMUHHEBa OOKaTKa.

Bun ommakoBka: 10 MHOTO/1030BH (hi1akoHa

IIpuTe:kaTes Ha pa3pelIeHHeTO 3a yoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

HUcnanns

IIpousBoauTen:

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

28703, San Sebastian de los Reyes
Madrid

HUcnanus
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Recipharm Monts
18 Rue de Montbazon
Monts, ®panrus 37260

3a momreTHATETHA WHGOPMAITHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JTOKATHHS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoa.

Belgié/Belgique/Belgien
Tél/Tel: 3280038405

bbarapus
Ten.: 008002100471

Ceska republika
Tel: 800050719

Danmark
TIf: 80 8301 53

Deutschland
Tel: 08001009632

Eesti
Tel: 8000032166

E)lrada
TnA: 211199 3571

Espafia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 3531800851200

island
Simi: 8004382

Italia
Tel: +39 800141758

Kvbmpog
TnA:35780077065

Latvija
Tel: 37180005882
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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

Slovenska republika
Tel: 421800105207

Suomi/Finland
Puh/Tel: 358800413854

Sverige
Tel: 020127022

United Kingdom (Northern Ireland)
Tel: 08000857562



JlaTa Ha moCJIeAHO Mpepa3rie:xkaane Ha Jucropkara {DD month YYYY}.

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

EBpomneiickaTa areHnuys mo JeKapcTBaTa Ie H3BbPIIBa Mperjel Ha HoBaTa nH(opMaIus 3a BaKCHHATa
MOHE BEAHBK TOJUIITHO U Ta3u JIMCTOBKA CHOTBETHO IIE CE aKTyalu3upa.

CkanmpaiiTe Kofa ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOTYYHTE JINCTOBKATA HA PA3INIHA €3UITH.

(=] e =]

L
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W ocerere URLhttps://www.ModernaCovid19Global.com

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

Ta3u nucroBka e HannyHa Ha Bcnuku e3uin Ha EC/EUII Ha yeGcaiita Ha EBporneiickata areHIus mo
JIEKapCTBaTa.

IMocouyenaTa mo-no1y nH(popManus e NpeJHA3ZHAYEHA CAMO 32 MEAUIMHCKH CIEIUATUCTH:

IIpocneaumoct
3a fa ce mo1o0pH MPOCIEIUMOCTTa Ha OMOJIOIMYHUTE MEAUIIMHCKY IPOAYKTH, UMETO U TAPTUIHUST

HOMEp Ha MMpUJIaraHus MPOAYKT TPsAOBa Jia ObIaT SICHO 3aIMCaHH.
Spikevax Tpsi0Ba fa ce npusara oT 00y4eH MEIUITUHCKH CITEIIHATHUCT.
BakcunaTa ¢ roToBa 3a ynorpeba ciieji pasmpassBaHe.

Jla He ce paskJiaia Wi pa3Mpassisa.

dnakonute cbe Spikevax ca MHOro10308U. OT BCEKM MHOT01030B ()JIAKOH MOTAT J1a C€ U3TETIISAT
necet (10) no3u. [IpenopwrunTenHo € 1a mpoOoKaaTe 3aIyajiKaTa Ha pa3IiyHO MICTO BCEKH ITbT.

B®B BcekH (hIakoH € BKIIFOUCHO JOMBIHATEITHO KOJHYECTBO, 34 J1a Ce TapaHTUpa, Ye MOrar Ja ObAT
npocraBenu 10 mo3u mo 0,5 ml.

C pa3Mpa3cHu (bJ'IaKOHI/I 1 II'bJIHU CIPUHIIOBKH MOXKE J1a CC pa6OTI/I IIpHu yCJIOBUA Ha cTaiiHO
OCBCTJICHHUC.

Spikevax Tpsi0Ba na ce mpunara karo ase f03u ot 0,5 ml. [IpenopbuuTeaHo € BTopara J103a Ja ce
MIPIIIOKU 28 THU CJIeH IThpBaTa 103a.

KaxTo mpu BCHYKY WHKEKITMOHHU BaKCUHU, BUHATH TPsiOBa J]a UMa TOTOBHOCT 32 MOIX OIS0
MEIUIIMHCKO JICYCHUE U HAOJIFOICHUE B CITy4ail Ha aHa(IIAaKTUYHA PEaKIMs CJIe]] IpuiaraHe Ha
Spikevax. JIumara tpsibBa na 661aT HAOIIOAaBaHN OT MEIUIIMHCKHY CITEIHAINCT Haii-MaaKko 15 MuHyTH
cJie]l BAKCHHAITHSITA.
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Hsima 1aHHU 3a OlIeHKA Ha TPHIOKEHHETO Ha Spikevax eqHoBpeMeHHO ¢ Ipyrd BakCHHHU. Spikevax He
TpsiOBa [1a ce CMeCBa C IPYTH BAKCHHH KK JICKAPCTBEHH TIPOIYKTH B ChIIATA CIIPUHIIOBKA.

Spikevax TpsiOBa 51a ce mpuiiara HHTPaMycKyJIHO. 3a MPEAIOYUTaHEe € JEATOBHIHUAT MYCKYII Ha
ropHara yacT Ha pbkaTta. He mpunaraiite Ta3u BakCMHA MHTPAaBEHO3HO WJIM IOAKOXKHO.

HNndopmanust 0THOCHO CbXpaHeHHe U padoTa

CbxpaHeHMne BbB ppusep

[a ce coxpaHABa 3ampa3seHa
npwu TemnepaTtypa ot
-25°C go -15°C.
Jla He ce CbxpaHaBa B Cyx nef uni nop -50°C.

Jla ce CbxpaHAga B OPUrMHANHaTa ONakoeka,
3a f1a ce Npeanazu oT CBSTAMHA.

Mpegu ynorpeba Bcekn ¢hnakoH fja ce pasmpasfBa

MaobpameHnaTa Ha GNakonW Ca camo € MNIDCTPATHEHA Lien

2 vaca 1 30 MUHYTW B XNagUuNHUK }— »—[ 14acnpw cTafiHa Temneparypa ]E

or 2° o &8°C |:J:,/ [ \\ = 7 i :"“

(B pamKuTE Ha RR—
30-gHeBHUA CPOK | .
Ha rogHocT npn I ||/
TeMneparypa | e &
or 2°C g0 8°C) = e

oT 15° po 25°C

Oc o Ha cTafiiHa T patypa 3a 15 muHyTh,
npegmn 4a ro NpWIoxXNTe

YkasaHuna cneg pasmMmpasfaBaHe

——-{ Cnep nsternane Ha il Aon‘ ]-—

MakcumanHo speme —

_{Henymmnpau $pnako

= W

MakawmanHo np-u-

i
Xnagnnumnk Xnagunuuk unm craisa
Temneparypa f
-
or 2° po 8% "IN i %
(®nakoHbT TPAGEA 3 Ce ChXPaHABa
[a ce CuXpaHABa Ha CTYAGHO Ha Temneparypa mexay 2° v 25°C.
A0 CTailHa TemMnepaTypa ﬂ,a'rara W 4aChT Ha N3XebpnaHe face
3anuwaT Ha eTUKeTa Ha dmaxoua.

ot 8° go 25°C

WaxebpneTte nyHKTUPaHuA GnakoH cneg 19 yaca

Warernsiite ecaka gosa 0,5 ml sBakcuHa oT pnakoHa c NoMoLTa Ha HOBa CTEPUIHA UINa W CNPUHLIOBKA 3@ BCAKA UHKEKLUA,
3a ja NpefoTBpaTUTE NPEeAaBaHeToO Ha MHPEKLMO3HM areHT OT e1HO NWLE Ha ApYro.
[Josara B cnpuHyoBKaTa TpabBa ga ce nsnonsea HesabasHo.

Cneg KaTo ¢pnakoHBT ce MYHKTMPa 3a U3TErNsAHe Ha MbpBaTa [103a, BakcHara Tpabsa
Aa ce nsnonssa HezabaBHo 1 fa ce n3xBbLpAK cneg 19 vaca.

BcAka Hemanon3agaHa BaKCHHa MU OTNagbyeH matepuan TpﬂSBB Aa Ce N3XBLbPNA B CbOTBETCTBNE C MECTHUTE U3UCKBaAHUA.

( HUKOIA He 3ampa3naBaiiTe NOBTOPHO pasMpa3seHara BakcuHa ]
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lMpunaraxe

3aebpraiTe neko ¢pnakoHa cnef pazMpasseaHe 1 npegu BCAKo M3TernaHe
BakcvHaTa e roToBa 3a NpuioXeHue cnepl pasmpasasaHe. He pasknaujaiite n He paspexpaiite

-

Mpeawn nHxeKTMpaHe NpoBepsBaiiTe BCsAKa [03a, 3a fat

MOTBBLPANTE, Ue TEYHOCTTa € 6ana fo nouTn
6ana, KaKTo BbB (NakoHa, Taka U B CrIpVHLOBKaTa

ce yBepuTe, Ye 06emMbT Ha.
cnpvHLUoBKaTa e 0,5 mL

Spikevax moxe Aa cbabpXa
6env UM NoNYNpo2payuHn YacTULW,
CBbP3aHU C NPOAYyKTa.

AKko fo3aTa e HeTOUHa U Uma
NPpOMAHa B LUBeTa U Apyry BUAMMK YacTvuum,
He npvmaraﬁre BaKCWHaTa. &
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