INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTO3I/I JICKapPCTBEH MPOAYKT TOJICKH Ha JOMIBIHUTEIIHO HAOM0eHre. ToBa 11e mo3Boau 0bp30To
YCTaHOBSIBaHE Ha HOBa MH(OpMAaIMs OTHOCHO Oe30macHOCTTa. OT METUITMHCKHUTE CIICIIHATTUCTH C&
M3KCKBA J]a ChOOIIABAT BCSIKA MTO03MpPaHa HeKeJlaHa peaknys. 3a HaunHa Ha ChOOIaBaHe Ha
HEXXEJTaHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JEKAPCTBEHUSA ITPOJAYKT

Spikevax MHKEKIIMOHHA AUCIICPCHS

uPHK Bakcuna cperry COVID-19 (mykneo3uano moaudurmpana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (hi1akoH, KOHTO chabpxka 10 mo3u mo 0,5 ml Beska ninn makcumyM 20 1031 1o
0,25 ml Bcsika.

Enna noza (0,5 ml) ceaspxa 100 mukporpama undopmaunonna PHK (1PHK) (Bkirouena 8 SM-102
JIUIMUAHA HAHOYACTHUIIH).

Enna no3za (0,25 ml) ceappxa 50 mukporpama uagopmammnonsa PHK (nPHK) (exmrouena 8 SM-102
JUMUAAHA HAHOYACTHUIIH).

EnnoBepmwkHa, 5’-kenmpana napopmarronHa PHK (nPHK), nmpousBenena ¢ n3mon3BaneTo Ha
Oe3kIeThYHa in Vitro TpaHCKpUNIHs OT choTBeTHUTE JIHK-MaTpumm, koaupaima BupycHus mumnos (S)

npotend Ha SARS-CoV-2.

3a IBIHUA CIINCHK HA ITOMOIIHUTE BEIECTBA BIKTE TOUYKa 6.1.

3. JEKAPCTBEHA ®OPMA
NnxeknuonHa aucnepcus

bsuta mo moutm 6stma muctiepcus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHN
4.1 TepaneBTHYHHU MOKA3AHUS

Spikevax e nmpegHa3zHavueHa 3a aKTHBHA UMyHU3anus 3a npeBennus Ha COVID-19, npudwHeH oT
SARS-CoV-2, npu nuna Ha 12 1 noBeye roAuHM.

Yrorpebara Ha Ta3u BaKCHHA TPSOBa Aa OBAC B CHOTBETCTBUE C OPHUIIMAIIHATE TTPETIOPHKH.

4.2 /lo3upoOBKa M HAYMH HA NMPUJIOKEHHE

gO?»H[}OBKa

Ilvpeuyna cepus na gaxcurayus

Jluya na 12 u noseue 200unu

Spikevax ce mpuiiara kato kKypc oT 2 (ase) no3u mo 100 mukporpama (0,5 ml Besika). [Ipenopbusa ce
BTOpATa 71032 JIa ce MPIIOKH 28 THHU cien TbpBaTa 103a (Bx. Touku 4.4 u 5.1).



bycmep doza

Jluya na 18 u noseue coounu

Enna 6ycrep no3a (0,25 ml, ceappxkama 50 mukporpama nPHK - nmonoBuHarta ot mbpBHUYHAaTa 103a)
Spikevax, Moxe 1a ce IPIIOKH HHTPAMYCKYJTHO Hal-MaJjlko 6 MeceIa cjeI BTopaTa /103a Ha JIMIa Ha
18 1 moBede ronuHU. PermenneTo kora i Ha KOTo Jia ce MPUIIoKHU TpeTa go3a Spikevax TpsOBa ma ce
B3€M€ Bb3 OCHOBA Ha HAJIMYHHUTE JaHHU 32 e()eKTUBHOCTTA Ha BaKCHHATA, KATO CE€ UMAT IMIPEIBU]
OTpaHHYCHUTE JaHHU 3a 0e30macHOCT (BXkK. Touka 4.4 u 5.1).

BsanmoszamensiemocTTa Mexnay Spikevax u npyru Bakcunu cpemry COVID-19 3a 3aBbpiiBaHe Ha
IEPBUYHIS KypC Ha BAKCHHAIWS WX 32 ITOCTaBsiHe Ha Oycrep mo3a (0,25 ml, 50 mukporpama) He ca
ycTaHOBEeHH. JInTiaTa, KOMTO ca MoMydmiu exHa go3a Spikevax (0,5 ml, 100 mukporpama), TpssiOBa ga
moirydaT BTopa no3a Spikevax (0,5 ml, 100 mukporpama), 3a 1a ce 3aBbPIIH IBPBUYHHST Kypc Ha
BaKCHHAIIUSI.

Teoicko umyHnoxomnpomemupanu auya Ha 12 u noseve 2oounu
Ha nuria, KouTo ca TeXKKO UMyHOKOMIIpoMeTHpanw, Tpeta mo3a (0,5 ml, 100 mukporpama) Moxe ce
NPUIOKK Hali-Malko 28 THH ciie] BToparta a103a (BxK. Touka 4.4).

Ileduampuuna nonyrayus
BesomacHoctTa 1 ehukacHOCTTa Ha Spikevax mpw jiena U FOHOIIH Ha Bh3pacT 1o 12 roIuHu BCE OIIe

HC Ca YCTaHOBCHHU. Jluncear JaHHH.

Ionynayus 6 cmapuecka ev3pacm
He ce u3nckBa kopekuus Ha Jo3aTa Mpu JIMIA B CTAPUYECKaA Bb3PacT >65 roauHu.

Hauun Ha OPHUITOKCHUC

Baxkcunara Tpg0Ba ia ce mpuiiara HHTpaMycKyJIHO. 3a IPEANOYUTAHE € B IEITOMIHUS MYCKY B
ropHaTa 4acT Ha pbKaTa.

He npunaraiite Ta3u BakcrHa HHTPABACKyJIApHO, MOJKOKHO WIIM HHTPAAEPMAITHO.

Bakcunara He TpsOBa Ja ce cMecBa ¢ IPYT'M BAKCHHU WU JIEKAPCTBEHU MPOAYKTH B ChILATa
CIIPHUHIIOBKA.

3a mpenrnasHu MEpKH, KOUTO TPSIOBA J1a ce B3eMarT Mpey MpUiiaraHe Ha BAKCUHATA, BIDKTE TOYKA 4.4,
3a yka3aHusi OTHOCHO pa3MpassBaHeTo, paboTaTa CbC M U3XBHPIITHETO HA BAKCHHATA BU)KTE TOYKa 6.6.
4.3 IIporuBomokaszaHus

CBpBXUYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WM KBbM HAKOE OT IIOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuananu npeaynpesaeHus: U NpeANa3sHN MePKH MPU ynoTpeda

IIpocnenumoct

3a Ja ce HOI[O6pI/I MmpocCJICAMMOCTTA Ha OHOJIOTUYHUTE JICKApCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha MPUIIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIllucCBaT

CBD’LX‘JVBCTBI/ITCHHOCT )41 aHad) HJIIaKCHA

Hma cpoOieHus 3a anaduaakcus npu Juna, noayumm Spikevax. Bunaru tpsOBa n1a uMa Ha
Pa3MoNIoKEeHNE TOIXOISII0 MEUITUHCKO JIeUeHHE U HAOII0IeHUE B CITydail Ha aHapUIaKTHIHA
peakuus clie]] MpUIIoKeHNe Ha BakcuHaTa. [IpenopbuBa ce BHUMATEITHO HAOIIOICHHE B IPOABIKCHUE



Ha Hal-MaJIko 15 MHHYTH Clle[l BakcHHANuATa. BTopaTa m03a Ha BakCMHaTa HE TPsAOBa /1a Ce TTOCTaBs
Ha OHE3H, KOMTO ca MOJydHiIN aHadWIaKCHs IpH ITbpBaTa fgo03a Ha Spikevax.

MI/IOKaDI[I/IT 1 ICPHUKApAUT

Crnen BakcuHanws ¢ Spikevax ca HabI01aBaHW MHOTO PEIKH CITy9ad HAa MHOKAPINUT U TICPUKAP/INT.
Te3u cirydan ca HACTBIMIM MPEIUMHO B PaMKHTE Ha 14 THU clie BAKCHHAIUS, IT0-YECTO CIIE
BTOpAaTa BAaKCHHA ¥ MO-YECTO MPH MO-MIIaIH MbKe. OT HAIMYHUTE JAHHU MOXKE J1a C€ TIPEATIONI0ONKH, e
NPOTUYAHETO HA MUOKAPJIUT U IMIEPUKAPIUT CIie]] BAKCHHAIIMATA HE CE Pa3lIniaBa OT TOBA IPH
MUOKAPIUT WK MIEPUKAPIUT KATO IISLIO.

MeuIHCKATE CIITIHATMCTH TPOBa 1a ObJaT OMUTENHU 3 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapIuT U epuKapAnT. Bakcuaupanure nuna TpsaOBa Aa ObAaT MHCTPYKTHPAHU /14 TIOTHPCAT
He3a0aBHO MEIUIMHCKA TIOMOIL, aKO Pa3BUAT CUMITOMH, IIOKA3aTEITHH 32 MHOKapAUT MU
MEpUKApPANT, KaTo (0CTpa U MPOABIKUTENHA) 00JIKa B IbPAUTE, 33IyX MM MaJMUTALUN CIIE]
BaKCHHALIUATA.

MeauIMHCKHUTE CICIUAINCTH TPSAOBa J1a HAPaBAT CIpaBKa ¢ PhKOBOJICTBATA W/MJIM CIICIIUAIUCTUTE
3a IMarHOCTUIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Puckbt ot Muokapaut cien tpeta qo3a (0,5 ml, 100 muxporpama) win cien 6ycrep mosa (0,25 ml,
50 mukporpama) Spikevax Bce ollle He € OXapaKTepH3HPaH.

Peakumm CBBpP3aHHU C TPEBOXKHOCT

Peaknym, cBbp3aHU C TPEBOXKHOCT, BKIIOUUTETHO BA30BATATHH PEAKIINH (CHHKOII ), XUIIEPBEHTIIIAIIS
WM TaKUBa, CBbP3aHU ChC CTPEC, MOTaT J1a CE TOSIBST BHB BPb3Ka C BAKCHHAIUATA KaTO IICUXOT€HEH
OTTOBOP KbM MHXEKTHPAHETO C UrJia. BaxkHO € 1a ce B3eMaT mpena3Hu MEepKH, 3a Jla ce u30erHe
HapaHsABaHE IIPU MPUJIOIIABAHE.

C’LH’BTCTBaH_IO 3a00JIIBaHE

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH JIUIIA, CTPAIAIIHN OT OCTPO TEXKKO (heOpriTHO 3200 sIBaHe
i octpa uHpekiws. Hanmmarero Ha neka nH(OEKIHS W/WIH JIEKO MOBUIIIEHA TEMIIEpaTypa He TpsiOBa
J1a 3a0aBsi BAKCHHAIIMATA.

TDOM60LII/ITOH€HI/I$I 1 HApYHICHWA Ha KPbBOCHCHPBAHETO

KaxTo mpu apyry H”HTpaMyCKyJTHA WHKEKIIMH, BaKCHHATa TPsIOBa Ja ce Ipuiiara BHUMATEHO TTPU
JHMIa Ha aHTUKOAryJaHTHA Tepamus WK TaKUBa C TPOMOOLUTONICHHS WIIM HAKAKBO HApyLIEHUE HA
KPBBOCHCUPBAHETO (HApUMEp XeMO(HIIH), Thil KaTO P TE3HU JIMLAa MOXKE JIa CE TMOSBH KbPBEHE MU
o0Opa3yBaHe Ha CHHUHU CIIe/l HHTPaMyCKYyJTHOTO MPUIIOKEHUE.

MyHOKOMIOpOMETHpAHY JIHLA

EdukacHocTTa 1 6€3011acHOCTTa Ha BaKCHHATA HE ca OIICHESHH NP IMYyHOKOMITPOMETUPAHH JIHIIA,
BKITFOUUTEITHO TaKWBa, KOWTO IOJTy4aBaT UMyHOCynpecuBHa Tepanus. EdukacHocTTa Ha Spikevax
MO3Ke 1a ObJle TO-HUCKA MPH UIMyHOKOMITPOMETHPAHU JTUIIA.

[Ipenopbkara na ce oOMuCIH NpUiIokeHue Ha Tpeta 1o3a (0,5 ml) mpu Texxko
MMYHOKOMIIPOMETHpaHH Jiuia (BX. Touka 4.2) ce OCHOBaBa Ha OTpaHUYEHH CEPOJIOTHYHH JaHHU MPH

ManMeHTH, KOUTO Ca UMYHOKOMIIPOMETHUPAHH CJIE TPaHCILUIaHTallud Ha COJIMACH OpTraH.

HDOI[’LJ'DKI/ITCJ'IHOCT Ha 3aluTara

HpOI[’bJDKI/ITCHHOCTTa Ha ocurype€Hara OT BaKCHHaTa 3aiuTa € HCU3BECTHA, ThH# KaTO TS BCE OIIIE Ce
YCTaHOBsIBa OT TCKYIIW KIIMHUYHU U3IIMUTBAHHA.



OrpaHnyeHus Ha ed)eKTI/IBHOCTTa Ha BaKCHMHara

Jlumata Moxke 1a He OBbAT HAITBIHO 3allIUTCHU 0 14-us JIeH el MoCcTaBsHe Ha BToparta jo3a. Kakro
NPY BCHYKW BaKCHHU, BAKCUHALIUATA Che Spikevax MoKe Ja He OCUTYpPH 3alllUTa Ha BCHYKH
PEIMIIEHTH Ha BaKCHHATA.

ITomMonTHY BEIECTBA ¢ U3BECTHO ACHCTBHE

Hampuui

Ta3u BakcuHa ChABbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 0,5 ml no3a, T.€. MOXKe J1a ce Kaxe,
4ye Ha MIPaKTUKa He ChIbpiKa HATPUH.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoJelicTBHe
He ca nmpoBexxganu mpoydBaHUs 32 B3aUMOJIEHCTBHATA.

He e npoy4BaHO ChITBTCTBAIIOTO MPHUIOKEHUE HA Spikevax ¢ Apyru BaKCHUHH.

4.6 DepruauTeT, )PEMEHHOCT U KbpPMeHe

BpemeHHocT

Wma orpanndeH onut ¢ u3non3BaneTo Ha Spikevax npu 6peMmeHHu sxeHH. [Ipoy4BaHus mpu KUBOTHU
HE NIOKA3BaT NPEKH WK HeTIPEKH BPEIHH €(EeKTH, CBBP3aHU ¢ OPEeMEHHOCTTa,
eMOPHUOHATHOTO/(PETATHOTO Pa3BUTHE, PAYKAAHETO WM MOCTHATAIIHOTO pa3BUTHE (BXK. TOYKaA 5.3).
[Ipunoxenunero Ha Spikevax mo Bpeme Ha OpeMeHHOCT TpsiOBa 1a ce OOMHCIISI CaMO KOTaTo
NOTEHIHUAIHUTE TOI3M HAAXBBPIIAT BCIKAKBH MOTEHIMAIHU PUCKOBE 3a MaiikaTa u eryca.

Kopmene

He e uzBectHo manmm Spikevax ce eKckpeTrpa B KbpMara.

DepTUIuTeT

[TpoyuBanus npu )KNBOTHH HE TIOKA3BAT MPEKH MIIH HETIPEKU BPEIHH €PEeKTH, CBBP3aHH C
PEeNpOaYKTHBHA TOKCHYHOCT (BX. TOUKa 5.3).

4.7 EdexTH BbpPXYy cCH0COOHOCTTA 32 mogupaHe U padoTa ¢ MAIIMHH

Spikevax He MOBNHsIBa WK MOBJIUSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a IopupaHe U paboTa ¢
MmamuHe. Hsikoun oT edekture, mocoueHu B Touka 4.8, MoraT Bce 1ak BPeMEHHO JIa IMOBJIUSSAT Ha
CIOCOOHOCTTA 3a IIo(UpaHe WK paboTa ¢ MaITUHH.

4.8 Hexenanu JexkapcTBeHH peaKINu

O0600611eHMEe Ha nipodia Ha GE30IIaCHOCT

Yuacmnuyu na evspacm 18 u noseue coounu

BesonacnoctTa Ha Spikevaxe oneHeHa B TEKYIO PaHAOMHU3UPAHO, I1a11e00-KOHTPOIUPAHO,
3aCJICTICHO 3a HaOMoaaTenss KTuHuIHo mpoyuBaHe Paza 3, mpoBexkaamio ce B CAILI, BrirouBario

30 351 yyacTHHMIM Ha BB3pacT 18 M MmoBeue roJAMHU, KOUTO ca MOIyYHId IIOHE €Ha 103a oT Spikevax
(n=15 185) nnu nnane6o (n=15 166) (NCT04470427). [1o Bpeme Ha BaKCUHALUATA CPEIHATA BH3PACT
Ha momyJanuaTa ¢ 52 ronuHu (quama3oH ot 18 mo 95); 22 831 (75,2%) OT y4acTHUIMTE ca Ha Bb3pacT
o1 18 1o 64 rogmam u 7 520 (24,8%) OT y4acTHUITUTE ca HA BB3pacT 65 1 MOBEYE TOIUHHU.



Haii-gecTo cho0IIaBaHnTe HEXENAHU peaklny ca O00JKa Ha MACTOTO Ha WHXXeKkTupaHe (92%), ymopa
(70%), rmaBobonue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucane

(45,4%), ranene/moBpainane (23%), akcunapao nogaysane/0onesHeHocT (19,8%), tpecka (15,5%),
NoJyBaHe Ha MICTOTO Ha uHkektupane (14,7%) u 3auepssaBane (10%). Hexxenanure peakuun
O0OWMKHOBEHO Ca JIEKH WA yMEPEHH 10 MHTEH3UTET U OTIIYMSBAT 32 HAKOJIKO JHU CIIe]] BAKCHHAIIMATA.
Masiko mo-HHCKa 9eCTOTa Ha ChOUTHS Ha peaKTOTEHHOCT CE€ CBBP3Ba C MO-TOJIsiMa Bh3pacT.

Karo 115510 HIKOU HEXEJIaH! PEaKIMK Ce CPEIAT M0-4e€CTO B MO-MJIaIUTE Bb3PACTOBU IPYIIH:
YeCcTOTaTa Ha aKCHJIAPHO 10 yBaHe/00Ie3HEHOCT, yMOpa,ri1aBo00JIke, MUAITHS, apTPaIrys, BTPUCAHE,
raJicHe/TIOBphIIIaHe U MTOBUILICHA TEMIIEPATypa € MO-BUCOKa MTPHU XOpa Ha BB3pacT oT 18 mo < 65
TOJIMHU OTKOJIKOTO MIPH TE3U Ha BB3pacT 65 roauHu U noseyde. [lo-uecto ce choOIaBaT JIOKaIHU U
CHCTEMHU HEXEJIAHU PEaKIIuH CJIeH J03a 2 OTKOJIKOTO clies 103a 1.

FOnowu na evspacm om 12 0o 17 200unu

JlanHu 3a 6e30macHOCT Ha Spikevax IpH IOHOIIIN ca ChOPaHu B TEKYIIO paHIOMHU3HUPAHO, Iare0o-
KOHTPOJIMPAHO, 3aCJICTICHO 32 HAOIr0IaTeNs KIIMHUYHO npoyuBaHe (asa 2/3, mposexaaiio ce B CAIII,
BKJIFOYBAIIO 3 726 y4acTHUIM Ha BB3pacT oT 12 1o 17 roguHu, KOUTO ca MOy4riIM MTOHE eHa 103a
Spikevax (n=2 486) niu mianebo (n=1240) (NCT04649151). [lemorpadckure XapakKTepPUCTHKH Ca
CXOJIHU MEX]Iy YYaCTHUIIMTE, KOUTO ca Moydmiin Spikevax, U Te3u, KOUTO ca MONTy4rIH Tiare6o.

Haif-yecTrte HexenaHu peaklyy MU I0HOIIN Ha BB3pacT oT 12 1o 17 roauHu ca 6oJKa Ha MICTOTO
Ha umkektupane (97%), rmaBodonue (78%), ymopa (75%), muanrus (54%), Brpucane (49%),
aKcwiIapHo noxyBaHe/0one3HeHoct (35%), aprpanrus (35% ), ragene/noBpeiuane (29%), nogyBaHe
Ha MCTOTO Ha MHXeKTupaHe (28%), eputeM Ha MACTOTO Ha MHXeKTUpaHe (26%) U MoBHUIlIeHA
temneparypa (14%).

Yuacmuuyu na ev3pacm 18 u noseye coounu (bycmep 0oza)

besomacHocTTa, peakTOreHHOCTTa 1 IMYHOT€HHOCTTa Ha efHa Oyctep mo3a Spikevax ca olieHeHH B
TEKYIIO paHAOMH3HUPAHO, 3acieNeHO 3a HabIroaaTess, miane6o-KOHTPOIMPaHo MpoyuBane (aza 2 3a
MOTBBPKJABaHE Ha 7103aTa Ipu nanueHTy Ha 18 u moseue rogunu (NCT04405076). B Toa
npoyuBane 198 yuactHumm ca mony4wiu nse A03u (0,5 ml, 100 Mukporpama rnpe3 HHTEpBaJI OT

1 mecen) ot BakcuHaTa Spikevax kaTo mppBUYHA cepusi. B oTkpuTara ¢aza Ha nmpoyuBaneTo 167 ot
TE3W YYaCTHHLM ca TOoIydmIn equHryHa oyctep no3a (0,25 ml, 50 Mukporpama) Haii-manko 6 Mecena
Cclle]] MPUIOKEHUETO Ha BTOpaTa J103a OT IbpBUYHATA cepusl. [IpoduirbT Ha aKTUBHO THPCEHUTE
HEe)KeNlaH! peakiun 3a Oycrep nosara (0,25 ml, 50 mukporpama) e mogoOeH Ha TO3H CIie]] BTopara
J103a OT MIFPBUYHATA CEPHSL.

TaOnuyeH cnUChK HAa HEXETAaHUTE PEaKIMU OT KIMHUYHH OPOYYBAHUS M OT IOCTMAPKETUHTOBHS ONIUT
IIpY IuIa Ha 12 ¥ moBeye TOANHU

IMpodnrsT Ha Ge30macHOCT, MPEACTaBEH M0-10JTy, C€ OCHOBaBa Ha JAHHHUTE, TeHEPHPAHU

B ILTa1e00-KOHTPOJUPAHO KIMHUYHO npoyusane mpu 30 351 Bw3pacTHU > 18 roguHu, Apyro mianedo-
KOHTPOJIMPAHO KJIMHUYHO MpoyuyBaHe ¢ 3 726 y4acTHUIM Ha Bb3pacT oT 12 10 17 ronuHu u o Bpeme
Ha [TOCTMapKETUHIOBHUS OIUT.

C’LO6H_[€HI/ITC HCXKCJIaHU pCaKIUU Ca I/I36pOCHI/I Criopea cjiejHaTa KOHBCHI U 3a YE€CTOTA:

Mtoro yectu (>1/10)

Yecru (= 1/100 no < 1/10)

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

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

Mtuoro peaku (<1/10 000)

C HeusBecTHA YecToTa (OT HATMYHHUTE JaHHHU HE MOXKE Jla ObJic HalTpaBeHa OICHKA)

B pamkuTe Ha BCAKO TPYIIUpPAHE 10 YECTOTA HEXKEJIAaHUTE PEaKIIUU ca MPEICTAaBEHU B HU3XOIAI PEJl
10 OTHOIIIeHHe Ha cepro3HocTTa (Tabmmma 1).



Taboauua 1: He:kelaHu peakiiuy oT KJIMHUYHU W3NUTBaHus Ha Spikevax u ot
NMOCTMAPKETHHIOBHSI OMUT MPH JMNA HA 12 ¥ moBeyYe roAUHA

Cucremo-opraten kiac no [decrora He:xenana(u) peakuusi(u)
MedDRA
Hapymienust Ha KppbBTa 1 [MHOTO YecTH Ulnmbanenonatus*
M@HAaTa cucTeMa
Hapymienus Ha uMmyHHaTa  |C HEM3BECTHA YECTOTa AHadunakcus
cucreMa CBpBX4YyBCTBUTEITHOCT
Hapymennss Ha HepBHaTa  [MHOro 4ecTH ['maBobonue
cucreMa
Heuectn BamastHOCT
Penxu Octpa nepudepHa TuIeBa
mapamm3a**
Xunoecre3us
ChpaeyHn HapyLIeHHusl HenssecTHa yectoTta Muoxapaur
[Tepuxapaut
CTOMAIIHO-YPEBHU MHoro uectu ["ameHe/oBpbIIaHE
HApYLIEHUS
Yectu Muapus
Hapymenus Ha ko:xkatam  [Uectn O6puB

MOAKOKHATA ThbKaH

Hapyumenus Ha MHoro uectu Muanrus
MYCKYJIHO-CKeJIeTHATA ApTpanrus
CHCTeMa U CheJUHUTeJIHATA
ThbKaH
OO0mu HapymeHus u egpextu MHOTO YecTH bonka Ha MCTOTO HA UHXXEKTUPAHE
HA MACTOTO HA MPUJIOKEHHE 'YMopa
Brpucane
[Mupexcus
[TomyBane Ha MACTOTO Ha
MH)KEKTHpaHe
Yectu EputeM Ha MSCTOTO Ha
MHXCKTUPaHe
YpTukapus Ha MAICTOTO Ha
MH)KEKTHpaHE

O0puB Ha MACTOTO Ha HHXKEKTHPAHE
Peakiyst Ha MACTOTO Ha
MHKEKTHpaHe OT 3a0aBeH Tum™***

Heuectu [TpypuTyc Ha MSCTOTO Ha
MHYKCKTUPaHE
Penku [MomyBaHe Ha UIETO™ ***

*JIumaneHonaTrs e Ouila ycTaHOBEHA KAaTO akCHiIapHa TuM(aJeHONaThsI OT ChlllaTta CTpaHa Ha MSICTOTO Ha MH)KEKTHUpaHE.
B Hskou cityyawn ca 3acerHaTv U APYTH JTAMGHH Bb3IJIU (HAID. IHAHA, HAJAKITFOYATHH ).

**B paMKHTe Ha IEpUOJia Ha MPOCIIeIIBaHe Ha OE30MMaCHOCTTA Ce ChOOMIaBa 3a OCTpa MepudepHa JIMIEeBa apain3a Mpu
TpHMa YYacTHHUIIM B Tpynara Ha Spikevax W Ipu eMH MalieHT B Tpymnara Ha miane6o. [lospara mpu manueHTHTE B rpymnara
Ha BaKCWHATA HacThMBaA cief 22, 28 u 32 mHU ciieql BAKCHHAINMATA C /1032 2 .

***MenuaHara Ha BpEMETO [0 T0siBa € 9 JHH ciie]] MbpBaTa HHKeKus u 11 1HU cren Broparta HHXKeKLus. MenuaHara Ha
MPOABIDKUTETHOCTTA € 4 IHU ciie]] TbpBaTa MHXKEKIMS U 4 THU ClIe BTOpPAaTa MHKEKIMSL.

****]ma 1Be CEpPUO3HH HEXETaHU CHONTHS Ha [OyBaHE HA JIUIIETO MPH PELUINSHTH Ha BAKCHHATA C aHAMHe3a 32
UHKEKTHpaHe Ha AepMannu Gurbspu. [losiBata Ha moxyBaHeTo e cboOiieHa cboTBeTHO B Jlen 1 u Jlen 3 ot neHs Ha
BaKCHHAIHATA.

Peakrorennoctra u npounbT Ha Oe30MacHOCT npu 343 yyacTHUIIH, MOTy4aBany Spikevax, KOUTO ca
Oowmn ceporo3uTuBHY 32 SARS-CoV-2 Ha U3X0JHO HUBO, € CHIIOCTABUMA C Ta3U Ha YYaCTHUIH,
ceponeratuBHU 32 SARS-CoV-2 Ha H3X0IHO HUBO.



Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cpo0ImaBaHeTo Ha MOIO3MPAHN HEKEJIAaHU PEaKLUH CiIe]] pa3peliaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
NPOJIYKT € BaxkHO. TOBa MO3BOJISIBA JIa TIPOIBIDKH HAOIOICHHETO Ha ChOTHOIIIEHUETO TI0JI3a/pUCK 32
JeKapcTBeHUS MpoayKT. OT MEANIMHCKUTE CTICMAINCTH C€ N3MCKBA J]a ChOOIIaBaT BCAKA
NOJ03MpaHa HeXellaHa Peakysl Ype3 HallMOHAIHA CHCTeMa 3a ChOOIaBaHe, IOCOYeHA B
IIpunoxenue V u Jla BKJIIOYAT MapTUIEH HOMED, aKO € HaJUYEH.

4.9 Ilpeno3upane

He ca cpo0rmenn ciryyan Ha peo3upane.

B citydaii Ha peno3upaHe ce mpernopbyBa MpocieAsBaHe HA )KU3HEHUTE QYHKIMH U Bb3MOXKHO
CHUMIITOMATUYHO JICUCHUC.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 dapmakoguHAMHYHH CBONMCTBA

®dapmMakoTepaneBTHYHA TPyIa: BaKCUHU, Apyru BupycHH Bakcuan, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Spikevax cpappka uPHK, Brimrouena B munuaan HanodacTuid. ”PHK komupa mbIHOBEpHIKEH IITUIIOB
nporeud Ha SARS-CoV-2, moauduuupan ¢ 2 npoauHOBH 3aMECTBaHUS B 00J1aCTTa HA XENTAAHOTO
nosropenue 1 (S-2P), 3a crabunnsupane Ha MUTOBUS MPOTEHH B ipedy3nonHa koHpopmanus. Cien
MHTPaMYCKYJTHA HH)KEKIHS KIeTKUTE Ha MACTOTO Ha MHXKEKTHPAHE M JPCHUPAIIUTE JTUM(HH BB3IIN
rnmoeMaT JUMUAHATE HAHOYACTHILIN, KaTo eekThBHO nocTaBiaT UPHK cekBeHIMsTa B KIIETKUTE 32
TpaHcnanys BbB BUpyceH npotenH. [JlocraBenata n”PHK He HaBnn3a B KIETBYHOTO AP0 U HE
B3aMMO/IEHICTBA C TEHOMA, HE CE€ PEIUTUKHPA U C€ eKCIPECHupa BPEMEHHO OCHOBHO B IEHAPUTHH KIIETKH
u Makpodaru B cyOKarcynapHuTe CHHycH. ExcripecupanusT, CBbp3aH ¢ MeMOpaHaTa HIMIOB MPOTENH
Ha SARS-CoV-2 ce pa3no3Hasa ciell ToBa OT UMYHHUTE KJIETKH KaTo Yy aHTUreH. ToBa
MIPEeIU3BHUKBA KakTo T-KJIeThueH, Taka U B-KieTh4eH 0TroBop ¢ o0pa3yBaHe Ha HEYyTpaIU3HpaIIH
aHTHUTENa, KOSTO MOXeE JIa JompuHece 3a 3amurara cpenry COVID-19.

Knnanuna edrkacHOCT IpyM BE3pACTHU

[IpoyuBaneTo npu BB3pacTHU € PaHAOMH3HPAHO, TUIale00-KOHTPOIUPAHO, 3aCIICIICHO 3a
HaOronaTens KIMHUYHO npoyuBaHe daza 3 (NCT04470427), KoeTo U3KITI04Ba
MMYHOKOMIIPOMETHPAHH JIULA WIX TaKUBa, 0JIy4yaBajJlid UMYHOCYIIPECOPH B PAMKHUTE Ha MOCIETHUTE
6 Mecerla, KaKTO ¥ OpeMEHHH WM TaKWBa ¢ U3BECTHA aHaMHe3a 3a nHpekIusa cbc SARS-CoV-2.
Yyactauu cse crabunno HIV-3aboinsiBane He ca u3kinoueHH. I [poTHBOrpUIIHE BAKCUHU € MOKEINO Ja
ce npunarat 14 mau npeau win 14 qHH clief KosTo | Aa € 1o3a ot Spikevax. OT y4acTHHITUTE CHII0
TaKa ce € M3UCKBAJIO Jla MMa Hali-MaJIKo UHTEpBaJ OT 3 Mecella OT NpujiaraHe Ha KPbBHU
NPOIYKTH/TUIa3Ma WM UMYHOTJIOOYJITMHM 0 BKJIIOYBAHETO B IPOYUYBAHETO, 32 Ja IOJIydaT Iianedo
win Spikevax.

IIpocnenenu ca o6mio 30 351 yuacTaHunu ¢ Meauana 92 nau (nuanasoH: 1-122) 3a pa3BuTueTO Ha
6omnecrra COVID-19.

[Momynanusra 3a MbpBUYEH aHAIN3 Ha e(hUKACHOCTTA (HApU4aHa ,,[TOIyJIAIHs IO TIPOTOKOI " UK
,PPS%), BrirouBa 28 207 yyacTHHIIM, KOUTO ca moiayunnn win Spikevax (n=14 134), wiu mianedo
(n=14 073) 1 umar otpuraresuex cratyc 3a Hanmuune Ha SARS-CoV-2 Ha usxoano auso. PPS
MOy IalKATa Ha Mpoy4YBaHeTo BKitouBa 47,4% xenu, 52,6% mbxe, 79,5% 6enn, 9,7%
adpoamepukaniy, 4,6% azuaruu u 6,2% apyru. 19,7% ot ydacTHULUTE ca ¢ UCTIAHCKH WX


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

JAaTHHOAMEPUKAHCKY Ipou3xo . MeanaHaTa Ha Bb3pacTTa Ha yYaCTHHUIIUTE € 53 TOANHA

(mnamazon 18-94). Jlomycka ce quana3oH Ha MpuUilaraHe Ha BTopara 1o3a (IiaHupaHa 3a aeH 29) ot
—7 no +14 guu 3a BkmouBane B PPS. 98% oT penunuenTuTe Ha BaKCUHATA, HOTYYMIN BTOpaTa 1032
25 no 35 nuu cien mo3a 1 (ot -3 mo +7 aHU OT UHTEpBaNa OT 28 THHU).

Cayuante Ha COVID-19 ca noTBbpAEHHN upe3 NOJIMMEpa3Ha BEpHKHA peakuus ¢ o0paTtHa
tpanckpuntasza (RT PCR) u oT knmunnyna apoutpaxua komucusi. EQukacHocTTa Ha BAKCHHATa 0010
Y TI0 OCHOBHH BB3PACTOBH I'PYIIH € TIpencTaBena B Tadnmma 2.

Tabnuua 2: AHaau3 Ha epUKACHOCTTA HA BakcuHaTa: norBbpaen COVID-19% nezaBucumo ot
Te’KecTTa, ¢ Hauyaao 14 nHu ciaen 2P*™ no3a — nomyJianusi Mo NPOTOKOJ

Spikevax Inanedo
Bb3pacroBa
YectoTa YectoTa o
E
(rroll)l);:{l) 'Yuyactaunu | Cnyyan Ha | Ha COVID-19 | Yyacraunu | Cnyyanm Ha | Ha COVID-19 f: a iﬁtﬁ;‘ﬁ?
N COVID-19 Ha 1000 N COVID-19 Ha 1000 o %
(95% AN)
n YOBEKOTOIHHH n YOBEKOTOIMHH
O6mo 14 134 11 3,328 14 073 185 56,510 94,1
(18) (89,3, 96,8)**
18 o <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97,9)
365 3583 4 4,595 3552 29 33,728 86,4
(61,4,95,2)
2953 4 5,586 2 864 22 31,744 82,4%
36510<75 (48,9,93,9)
75 630 0 0 688 7 41,968 100%
(NE, 100)

#*COVID-19: cumnromaruuen COVID-19, usucksam nonoxurenen pesynrar or RT-PCR u

Hali-MaJKo 2 CHCTeMHH cuMnToMa win | pecriuparopen cumnroM. Ciaydawn, 3anogsanty 14 qau ciexn 2P* no3a.
*E¢ukacHocT Ha BakcuHaTa 1 95% nosepurenen unrepsai (1) ot ctpatudummpanms moaern va Cox 3a
MPOTIOPIIMOHATHOCT Ha PUCKa

**]11 He e KOPUTHpaH 3a MHOKECTBEHOCT. KopUrupaHu 3a MHOKECTBEHOCT CTATUCTHICCKH aHAJIN3HU ca TIPaBEHU
B MEXXIMHEH aHAJIN3 Ha Mo-Majko ciydan Ha COVID-19, kouto He ca chOOIIeHH TyK.

Cpen Bcuuku yaactauiid B PPS e ca crobmienu cirydan Ha Texxpk COVID-19 B rpymnaTta Ha BakcHHA
B cpaBHeHue ¢ 30 ot 185 (16%) cnyuas, cpo01ienu B rpymnata Ha miane6o. Ot 30-te ygacTHHIH ¢
TEXKO 3a00IsBaHe, 9 ca XOCMUTAIM3UPAHH, 2-Ma OT TSIX ca MMPUETU B MHTCH3UBHO oTAeneHue. [1o-
roJsiMata 4acT OT OCTAHAIUTE TEXKKH CIydau ca M3ITBIIHUIN caMO KPUTEPHUsT KUCIIOPOIHA cCaTyparius
(Sp0O2) 3a texxo 3abomsaBane (< 93% mpu cTaitHa TemmepaTypa).

Eduxacnocrra na Spikevax na npennassa ot COVID-19, He3aBrcuMO OT npeAnIIHa HHOEKIUS ChC
SARS-CoV-2 (ycTanoBeHa CepOJIOTHYHO Ha N3XOJHO HMBO M M3CJI€IBAaHE Ha Ha30(apuHTea Ha mpoda
¢ TamrioH) ot 14 auum cien Jlo3za 2 e 93,6% (95% noseputenen unrepsai, 88,6; 96,5%).

B nombiHeHne, aHATM3M HA MOATPYNUTE HA TbPBUYHATA KpaifHa ToYKa 3a e(UKacHOCT MoKa3Bat
CXOJIHA OICHKA 32 €(PUKACHOCT 110 TOJI, ETHUYECKH TPYIH U YYACTHHIIN ChC CHITBTCTBALIH
3a00JsIBaHMs, CBBP3aHU C BUCOK pHCK 0T Texbk COVID-19.

Kinnuuyna ehruKkacHOCT P IOHOLIK HA Bh3pacT oT 12 10 17 roauHu

[IpoyyBaneTo NpH IOHOIIM € TEKYIIO PaHIOMU3UPAHO, TAe00-KOHTPOIUPAHO, 3aCTICTICHO 32
HaOI0aaTeNs KIMHUYHO npoyuBaHe daza 2/3 (NCT04649151) 3a orieHka Ha 0€3011aCHOCTTA,
PCaKTOreHHOCTTA U e(pUKACHOCTTAa Ha Spikevax mpu FOHOIIM Ha Bb3pacT oT 12 1o 17 roguHu.
YyacTHHLIUTE C U3BeCTHA aHaMHe3a 3a nHpeKkust cbc SARS-CoV-2 ca u3KiII0ueH: 0T IpOy4BaHETO.
006110 3 732 yyaCTHMIIM ca PaHIOMH3UPAaHU B ChOTHOIIeHKE 2:1 ma mosydar 2 1o3u Spikevax uiu
miane6o, GU3NOJOTHYEH Pa3TBOP, C MHTEPBAI MEXKIY 103UTe 1 Mecell.



M3BBpireH e BropudeH aHaIN3 Ha eukacHocTTa pu 3 181 ydacTHHITH, KOUTO ca MOTYIHIH 2 J03U
Spikevax (n=2 139) nnu mrane6o (n=1 042) u ca UMaK OTPUIIATEIICH U3XOCH CTATyC 110 OTHOIICHUE
Ha SARS-CoV-2, B momynanusra 1mno npoTokoy. Mexay y4yacTHHIHUTE, KOUTO ca Moydunu Spikevax,
Y T€3H, KOUTO Ca MOyYHIIH 1arne0o, HiMa 3a0eTeKUMHU Pa3uKy B AeMOTpadCKUTe JTaHHH WK
MIPE/IIIeCTBAIINTE 3200 IIBaHUS.

COVID-19 e gedurnpano xato cumnroMaTiaHo COVID-19, n3nckpaiio moyioKuTeNneH pe3yiaTar oT
RT PCR wu Haii Maniko 2 CHCTEMHHU CUMIITOMA Wi | pecupaTopeH CUMIITOM; CIIy4au, 3aII0YBaIIH
14 nuu cnen BTOparta q03a.

Wma nyna cumnromaruanu cinydas Ha COVID 19 B rpynata Ha Spikevax u 4 CUMIITOMaTHYHH CITydast
Ha COVID-19 B rpynata Ha miaue6o.

VIMyHOTEHHOCT IIpH FOHOITH Ha Bb3pacT oT 12 10 17 roauHu

Amnanu3 3a He o-Majka e(pUKacHOCT, OLeHsBall TUTpUTe Ha 50% HeyTpaTu3upalinTe aHTHTEIA
cperry SARS-CoV-2 u niporieHTa Ha CEpOJIOTHYCH OTTOBOP 28 THU CIIe 103a 2, € IPOBEACH B
HOATPYIHUTE 32 UMYHOT€HHOCT Ha IOIyJIalUsATa 110 IPOTOKOJI IIPU FOHOIIY Ha Bb3pacT oT 12 1o

17 ronuan (n=340) B mpoy4YBaHETO NPH IOHOIIHN, KAKTO U IPH YYaCTHULUTE Ha BB3pacT oT 18 1o

25 ropunn (n=296) B npoy4YBaHETO MPU BBH3PACTHU. Y YACTHULIUTE HE Ca MMAIH UMYHOJIOTUYHU HITH
BUPYCOJIOTUYHH JIOKa3aTelIcTBa 3a nmpeaxoaHa nadpekims cbe SARS-CoV-2 Ha U3X0IHO HUBO.
CpenHoto reomerprudHo choTHOmeHue (GMR) Ha TuTpUTE HA HeyTpaTU3UpaIIUTe aHTUTENA TIPH
IOHOILM Ha Bb3pacT oT 12 1o 17 rogunu B cpaBHEHHE ¢ ydacTHULUTE OT 18 10 25 rogunu e 1,08 (95%
JAU: 0,94; 1,24). Paznukara B mipolieHTa Ha ceposiorudeH otroBop ¢ 0,2% (95% [U: -1,8; 2,4).
Kputepuute 3a He mo-Manka eduxacHocT (nonHa rpanuna Ha 95% JIU 3a GMR > 0,67 u noiHa
rpanuna Ha 95% /1Y 3a pasnukara B mpoLEHTa HAa CEPOJIOTHYEH OTIOBOp > -10%) ca U3IIbJIHEHH.

MMyHOreHHOCT OpHY yyacTHUIM Ha 18 U moBeye roauuu — ciaen oyerep nosa (0,25 ml,
50 Mukporpama)

be3omacHocTTa, peakTOreHHOCTTa M HNMYHOTE€HHOCTTA Ha etHa Oycrep 1o3a Spikevax ca orieHeHH B
TEKYIIO paHIOMH3HUPAHO, 3aCIETICHO 3a HaOIoaaTe s, ianebo-KOHTPOIMpaHo mpoyyBane (aza 2 3a
NOTBBbPKIaBaHe Ha Jj03aTa Ipu yyacTHUIM Ha 18 u noseue roaunu (NCT04405076). B Toa
npoyuBane 198 yuactaum ca momxyuwmm ase 1034 (0,5 ml, 100 Mukporpama mmpe3 HHTEpBAI OT

1 mecer) oT BakcuHaTa Spikevax KaTo mbpBUYHA cepus. B oTkpuTara haza 149 oT Te3u ydyacTHHIIN
(Habop mo mpoTokod) ca mony4yuiu eaguHnyHa Oycrep mo3a (0,25 ml, 50 mukporpama) Haif-Manko

6 Mecena ciesl IPWIOKEHUETO Ha BTOpara /103a oT ibpBUYHarTa cepus. [lokazaHo e, ye eAMHNYHA
oycrep n03a (0,25 ml, 50 mukporpama) Boau 70 CPEIHO T€OMETPUYHO KPAaTHO yBelndYeHue (geometric
mean fold rise, GMFR) 12,99 nptu (95% AU: 11,04; 15,29) Ha HeyTpanu3upamure aHTuTeaa OT
npeay NPUIOKEHNEeTo Ha OycTep mo3a 1o 28 nuu cien Oyctep no3ara. GMFR Ha HeyTpanusupamunte
antutena e 1,53 (95% JAW: 1,32; 1,77) npu cpaBHEHHE Ha TUTHpa 28 THU cliell 1032 2 (TbpBUYHA
cepus) crpsiMo 28 aHH ciex OycTep go3aTta.

Ilonynanus B crapyecka Bb3pacT

Spikevax e n3cnenBana npu JUNa Ha Bb3pacT 12 U moBeye roJUHHU, BKIIOYUTENHO 3 768 y4acTHUIM Ha
BB3pacT Ha 65 u nmoBeue roguau. E¢ukacHocTTa Ha Spikevax npu ydacTHULMTE B HallpeaHAaIa
BB3pacT (>65 roanHN) CHOTBETCTBA HA Ta3W MPHU MO-MIIAIUTE Bh3pacTHU ydacTHHIM (18-64 roanHn).

[lenuarpuyna nomnyJanus

EBpomneiickaTta areHIus o JiekapcTBaTa oTjara 3aIb/DKEHUETO 32 IPeAOCTaBIHE Ha Pe3yITaTUTe OT
npoy4BaHusATa cbe Spikevax B eqHa WK TIOBEYE MOATPYNU Ha IeIUaTpUYHATA ITOITyJIalus 3a
npesernms Ha COVID-19 (Bxk. Touka 4.2 3a nHQOpMaIHsi OTHOCHO ynoTpeda B MeANaTpusITa).
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PaspemaBaHe noja yciaoBue

To3u nexapcTBEeH NPOAYKT € pa3pellieH 3a yrnorpeda 1o T. Hap. cXeMa ,,pa3peliaBaHe o] yCIOBue .,
ToBa o03Ha4aBa, ye 3a TO3M JICKAPCTBEH MPOAYKT CE€ OUAKBAT IOMBJIHUTEIHU IaHHU.

EBpomneiickara areHmus 1mo JIeKapcTBaTa Ie N3BbPIIBA Iperiiea Ha HoBaTa HH(POPMAITHS 32 TO3U
JIEKapCTBEH MPOIYKT IIOHE BEIHEK roAuIIHO U HacTosmara KXII chOoTBETHO 1IIe ce aKTyanm3upa.

5.2 @®@apMakoKHHETHYHH CBOIiCTBa
Henpunoxunmo.
5.3 IlpeakJMHUYHU AAHHH 32 0€30MACHOCT

HexnuHn4HuTe JaHHU HE MOKa3BaT OCOOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
IIPOYYBaHUs 32 TOKCHYHOCT IIPYU MHOIOKPATHO NIPWJIAraHe, peIpOayKTUBHA TOKCUYHOCT U TOKCUYHOCT
3a pa3BUTHETO.

O061ma TOKCHYHOCT

IIpoBenenu ca mpoyuyBaHUs 3a 00Ia TOKCUYHOCT MPH ILTHXOBE (HA KOUTO Ca MPUIOKCHH
UHTPAMYCKYJTHO J10 4 71031, HAIBHIIABAIIH J03aTa MIPU X0pa, BEAHBK HA BCEKU 2 CEJIMHUIIN).
HabmromaBanu ca npexoJHH U 0OpaTUMH OTOK M €PUTEM Ha MSCTOTO HA MH)KEKTUpPAHE, KAaKTO U
MIPEXOJTHU 1 00paTHMU POMEHH B 1a00pAaTOPHUTE MOKa3aTeNU (BKJIFOUUTEITHO ITOBUINIABAHE HA
€03UHO(DUINTE, AKTUBUPAHOTO MAPIIHATIHO TPOMOOILUIACTHHOBO BpeMe U (pubpuHoreHa). Pesynrature
NPEIOoJIarat, 4Ye MOTSHIUATHT 33 TOKCHYHOCT TIPU XOPa € HUCHK.

['eHOTOKCHMYHOCT/KaHLIEPOTeHHOCT

IIpoBenenu ca in vitro M in vivo Ipoy4YBaHHs 3a TEHOTOKCHYHOCT C HOBUS JIMITUAECH KOMIOHEHT SM-
102 na BakcuHaTa. Pe3ynratute npenmnonarar, 4e HOTEHIIMATBT 3a TEHOTOKCUYHOCT PU XOpa € MHOTO
HHUCBK. He ca mpoBexxaanu npoyyBaHus 3a KaHIIEPOI'€HHOCT.

PenponyKTuBHA TOKCUYHOCT

B exno npoyuBane 3a TOKCHYHOCT Ha pa3BuTueTo 0,2 ml OT BakCHHA ChC ChCTaB, ChABPIKAI CHIIOTO
komruecTBo HPHK (100 mcg) 1 Apyru checTaBKH, BKIOYECHH B €IMHUYHA 7032 Ha Spikevax 3a xopa, €
NPUIIOKEHA Ha )KEHCKH TUTbXOBE MHTPAMYCKYJIHO B 4 ciyyast: 28 u 14 nquu npean undTocBaHe U HA
rectairoHeH jaeH 1 u 13. Antutsno-orroBopu cpemty SARS-CoV-2 ce HabmogaBat npu >KeHCKUTE
IUTBXOBE OTIIPeAN YU(TOCBAHETO 10 Kpasi Ha MPOYYBAHETO Ha 2 1-BUs JTAKTAIIMOHEH JIeH, KaKTO U TIPH
¢erycuTe ¥ NOKOJICHNETO. B MpoyuBaHeTo HSIMa CBBP3aHU C BAKCHHATA HEXKEJIAaHN e(DEeKTH BBPXY
(depTrinTeTa IPH KEHCKUTE, OPEMEHHOCTTA, eMOpHO(ETaTHOTO Pa3BUTHE, PA3BUTHETO HA
MOKOJICHUETO WIJIH TIOCTHATAITHOTO pa3BuTHe. JIMTICBAT JaHHU Ay BakcuHaTa Spikevax nmpemMuHaBa
Tpe3 MJIalleHTaTa Wik ce eKCKPEeTHpa B MIIIKOTO.

6. DOAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha IOMOLIHHUTE BelIECTBA

Jlummug SM -102 (xenrragexan-9-un 8-{(2-xuapokcueTu )| 6-okco-6-
(YHIETIMITOKCH ) XEKCHUIT |aMHHO } OKTAHOAT)

Xonectepon

1,2-nmucreapoun-sn-riuiepo-3-pochoxonun (DSPC)
1,2-mumupucrons-rac-raunepo-3-metokcunonuermwieHrmukon-2000 (PEG2000 DMG)
Tpomeramon

TpomeTaMoi XUuIpoXJIOpua

OrneTHa KHCeTUHA

Hatpues anerat Tpuxumpar

3axaposa

Bopa 3a nnxexkuun
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6.2 HecnBMecTHMOCTH

To3u ekapcTBEH MPOAYKT HE TPsIOBA 1a Ce CMECBa C PYTH JICKAPCTBEHU MPOIYKTH WM Ja Ce
paspexna.

6.3 Cpok Ha roaHOCT

HeotBopen daakon
7 mecena npu Temneparypa ot -25°C o -15°C.

HeoTBopenara BakcrHa MOKE Jla € ChXpaHsSIBa B XJIAAWIHUK mpu Temmeparypa ot 2°C go 8°C,
3alUTeHa OT CBeTIIMHA, MakcuMyM 3a 30 nHU.B paMkuTe Ha TO3U IEPUO/I, 32 TPAHCIIOPTUPAHE MOTAT
J1a ce u3non3Bar g0 12 gaca.

Benuwx pazmpaszeHa, BakcuHaTa He TpsOBa J1a ce 3aMpa3siBa IOBTOPHO.

HeoTBopenara BakcuHa MOXKe Jla ce€ chXpaHsBa mpu temmeparypa ot 8°C o 25°C mo 24 gaca cien
N3BAXKAAHE OT XJIaJIUJITHUK.

[yHkTupan ¢aakoH

JlokazaHa e XuMH4Ha 1 QU3NYHA CTAOMIHOCT IpH yIoTpeda B mpoabbKeHue Ha 19 vaca cief
bPBOHAYATHOTO MyHKTHpaHe npu 2°C g0 25°C (B paMKuTe Ha Ieproja, MO3BOJICH 3a ynoTpeoba,
koiiro e 30 qau npu Temneparypa ot 2°C 1o 8°C u 24 yaca npu temneparypa ot 8°C no 25°C). Ot
MHUKpPOOHMOJIOTHYIHA TJIeTHA TOYKa MPOAYKTHT TPsIOBa 1a ce M3I0I3Ba He3a0aBHO. AKO BaKCHHATA HE Ce
U3I0J13Ba BeJHAara, NepuobT Ha U3I0JI3BaHE U YCIOBUATA HA ChXPaHEHHE Ipeau yroTpeda ca
OTTOBOPHOCT Ha MOTPEOUTETIS.

6.4 Chnenuananm yca0oBHs HAa CbXpaHeHHe

[a ce cpxpansiBa BbB (hpusep npu temrepatypa mexay -25°C u -15°C.

Jla ce cpxpaHsBa B OpUTHHATIHATA OTIAKOBKa, 32 Jla c€ Mpera3y OT CBETINHA.

[a He ce cexpansBa B cyx Jyen win mof -50°C.

3a yclIOBUsATa HAa CbXPaHEHHE CIIEN pasMpassiBaHe U IbPBO OTBAPSHE HA JIEKAPCTBEHUS MPOIYKT
BIKTE TOUKa 6.3.

TpancnoprupaHe Ha pasMpaszeHd (JIAKOHU B TEYHO ChCTOSHUE IIpU TeMueparypa oT 2°Cro 8°C

Axo TpaHcnopTupaHeTo mpu temrepatypa ot -50°C g0 -15°C He € Bb3MOXXHO, HAIMYHU Ca JaHHH,
criope]] KOUTO € Bb3MOXKHO TPAHCIIOPTUPAHETO Ha SIUH WK TIOBEYe pa3Mpa3eH! (IIakoHA B TEYHO
CBCTOSIHUE 3a nepuof 1o 12 yaca npu Temnepatypa ot 2°C go 8°C (B pamkute Ha 30-IHEBHHS CPOK
Ha roaHoct npu temnepatypa 2°C no 8°C). Bennbx pasmpa3eHH U TPAaHCIOPTHPAHU B TEUHO
cheTosiHue pH TeMieparypa ot 2°C no 8°C, daakonuTe He TpsOBa 1a ce 3aMpassiBaT MOBTOPHO, a Jia
ce chxpaHsaBar nmpu Temmepatypa ot 2°C 1o 8°C 1o TSIXHOTO HU3MOI3BaHE.

6.5 Buau chabp:KaHue HA ONMAKOBKATA

5 ml aucnepcust BbB ¢u1akoH (CTHKIO TN | MIM €KBUBAJICHT) ChC 3aIlyllaliKa (XJIOPOOYTHIIOB KayuyK)
1 oOKaTKa (alyMUHHI{) ¢ OTYYIBAILO CE IIACTMACOBO Kamaye.

Bceku ¢uakon cpappka 5 ml.
Coabpkanue Ha onakoBkara: 10 MHOT0/I030BH (hakoHa
6.6 CrnenuajaHu NpeanasHu MepKHU NMPH U3XBbPJIsiHEe H padoTa

Bakcunara TpH6Ba Ja C€ IIPUT'OTBA U MOCTABA OT o6yqu1/1 MCIUIUHCKU CIICHUATIUCTH IIPU CIIa3BaHC
Ha aCCNTHYHH TCXHUKH, 3a J1a CC rapaHTUpa CTCPUIHOCT HA AUCIICPCHUATA.
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BakcunaTta e roToBa 3a ynorpeba cies pazMpassBaHe.

I[a HC CC pa3Kiiallla UJIn paspeiKaa. 3aB’BpTCTC JICKO (bHaKOHa CJIcq pa3Mpa3siBaHC U MPEAn BCAKO
H3TCTJIAHC.

®dnakonute cbe Spikevax ca MHOTOZ030BH.

Ot Bceku (uiakoH mMorart fa ce u3terysaT aecet (10) no3u (o 0,5 ml Besika) MM MAaKCUMYM JBaIeCeT
(20) mo3u (o 0,25 ml Bcska).

[IpenopbuuTenHO € 1a NpoOoKIaTe 3aMylIajKkaTa Ha Pa3IndHo MICTO BCeKU IbT. He myHKTHpakiTe
(akona moseye ot 20 MbTH.

B®B Bcekn (hIakoH ce ChbPrKa M3IUIIGK, 3a Ja MOXeE Jla Ce rapaHTHpa A0CTaBsHeTo Ha 10 1031 o
0,5 ml Bcsika nnmn Mmakcumym 20 go3u o 0,25 ml.

C pa3mpaszeHu (hJIaKOHU U ITBJIHY CIPUHIIOBKY MOYXKE J1a ce pabOTH ITPH YCIIOBHUS HA CTAHO
OCBETJICHHE.

CbXxpaHeHNe BbB ppnsep

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

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

Mpean ynotpe6a Bcekn pnakoH fa ce pasmpasaBa

WsobpamernaTta Ha dnakoHW ca camo C UNIOCTPaTUEHE Len

2vacamn 30 uuH)ml B )mamlnuun

ot 2° go 8°C
(e pamKnTe Ha

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

A Pl b
TemnepaTtypa . ‘(///' o1 15° go 25°C

ot 2°C o 8°C) T = |

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

—[ Cnep w3TernAHe Ha NbpBaTa fo3a ]—
—=
i f .

MakcnmanHo Bpeme ;-

XnagnnHuk wan craiua
TeMnepaTypa

(DnakoHsT TpAGea fa ce CbXpaHABEa
Ha TeMnepaTypa Mexay 2° n 25°C.
[lataTa i YACET Ha M3XBBPNAHE 3 e

3aNWLLAT HA ETUKETA Ha HNIAKOHa.

[a ce CoXpAHABA HA CTYOEHO
A0 cTaliHa TeMNepaTypa

WsxEbpneTe nyHKTMpaHuA dnakod cnep, 19 yaca

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

Cnep KaTo $NaKOHBT Ce MYHKTMPa 3a U3TernsHe Ha MbpBaTa 033, BAaKCWHaTa TpAGEa
Aa ce nanonzea HezabaBHO 1 fa ce n3xBbpnK cneg 19 vaca.

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

[ HUKOI'A He 3ampa3aBaiiTe NOBTOPHO pasMpa3eHaTa BaKcUHa ]

Mpunarane

3aBbpTaiite neko GnakoHa cnej pampassBaHe W Npefu BCAKO U3TernsaHe
BakcwHaTa e roToBa 2a NpunoXeHue cneq pasmpasfeaqe. He pasknalyailte n He paspexpaiite

( >
Mpegn nHKeKTUpaHe NpoBepABaiiTe BCAKa 4033, 3a fa:

MOTBbPAMNTE, Ue TeUHOCTTa & GAna fo noutn
6Ana, KakTo BbB (rakoHa, Taka W B CrpVHLOBKaTa

‘ ce ysepuTe B o6emMa Ha CNpUHLOBKaTa \

BakcvHaTa Moxe fia Chabpxka
6enu UM NoyNpo3 payuH YacTILM,
CBbP3aHW C NPOAYKTA.

AKO [03aTa & HETOUHa UNIA UMa
NPOMAHA B LIBETA W IPYTIA BUAMMIA UACTUALIM,
He NpUnaraiTe BakKCMHaTa.

7. HOPUTEXKATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

MODERNABIOTECHSPAIN, S.L.

CalleMonteEsquinza 30

28010 Madrid

Hcnanus

8. HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JIATA HA ITbPBO PABPEINIABAHE/ITIOJHOBSIBAHE HA PASPEIHIEHUETO 3A
YIHOTPEBA

[laTta Ha epBO paspemasane: 6 sHyapu 2021 1.
[ara Ha nocnenHo moxHoBsBaHe: 4 okTromBpu 2021 T.
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10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MoapoOua uHpOpMAIHs 32 TO3M JIEKAPCTBSH NPOIYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHus 1o JieKapcTBaTa http://www.ema.europa.eu.
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IMPNJIOKEHHUE I1

MNPOU3BOJIUTEJI HA BUOJOTNYHO
AKTUBHOTOBEHECTBO U ITPOU3BOJAUTEJI,
OTT'OBOPEH 3A OCBOBOXKJIABAHE HA ITIAPTUAN

YCJI0BUSA UK OT'PAHUYEHHUA 3A JOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA N UBUCKBAHUSA HA
PA3SBPEHIEHHUETO 3A YIIOTPEBA

YCJIIOBUA NJIN OT'PAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUMA
IHPOAYKT

KOHKPETHO 3AIBJI’KEHUE 3A U3IITbJIHEHUE HA

MEPKMU CJIEJL PASPEIIABAHE 3A YIIOTPEBA 11O
YCJIIOBHE
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A. NPOU3BOIUTEJI HA BUOJIOTNYHO AKTUBHOTO BEIIECTBO U
MNPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUIHN

Hme n aapeC Ha MPOU3BOAMTCIIA HA OMOJIOTUYHO AaKTUBHOTO BCIICCTBO

LONZA AG
Lonzastrasse 2
Visp 3930
[IBetiapus

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
IIBeinapus

ModernaTX, Inc.
One ModernaWay
Norwood, MA 02062
CAIIL

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

Hme u agpec Ha TPOM3BOIUTENS, OTTOBOPEH 32 OCBOOOKIaBaHE HA MAPTHINTE

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

28703, San Sebastian de los Reyes
Madrid,

Hcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®pantus 37260

C ornen Ha eKIapupaHaTa CIEIIHOCT, CBbpP3aHa ¢ 0OLIECTBEHOTO 37jpaBe OT MEXIYHAPOIHO
3Ha4YeHHe, U 32 /Ia CE OCUTYpPHU paHHA JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € MpeAMET Ha OrpaHUYEHO
BbB BPEMETO H3KIIIOUYEHHE, KOETO J]aBa B3MOXKHOCT /1a CE MIPUeMaT KOHTPOJIIHUTE aHaIM3H Ha
NapTUIUTE, IPOBEJACHU B pErUCTpHpaH(1) UEHTHP(0BE), KOUTO C€ HAMHUPAT B TpeTa cTpaHa. ToBa
U3KIIIOUCHHE MpecTaBa aa 0bae BanaHo Ha 31 roau 2022 1. M3nbiaHeHHeTo Ha yCIIOBUsATA 3a Oa3upaH
B EC KOHTpOJ Ha MapTUAKTE, BKIIOYUTEIHO HEOOXOJMMHUTE MTPOMEHHU B YCIIOBHATA HA Pa3pELICHUETO
3a ynorpeba, TpsOBa na ObaaT 3aBbpIIeHN Hall-KbCHO Ha 31 1omm 2022 T. B CbOTBETCTBHE ChC
CBIJIaCYBaHUS TIJIaH 32 TOBA MPEXBBPIISIHE HA aHAJIH3a.

b. YCJOBUS NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUST MPOAYKT CE OTITYCKa MO JISKAPCKO MPEANNCaHuE.
O¢unuanno ocBodokIaBaHe HA MAPTUAU

CeoritacHo uit. 114 ot Hupextusa 2001/83/EO odunmamrHOTO 0OCBOOOKJaBaHE HA TTAPTHANUTE CE
M3BBPIIBA OT IbpKaBHA JJAOOPATOPHS WITH JTaOOpaToOpHs, ONpeIeNieHa 3a Ta3H Iel.
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B. JPYI' YCJIIOBUA U N3UCKBAHUSA HA PASBPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJU3MpaHu T0KIaau 3a 0e3onacHoct (IIAIB)

Msuckpanusta 3a nonasane Ha [TAJIb 3a To3u JeKapcTBEH NPOAYKT Ca MOCOUYEHU B CIIUCHKA C
pedepentauTe natu Ha EBponetickus cpro3 (EURD criuchk), mpensuaeH B wi. 1078, an. 7 oT
Jupektusa 2001/83/EO, 1 BbB BCHUUKH CJICIBAIIM aKTyalln3alliu, MyOJUKyBaHH Ha
€BPOIIEHCKHUS yeOropTal 3a JIeKapCcTBa.

[Ipurexatensat Ha pa3peuernero 3a ynorpeda (IIPY) tpsbsa na momane mepsus [TA/Ib 3a To3u
IPOIYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

r. YCJI0BUA NN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA ITPOAYKT

ILnan 3a ynpasJjenue Ha pucka (ITYP)

[Ipurexatensat Ha pa3pemennero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE
JeHHOCTH U AEHCTBUSL, CBBP3aHH C IPOCIEsIBaHE Ha JEKapCTBEHATa 0€30M1aCHOCT, IOCOUYEHH B
onobpenus IIYP, npeacrasen B Moayi 1.8.2 Ha pa3perieHueTo 3a ynorpeda, KakTo U IpH
BCUYKH CJICABALIM CBhIIIaCyBaHU akTyanu3anuu Ha [TYP.

Axrtyammsupas [IYP TpsoOBa na ce moxaBa:

° 10 IOMCKBaHe OT EBpomnelickaTa areHuus 1o JeKapcTBara;

. BUHAI'W, KOTAaTO C€ U3MEHS CHCTEMaTa 3a yIpaBJICHHE Ha PUCKa, OCOOCHO B PE3y/ITaT Ha
IoJTy9aBaHe Ha HOBa MH(OpMAIIHs, KOSITO MOXKE J]a IOBeIe A0 3HAYNMU IPOMEHH B
CHOTHOIICHUETO I10JI3a/PUCK, WU CJIE/] JOCTUTAHE Ha BaXKEH eTall (BbB BPh3Ka C MPOCIIC/ISIBAHE
Ha JIEKapCTBeHATa 0E30MACHOCT WJTU CBEXKJAHE HA PUCKA JO0 MUHUMYM).

A.  KOHKPETHO 3AABJKEHUE 3A U3ITBJIHEHUE HA MEPKH CJIE]]
PA3PEIIABAHE 3A YIIOTPEBA 110l YCJIOBUE

ToBa e pa3pernieHue 3a yrnorpeda moj| yciaoBue u cbriacHo wi. 14-a ot Permament (EO) Ne 726/2004 B
onpeaeneHust cpok [IPY TpsiOBa 1a U3MBIIHU CIICAHUTE MEPKH:

Onucanue Cpok

3a ma ce 3aBbPIIHN XapaKTePU3UPAHETO Ha TIPOHU3BOJICTBEHUTE TIPOIIECH 32 31 romu 2021 r.
AKTUBHOTO BEIIECTBO U TOTOBUS poAyKT, [IPY TpsabdBa na npenocraBu
JOTBJTHUTEIHHU JIAHHH.

3a ;1a ce MOTBbPAN CTAOMITHOCTTA HA TPOU3BOJICTBEHHS ITPOLIEC 32 15 noemspu 2021 r.
aKTHUBHOTO BEILECTBO U TOTOBHS MPOAYKT (HaYaJIHU U KpailHU eTann), [IPY
TpsiOBa J1a MpeloCcTaBy JONBJIHUTENHHU JAaHHU 33 CPABHUMOCT M BAIUAMPAHE.

3a J1a ce OCUTypH MOCTOSIHHO KauecTBO Ha mpoaykTa, [IPY tpsoBa na 15 ronu 2021 r.
MPEIOCTAaBH JAOBIIHUTEIIHA HH(POPMAIIHS 32 CTAOMITHOCTTA HA aKTHBHOTO
BEIIECTBO ¥ TOTOBUS MPOIYKT, KAKTO U J1a TIperiiefia Creu(uKanunTe Ha
AKTUBHOTO BEIIECTBO M TOTOBUS MPOAYKT CIIe]] HATPYIIBAHE HA I10-
HaTaThIICH MPOU3BOACTBEH OIUT.

3a ma ce MOTBBPIAT ehUKacHOCTTA U Oe3omacHocTTa Ha Spikevax, [IPY HexemBpu 2022 r.
TpsOBa J1a MPEACTaBU OKOHYATSITHHS JJOKIIA] OT KIMHUYHOTO MPOYYBaHE 3a
PaHJIOMU3UPAHOTO, TUIAIe00-KOHTPOIUPAHO, 3aCIICTICHO 3a HaOmroaaTems
npoyuBane mRNA-1273-P301.

18



Onucanne Cpok

3a ma ce MOTBBPIAT ehUKacHOCTTA M Oe3omacHocTTa Ha Spikevax, [IPY 30 cenremBpu 2022 1.
TpsOBa J1a MPEACTaBU OKOHYATSITHHS JJOKIIA] OT KIMHUYHOTO MPOYYBaHE 3a
PaHJIOMU3UPAHOTO, TUIAIe00-KOHTPOIUPAHO, 3aCIICTICHO 3a HaOmroaaTems
npoyuBane MRNA-1273-P203, BKIFOUUTEITHO ITBIHUS TOKIIA] OT
OnoaHanM3a.
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA

21



JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Spikevax HHXEKITMOHHA TUCTICPCHS
nPHK Bakcuna cperry COVID-19 (mykneo3uano Mmoaudurmpana)

2. OBJABSJABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcexn MHOTO1030B (hiTakoH Chabpxa S ml.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomorrau Bemectpa: gunua SM-102, xonectepod, 1,2-nucteapounii-sn-riuiepo-3-pochoxonux
(DSPC), 1,2-aumupucrounii-rac-riaurepo-3-merokcunonuerwieH raukon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJI XHIPOXJIOPHU/, OIIETHA KUCEIINHA, HATPUEB alleTaT TPUXHIIPAT, 3aXapo3a,
BOJIa 32 MH)KEKIIHH.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKMoHHa Jucnepcust
10 MHOTO/1030BH (hiTaKOHA

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

WHTpaMyCKyITHO MPHIIOKEHHE.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

OO0

L

5

CkaHupaiiTe TyK 3a JIUCTOBKaTa Win nocerete www.modernacovidl9global.com.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

I[a C€ CbXpaHsiABa HAa MACTO, HEIOCTHITHO 3a JACIIA.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

[a ce cpxpansiBa 3ampa3zeH npu -25°C no -15°C.

[IpouereTe nucTOBKATA 3a CpOKa HA TOJHOCT CJIE]] TbPBOTO OTBAPSIHE U 3a JOIBIHUTEIIHA
MH(OPMAIIS OTHOCHO ChbXPaHEHHUETO.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 32 J1a ce MPEANasu OT CBETJINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

I/ISXB’BpJ'IeTC B CbOTBETCTBHUEC C MCCTHUTC U3UCKBAHMA.

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.
CalleMonteEsquinza, 30

28010 Madrid

Hcnanus

12. HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. HAPTHJIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.

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

JBynsmepeH 0apKo ¢ BKIIOYCH YHUKAIECH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH TAEHTUO®UKATOP — TAHHU 3A YETEHE OT XOPA

PC
SN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JTAKOHA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Spikevax HHXEKITMOHHA TUCTICPCHS
uPHK Bakcuna cpemy COVID-19
im.

2. HAYUH HA ITPUJIOKEHUE

WnuTpamycKyTHO IpUIIOKEHHE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

4. IHAPTUJIEH HOMEP

ITapTuna:

‘ 5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

MHorom0308 ¢akoH
(5 ml)

6. JIPYTO

CkanHmpaiiTe TyK 3a JINCTOBKaTa Win rmocerere www.modernacovidl9global.com.
JaTa/yac 3a U3XBBPIISHE:
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ITPHUJIOKEHHUE I1I

b. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Spikevax HHKeKIIHOHHA TUCIIEPCHS
nPHK Bakcuna cpeury COVID-19 (aykineo3unno Moguduuupana)
(COVID-19 mRNA Vaccine (nucleoside modified)

¥ Tosu JIEKapCTBEH MPOAYKT NOJICHKH Ha AOIBJIHUTEIHO HabroaeHne. Tosa e mo3Bosiu 0bp30To
yCTaHOBSIBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe3omacHocTTa. Moxere Jia 1ajziete CBOsl IPUHOC, KaTo
CHOOIIUTE BCSKA HEXETaHa Peakiys, KOSATO CTe MOJIYyYMIH. 3a HAYMHA Ha ChOOIIIaBaHEe HA HEXEIIaHH
pEaxIuy BIDKTE Kpas Ha TOYKa 4.

IIpoyeTeTe BHMMATEIHO LISLJIATA JIMCTOBKA, NPeIM 1A MOJYYUTEe TA3M BAKCUHA, Thil KAaTO TS

ChABP:KA BaxkHa 32 Bac nundopmanus.

- 3anazere Ta3u JUCTOBKA. MOXKe /1a ce HAIOXKH J1a 5T TPOYETETe OTHOBO.

- AKO UMaTe HIKaKBH JIOTBIHUTEITHHA BBIIPOCH, TonuTaiiTe Bamus nekap, papmareBt nin
MEIUIMHCKA CECTpa.

- AKO NOJTyYUTe HAKAKBU HEXKEJIaHU Peakiluu, yBeJaoMeTe Baius nekap, GpapManeBT uiu
MeauIMHCKa cecTpa. ToBa BKIIIOUBA BCHYKU BH3MOKHHU HEOITMCAHU B Ta3H JTUCTOBKA HEXXEIIaHU
peakuuu. Bikre Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

1 Kakso npenacrasnsBa Spikevax u 3a KakBO ce W3I0JI3Ba

2 Kakgo Tpsi0Ba na 3Haere, npeau aa Bu 6bae nocraBena Spikevax
3 Kax ce mpunara Spikevax

4. BBb3M0XHU HEKETaHU pEeaKLNU

5 Kak na cexpansiBate Spikevax

6. CbabpxaHue Ha ONAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

1. Kaxkso npeacraBassa Spikevax u 3a kakBo ce U3nmoJ3Ba

Spikevax e BakcuHa, n3non3eana 3a npennaspane or COVID-19, npuunnsasan ot SARS-CoV-2. Ts ce
TprJIara Ha Bh3PacTHH | Jiela Ha 12 u moBeue ToAuHN. AKTUBHOTO BEmecTBO B Spikevax e
unpopmarmonsa PHK (uPHK), konupama 1. Hap. ,,munos* nporeud Ha SARS-CoV-2. uPHK e
BrpajicHa B TUNUAHU HaHowacTuiu SM-102.

Toit kato Spikevax He ChaBpka BUPYC, TS He MOXke 1a Bu 3apazu ¢ COVID-19.

Kak neiicTBa BakcuHaTa

Spikevax cTuMyupa eCTECTBEHUTE 3alUTH Ha OpraHn3Ma (MMyHHaTa cucTeMa). BakcuHaTa neicTsa,
KaTo Kapa opraHu3Ma Ja NpOM3BekKAa 3aluTa (aHTUTeNa) Cpelly BUpyca, KOWTO NPUYNHSIBA
COVID-19. Spikevax u3nonssa BewiecTBo, HapeueHa HHPOPMAOHHA PUOOHYKIICMHOBA KHCEeNHA (1
PHK), 3a na mpenece napopmanys, KOSTO KJISTKUTE B OpraHU3Ma MOTaT J1a M3MO0JI3BaT 3a 00pa3yBaHe
HAIITUIIOB TIPOTENH, KOWTO ChIIO € U Ha Bupyca. Clies1 TOBa KIIETKUTE N3padOTBAT aHTUTEIIA CPEIILy
HIMIIOBUS IPOTEUH, KOUTO Jja MOMOTHAT 32 OTOIbCKBaHE Ha BHpyca. ToBa I1ie IIOMOTHE 3a 3aluTaTa
Bu cpenry COVID-19.

2. Kakso Tpsi6Ba 1a 3Haere, npeau 1a Bu 0bae mocraBena Spikevax

Bakcunara He TpﬂﬁBa Aa ce nmpuJjara, ako CT¢ ajJepruim KbM aKTUBHOTO BEIIECCTBO UJIN KbM
HAKOSA OT OCTAHAJIUTC CbCTAaBKU HA TOBA JICKAPCTBO (I/I36p06HI/I B TOYKa 6)
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IIpenynpesxaeHusi U MpeIna3sHu MEPKH
T'oBopere ¢ Bamus nekap, papMaiieBT Wik MEIUIIMHCKA CeCTpa, peau Aa Bu Oble noctaBeHa
Spikevax, ako:

- TIpeau CTe MMAJH TeXKKa, XKHUBOTO-3acTpallaBalia ajepruaHa peakys e/l NHKeKTUpaHe Ha
HSKaKBa JIpyra BaKCHHA WM aKo Bu e mocraBsiHa Spikevax B MUHAJIOTO.

- uMaTe MHOTO ciaba win KOMIIpoMeTupana (0TcinadeHa) MMyHHa CHCTEMa

- HAKOTa CTe MPUMAATH CJIE]] MHKEKIUS C UIJia

- UMaTe HapylICHUE Ha KPhBOCHCUPBAHETO

- WMaTe BHCOKA TeMIIepaTypa WIN TexKa HHPEKIH, HO MOXKe J]a c€ BAKCHHUPATE, aKO UMaTe JIEKO
MOBHIIICHA TeMIIepaTypa WK WHPEKIHsI Ha TOPHUTE JTUXATEITHN ITbTHUIA, T0JJO0OHA Ha IPOCTY1a.

- WMaTe HIKaKBO CEPHO3HO 3a00JIsBaHE

- U3IUTBATE TPEBOXKHOCT, CBbP3aHa C IMOCTABSIHE HA HHKEKIIUY.

Crnen BakcuHanus ¢ Spikevax ca cb0oOIIEHH MHOTO PEJIKM ClIy4Yau Ha MUOKApAHT (Bb3MaJieHUE Ha
CHPICYHUS MYCKYIT) ¥ TIEpUKApIUT (Bb3MaJICHIE Ha BRHITHATA OOBHUBKA Ha chpIieTo). CiydanTe
HACTBIIBAT NPEJAMMHO B PAMKHUTE Ha JIBE CEJIMHUIIM CJIE]] BAKCHHAIINS, TO-YECTO CJIE]I BTOpaTa BAKCHHA
U TI0-YEeCTO MPH TTo-Myaau Mbxke. Cren BakCHHAINS TPsIOBa 1a ObIeTe OAUTEITHH 3a IPU3HAIT Ha
MUOKAPIUT U NIEPUKAPINT, HAIPUMED 33]1yX, ChplIeOUCHE WK 00JIKa B I'bPUTE, U TPSOBa He3a0aBHO
Jla IOTHPCUTE MEAMIIMHCKA TIOMOIII, aKO T€ HACTBIIAT.

AKo HiIKOe OT m30pOeHHUTE MO-rope ce OTHAcs 3a Bac (uim He cTe curypHHm), roBopete ¢ Bamms jgexap,
(hapmarieBT Wi MEMIIMHCKA cecTpa, rpenu aa Bu 0b1e moctaBena Spikevax.

KaxTo npu Besika BakCHHA, THPBUYHATA 2-1030Ba BaKCHHAIIMOHHA cXeMa 1mpu Spikevax Moxe 1a He
3aIUTH HAITBJIHO BCHYKHU, KOUTO S MOJy4aBaT, U HE € U3BECTHO KOJKO JBJITO IIe OBCTE 3allUTCHU.

Jeuna
Spikevax He ce npenopbuBa IpH Aea noj 12-roauiirHa Bb3pacT.

JApyru nexapcerBa u Spikevax

Tps6Ba 1a kaxere Ha Bamms nexap wim GapManesT, ako pHeMare, HaCKOpO CTe PUEMAaITH WK €

BB3MOXKHO JIa 3a[I0YHETE JIa pUeMare JpyTHu JiekapcTa. Spikevax Moke /1a OBIUsie Ha HAYMHA Ha
JICHCTBUE HA IPYTH JIEKApCTBA, KAKTO U IPYTH JIEKapCTBA MOTAT J]a OKaKaT BIMSHUE HA HAYMHA, 110
KOHTO neiictBa Spikevax.

HNmyHOKOMTIPOMETHPAHH JIHIA

AKO CTe IMyHOKOMIIPOMETHPAHH, MOXKE J1a oJIy4yuTe Tpeta no3a Spikevax. EdukacHocTTa Ha
Spikevax, 1opu ciien TpeTa 103a, MOXKE Jia € MO-HUCKA IPH UMYHOKOMITPOMETHUPAHH Jinula. B TakuBa
ciy4yau Ou TpsAOBao Ja MPOABIDKHUTE Ja Cria3BaTe (GU3NIECKH MPe/Ia3Hu MEPKH, 3a J1a CIOMOTHETE 3a
npenoTBpatsaBaneTo Ha COVID-19. OcBen ToBa 6mm3kuTe Bu kKoHTaKTHY nHIa TpsiOBa Aa ObIaT
ChOTBETHO BakcuHUpaHu. OOChAeTe MOAXOASNIUTE HHANBUIYyaIHU MPEIOPBKH ¢ Barus nekap.

BpeMeHHOCT M1 KbpMeHe

Axko cTe OpeMeHHa WU KbPMUTE, CMATATe, Y€ MOXKeE J]a CTe OpeMEeHHa WITH TUTaHUpaTe OpEMEHHOCT,
IIOCHBETBalTE ce ¢ Bamus nekap, MeAUIIMHCKA cecTpa WK (papMaleBT Npeau aa Obaere
BaKCHHHUPaHH.

lodupane u padoTa ¢ MAIIMHU

He mo¢wupatite 1 He paboTeTe ¢ MalIMHU, aKO HE C€ YyBCTBaTe M0Ope ciell BaKCHHAIHSTA.
N3zuakaiite, moKaToO BCAKAaKBH e(DEKTH OT BaKCHHATA OTIIYMST, MIPEIH 1a moduparte Wik padoTUTE ¢
MaITuHH.

Spikevax cbabp:xa HATpHit

Spikevax chappika mo-maiko ot 1 mmol (23 mg) HaTpuii Ha 1032 , T.€. MOXKE Ja ce Kaxe, 4e Ha
MIPaKTHKa ,,HE ChBbpPHKa HATPUL ™.
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3. Kak ce mpunara Spikevax

Spikevax me Bu 6b1e nmocraBena nox ¢popmara Ha ase umkekun o 0,5 ml. Ilpenoprusa ce Bropara
J103a Ja ce MPUJIoKHU 28 THU CIlel] IbpBaTa 1033, 3a Jja C 3aBbpIIM Kypca Ha BAaKCHUHALMSL.

AKO nponycHeTe IJIAHMPAHO MOcelleHne 3a 2P*™ 103a 0T MbPBUYHATA BAKCMHALIMOHHA CXeMa

c¢be Spikevax

- AKO NponycHeTe INTaHUPAHO MOCEUIEHUE, HacCpoUYeTe ApyTa BU3uTa npu Bamus nekap,
(hapmarieBT WM MEAMIIMHCKA CECTPa Bb3MOXKHO HAi-CKOPO.

- AKO MpomnycHeTe IUTaHUPaHa UHXXEKIUS, MOXKE J]a HE CTE HAIIBJIHO 3alUTEHU CPELLy
COVID-19.

Bycrep no3a (0,25 ml) Spikevax moxke fa ce mpuiIoKu Hal-Maliko 6 Mecelia ciie]] BTopara Jio3a Ha
JUIA Ha BB3pacT 18 u moBede roauHM.

AKO cTe HIMyHOKOMITPOMETHpaHH, TpeTa go3a Spikevax (0,5 ml) Mmoxke ga noiyunte Hail-Mako
1 Mecerr cien BTOpaTa J103a.

Bamusr nekap, ¢papmaneBT WM MEAULIUHCKA CECTPa I HHXEKTUPAT BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHA MH)KEKLIUS) B TOpHATa 4acT Ha pbKata Bu.

C.neu BCsjAKa MHXXCKIWA HAa BaKCHHATa Bammsar JICKap, (I)apMaueBT WM MCOUIMHCKA CECTpa 1IC Bu
Ha6J'IIO,Z[aBaT 3a Hal-majko 15 MMHYTH 34 [IpU3HAIU HA aJICPruiHa peakuus.

AKO uMate HAKaKBH JIOTBJIHUTEIHHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha Ta3y BaKCHHA, TOMUTANTE
Bamus nekap, papManeBT WM MEJULIMHCKA CECTpa.

4. Bb3MOKHY HelKeJIaHU peaKklun

KakTo Bcuuku JICKapCTBa, Ta3n BAaKCHHA MOXKE J1a NIPCAU3BHUKA HCXKCIIAHU PCAKIIUHN, BBIIPECKU Y€ HE
BCCKM I' ITOJTy4aBa.

[ToTbpceTe cHeMIHA MEAMIIMHCKA TIOMOIII, aKO MOJYYNTE HAKON OT CIICIHUTE IPU3HALN U CUMIITOMHU
Ha aJIePruvHa PEaKIIHsL:

- ycelllaHe Ha MPWIONIABaHE WIH 3aMastHOCT;

- MPOMEHU B CHPJICUHUS PUTHM;

- 3amIyXx;

- XPHIIOBE;

- TOAyBaHE Ha YCTHUTE, TUIETO WU I'bPIIOTO;

- YpPTUKapHs WIN OOpPHUB;

- rajicHe WX MOBPbBIIAHE;

- CTOMAIIIHA OOJIKA.

FOBOpeTe ¢ Bamms JICKAp, aKO IMOJIYYUTEC HAKAKBU APYTHU HEXKCIIAHU PEAKIUU.. Te morar Jia BKJIFOYBAT:

MHoro yectH (Moxe J1a 3acerrar nosede ot 1 Ha 10 qymm):
- MoayBaHe/00JIE3HEHOCT B 00J1aCTTa Ha MTOAMHUIITHHUIIATA
- rIaBoOoJHe
- TajeHe
- TOBpBIAHEe
- MycKyJHa 00JKa, OOJKH B CTABUTE U CKOBAHOCT
- OoJka WM MoTyBaHe Ha MSCTOTO Ha MHKEKTHPaHE
- ycelllaHe Ha CHJIHA yMopa
- BTpHUCaHe
- TOBHIIECHA TEMIIepaTypa
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Yectu (Moke ma 3acersat no 1 Ha 10 gymm):
- nuapus
- 0o0pus,
- 00pwuB, 3auepBsBaHE WIN YPTUKAPHS HA MSACTOTO HAa MHXKEKTHpaHe (HIKOU OT KOUTO MOXKE Jia
ce TosIBAT cpenHo 4 1o 11 qHu ciie MHKEKTUPAHETO)

Heuectu(moxe na 3acernat no 1 Ha 100 mymmm):
- ChpOEX Ha MACTOTO HA MHIKEKTUPAHE

Penxu (Moxxe nma 3acersat no 1 zHa 1000 mymmm)
- BPEMCHHO YBHCBaHE Ha €JJHAaTa CTpaHa Ha JuIeTo (mapanmn3a Ha bexn)
- TmojayBaHe Ha JIUIETO (TI0yBaHEe Ha JUIIETO MOXKE J]a C€ TIOSBH MIPH MAI[UCHTH, KOUTO Ca UMaIIH
KO3METUYHH WHKCKIIVH B JIUIICTO. )
- 3aMasHOCT
- HaMaJeHO ycellaHe 3a JOMHUP MU CETHBHOCT

C Hen3BeCTHA 4eCTOTA
- TEXKU aJIepTUYHU PEaKIUu ChC 3aTPYAHCHO MUIIaHe (aHa(QUIaKCHus)
- peaxius Ha UMyHHATa CHCTEMa — IIOBUIIICHA YYBCTBUTEIIHOCT WJIH HEMOHOCHMOCT
(CBPBXUYBCTBUTEITHOCT)
- BB3MAJICHHUE HA ChPACYHUS MYCKYJ (MHOKapIUT) WK Bh3TaJICHHE Ha BHHITHATA OOBUBKA HA
CchpreTo (IepUKapanT), KOETO MOXKE J1a OBEE JI0 33]IyX, ChpIleOueHe Wik 0OJKa B ThPIUTE.

Cho0iaBaHe HA He)KeJIAHU Peakuu

AKO IMOJIYYUTC HAKAKBU HCXKCIIaHU PCAKIIUN, YBEAOMETC Bamus JICKap, Q)apMaueBT WJIN MEJUITUHCKAa
CeCTpa.TOBa BKJIFOYBAa BCUYKH BB3MOXHH HCOIMMCAHU B Ta3W JIMCTOBKA HCXKCJIAHU PCAKIIUH. Moxere
ChIIO J1a CHOOIINTE HEXKETAHU PEaKIMK JUPEKTHO Ype3 HAIMOHATHATA CHCTEMA 3a ChOOIaBaHe,
nocoueHa B [Ipunoxenue V. Kato cho01iaBate HexeIaHN PEaKIiu, MOXKETE J1a JaIeTe CBOS IPUHOC
3a MoJy4aBaHe Ha moBede HH(popMaIrs OTHOCHO 0€301acHOCTTa Ha Ta3u BaKCHHA.

5. Kak 1a cbxpansiBate Spikevax

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

He n3non3Baiite Ta3m BakcHHA Ciie CpOKa Ha TOJTHOCT, OTOCISI3aH BBPXY €THKeTa ciel ,,[ omeH no*.
CpOKbT Ha TOAHOCT OTTOBApSI HA MOCJEIHUA JEH OT MMOCOYEHUS MECELL.

Wudopmanusra 3a cbxpaHeHHe, CPOK Ha FTOAHOCT U ynoTpeba u paboTa € onucaHa B paszena,
MpeJHa3Ha4YeH 32 MEAULIMHCKY CIENMAINCTH B Kpasl Ha JINCTOBKATA.

He I/I3XBT)p.H$II\/'ITe JICKapCTBaTa B KaHA/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMalIHH OTIIaaAbIN.

[MommTaiite Bamms papmaneBT kak qa H3XBBPISATE JeKapcTBaTa, KOUTO Bede He u3nomn3sate. Te3n
MEpPKH L€ CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA Cpena
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6. Cumpmarme Ha OnMaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Spikevax

- Tosa e MHOT071030B (hiakoH, KoiTo chabppxka 10 go3u o 0,5 ml Besika nnu Mmakcumym 20 1034 11O
0,25 ml Bcsxka.

- Enna go3za (0,5 ml) ceappika 100 mukporpama uadopmarmoraa PHK (nPHK) (Bmoxena B
JUNHUIHA HaHOYacTUI SM-102)

- Enna noza (0,25 ml) ceaspika 50 mukporpama uapopmanmonsa PHK (nPHK) (enoxena B
TUTUAHT HaHogacTui SM-102)

- EnnoBepmxna 5’-kenupana napopmaunonHa PHK (uPHK), npousBenena ¢ u3mnosi3BaneTo Ha
Oe3kieTbuHa in vitro(MH BUTPO)TpaHcKpumus ot cborBetHUTE JJHK-MaTpuim, konupamu
BUpycHus mumoB (S) nporenH Ha SARS-CoV-2.

- Jpyrute cheTaBku ca mununeH SM-102 (xenragexan-9-un 8- {(2-xugpokcueTui)[ 6-okco-6-
(YHAEUMIIOKCH)XEKCHIT|aMHUHO } OKTaHOAT), XoecTepod, 1,2-aucreaponi-sn-riuko-3-pochoxoanH
(DSPC), 1,2-aumupuctousn-rac-raurepo-3-merokcunonuermienrukon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETAMOJ XHJIPOXJIOPHU/, OIIETHA KUCETNHA, HATPUEB alleTaT TPUXHUIPAT,
3axapo3a, BoJa 3a HHKCKIUH.

Kak n3rue:xkga Spikevax n kakBo chIbp:Ka OIaKOBKaTa
Spikevax e Os1a 10 mouTH Os1a qUCIIEPCHs], JOCTABSIHA B CTHKIIEH (DJIAKOH C KayyyKOBa 3aIlyllaiKa U
aIyMHHHEBa 00KaTKa.

Bun omakoska: 10 MHOTO/1030BH (hiakoHa

IIpuTe:kaTes Ha pa3pelleHHETO 32 yOTpeda
MODERNABIOTECHSPAIN, S.L.
CalleMonte Esquinza 30

28010 Madrid

Hcnanus

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

28703, San Sebastian de los Reyes
Madrid

Hcnanus

Recipharm Monts
18 Rue de Montbazon
Monts, ®pantus 37260

3a JOIIBJIHUTCIIHA I/IH(I)OpMaIII/Iﬂ OTHOCHO TOBa JICKApCTBO, MOJId, CBBbPKETE CC C JIOKAJTHUA
OpeaACTAaBUTCIT Ha MPUTEIKATCIIA HA pa3pCIICHUCTO 3a yHOTpC6a.

Belgié/Belgique/Belgien Lietuva

Tél/Tel: 3280038405 Tel: (8 5) 214 1995
bbarapus Luxembourg/Luxemburg
Tem.: 008002100471 Tél/Tel: 35280026532
Ceska republika Magyarorszag

Tel: 800050719 Tel.: 3680088442
Danmark Malta

TIf: 80 83 01 53 Tel: 80062397

Deutschland Nederland
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Tel: 08001009632

Eesti
Tel: 8000032166

Elrada
TnA: 21 1199 3571

Espaiia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 851 200

Island
Simi: 8004382

Italia
Tel: +39 800141758

Tel: 08004090001

Norge
TIf: 4780031401

Osterreich
Tel: 43800232927

Polska
Tel.: 008003211487

Portugal
Tel: 800210256

Romania
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenska republika
Tel: 421800105207

Suomi/Finland

Puh/Tel: 358800413854

Kvnpog Sverige

TnA:35780077065 Tel: 020127022

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

JlaTa Ha mocJeaHo npepasriexaaHe Ha JuctoBkaTta {DDmonthYYYY}.

Ta3u BakcuHa € pa3peuicHa 3a yHOTp€6a 0 T. Hap. CXe€Ma ,,pa3pelraBaHe noa YCJ'IOBI/IC“. ToBa
O3HaydaBa, 4€ 3a Ta3u BaKCHMHA CC O4YaKBaT AOIIBJIHUTCIIHNU JaHHU.

EBpOHeﬁCKaTa arcHuuys: 110 JICKapCTBaTa II¢ U3BbPIIBA MPCIJIC Ha HOBATa I/IH(l)OpMaI_II/ISI 3a BaKCHHAaTa
IMMOHC BEAHBIK IT'OAUIIHO U Ta3U JIMCTOBKA CHbOTBETHO IIIC CC aKTyaJIu3upa.

CkanmupaiiTe Kofa ¢ MOOMIIHO YCTPOICTBO, 32 J1a TIOJTYYHTE JINCTOBKATA HA PA3IUYHU €3UITH.

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

[MonpoOHa nHpOpManus 3a Ta3u BaKCUHA € TIpeIocTaBeHa Ha yeOcaliTa Ha EBporelickara areHIus mo
JeKapcTBara: http://www.ema.europa.eu.
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Ta3u nucToBKa € HanMuHa Ha Bcuuku e3unn Ha EC/ENII Ha yeOcaiita Ha EBporneiickaTa areHIus 1o
JeKapcTBaTa.

ITocouenara mo-a0Jay l/IH(l)OpMalII/lfl € MpeaHasHayeHa camMo 3a MEAUMIHUHCKH CIICHHATUCTH:

IIpocnenumoct
3a nma ce momoOpy MPOCIECAUMOCTTA Ha OWOJIOTMIHATE MEIUITUHCKA TTPOTYKTH, IMETO U TTAPTHIHUSAT

HOMEp Ha MPIJIAraHus NPOAYKT TPsOBa 1a ObJaT SICHO 3alKCaHu.
Spikevax TpsiOBa fa ce mprmirara oT 00y4eH MEIUIIMHCKH CTICTIHAIIHCT.
Baxkcunara e roToBa 3a yrnorpeba cien pa3mMpassBaHe.

Ja He ce paskiaia Wiy pa3Mpassisa.

®dnakonute cbe Spikevax ca MHOT01030BH. OT BCEKH MHOTOJ030B (DJIAKOH MOTAT JIa CE€ U3TETJIAT
necet (10) mo3u (o 0,5 ml Besika) wim MmakcumyM AganaeceT (20) mo3u (mo 0,25 ml Besika).

[IpenopbuuTETHO € Aa MPOOOKAATE 3aMyIIaIKaTa Ha Pa3InuHO MACTO BCeku MbT. He myHKTHpaiiTe
¢makoHa noseue oT 20 MbTH.

BbB Bceku (priakoH € BKIIOYEHO JOMBIHUTEITHO KOJIMYECTBO, 32 JIa Ce TapaHTUpa, 4e Morat Ja 0Obaat
nocraenu 10 mo3u mo 0,5 ml wu makcumym 20 mo3u o 0,25 ml.

C pa3mpasenu GIakOHU U IIBJIHU CIIPUHIOBKH MOXKE /1a c€ padOTH IIPH YCJIOBUS HA CTAlHO
OCBETJICHHE.

[Tpu mepBuuHaTa cepus Spikevax TpsOBa ma ce mpuara karo nse o3u ot 0,5 ml (100 mukporpama).
[IpemopbumTEIIHO € BTOpATa /103a Ja Ce MPHIIOKHU 28 THU ciiex mbpBaTa go3a. Ha smima, kouro ca
TEXKO IMyHOKOMIIPOMETHUPAHH, MOXeE Jla ce Mpriioxu Tpeta fo3a (0,5 ml, 100 Mukporpama) Haii-
Maiko 1 mMecen cies BTopara 103a.

Bycrep noza (0,25 ml, 50 mukporpama) Spikevax Moxe fa ce mpHIoKH Hali-MaJlko 6 Mecela ciiex
II'bPBUYHA CEPHs Ha JIMLIA Ha Bb3pacT 18 1 moBeye roiuHu.

KakTo npy BCUYKYM HHKEKIIIOHHN BaKCUHH, BUHATH TPAOBA /1a *Ma TOTOBHOCT 32 TIOIXO/ISIIIIO
MEAUIMHCKO JIeueHe U HAOJIoIeHUE B CiTy4yail Ha aHaQUIaKTHYHA PEakLus clie]l Ipuiarale Ha

Spikevax.

Jlurara TpsOBa 1a ObaT HAOIOIABAaHU OT MEIUITUHCKH CIICIIUAIMCT HA-MaJIKO 15 MUHYTH Cie]
BAKCHHAIUATA.

Hsama JaHHU 3a OLICHKA Ha MPUIJIOKECHUCTO Ha Spikevax CAHOBPEMCHHO C JPpYyIr' BaKCHUHH. Spikevax HE
Tpﬂ6Ba Ja c€ CMECBa C IPYIrd BAKCUHU WIH JICKAPCTBECHU IPOAYKTHU B ChlllaTa CIIPUHIIOBKA.

Spikevax TpsiOBa f1a ce mpuiara MHTPaMYCKYITHO. 3a IPEATIOYUTAHE € JeITOBHIHUAT MyCKyJT Ha
ropHaTa 4acT Ha pbKaTta. He npuiaraiite Ta3u BakCHHA HHTPABEHO3HO HJIH ITOAKOXKHO.
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HNudopmanys 0THOCHO ChbXpaHeHUe H padoTa

CbXpaHeHNe BbB ppnsep

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

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

Mpeau ynotpe6a Bcekn GpnakoH ga ce pasmpasfea

WsobpamxetnaTta Ha fNakoHW ca CaMo © UNICTPaTUEHE Len

2 yaca v 30 MUHYTH B XNagnIHNK }z—

ot 2° go 8°C
(B pamKNTE Ha
30-AHEeBHWUA CPOK
Ha FroAHOCT NpK

?|J/./
|/

i

oT 2°C go 8°C) L lrm

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

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

oT15° go 25°C

YKazaHuna cnepg pasMpassaBaHe

—{ Cnep u3TernAHe Ha NbpBaTa fo3a ]—

MakcumanHo speme

Xnapmnuuk wan craiua

Temnepartypa

(DnakoHsT TpAGEa fa ce ChXpaHABa

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

W3xEbpneTe nyHKTMpaHua dnakod cnep, 19 vaca

Warerngiire BcAKa 03a BaKCUHA OT GNakoHa € MOMOLUTa Ha HOBa CTEPWUIHA UITa WU CNPUHLOBKE 3a BCAKA MHMKEKLMWA,
3a [la NPeAoTBpaTMTE NPeAaBaHeTo Ha MHGEKLIMO3HW areHTH OT eAHO IKLLE Ha ApYTo.
[ozara B cnpuHUoBKaTa Tpabea aa ce nsnonsea HesabasHo.

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

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

[ HUKOI'A He 3ampa3aBaiiTe NOBTOPHO pasMpa3seHaTa BaKcUHa ]

MpunaraHe

3aBbpTaiiTe neko GpnakoHa cnes pazMpasfAsaHe W Npeau BCAKO U3TernaHe
BakcuHaTa @ roToBa 3a NpunoXeHWe cneq pasmpasaeaqe. He pasknaiyailte n He paspexpaiite

-

MOTBbPAMNTE, Ue TeUHOCTTa & GAna fo noutn
6Ana, KaKTo BbB (NakoHa, Taka M B CrpVHLOBKaTa

‘ ce yBepuTe B 06ema Ha CNpUHLIOBKaTa \

CBbP3aHu C NPoAyKTa.

BakcuHaTa MmoXe f1a CbAbpXa
6enu Unu NonyNpo3pauHn YacTMuM,

AKO n03aTa & HETOUHa UNA UMa
NPOMAHA B LIBETA W IPYTA BUAMMUA UACTUALIM,
He NpunaraiTe BakCMHaTa.

Mpegn nHKeKTUpaHe NpoBepABaiiTe BCAKa 4033, 3a fJa:
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