MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JICKapCTBEH MPOAYKT MOJICKH Ha JOIIBIHUTEIHO HAOmoAeHne. ToBa 111e 1mo3Boiu 0bp30To
YCTaHOBSIBaHE HAa HOBa MH(OpMaIUs OTHOCHO Oe3omacHOCTTa. OT MEWIIMHCKUTE CIIEUAIICTH Ce
M3HCKBA Jla ChOOIIaBaT BCSIKa MOI03UpaHa HeXKellaHa peakIus. 3a HadnMHa Ha ChOoOIaBane Ha
HEXEJIaHU PeaKkliu BUXKTE Touka 4.8.

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Spikevax HHKEKITMOHHA TUCTIEPCHUS

uPHK Bakcuna cpernry COVID-19 (aykieo3uiHo Moauduiiupana)

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

ToBa e MHOT071030B (hJ1aKOH, KOUTO chabpxa 10 go3u o 0,5 ml.

Enna no3za (0,5 ml) ceaspxa 100 mukporpama uapopmannonna PHK (uPHK) (Bkmouena 8 SM-102
JIMIMUAHA HAHOYACTHUIIN).

EnnoBepmxna, 5’-kennpana nadopmarmonsa PHK (nPHK), mponsBenena ¢ n3non3BaneTo Ha
0e3KiIeTbYHA in Vitro TpaHCKpunus ot ckoTBeTHUTE JJHK-MaTpuim, konupaiua BupycHus mumos (S)

nporterH Ha SARS-CoV-2.

3a IIBJIHASA CIIMCHK HA ITOMOIIHATE BEIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
NHxekuonHa nucnepcus

Bsna no nouru 6sna nucnepeus (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHN MOKAZAHUSA

Spikevax e mpeaHa3HaueHa 3a akTUBHA UMyHHU3auus 3a npeseHuus Ha COVID-19, npuuuneH ot
SARS-CoV-2, npu nuna Ha 18 u noBeye roauHHU.

Ynorpebara Ha Ta3u BakCHHA TPsOBa /1a ObA€ B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.

4.2 Jlo3UpOBKA M HAYUH HA NPUJIOKEHHE

gO3I/I[20BKa

Jluya na 18 u noseue 2oounu
Spikevax ce mpuiara kato Kypc ot ase no3u (0,5 ml Besika). [IpenopbuBa ce Bropara j103a ja ce
TIPHUIIOKU 28 THU clieq TbpBata 1032 (BX. Touku 4.4 u 5.1).

JlunicBat nanHM 3a B3anMo3ameHseMocT Ha Spikevax ¢ qpyru Bakcunu cperry COVID-19, 3a na ce
3aBBPILIM KypchT Ha BakcuHauus. Jlnnara, KouTo ca moxy4yuiu mbpeata no3a Ha Spikevax, TpsiOBa na
NoJydYaT BTopaTa 703a oT Spikevax, 3a Aa ce 3aBbpILIM KypChT Ha BAKCHHALIUS.



Ileouampuuna nonyrayus
besomacHocTTa M ehrukacHocTTa Ha Spikevax Mpu Jena ¥ IOHOIIN Ha Bb3pacT 1o 18 ronuHu Bee ole
HE ca ycTaHOBeHH. JIumncBaT TaHHM.

THonynayus 6 cmapuecka 8v3pacm
He ce usnckBa kopekius Ha o3aTa MpH JIMIA B CTapuyecka Bb3pacT >65 ToauHu.

Hauun Ha npuiioxeHue

Baxcunara Tps6Ba a ce nmpuiiara MHTPaMycKyJTHO. 3a IPEANOYUTaHE € B IENTOUIHUSA MYCKYJ B
TOpHATa 4acT Ha PbKAaTa.

He npunaraiite Ta3n BakcrHa HHTPaBaCcKyJIApPHO, MTOJAKOXHO WIIM HHTPAAEPMAITHO.

Baxkcunara He TpsOBa a ce cMecBa ¢ ApyTY BAKCHHU HITH JIEKAPCTBEHU MPOAYKTH B ChIaTa
CITPUHITOBKA.

3a mpenna3Hu MEpKH, KOUTO TPSIOBA Jla e B3eMaT e/ NMpUIaraHe Ha BAKCUHATA, BIXKTE TOYKa 4.4,
3a yKa3aHHWsi OTHOCHO pa3MpassBaHEeTO, padoTaTa ChC M U3XBBPIITHETO HA BAKCHHATA BU)KTE TOYKa 6.6.
4.3 IIpoTuBomoOKa3aHUA

CBpBX4YYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MIJIM KbM HSIKOE OT ITOMOITHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 CroeumajHu npeaynpexaeHus U Npeana3sHu MepKH Npu ynorpeda

IIpocnenumoct

3a Ja ce HOI[06pI/I OpocCjICAUMOCTTA Ha OHOJIOTUYHUTE JICKapCTBCHU NPOAYKTHU, UMETO U NAPTUAHUAT
HOMCP Ha NPUIIOKCHUA MIPOAYKT TpH6Ba SICHO Ja CC 3a11McBar

CBD’I)X‘-IVBCTBI/ITGJ'IHOCT u aHadJI/IJ'IaKCI/ISI

Nwma crobmenns 3a anadunakcus. Bunaru TpsoOBa 1a vMa Ha pa3noIOKEHHUE TTOAXOISIIN0
MEIMIIMHCKO JICYCHUE ¥ HaOJIIO/ICHUE B CiIydail Ha aHa(hUIaKTUUHA PEaKIUs CIIe]] PUIIOKECHUE Ha
BakcuHaTa. [IpenmopruBa ce BHUMATEITHO HAOIIOICHUE B IPOABKEHUE HAa HAll-Maliko 15 MUHYTH ciiel
BaKCHHAIUATA. BTOpara /103a Ha BakcHHATa He TPsAOBA J]a Ce MOCTaBsA Ha OHE3U, KOUTO Ca MOy YHITH
anaduakcus IMpy IbpBarta mo3a Ha Spikevax.

MHuUOKapIUT U NEPUKAPIUT

Cren BakcuHaims ¢ Spikevax ca HaOIIIOJaBaHU MHOTO PEJKH CIy4Yan Ha MHOKAPIUT U MEPUKAPIUT.
Te3u ciydau ca HACTBIIWIN IPEIUMHO B PaMKHUTE Ha 14 THH clies BAKCHHALUS, TO-9ECTO Cle]
BTOpaTa BaKCHHA U MO-9€CTO NPH MO-MJIa i Mbxe. OT HUTMYHUTE JTaHHH MOXKE J1a e MPEAIOI0XKH, 4e
IMPOTUYAaHCTO HAa MUOKApAUT U NCPUKAPAUT CJICA BaKCHHAIIUATA HE CC pa3jindaBa OT TOBaA IIpU
MHUOKapIUT WIN IIEPUKAPAUT KaTo LSIO.

MeaunrHCKATE CIIENUANUCTH TPSOBa /1a ObAaT OMUTENHN 32 IPU3HAIINTE U CUMIITOMHUTE Ha
MHUOKApJIUT U TIepUKapauT. BakcuHupaHuTe nuiia TpssOBa 1a ObJaT MHCTPYKTUPAHU J1a IOTHPCAT
He3a0aBHO MEIUIIMHCKA TIOMOII, aKO Pa3BUAT CUMIITOMH, TIOKA3aTEeITHH 32 MUOKAPIUT HUITH
MEPUKAPANT, KaTo (OCTpa M MPOIBIDKUTENTHA) OOJIKA B THPIUTE, 3ayX HIIU MaIIUTAINN CIIE
BaKCHHAITUATA.

MeauuuHCKUTE CICIHAIMCTH Tpﬂ6Ba Ja HaIlpaBAT CIIpaBKa C pPbKOBOACTBATA W/WIH CIICINAJINCTUTE
3a TUarHoCTUIIMPAaHE U JICHCHUE Ha TOBa 3a00JIIBaHE.



Peaknuun, cBBp3aHU ¢ TPEBOKHOCT

Peakunu, cBBp3aHu C TPEBOXKHOCT, BKIIFOUMUTEITHO Ba30BarajiHi peakiiu (CHHKOM ), XATIEPBEHTHIIAIINS
WJIN TaKUBa, CBBP3aHU ChC CTPEC, MOTAT JIa CE TIOABAT BHB BPH3Ka C BAKCHHAITMATA KATO MICUXOTCHEH
OTTOBOP KbM WHKEKTHPAHETO ¢ Uriia. BaxkHO € 7a ce B3eMaT Mmperna3Hu MepKH, 3a Jia ce u30erHe
HapaHsBaHE TpY NpUJIOIIaBaHe.

CoeobTCTBAIIO 3200I9BaHE

BakcuHanusara TpsOBa 1a ce OTIIOKH MPH JINIIA, CTPATAIIN OT OCTPO TEKKO (eOpriTHO 3a00sIBaHe
i octpa nHdeknus. Hannyrero Ha jieka MHGEKIMS /WK JICKO TIOBHIIICHA TeMIIepaTypa He TpsOBa
Jia 3a0aBsi BAKCHHAIIUATA.

TDOM60]_[I/ITOHGHI/I$I 1 HApYIICHUA Ha KPBBOCHCHPBAHETO

Kakro mpu apyru uHTpaMyCKyJIHH MHXEKIIMU, BAKCHHATa TPsIOBa Ja ce mpuiiara BHUMATEIHO MIPU
JMLA Ha aHTUKOAryJaHTHA Tepanus WIK TaKiBa C TPOMOOLMTONICHUS MU HAKAKBO HAapyIIEHUE Ha
KPBHBOCHCHPBAHETO (HampuMep XxeMopuiIns), Thil KaTo MpHU TE3H JHUIa MOKE Ja Ce MOABU KbPBEHE N
o0Opa3yBaHe Ha CHHUHH CJIe[] HHTPaMYCKYJIHOTO MPUIIOKEHHE.

IMyHOKOMIIDOMETHUPAHHU JHIIA

EduxacHocTTa, 6€30MacHOCTTa 1 HUMYHOTCHHOCTTA HA BAKCHHATA HE Ca OLICHEHH IIPH
MMYHOKOMIIPOMETHPAHU JIUIA, BKIIOYUTEIHO TaKUBA, [10Iy4YaBalll HMyHOCYIIPECUBHA TEPAIIHs.
EduxacHoctTa Ha BakcuHata cpemty Spikevax Moxe aa Obe MO-HHCKa IPH HMYHOCYIPECHPaHu
nMLa.

HDOI[T)J'DKI/ITGIIHOCT Ha 3ammuTara

HpO,I[’BJ'I)KI/ITeJ'IHOCTTa Ha ocuryp€Hara OT BaKCHHaTa 3allnTa € HCU3BCCTHA, TBH KaTo TS BCE OIIcC CC
YCTaHOBABaA OT TCKYIIH KJIIMHUYHU U3IIMUTBAHHA.

OI’DaHI/ILIGHI/ISI Ha ed)eKTI/IBHOCTTa Ha BAKCHHATa

JlutiaTa Moke 1a He OBAT HAITBITHO 3aIMUTEHU 10 14-us AeH clel MOCTaBsIHe Ha BTopara jqo3a. Kakro
MIPU BCUYKHU BAaKCUHH, BaKCUHAIMATA ChC Spikevax Moke /1a He OCUTYpPH 3allliTa Ha BCHYKA
PEIUTINEHTH Ha BaKCHHATA.

IloMOIIIHM BelecTBa ¢ U3BECTHO JEUCTBUE

Hampuii

Ta3u BakcuHa ChIbpKa MO-Majiko oT 1 mmol Hatpuii (23 mg) na 0,5 ml g03a, T.€. MOXKe Ja ce Kaxke,
Yye Ha MIPAKTUKa He ChIbpKa HATPUH.

4.5 BsaumoaeiicTBHe ¢ IPYTrd JIeKAPCTBEHH NMPOAYKTH U APYrd (popMu Ha B3auMojielicTBHe
He ca npoBexxnanu npoy4BaHusi 3a B3aUMOICHCTBUSATA.

He e npoyuBaHo cbIBTCTBAIIOTO MPHUIIOKEHUE HA Spikevax ¢ ApYrd BaKCHHH.

4.6 ®eprTuanrtet, )peMEHHOCT U KbpMeHe

bpemennoct

Wma orpaHuveH onuT ¢ U3Moi3BaHeTo Ha Spikevax npu OpeMeHHU keHu. [IpoyuBaHHs PH )KUBOTHH
He MMOKa3BaT NPEeKU WM HENPEKH BpenHU e(heKTH, CBbpP3aHH ¢ OpeMEeHHOCTTa,



eMOpHOHATHOTO/(heTaTHOTO Pa3BUTHE, PAXKITAHETO MIIH IIOCTHATATHOTO pa3BUTHE (BXK. TOUKa 5.3).
[punoxenuero Ha Spikevax mo Bpeme Ha OpeMEeHHOCT TpsIOBa 1a ce OOMHCIISI CaMO KOTaTo
NOTCHIUAIHUTE TIOJI3H HAAXBBPIIAT BCAKAKBH MOTECHIMAIHU PUCKOBE 3a MaiikaTa u deryca.

Kspmene

He e u3BectHO manu Spikevax ce ekckpeTupa B KbpMaTa.

DepTunuTer

[IpoyuBanns npH )KUBOTHU HE TTOKA3BAT MPEKN WM HEMPEKH BPEIHU e()EKTH, CBBP3aHH C
PenpoAyKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

4.7 EdexTu BbpXy crioco0HOCTTA 32 mogupaHe U padoTa ¢ MAIIUHA

Spikevax He OBIMsBA MU MOBIUSBA IPEHEOPEKUMO CIIOCOOHOCTTA 32 Iodupane 1 padora ¢
MamHHu. Hskon ot edexTrTe, MocoueHH B ToUKa 4.8, MOraT BCe Tak BPEMEHHO J1a TTOBIHSAT Ha
CITOCOOHOCTTA 3a MmodupaHe WK padoTa ¢ MalTHHU.

4.8 Hexenanu JeKkapcTBeHH peaKINu

0O0600mmenue Ha npoduiia Ha O6€30MaCHOCT

bezonacHoctTa Ha Spikevax e orieHeHa B TEKyIO pPaHIOMH3UPAHO, TUIAIe00-KOHTPOIHPAHO,
3acJIeTIeHO 3a HaOmonaress KIMHNIHO u3nuTBane Paza 3, mposexmamo ce B CAILLl, BkirrouBaro

30 351 yvacTHHIM Ha BB3pacT 18 1 oBede roIMHH, KOUTO ca MOJYYHIIN MTOHE eqHa 703a OT Spikevax
(n=15 185) nmm turanie6o (n=15 166) (NCT04470427). I1o BpemMe Ha BaKCHHAIMSATA CpeHATA Bh3PacT
Ha TomyJanusta e 52 roguau (auamnazoH ot 18 mo 95); 22 831 (75,2%) oT y4acTHUIINTE ca Ha Bh3pacT
oT 18 1o 64 roguan u 7 520 (24,8%) OT y4acTHUITUTE ca HA BB3pacT 65 1 IOBeYE TOIUHHU.

Haii-gecTo cpo0ImaBaHnTe HEXENAaHU peakilny ca O0JIKa Ha MACTOTO Ha WHektupane (92%), ymopa
(70%), rmaBo6omme (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucane

(45,4%), ranene/noBpbinane (23%), akcuapHo nmoaysane/6one3nenoct (19,8%), tpecka (15,5%),
NOJyBaHe Ha MACTOTO Ha nHxektupane (14,7%) u 3auepssiBane (10%). Hexxenanute peakuun
O0OWMKHOBEHO Ca JIEKH WM YMEPEHH M0 MHTEH3UTET U OTIIYMSBAT 32 HSAKOJKO THU CIIe/l BAKCHHAIUATA.
Maitko mo-HUCKa 4ecToTa Ha ChOMTHS Ha PEaKTOreHHOCT Ce CBhP3Ba C MO-TOJIsIMa Bh3PacT.

Karo 1510 HAKOM HEXKEJIaHH PEaKIUU Ce CPeIaT Mo-4eCTo B MO-MIIAJIUTE Bb3PACTOBH IPYIIH:
YecToTaTa Ha akKCHUIIApPHO I10TyBaHe/00JIe3HEHOCT, YMOPa,rIaBo00Ine, MUAIITHS, apTPaIITHsl, BTPHCAHE,
raJicHe/TOBpbINaHe U MTOBUIIICHA TEMIIEPAaTypa € MO-BUCOKA IIPU XOpa Ha Bb3pacT ot 18 1o < 65
TOJIMHU OTKOJIKOTO MPHU TE€3H Ha BB3pacT 65 roauHu U noseue. [o-yecto ce choOmaBar JOKaIHU U
CHCTEMHH HEKEJIaHHW PEeakIy cie]] 103a 2 OTKOJIKOTO cliea 103a 1.

Tabnau4eH COUCHK Ha HEXKCITAHUTE PECAKIINN

IMpodunbT Ha Ge30macHOCT, IPEACTaBEH MO-10Jy, C€ OCHOBaBa Ha JaHHUTE, TeHEPUPAHH
B T1a11€00-KOHTPOJIIMPAaHO KIMHUYHO n3nuTBane npu 30 351 Bb3pacTtHu > 18 rogunu.

Cpo01IeHnTe HeXEIaHU PEakliy ca M30POCHHU CIIOpE]T ClIeTHATAa KOHBEHITUS 32 YECTOTA:

Msuoro uectu (>1/10)

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

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

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

Mmuoro penku (<1/10 000)

C Heu3BecTHa YecTOoTa (0T HAMYHUTE JaHHU HE MOXeE Jia ObJ/Ie HalpaBeHa OICHKA)



B pamkuTe Ha BCAKO TpyNMpaHe N0 YeCTOTa HEXKETAHUTE PEAKINH ca MPEACTaBEHN B HU3XOIAI] pel
10 OTHOIIIEHNE Ha CEPHO3HOCTTA.

Cucremo-opranes kinac no |[Yecrora He:xenanu peakuun
MedDRA
Hapymenusi Ha KPbBTa U IMHoro uectu UlumbaneHomnatus™

iMM(pHaTa cucTeMa

Hapywenusi Ha umyHHaTa  |C HEM3BECTHA YECTOTa Anadunaxcus

cucTemMa CBpBXUYBCTBUTEITHOCT

Hapymienusi Ha HepBHaTa  [MHOTO 4ecTH ['maBoGonue

cucremMa

Penxu Octpa nepudepHa nunesa

mapamm3a**

Cbpaeynu HapyuIeHHst HewnsBecTHa uectoTa Muokapaut
[Tepukapaur

CTOMAalIHO-YpPeBHU IMHoro yectu ["aneHe/moBpbIIaHe

HapYLIEeHHUsI

Hapymenns Ha ko:xkatau  [Uectu O6puB

MOAKOKHATA ThbKAaH

Hapymenus Ha IMHoro uectu Muanrus
MYCKYJIHO-CKeJIeTHATA IApTpanrus
CUCTeMA U CheIMHUTEIHATA
ThKaH

O01m Hapymenusi M epekT [MHOTO UyecTu bosika Ha MSACTOTO HA UHKEKTUPAHE
Ha MACTOTO HA MPHJIOKEHHe 'YMmopa

Brpucane

[Mupexcus

[TomyBaHe Ha MACTOTO Ha
MH)KEKTHpaHe

YecTtu EputeM Ha MSICTOTO Ha
MH)KEKTHPaHE

YpTHkapus Ha MACTOTO Ha
MHKEKTHpaHe

(OOpHB Ha MSICTOTO Ha HHXKEKTHPAHE

Heuectn [TpypuTyc Ha MSICTOTO Ha
MH)KEKTUpaHe

IPenxu [MomyBane Ha nUIIETO™**

*JIumdanenonarus ¢ Ouiia ycTaHOBEHA KaTo akCHiIapHa JUMQaeHONAaTHs OT ChIaTa CTpaHa Ha MSACTOTO Ha MH)KEKTHPAHE.
**B paMKHTe Ha IepHo/ia Ha MPOCIIeAsIBaHe Ha OE30MacHOCTTa ce ChOOMIaBa 3a OCTpa MepuQepHa IUIeBa apanu3a mpu
TpHMa YYacTHHUIIM B Tpynara Ha Spikevax W mpu evH MalyeHT B rpymnara Ha miane6o. [losBara npu manueHTUTe B rpymnara
Ha BaKCHHATa HAcThIBa ciex 22, 28 u 32 mHU cie] BaKCHHAITUATA ¢ 103a 2 .

***[Ima 1Be CepHO3HH HEXKEJIAaHU CHOUTHUS Ha TIO/IyBaHE Ha JIMICTO MPU PEIMITUCHTH HA BaKCHHATA C aHaMHEe3a 32
WHKEKTHpaHe Ha aepMainu Guibpu. [losiBaTta Ha MOTyBaHETO € CHOOIICHO CHOTBETHO 1 ¥ 2 JIHU Clie]l BAKCHHAIIMATA.

PeakrorennocrTa u npodmrbT Ha 6e3omacHOCT Npu 343 ywyacTHHIM, ody4yaBamu Spikevax, KOUTO ca
o ceporo3utuBHY 32 SARS-CoV-2 Ha U3X0HO HUBO, € CHIIOCTABUMA C Ta3U HAa YYaCTHUIIH,

ceponeratuBHU 3a SARS-CoV-2 Ha u3X0AHO HUBO.

Cpo0IaBaHe Ha MOA03MPAHU HEXKEITAHU PEAKIIUNU

Cpo0maBaHeTo Ha [10JI03UPaHU HEXKeNIaHU PEAKILUK CIIe]] pa3pellaBaHe 3a ynorpeda Ha JICKapCTBEHUS
IPOIYKT € BaxkHO. ToBa M0O3BOJIsIBA J1a TPOABIDKY HAOIIOJEHUETO Ha ChOTHOIICHHUETO MOJ3a/PHUCK 3a
JieKapcTBEeHUs MPOAYKT. OT MEAMLIMHCKHUTE CIICIHAICTH CE H3UCKBa Ja ChOOIIaBaT BCSIKa
M0J03MpaHa HeXeJlaHa pPeakiysl Ype3 HalMOHAIHA CHCTEMA 3a ChOOIaBaHe, [I0COYEHA B
IIpunoxenue V u 1a BKIIFOYAT NAPTUIECH HOMED, aKO € HAJINYEH.


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

4.9 Ilpeno3upane
He ca cpo0mienu ciiy4an Ha npego3upaHe.

B ciydaii Ha nipeto3upane ce npenopbyBa MpociesBaHe Ha )KU3HEHUTe QYHKIMU ¥ Bh3MOXKHO
CUMIITOMAaTUYHO JICUEHUE.

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOCTBA
®dapMakoTepaneBTHUHA IpyIa: BaKCUHU, Apyry BupycHH BakcuHH, ATC xox: JO7BX03

MexaHu3bM Ha jeiicTBue

Spikevax cpabpka uPHK, Bxmtouena B munugau Hanodactuiy. uPHK xoaupa meiHOBepHIKEH MIMITOB
npoterH Ha SARS-CoV-2, Moaudunmpan ¢ 2 IpoJMHOBH 3aMECTBaHUS B 00JIaCTTa HA XEMTaTHOTO
noBTopenue 1 (S-2P), 3a crabunm3upane Ha ITUIOBHUS POTEHH B ipedy3nonna koudopmarus. Cren
MHTPaMyCKYJIHAa WHKEKIIHS KJIETKUTE Ha MACTOTO Ha MH)KEKTHPAaHEe U IPEHUpAIINTe TUMGHU BH3IIN
noeMar JUIMUAHUTE HAaHOYACTUIH, KaTo eekTuBHO AocTaBaT MPHK cexBeHuusTa B KjIeTkute 3a
TpaHcnanus BbB BUpyceH npoTterH. JloctaBenara ”PHK He HaBnM3a B KJIIETHYHOTO SAPO U HE
B3aMMO/IEHCTBA C T€HOMA, HE C€ PEIUIMKHpPA U C€ eKCIPEecHpa BPEMEHHO OCHOBHO B JIEHAPUTHH KIETKU
1 Makpodaru B cyOkarncyiaapHuTe cuHycu. ExcripecupanusT, cBbp3aH ¢ MeMOpaHaTa MIMIOB IPOTEUH
Ha SARS-CoV-2 ce pa3no3HaBa cieJ TOBa OT UMYHHUTE KJIETKH KaTO Yy aHTUreH. ToBa
IIpeaU3BUKBA KakTo T-KiIeThueH, Taka 1 B-kieThueH oTroBop ¢ oOpa3yBaHe Ha HEYTpaIH3UpaIld
AaHTHUTENA, KOETO MOXE J1a JompuHece 3a 3amuraTa cpeury COVID-19.

Kimangna edukacHocT

PannomusupanoTo, miane6o-KOHTPOINPaHO, 3aClICTIEHO 3a HaOII0AaTeNsl KIMHUYHO H3NUTBaHe (a3a
3 (NCT04470427) u3kirouBa UMyHOKOMIIPOMETHUPAHH JIMLA WJIM TaKUBA, [TOJTy4aBaIn
UMYHOCYTIPECOPH B PAMKUTE Ha ITOCIEAHUTE 6 Mecella, KAKTO U OpeMEHHH WM TaKUBa C U3BECTHA
aHamHe3a 3a nHopexms cbe SARS-CoV-2. Yuactauim cbe ctabmno HIV-3abonsBane He ca
M3KIoueHH. [[pOTHBOTPpUIIHYE BAaKCHHH € MOJKEIIO Ja ce mpuiarat 14 nuu npeau nin 14 nau ciex
KOSITO U Aa € 103a oT Spikevax. OT y4aCTHUIIUTE CHIIO TaKa CE € M3UCKBAJIO /1a MMa Hal-MaJIKoO
MHTEpBaJ OT 3 Mecela OT MpHIaraHe Ha KpbBHU IPOIYKTH/IUIa3Ma UM UMYHOITIOOYJIMHU 10
BKJIIOYBAHETO B IPOYYBAHETO, 3a Ja Moyyar Iuiane6o mwim Spikevax.

[Ipocneaenu ca o6mo 30 351 ygacTaumm ¢ Mequana 92 nam (quamna3oH: 1-122) 3a pa3BUTHETO Ha
6omectra COVID-19.

[NomymanusTa 3a mppBUYEH aHATN3 Ha epUKacHOCTTa (Hapu4daHa ,,IIOMYJIAIHS [0 IIPOTOKON* HITH
,»PPS%), BxirrouBa 28 207 yyacTHHIIM, KOUTO ca monyunin mim Spikevax (n=14 134), unu mname6o
(n=14 073) u umar otpuiaresiex craryc 3a Hanuune Ha SARS-CoV-2 Ha uzxoano Huso. PPS
MOMyJIallKATa HAa IPOYYBaHEeTO BKI0UBa 47,4% xenu, 52,6% mbxe, 79,5% 6enu, 9,7%
adpoamepukaniy, 4,6% azuatiy u 6,2% apyru. 19,7% OT y4acTHUIIMTE ca ¢ UCTIAHCKHU MU
JIaTHHOAMEPUKAHCKHU Tpou3xo/l. MeMaHaTta Ha Bh3pacTTa Ha YYaCTHULIUTE € 53 TOJMHU

(mmnamazon 18-94). [lommycka ce AuarazoH Ha IpHUjarale Ha BTopaTa Jo3a (TUTaHupaHa 3a fieH 29) ot
— 7 no +14 guu 3a BximouBane B PPS. 98% oT penunueHTuTe Ha BaKCMHATA, MOIYYMIN BTOpaTa 103a
25 no 35 nuu cnen go3a 1 (ot -3 go +7 qHU OT UHTEpBaya OT 28 HU).

Cayuante Ha COVID-19 ca noTBbpAEHH Ype3 HoMMMepa3Ha BepIrKHa peakuus ¢ o0paTHa
tpanckpunTasa (RT PCR) u oT kmuHNYHA apOuTpakHa KOMUCHs. EpukacHOCTTa Ha BaKCHHATa O0III0
¥ TI0 OCHOBHH BB3pacTOBHU IPYTH € npejacTaBeHa B Tabnuma 2.



Tabauna 2: AHaau3 Ha e(MKACHOCTTA HA BaKcHHATa: noTBbpaen COVID-19% ne3aBucumo ot
TexKecTTa, ¢ Havyaso 14 qum ciaen 2P*" noza — [omyJianus mNo NPOTOKOJI

Spikevax Ilnauedo
Bw3pact
Ipyna YecroTa YecroTa % EdukacHoct
(roxunm) Yuyactauuu | Cryyan Ha Ha Yyacruuuu| Caydau Ha Ha HA BAKCHHATA
N COVID-19 [COVID-19nal N COVID-19 |COVID-19ual 0004 (95% JTN)*
n 0004oBexoron| n OBEKOTOMHH
WHHA
06110 14 134 11 3,328 14 073 185 56,510 94,1
(>18) (89,3, 96,8)**
18 1o <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97,9)
265 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%
>75 630 0 0 688 7 41,968 100%
NE, 100)

#COVID-19: cumnromarmaer COVID-19, n3uckpan mosoxuresieH pesynrar or RT-PCR u

Hal-MaJKo 2 CHCTEeMHH cuMIToMa win 1 pecrimparoped cumnroMm. Ciydawn, 3anouBamu 14 qau ciexn 2P no3a.
*EdukacHoct Ha BakcnHata 1 95% nosepurenen narepsan (1) ot crpatndunnpanus mogen Ha Cox 3a
MPONOPIIMOHAIHOCT Ha PHCKa

** 11 He e KOpUTHpaH 32 MHOKECTBEHOCT. Kopurnupanu 3a MHOKECTBEHOCT CTATUCTUIECKH aHAIM3H Ca MIPAaBEHU
B MEX/IMHEH aHalu3 Ha rno-maiko ciydan Ha COVID-19, kouto He ca choOIIeHH TYK.

Cpen Bcuuku yuyacTHuu B PPS He ca cho0menu ciyyan Ha Texxbk COVID-19 B rpynara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) caydvas, cro0mmenu B rpynaTa Ha miane6o. Ot 30-te yqyacTHHLH C
TEXKO 3a00JIABaHe, 9 ca XOCTIUTAIM3UPAHH, 2-Ma OT TAX ca MPUETH B HHTEH3UBHO oTAeneHuE. [1o-
rojsiMara 4acT OT OCTaHAJINTE TEKKHU CIIydau ca U3IBIHUIM CaMO KpUTEPHs KUCIOPOHA caTypaius
(Sp02) 3a Texko 3a0omnsBane (< 93% npu craiiHa TemMneparypa).

Eduxacnocrra Ha Spikevax na npennazsa or COVID-19, He3aBHCHMO OT NpeAnIIHA HHPEKIHSI ChC
SARS-CoV-2 (ycraHoBeHa CepOJIOTHYHO HAa U3XOAHO HUBO M U3CIeBaHe Ha Hazo(dapuHreanHa npoda
¢ TamrioH) ot 14 guau cnen J{o3za 2 e 93,6% (95% noBeputenen uaTepsad, 88,5, 96,4%).

B nombnHeHue, aHanM3M Ha MOATPYNUTE HA IbPBUYHATA KpaifHa TOYKa 32 €(PUKaCHOCT MOKa3BatT
CXOJIHA OIIeHKa 33 e(h)UKACHOCT IO ITOJI, ETHUYECKH IPYITH U YYACTHHIIN ChC CHITHTCTBAIIN
3a00JIIBaHUs, CBBP3aHU C BUCOK pHCK OT T& Kbk COVID-19.

Honynanus B cTapyecka Bb3pacT

Spikevax e n3cieqBana mpu JTUIA Ha BH3pacT 18 u moBede TOAWHM, BKIIOYUTETHO 3 768 yJacTHHUITN HA
BB3pacT Ha 65 u noeeue roaunu. EdukacHoctra Ha Spikevax mpu y4acTHHIIUTE B HAIIpEIHAA
BB3pacT (>65 roJMHN) CHOTBETCTBA HA Ta3U NPH MMO-MJIAJUTE Bb3pacTHU yyacTHULH (18-64 ronunm).

IleauaTpuyHa nonynanus

EBporetickaTa areHmus mo JekapcTBaTa oTjiara 3a{bJDKEHHETO 3a MPEAOCTaBsIHE Ha PEe3YITaTUTE OT
MpoydYBaHuUsATa ChC Spikevax B e[jHa WM MTOBeYe MOATPYIH Ha MeAraTpUYHATA ITOMyJIaus 3a
npeseHIus Ha COVID-19 (Bx. Touka 4.2 3a wHMOOpMAIHI OTHOCHO yHoTpeda B MeIHaTPHUITA).

PaspemiaBane moj1 yciaoBHe

To3u JiekapCcTBEH MPOAYKT € pa3peleH 3a ynorpeda 1mo T. Hap. cXeMa ,,pa3pelraBane ImoI YCIOBHe .
ToBa 03HauaBa, 4e 3a TO3M JICKAPCTBEH MPOIYKT C& OUAKBAT JOIBIHUTCIHH TaHHHU.

EBporietickaTa areHmus mo jeKapcTsara e U3BbpIIBa Nperiie/ Ha HoBaTa HH(pOpMaIKs 3a TO3H
JIEKapCTBEH MPOAYKT MOHE BeIHBXK roauinHo 1 Hactosmara KXI1 choTBeTHO 1me ce akTyanu3upa.

5.2 ®apmakoKMHETUYHU CBOHCTBA



Henpunoxumo.
5.3 IIpeakJMHMYHH JAHHHU 32 0€30MACHOCT

Hexnuanunute JaHHW HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha Oazara Ha KOHBCHIIMOHAJIHUTC
Ipoy4BaHHUA 3@ TOKCUYHOCT IIPXU MHOT'OKPATHO MpUJIaraHe, peupoAyKTUBHA TOKCUIHOCT U TOKCUIHOCT
34 Pa3BUTUETO.

00112 TOKCHYHOCT:

[IpoBeneHu ca mpoyuyBaHus 3a 00Ia TOKCUYHOCT MPH ILTHXOBE (HA KOUTO Ca MPUIIOKCHH
WHTPaMYCKYJHO 10 4 7031, HaJIBUIIIABAIIN J103aTa IPU XOPa, BEIHBK HA BCEKH 2 CEIMUIIH).
HabmomaBanu ca mpexoHu 1 00paTiMU OTOK M €PUTEM Ha MSICTOTO Ha WHKEKTHpaHe, KaKTo 1
MPEXOIHU 1 00paTUMU POMEHH B JTa0OpATOPHUTE NIOKA3aTeIH (BKIIFOUUTEITHO MOBUIIIABAHE HA
€03MHO(MIINTE, aKTUBUPAHOTO MMAPIIHATHO TPOMOOILIACTHHOBO BpeMe U pudpuHoTeHa). Pesynrature
MPEeIoaraT, 4e MOTeHIHAThT 32 TOKCUYHOCT IPH XOpa € HUCHK.

['eHOTOKCHYHOCT/KaHLIEPOTeHHOCT

IIpoBenenu ca in vitro u in vivo Ipoy4YBaHMs 32 TEHOTOKCUYHOCT C HOBUS JINIIUIEH KOMIIOHEHT SM-
102 na BakcuHarta. PezynraTure npezmnosiaraT, e MOTEeHIUATBT 32 TEHOTOKCHYHOCT MPH XOpa € MHOTO
HUCBK. He ca nmpoBexaaHu Mpoy4dBaHuUs 3a KaHIIEPOTE€HHOCT.

PenponyKTHBHA TOKCHYHOCT:

B exno mpoyuBaHe 3a TOKCHYHOCT Ha pa3BuTHeTO 0,2 ml 0T BakCHHA ChC CHCTAB, ChABPKAIL CHIIOTO
kommyectBo MPHK (100 mcg) u npyru chCTaBKH, BKIIFOUYEHU B €IMHUYHA /1032 Ha Spikevax 3a xopa, €
NPUIIOKEHA HA KEHCKH TUIBbXOBE MHTPAMYCKYJIHO B 4 ciry4asi: 28 u 14 qau npenn undTocBane U Ha
recraioneH aeH 1 u 13. Aatutsno-orroBopu cpenry SARS-CoV-2 ce HabmogaBat npH >KEHCKUTE
IUTBXOBE OTIIPEIN YU()TOCBAHETO O Kpas Ha MPOYUYBAHETO Ha 2 1-BHA JTaKTAlIMOHEH JAEH, KAKTO U IIPU
(eTycuTe u MOKONEHNETO. B IpoyuBaHeTO HAMA CBbP3aHU C BAKCHHATA HEXXEIaHU e(hEeKTH BEPXY
(epruUTETa MPH KEHCKUTE, OPEMEHHOCTTa, eMOPUO(DETATHOTO pa3BUTHE, PA3BUTHETO HA
MOKOJICHUETO WM MOCTHATAIHOTO pa3Butue. Jluncear nanuu ganu mRNA-1273 BakcuHata
IpeMHHaBa Mpe3 IUIAlEeHTaTa WM €€ eKCKPETHPa B MIIIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 CHoucbk Ha IOMOLIHHUTE BelIeCTBAa

Jlumug SM -102 (xenrragexaH-9-un 8-{(2-XuapoKkcueTw )| 6-0kco-6-
(YHIOEIMIIOKCH )X EKCHJI |aMHHO } OKTaHOAaT)

Xonecrepo

1,2-gucreapomi-sn-raurepo-3-pochoxomun (DSPC)
1,2-numupucTOonI-rac-riunepo-3-meTokcunonueTmieHraukon-2000 (PEG2000 DMG)
Tpomeramon

TpomeTraMoI XHIPOXIOPUL

OuerHa KuceauHa

Hatpues anerar tpuxuapar

3axapo3za

Bona 3a unxexkunu

6.2 HecbrBMECTHMOCTH

To3u nexapcTBeH NPOAYKT HE TPsIOBaA JAa c€ CMECBa C APYTH JIEKAPCTBEHU IPOAYKTH HIIH J1a CEe
paspexna.

6.3 Cpox Ha rogHocT



HeotBopeH diakoH:
7 Mmecema pu Temneparypa ot -25°C mo -15°C.

HeoTtBopeHara BakcMHa MOXKeE Jia C€ ChXpaHsBa B XJIaAWIHUK Ipu Temreparypa ot 2°C o 8°C,
3alUTEHA OT CBETIMHA, MakcuMyM 3a 30 qau. B paMkuTe Ha TO3U MEPHO/I, 32 TPAHCIIOPTHPAHE MOTAT
Jla ce u3moJ3Bat 1o 12 ygaca.

Bennbx pa3mpaseHa, BakCHHATa He TpsiOBa Jia ce 3aMpa3siBa MOBTOPHO.

HeotBopenara BakcuHa MOXe Jja ce CbXpaHsABa pu Temnepatypa oT 8°C no 25°C no 24 yaca cien
U3BaXKJaHE OT XJIaJUIHUK.

[yHKTHpaH QJIaKoH:

Jokazana e xumMuuHa U pU3MYHA CTAOMIIHOCT MPH yrnoTpeOa B IpoAbKeHre Ha 19 yaca cien
I'BPBOHAYATHOTO ImyHKTHpaHe pu 2°C g0 25°C (B paMKuTE Ha MEPHO/Ia, ITO3BOJICH 3a YIIOTpeoa,
koiTo e 30 mHu npu Temnepatypa ot 2°C to 8°C u 24 yaca npu temnepatypa ot 8°C to 25°C). Ot
MHUKpPOOMOJIOTHYHA TJIe{Ha TOYKa MPOAYKTHT TPsIOBa Aa ce U3I03Ba He3a0aBHO. AKO BaKCHHATA HE CE
H3II0JI3Ba BeJlHAra, NepuoabT Ha U3IOJI3BaHE U YCIOBHUATA HA ChbXpaHEHHUE MIPpeau ynoTpeda ca
OTTOBOPHOCT Ha OTPEeOUTEIS.

6.4 CroeuuaJjHu ycJI0BHUSI HA CbXpaHEeHHUe

[a ce cpxpansiBa BbB (pusep npu temiiepatypa mexay -25°C u -15°C.

Jla ce cbxpaHsBa B OpUTHHAJIHATA OMAKOBKA, 32 J1a CE MPEAIAa3H OT CBETIIHHA.

Ja He ce cpxpansiBa B cyx jeq win noj -50°C.

3a ycoBUsATa Ha ChbXpaHEHHE CIIe/ pa3MpassiBaHe v IbPBO OTBapSIHE Ha JIGKAPCTBEHHS MPOLYKT
BIDKTE TOUKa 6.3.

TpaHcnopTupane Ha pa3MpaseHd (JIaKOHH B TEYHO ChCTOSIHHE TIPH Temrieparypa ot 2°C o 8°C

Axo TpaHcnopTupanero npu temmeparypa ot -50°C to -15°C He e Bb3MOKHO, HAIUYHU Ca TaHHU,
CHopes KOUTO € Bb3MOXKHO TPAaHCIIOPTHPAHETO HA EAMH WM TTOBeUe pa3Mpa3eHH (iakoHa B TETHO
CBCTOSIHHE 3a meproa 10 12 gaca mpu temmepatypa ot 2°C no 8°C (B pamkute Ha 30-ITHEBHUS CPOK
Ha rogHocT npu temnepatypa 2°C no 8§°C). Bennbkx pazmpa3eHy U TPaHCIIOPTUPAHU B TEUHO
cberosHue mpu Temiepatypa ot 2°C no 8°C, dnakoHuTe He TpsAOBa Aa ce 3aMpa3siBaT IOBTOPHO, a J1a
ce chxpaHsaBar mpu temrepatypa ot 2°C 1o 8°C 1o TAXHOTO HU3IOI3BaHE.

6.5 Bwuau chabpikaHue HA ONMAKOBKATA

5 ml qucnepcus BbB (prakoH (CTHKIIO TUT | WM €KBUBAJICHT) ChC 3aIyIIajKa (XJIOPOOYyTHIOB Kay4dyK)
1 oOKaTKa (aJJyMHHHH) ¢ OTYYMBAIIO CE TJIACTMACOBO Karaue.

Bceku daakon chabpxa 10 mo3u mo 0,5 ml.
Coapprkanue Ha onakoBkaTa: 10 MHOTO/1030BH (DIIaKOHA
6.6 CrneunuajHM NpeanasHu MepPKHU NMPH U3XBbPJisiHe U padoTa

Baxkcunara TpsiOBa 11a ce TIPUTOTBS M IIOCTaBS OT O0yYECHN MEAUITMHCKY CIISITAATNCTH IPH CIIa3BaHEe
Ha aceNTUYHY TEXHUKH, 32 JIa Ce TapaHTHpa CTEPIITHOCT HA TUCTIEPCHITA.

Bakcunara e roroBa 3a yHOTpe6a CJIC pa3Mpa3ssaBaHe.

Ja He ce pa3kiialia Win pa3pex/a. 3aBbpTeTe JIeKo (akoHa clie/l pa3MpassiBaHe U MPEIH BCSIKO
U3TETJISHE.

®akoruTe CHC Spikevax ca MHOTOZ030BH.
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Ot Bcekn (urakoH Morat 1a ce m3TeryaT aecet (10) mo3u (1o 0,5 ml Besika). [IpenopruntenHo € na
npoOosKAaTe 3armyaikaTa Ha pa3jinyHo MSCTO BCEKH ITBT.

BBB Bcekn (prrakoH ce Chabpika H3NAIIBK, 33 ]a MOXKE J1a ¢€ TapaHTHpa JocTaBsHeTo Ha 10 mo3u mo

0,5 ml Bcsika.

C pasMpa3cHu (l)J'IaKOHI/I W II'bJIHU CIIPUHIIOBKH MOXKE [1a CC pa60TI/I IIpu yCJIOBHS Ha CTaitHO

OCBCTJICHHC.

CbxpaHeHune BbB ppusep

[la ce cbxpaHABa 3aMmpa3seHa
npu TeMneparTypa ot
-25°C go -15°C.
Da He ce crxpaHARa B CyX neq Wi nog -50°C.

Ja ce CLXpPaHABa B OPHIMHANKHETA ONAKOBKE,
3a f]a C& Npannaiun oT CEETNWHE.

Mpeaun ynorpe6a Bcekn pnakoH Aa ce pasmpasfBa

HMao6pameHnaTa Ha GNakoHWU Ca CAMO C MNIDCTPATWEHA Lien

2 vaca n 30 MUHYTH B XNagWuNHNK 1—
ot 2° o 8°C ” .,’/ i)

( a
B pamKWTe Ha rur-J‘;II/,L/:

30-gHeBHNA CpOK

Ha rogHoCT NpKu
TEMMNEpaTypa
ot 2°C go 8°C)

OcTapere $NaKkoHa Ha CTAAHE TEMNEPATYPa 38 15 MUHYTH,
npepM qa ro NpunoxeTe

@ “_t:’:;—_fl
ot 15° go 25°C

14ac npwn cTafiHa TemnepaTypa

—

VkazaHuA cnep pazmMmpa3sfaBaHe

—[ HenyHkTupan dﬂ'la.lfﬂll

MakcumanHo Ilplll.l_' -

Knagununk

or 2" no 8%

Jace ceXpaHABa Ha CTYREH O
DO CTail HA TeMNEpaTypa

oT 8% go 25°C

_[

Cnep WaTernAHe Ha MbpBaTa gosa

]_

/4
MaKkcumanHo Bpame

XnagunHHK RAK CTailHa
TEMNEPATYRA

DnakoHeT TpABEa 03 & ChXpaHAea 5
Ha TemnepaTypa Maxay 2° u 25°C.
[laTaTa 1 4acHT Ha MIXEBPNAHE fa &
2aNWIWAT HA ETUKETA Ha GNAKoHa.

Waxetpnete nyHKTMpaHnAa gnakod cneg 19 vaca

Waternaiite Bcaka gosa 0,5 ml BakcuHa ot dnakoHa c NnoMoLTa HA HOBa CTEPWIIHA UIMIA W CTIPVMHLIOBKA 38 BCAKA MHMEKLWA,
3a fja NpefoTEPaTUTE NpefaBaHeTo Ha MHGEKLINO3HU areHTH oT eJHO NWLE Ha Apyro.
[ozara B cnpuHuoBKaTa Tpabea ga ce nanonssa HesabasHo.

Cnep kaTo ¢nakoHET ce NYHKTVPa 3a N3TErNAHE Ha MbPBaTa fo3a, BakcuHaTta TpAGea
Aa ce usnonsea HesabaBHo 1 ga ce n3xebpnu cneg 19 vaca.

BcAka HeW3non3BaHa BaKCWHa MNW OTNagbueH MaTepuan TpaﬁBa 4a ce M3XELPNA B CbOTBETCTEME C MECTHWUTE W3UCKBAHUWA.

[ HHUKOIA e 3ampa3zaBgaliTe NOBTOPHO pa3Mpa3eHaTa BaKCnHa J
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MpunaraHe

3aBbpTaiiTe Neko GpakoHa cnef pazmMpasseaHe W Npeauw BCAKO M3TernaHe
BaKcuHaTa e roToea 3a NP OXeHWe cie pasmpasaeaqe. He pazknawaiite n He pazpexpaiite

( F
Mpegu nHKeKTpaHe NpoBepABaiiTe BcAKA 4033, 3a fa:

MOTELPAMTE, Ue TeUHOCTTa e 6Ana fo noytn
69ana, KakTo BbE (NakoHa, Taka U B CNpUHLOBKaTa

ce yBepuTe, Ye 06eMsT Ha
cnpuHUoBKara e 0,5 mL

Spikevax moxe fa cCbabpa
6enu UK NoNYNpo3pauHn YacTULW,
CEBP3aHN C NPOAYKTA.

AKO [103aTa @ HeTOUHa MK UMa
MPOMAHA B LIBSTa M APYrY BUAMMMK YacTULM,
He npunaraiiTe BaKCcMHaTa. :

7. HPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Hcnanus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA I'bPBO PASPEIIABAHE/TTOJHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jlata Ha mepBO paspemasane: 6 ssHyapu 2021 1.

10. JATA HA AKTYAJIMUBUPAHE HA TEKCTA

IMogpo6ua nH(pOpManus 3a TO3U JEKapCTBEH NMPOAYKT € IpefocTaBeHa Ha yeOcalita Ha EBpomneiickara
areHIus 10 JIeKapcTBaTa http:// www.ema.europa.eu.
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MNPUJIOKEHHUE I1

HNPOU3BOAUTEJI HA BUOJOI'MYHO
AKTUBHOTOBEIIECTBO U ITPOU3BOJAUTEL,
OTT'OBOPEH 3A OCBOBO/KJABAHE HA ITAPTUIN

YCJIOBUA NN OTPAHUYEHNUS 3A TIOCTABKA N
YIHOTPEBA

APYI'U YCJIOBUS N UBNCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBHUSI WJIM OTPAHUYEHUS 3A BE3ONACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHMSI
MPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBITBJIHEHUE HA

MEPKHU CJIEJ] PABPEILIABAHE 3A YIIOTPEBA 11O
YCJIIOBHUE
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A. TIPOU3BOJIUTEJ HA BUOJIOI'NYHO AKTUBHOTOBEIHIECTBOU
INPOU3BOAUTEJL, OTTOBOPEH3A OCBOBOXJIABAHE HA ITAPTUIN

HMe n aapec Ha IPOU3BOAUTENIS HA OMOJIOTHYHO AKTUBHOTO BEIIECTBO

LONZAAG
Lonzastrasse 2
Visp 3930
[IBelinapus

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
IIBeitnapus

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

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

HwMe u aapec Ha IPOU3BOAUTEIS, OTTOBOPEH3a OCBO60)KI[8.B8.HC Ha NapTUuauTe

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, ®panrus 37260

C oruien Ha JeKapUpaHaTa CIEIIHOCT, CBbP3aHa ¢ 0OLIECTBEHOTO 31paBe OT MEXIYHApOIHO
3HA4YEHHeE, U 32 J1a CE OCUTypH paHHa JI0CTaBKa, TO3H JIEKAPCTBEH MPOAYKT € MPEAMET Ha OTPAaHHIEHO
BBB BPEMETO U3KIIIOUEHHUE, KOETO JaBa Bb3MOXKHOCT JIa Ce ITPUeMaT KOHTPOJIHUTE aHAJIM31 Ha
NapTUIUTE, IPOBEACHHU B perucTpupan(i) UEeHTHP(0BE), KOUTO Ce HAMHpPAT B TpeTa cTpaHa. Tosa
U3KITIOYEHHE MTpecTaBa aa 0b/e BayuaHo Ha 31 toau 2021 r. M3nbiHeHHeTo Ha yCioBusATa 3a Oa3upaH
B EC KOHTpOJ HA MapTUANTE, BKIIOUYUTETHO HEOOXOAMMHUTE MPOMEHH B YCIOBUSATA HA Pa3pELICHUETO
3a ynorpeba, TpsOBa 1a ObaaT 3aBbpieHH Hal-KbcHO Ha 31 1omu 2021 T. B ChOTBETCTBHE ChC
ChIVIACYBaHUsI IUIaH 3a TOBA IPEXBBPJISTHE HA aHAIN3A.

b. YCJI0OBUSA NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlexapcTBEHUAT MPOJIYKT € OTITyCKa I10 JIEKAPCKO MpeIIuCaHte.
Odunnanno ocBodokKIaBaHe HA MAPTHIAN

CowraacHo ui. 114 ot dupekrusa 2001/83/EO odunmanHoTo 0cBOOOKIaBaHE HAa MAPTUAUTE CE
H3BBPLIBA OT AbPKaBHA 1a00PaTOPHsI WK JIAOOPAaTOPHs, ONPEAEICHA 3a Ta3u L.
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B. JAPYI'M YCJIOBUS U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IMepuoauynm akTyaJau3upanu qoxkjaaau 3a oesonacuoct (ITAIB)

N3uckBanusTa 3a nogaade Ha [TAJIb 3a To3u nekapcTBEH MPOAYKT ca IOCOYEHH B CITUCHKA C
petdepentauTe natu Ha EBpomnetickus cpio3 (EURD crmncwk), npensumes B wi. 1078, ain. 7 ot
Hupexktusa 2001/83/EO, 1 BbB BCHUUKH CIIEBAIIM aKTyaJIU3al[UH, TyOJUKYBaHH Ha
eBpoIeiicKus yeOropTan 3a JIeKapcTBa.

[Ipurexarensat Ha paspenieauero 3a ynorpeda ([IPY) tpsoea na noxane mupeus [TA/1b 3a To3u
MPOAYKT B CPOK OT 6 Mecella cieJl pa3pelraBaHeTo 3a ynorpeoa.

. YCJI0BUs Wi OI'PAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA NIPOAYKT

Ilnaun 3a ynpasJjienue Ha pucka (ITYP)

IIputexarenar Ha pa3pemeHneTo 3a yrnorpeda (ITPY) TpsoBa na W3BHPIIBA H3UCKBAHHUTE
JIEHHOCTH U ACWCTBHUS, CBBP3aHU C IIPOCIeIsBaHe Ha JIeKapCTBEHATa 0€30MacHOCT, TOCOYEHH B
onobpenus ITYP, npeacrasen B Moayn 1.8.2 Ha pa3pemeHuneTo 3a ynorpeda, KakTo U MpH
BCUYKH CIIEJIBAIllA ChIJIaCyBaHU akTyanu3anuu Ha [TYP.

Axryammzupan [1YP Tps0Ba na ce monasa:

o 10 MoKcKBaHe oT EBporieiickaTa areHIus 1o JieKapcTBara;

o BHHArH, KOTaTo Ce M3MEHs CUCTeMAaTa 3a YIPaBJICHHE Ha PUCKaA, 0COOEHO B pe3yNITaT Ha
NoJTyyaBaHe Ha HOBA MH(OpMAIHS, KOSITO MOXKE JIa JOBEIe 1O 3HAYMMH IPOMEHH B
CHOTHOLICHHETO MOJI3a/PHCK, WIIH CIe]] JOCTUTaHe Ha BayKeH eTal (BbB BPB3Ka C IPOCIIE/IBaHEe
Ha JIeKapCcTBeHaTa 0€30MaCHOCT WM CBEX/JaHE Ha PUCKA JO MUHUMYM).

A.  KOHKPETHO 3AABJIZKEHUE 3A N3ITBJIHEHUE HA MEPKH CJIE]]
PA3PEIHIABAHE 3A YIHOTPEBA 110/ YCJIOBHUE

Toga e pasperierue 3a yrnorpeba o1 yciioBue u cbriaacHo @wi. 14-a ot Permament (EO) Ne 726/2004 B
onpenaencuus cpok [IPY TpsOBa 1a M3MBIIHU CIICAHUTE MEPKH:

Onucanne Cpok

3a a ce 3aBbPIIN XapaKTePU3UPAHETO Ha MPOU3BOICTBEHUTE TIPOLIECH 32 o 2021 r.
AKTUBHOTO BEIIECTBO U TOTOBUS NPoAyKT, [IPY TpsiOBa na mpemocraBu
NONBIHATEIHU JaHHU.

3a 1a ce MoTBBPIU CTAOMITHOCTTA Ha TIPOU3BOICTBEHHUS MPOIIEC 3a romu 2021 r.
aKTUBHOTO BEILIECTBO M TOTOBHUS MPOAYKT (HadaJlHU U KpaitHu eranu), [IPY

TpH6Ba Aa IpeaoCTaBu JOMBJIHUTCIHU JaHHU 3a CPABHUMOCT U BaJIMAUPAHC. MG)K)II/IHHI/ITC

OTYETH IIIE CE
MIPEIOCTABAT
€XKEMECEUHO Mpean
1 Ha BCEKH TPH
Mecela CiieI Ta3u
Jara.

3a 1a ce OCHTypH MTOCTOSTHHO KauecTBO Ha Mpoaykra, IIPY TpsoOBa ma o 2021 r.
MPeI0CTaBU AOMBIIHUTEIHA HH(POPMAIIKS 38 CTAOWIIHOCTTA HA aKTUBHOTO
BCIIECCTBO U I'OTOBUA IMPOAYKT, KAKTO U Aa Ipericaa CHeHI/I(i)I/IKaHI/II/ITe Ha
AKTUBHOTO BEIIECTBO M TOTOBHUS NMPOAYKT CIIe]] HATPyIIBaHE Ha T10-
HAaTaThIICH IPOU3BOACTBEH OIIHUT.
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Onucanue Cpok

3a 1a ce mOTBBPAAT eUKacHOCTTa U Oe3omacHocTTa Ha Spikevax, [IPY HexemBpu 2022 r.
TpsiOBa Jia MPe/ICTaBU OKOHYATETHHUS JIOKJIa] OT KIMHUYHOTO MPOYYBaHe 32
PaHIOMHU3UPAHOTO, TIAe00-KOHTPOIUPAHO, 3aCTICTICHO 33 HAOMIOAATENs
npoyuBane mRNA-1273-P301.
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IMPUJIOKEHHME II1

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJIA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Spikevax WHKEKIIOHHA JUCTICPCHS
uPHK Bakcuna cpenry COVID-19(nykneo3uano moauduimpana)

2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

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

|3. CHOUCBHK HA HOMOIIHUTE BEIECTBA

IMomonrnu Bemectra: aunug SM-102, xonectepod, 1,2-nucteapousi-sn-riauiepo-3-GpochoxosmH
(DSPC), 1,2-aumupuctomii-rac-riauiepo-3-merokcunoiuerwieH raukon-2000 (PEG2000 DMG),
TPOMETaMOJ, TPOMETAMOIT XUAPOXIIOPHI, OIIETHA KHCEJINHA, HATPHUEB alleTaT TPUXHIPAT, 3aXapo3a,
BOJIa 332 UH)KCKIIHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMmxexkuroHHa IUCTIEPCHs
10 MHOTO/1030BH (h1aKOHA

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

WHTpaMyCKyJIHO MPUIIOKEHHE.
[Ipenu ynotpeba npodereTe IMCTOBKATA.

OO0

L

5

CkanupaiiTe TyK 3a JUCTOBKATa WK ImoceTeTe www.modernacovidl9global.com.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTEIIA

Ja ce cexpansiBa Ha MSICTO, HEJOCTHITHO 32 JEIIa.

‘ 7. APYI'U CHELHUAJIHM NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Ha ce cbxpansiBa 3ampazeH mnpu -25°C o -15°C.

[Ipouerere uCTOBKATa 3a CpOKa HA TOJHOCT CJIEA IBPBOTO OTBAPSIHE U 33 AOIBIHUTEIIHA
UHQOpPMAIHst OTHOCHO ChXPaHEHHUETO.

CoxpaHnsiBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a Jia Ce Mpeanasy OT CBETIHHA.

10. CIHEIUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/ISXB’LpHeTe B CbOTBECTCTBUEC C MCCTHUTC M3UCKBaHMU.

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

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

28010 Madrid

Wcnanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. HNAPTUIAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

[Ipueto e ocHOBaHuKE N1a HE ce BKIOUM nH(opMmanus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIJEHTUO®UKATOP — IBYU3MEPEH BAPKO/JI

JBynsMmepeH 6apKoJ ¢ BKIIOYEH YHHKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH MW JEHTUOPUKATOP — TAHHHU 3A YETEHE OT XOPA

PC
SN
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MUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHU OITAKOBKH

ETHUKET HA ®JIAKOHA

1. HNME HA JIEKAPCTBEHMUS TPOAYKT U ITBbT(MIIA) HA BBBEXX/IAHE

Spikevax MHKEKIIMOHHA TUCIICPCHUS
uPHK Bakcnna cpemy COVID-19
1.m.

2. HAYHUH HA ITPUJIOKEHUE

WHTpaMyCKyITHO TIPHIIOKEHHNE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA IT'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHUILIN

MHOT01030B ()JTaKOH
(10 no3u o 0,5 ml)

6. JPYTO

CkanupaiiTe TyK 3a JIICTOBKaTa Win nocerere www.modernacovidl9global.com.
JlaTa/yac 3a U3XBBPIISHE:
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IMPUJIOKEHHME II1

JINCTOBKA
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JlucroBka: Undopmanus 3a norpeduTesis

Spikevax nH:kKeKIMOHHA TUCTIEPCHS
nPHK Bakcuna cperry COVID-19 (mykineo3uano Moauduimpana)

V¥ Tosu JIEKapCTBEH MPOAYKT MOJUIeKH Ha AOMBIIHUTENTHO HaOmoeHre. ToBa 1ie mo3Boiu Obp30To
YCTaHOBSIBaHE HAa HOBAa MH(OpPMAIIUs OTHOCHO Oe30MacHOCTTa. MoXeTe Ja JaieTe CBOsI IPUHOC, KaTo
CHOOINUTE BCSIKA HEXKEIIAHA PEaKIUsl, KOSITO CTE MOJYYMIH. 32 HAaUWHA Ha ChOOIIIaBaHE Ha HEXEIIaHU
peaKIy BIKTE Kpasi Ha TOYKa 4.

IIpoyerere BHMMATEIHO LsJIATA JUCTOBKA, IPEeIH 1A MOJYy4YUTE Ta3U BAKCHHA, Thil KATO T

CbAbP:Ka BaskHa 3a Bac undopmanus.

- 3ama3zeTe Ta3u JUCTOBKA. MOXKe a ce HAJIOKH Ja S IPOYeTeTe OTHOBO.

- AKO UMaTe HIKaKBH JIOITBIIHUTEIHN BBIIPOCH, IONUTaiTe Bamms iekap, GpapmaneBT uiu
MEJIUIUHCKA CEeCTpa.

- AKO ToNTyuHnTe HIKaKBH HEXXEJIaHU peaklnu, yBenomere Bamus nekap, hapManeBT win
MeauUMHCKa cecTpa. ToBa BKIIIOUBA BCUUKH Bb3MOKHH HEOIIMCAHU B Ta3!U JIMCTOBKA HEXKEJIAHU
peakuuu. Brxre Touka 4.

KakBo cbabpia Ta3u JINCTOBKA

1 Kakso mpencrasisBa Spikevax u 3a KakBO ce U3IOJI3BA

2 Kaxso Tpss6Ba ma 3Haere, npeau aa Bu 6b1e mocraBena Spikevax
3 Kak ce mpmiara Spikevax

4. BBb3MOKHH HEXKEJIaHU pEeaKLIUU

5 Kak na cexpansBare Spikevax

6. CpappkaHrE Ha ONAKOBKAaTa U AOMBIHUTENHA HH(pOpMAaLUs

1. Kakso npeacraBasaBa Spikevax n 3a kakBo ce H3M0JI3Ba

Spikevax e BakcuHa, u3monzBaHa 3a npeamnassane ot COVID-19, npuunnsasan ot SARS-CoV-2. T ce
MpurJIara Ha Bb3pacTHH JUIa Ha 18 u moBede rogwHn. AKTUBHOTO BEMIeCTBO B Spikevax e
undopmanronna PHK (uPHK), xonuparia 1. Hap. ,,immnos* nporend Ha SARS-CoV-2. uPHK e
BrpajJicHa B TUNUAHU HaHoYacTuim SM-102.

Twit kaTo Spikevax He ChIbpka BUPYC, TS He Moke 1a Bu 3apazu ¢ COVID-19.

Kak neiictBa BakcnHaTa

Spikevax cTuMmyMpa eCTECTBEHUTE 3allTUTH Ha OpraHn3Ma (MMyHHaTa cucTeMa). BakcuHaTa nmericTsa,
KaTo Kapa OpraHu3Ma Jia TIPOU3BeXk/Ia 3aIuTa (aHTUTENa) Cpelly BUpyca, KOWTO IIPHUYUHSIBA
COVID-19. Spikevax u3non3Ba BemecTBO, HapedeHa HHHOpMaOHHA pUOOHYKIEHHOBA KHCEIHHA (1
PHK), 3a na npenece nadopmanus, KoATo KJICTKATE B OpraHU3Ma MOraT Ja U3I0J3BaT 3a 00pazyBaHe
HAIITUITOB MPOTEHH, KOWTO CHIIO € U Ha BUpyca. Ciiesr TOBa KIIETKUTE U3pa00TBAT aHTUTEINA CPEITy
HIMTIOBHUS IPOTENH, KOUTO Aa IOMOTHAT 32 OTOIECKBaHE Ha BUpYyca. ToBa Iie MOMOTHE 3a 3aluTaTa
Bu cpemry COVID-19.

2. Kakgo Tpsi0OBa 1a 3Haete, npeau 1a Bu 0bae mocrapena Spikevax

Bakcunata He TpsiOBa /1a ce MpUJIAra, aKo CTE aJePrudHU KbM aKTHUBHOTO BEIIECTBO WIH KbM
HSIKOS OT OCTaHAJINTE ChCTaBKU Ha TOBA JIEKAPCTBO (M30pOCHH B TOUKA 6).
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IIpenynpexaeHnst u MpeaNna3sHu MePKH
I'oBopete ¢ Bamust nekap, GpapManeBT Wi MEAUIIMHCKA cecTpa, peaun 1a Bu Ob1e moctaBeHa
Spikevax, ako:

- TIpeau cTe MMk TEeXKKa, )KHBOTO-3acTpallaBaia ajJepruyHa peaKius ciel HHKEeKTHpaHe Ha
HSKaKBa JApyra BakCHMHA WK ako Bu e noctaBgHa Spikevax B MUHAJIOTO.

- UMaTe MHOro ciiaba Ml KoMIpoMeTHpana (oTciaadeHa) IMyHHA CHCTeMa

- HAKOra CTe MPUMAJaJIN CJIE] HMHKEKIUS C UIJIa

- UMaTe HapylIeHHEe Ha KPbBOCHCHUPBAHETO

- MMaTe BUCOKA TEMIIEpaTypa WK TeXKa HHPEKIHS;, HO MOXe Jla C€ BAKCHHUpATe, aKO UMaTe JIEKO
MIOBHIIIEHA TEMIIEPATypa WK HH(EKIHSI Ha TOPHUTE TUXATETHN IBTHIIA, T0OJ00HA Ha ITPOCTYIa.

- UMaTe HAKaKBO CEpHO3HO 3a00JsiBaHe

- U3IUTBaTe TPEBOXKHOCT, CBBP3aHa C OCTaBsSHE HA MHKEKIIHH.

Cren BakcuHanus ¢ Spikevax ca ch00IIEHH MHOT'O PEAKH CIIy4ad Ha MHOKapAMT (Bb3MaJIeHHE Ha
CHPJCYHUS MYCKYJT) U IEPUKApIUT (Bh3IAJeHNE Ha BHHITHATA OOBUBKA Ha chpuero). Ciayyante
HACTBIIBAT NPEANMHO B PAMKUTE Ha JBE CEMUIIM CJIe]l BAKCHHAIIMS, TIO-9ECTO CJIe]l BTOpaTa BaKCHHA
1 T0-4YeCTO IIpU Ho-mianu Mbxe. Criex BakcuHanus TpsiOBa fa ObaeTe OAUTENHM 3a IPU3HALU Ha
MHUOKapAUT U NEPUKApANT, HAIPUMEp 3a1yX, ChpleOueHe wiu 0oiKa B I'bpAUTE, U TpsiOBa HE3a0aBHO
Jia MOTHPCUTE MEIUIMHCKA ITOMOIL, aKO T€ HACTBIIAT.

AKoO HAKOE OT U30pOEHUTE TIO-TOpe Ce OTHACS 3a Bac (uimu He cTe curypHH), roBopeTe ¢ Barmms jiekap,
(hapmareBT WM MEIUIIMHCKA cecTpa, peau na Bu Ob1e mocraBena Spikevax.

Kaxro mpu Bcska BakcuHa, 2-1030BaTa BAKCHHAIIMOHHA cXeMa Ipu Spikevax Moxe /1a He 3alTuTH
HAI'BJIHO BCUYKU, KOUTO § MOJy4YaBaT, U HE € U3BECTHO KOJIKO JIBJITO IIe Ob/IeTe 3alUTCHH.

Jlena ¥ OHOILH
Spikevax He ce mpenopbYBa Mpy Aela U IHOMIHY oA 18-roauiHa Be3pacT

Jpyru nexapcrBa u Spikevax

TpsabBa na kaxxetre Ha Bamms nexap wim ¢apManesT, ako IpreMaTe, HACKOPO CTe MpHUeMalli WK €

BB3MOXKHO JIa 3alI0YHETE /1a TIpUeMaTe JpyTrH JieKapcTBa. Spikevax Moke /1a MoBiIMsie Ha HAYMHA Ha
JeicTBUE Ha IPYTH JIEKApCTBa, KAKTO U IPYTH JIEKapCTBa MOTaT Jia OKa)kaT BIMSHUE HA HAYMHA, 110
KOWTO nmetictBa Spikevax.

BpemeHHOCT U KbpMeHe

AKo cTe OpeMeHHa Wil KbpMUTE, CMsTaTe, 9¢ MOXKe J1a CTe OpeMeHHa WM IJIaHupaTe OpeMeHHOCT,
nochBeTBaiTe ce ¢ Bamus nekap, MeAMIIMHCKA cecTpa WK GapMaieBT Mpeau aa ObaeTe
BaKCHHHUPAHU.

Ilodupane u padora ¢ MAIIUHU

He modwupaiite u He paboTeTe ¢ MalIMHK, aKO HE C€ YyBCTBATE AOOpE Ciie]] BAKCHHAIIMSTA.
W3uakaiite, oKaTo BCAKAKBH €(hEeKTH OT BAKCHHATA OTIIYMST, IPEIH JIa IOPUpaTe UK pabOTHTE C
MalInuHH.

Spikevax cbabp:xa HaATpHii
Spikevax cpappika mo-manko ot 1 mmol (23 mg) HaTpHii Ha 1032 , T.€. MOXKE /1a Ce KaXke, ue Ha
NPaKTHKa ,,HE ChbPKA HATPHMA ‘.

3. Kak ce npuaara Spikevax

Spikevax me Bu 6b1e noctasena nmoa ¢popmara Ha ae umxkekuu no 0,5 ml. [Ipenopbusa ce BTopara
[1032a /1a ce MPUJIOXKHU 28 IHHM Clle/l IbpBaTa 103a, 3a 1a Ce 3aBbPLIM Kypca Ha BAKCHHALIHA.
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BammsaT nekap, hapmarneBT nim MEAUIMHCKA CECTpa 1€ HHKEKTUPA BaKCHHATA B MYCKYJI
(MHTpaMyCKyJIHa MH)KEKLIK) B TOpHATa 4acT Ha pbKaTta Bu.

Cuen Besika MHKEKINS ¢ BakcuHarta Bammat iekap, gpapManeBT nim MEeANUIIMHCKA cecTpa mie Bu
HaboaBar 3a okosio 15 MMHYTH 3a TpU3HALIK Ha aJlepriuyHa peakiusl.

AKO TponycHeTe IJIAHUPAHO MocemeHne 3a 2P*™ no3a ot Spikevax

- AXo IIpoIyCcHETe IJIaHUPaHO MOCEIIeHNe, HacpoueTe Apyra BU3KTa Npu Bammus sekap,
(apmareBT WM MEJIUIIMHCKA CECTPa BB3MOXKHO Hal-CKOPO.

- AKO MponycHeTe IMIaHWpaHa MHXEKIUS, MOXKE J1a HE CTE HAITBJIHO 3aIUTEHU CPEILy
COVID-19.

AKO MaTe HSIKaKBH JIOMBJIHUTEIHN BBIIPOCH, CBBP3aHH C YHIOTpedaTa Ha Ta3u BaKCHHA, MIOUTANTEe
Bamms nekap, ¢papManeBT WM MEAULUHCKA CECTPA.

4. Bb3MoOKHN HeKeIaHU PeaKIuu

Kaxkro Bcmuku JICKapCTBA, Ta3W BAKCHUHA MOXKEC [a NMPCAN3BUKA HCXKCIIAHU PEAKIIUN, BBIIPEKU 4€ HE
BCCKMU I'M I1IOJTy4aBa.

[ToTbpceTe cnenmHa MeAUIMHCKA TIOMOII, aKO MOJYyYUTe HAKON OT CIIEAHUTE MPU3HALM U CHMIITOMHU
Ha ajepruyHa peaxuus:

- ycellaHe Ha NPUWJIOLIABAHE WU 3aMasHOCT;

- IIPOMEHU B ChPACYHHS PUTHM;

- 3amyXx;

- XpUIIOBE;

- IOJyBaHE HA YCTHHUTE, JIULETO UM I'bPIIOTO;

- ypTUKapHs Uil 00puB;

- TaJieHe WU MOBPBIIAHE;

- cToMalIHa 0oJka.

T'oBopere ¢ Bamus nekap, ako MOIY4YUTE HAKAKBU APYTH HEXKEJIAHHU peakluuu.. Te Morar Ja BKIIIOUBAT:

MHoro yecTu (MOXe /1a 3acerHat nosede ot 1 Ha 10 mymm):
- TOAyBaHe B 00J1aCTTa Ha MOAMUIITHHIIATA
- IaBo0OoJHe
- TajJicHe
- TIOBpBIIaHE
- MycKyJsHa 0oJiKa, OOJIKH B CTaBUTE U CKOBAHOCT
- 0ONKa WK MOAyBaHe HA MACTOTO HA UHIKEKTHPAHE
- ycelllaHe Ha CHJIHA yMopa
- BTpHUCaHe
- TOBHIIICHA TeMIIeparypa

Yectn (Moxe na 3acerHar 10 1 Ha 10 gymm):
) o0pus,
. 00puB, 3auepBABaHE WM YPTHKAPHSI HA MACTOTO Ha WHKEKTHPaHE

HeuecTtu(moxe na 3acersar g0 1 Ha 100 mymm):
® CchpOEX HA MACTOTO HA MHKEKTHPaHE

Penxu (Moxe ma 3acersat no 1 Ha 1000 mymm)
e BPEMECHHO YBHCBaHE Ha €J{HaTa CTpaHa Ha JuieTo (napaiu3a Ha bem)
® [I0JlyBaHe Ha JIUIETO (TIOJyBaHE Ha JIUIIETO MOXKE Jia CE MOSIBY MTPH MAIUCHTH, KOUTO Ca UMaJIA
KO3METUYHU MHXCKIIUU B HI/IHCTO.)
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C HeH3BeCTHA YECTOTA

®  TEXKH ANEPTUYHH PEaKLUU ChC 3aTPyAHEHO AnlIaHe (aHaduiakcus)

e peakuus Ha UMyHHaTa CUCTeMa — IIOBUIIEHA YyBCTBUTEIHOCT WM HEHOHOCUMOCT
(CBpBXUYYBCTBHUTEITHOCT)

e  BB3NAICHHUE HA CHPJCYHHUS MYCKYJI (MAOKAP/IUT) WK Bh3MAaleHUE HA BHHIIIHATA OOBUBKA Ha
ChpIIeTO (TIEPUKAPIUT), KOSTO MOXKE Ja TOBEAC N0 3a7yX, ChpIieOneHe Wi 60JIKa B I'bpIUTE.

Cpo011aBaHe HA HeKeJIAaHU PeaKIuu

Axo MOJIYy4YHTE HAKAaKBH HCXKCJIIaHU PEaKIINU, YBEAOMETE Bamns JICKap, (bapMaueBT NJIn MCIUIIMHCKA
cectpa.ToBa BKJIIOYBA BCHUKH BH3MOXXHM HEOIIMCAHM B Ta3M JIUCTOBKA HEXKEJIaHU peakuun. Moxkere
CBIIO /12 ChOOIINTE HEXKEIaHU PEaKIUU IUPEKTHO Ype3 HAIlOHAIHAaTa CUCTEMA 3a ChOOIaBaHe,
nocoueHa B [Ipunoxenne V. Karo cro0miaBare He)xXeIaHu peakiiy, MOKeTe Ja 1afieTe CBOSI IPHHOC
3a oJy4aBaHe Ha MmoBeue HH(opManus OTHOCHO 0€301MacHOCTTa Ha Ta3h BaKCHHA.

5.

Kak na coxpansBare Spikevax

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JICIIa.

He u3non3Baiite Ta3u BakcHUHA CiIell CpoKa Ha TOJHOCT, OTOENA3aH BBPXY €TUKETa clel ,,[ oneH mo0*.
CpOKBT Ha TOAHOCT OTTOBapsI HA MTOCICTHUS JCH OT TTOCOUYCHHS MECETl.

Wndopmanusra 3a cbxpaHeHue, CpoOK Ha TOTHOCT U yrorpeba u paboTa e onucaHa B pasjena,
npeHa3HauYeH 32 MEAUIIMHCKY CICUAINCTH B Kpasi Ha JIUCTOBKATA.

He HSXBBpHSIP'ITe JICKapCTBaTa B KaHaJIM3aluATa UJin B KOHTeﬁHepa 3a JOMAalIHHU OTIIaaAbIN.
Ilonuraiite Bamus (bapMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATa, KOUTO BEYC HC U3II0JI3BATC. Tes3n
MCPKH III€ CIIOMOI'HAT 3a OITa3BaHC Ha OKOJIHATa Cp€aa

6.

Cwn,pma}me Ha OIMAaKOBKAaTa U J1O0IIbJIHHUTEJIHA I/IH(l)OpMaIII/Iﬂ

Kaxkso cbabp:ka Spikevax

ToBa e MHOT0/1030B (hJ1aKOH, KOUTO chabpxa 10 go3u o 0,5 ml.

Enna mo3a (0,5 ml) ceaepixa 100 Mmukporpama uadopmanronna PHK (uPHK) (Bnoxena B
munuaEn HaHodactum SM-102)

EnnoBepmkna 5’-kenupana nadopmarmonna PHK (nPHK), npousBenena ¢ u3non3Banero Ha
Oe3kJeThuHa in Vitro (MH BUTPO) TpaHCKpuIus oT cboTBeTHUTEe JJHK-MaTpuim, xomupamnm
BUpycHUs munos (S) nporend Ha SARS-CoV-2.

Hpyrure cberaBku ca munuaeH SM-102 (xenragekan-9-un 8- {(2-xunpokcueTii)| 6-okco-6-
(YHIEIHMIOKCH )X EKCHIT |aMHHO } OKTAaHOAT), X0oJecTepout, 1,2-mucreaponi-sn-rinko-3-(GochoxomuH
(DSPC), 1,2-auMupHCTOMI-Tac-TIUIEPO-3-MeToKcHuIomue THieHTInKo1-2000 (PEG2000 DMG),
TpOMETaMOJ, TPOMETAMOJI XUJIPOXJIOPHU/, OLIeTHA KUCEeMHA, HAaTPHUEB alleTaT TPUXHuapar,
3axapo3a, BoJa 3a HHIKEKIIUH.

Kak usriexaa Spikevax U KakBo ¢hIbpPKa ONAKOBKaTa
Spikevax e Osina 10 o4TH Osi1a AMCHEPCHs, AOCTAaBsHA B CTHKIICH (DIaKOH C KayyyKoBa 3aIyIIanka 1
aTyMUHHEBa OOKaTKa.

Bun onakoska: 10 MHOT0/1030BH (h1aKoHA

IIpuTeskaTesn HA pa3peLIeHUETO 32 ynoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Hcnanus
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IIpousBoauTen:

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, @pannus 37260

3a JOIIBJIHUTCIIHA HH(bOpMaHHH OTHOCHO TOBa JICKapCTBO, MOJid, CBbPKETEC CC C JIOKATTHUA
NpeACTABUTECI HA MPUTCIKATCIIA HA PA3PCHICHUCTO 3a yrIOTpe6a.

Belgié/Belgique/Belgien
Tél/Tel: 3280038405

Boarapus
Tesn.: 008002100471

Ceska republika
Tel: 800050719

Danmark
TIf: 80 83 01 53

Deutschland
Tel: 08001009632

Eesti
Tel: 8000032166

EMGda
Tni: 21 1 199 3571

Espaiia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 3531800851200

Island
Simi: 8004382

Italia
Tel: +39 800141758

Kvnpog
TnA:35780077065
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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

Romaénia
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenska republika
Tel: 421800105207

Suomi/Finland
Puh/Tel: 358800413854

Sverige
Tel: 020127022



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

JaTa Ha mocseaHo npepasriexaade Ha gucrtoBkata {DD month YYYY}.

Tasm BakcuHa € paspelreHa 3a yrmorpeda 1mo T. Hap. cxeMa ,,pa3pemniaBane mona yciosue™. ToBa
O3HaydaBa, Y€ 3a Ta3H BaKCHHA CC O4YaKBaT AOIIbJIHUTCIIHN JaHHH.

EBporeiickaTa areHnus mo JexapcTBaTa Ie U3BbpIIBa Mperiie/l Ha HoBaTa HH(popManys 3a BakcHHaTa
MTOHE BEJHBK TOJIUITHO U Ta3H JINCTOBKA CHOTBETHO IIE CE aKTyalU3Hpa.

CKaHHpaﬁTe Koza C MOOHUIHO yCTpOﬁCTBO, 34 [1a NOJYYHUTC JIMCTOBKATA HA PA3JIMYHU C3UIU.

(=] et =]

L

[=]

Wnn nocerere URLhttps://www.ModernaCovid19Global.com

ITonpo6Ha nHpOpMAaIKS 3a Ta3u BaKCHHA € TIPeI0CTaBeHa Ha yeOcaiita Ha EBpomeiickaTa areHmus mno
nekapcTBara: http://www.ema.europa.eu.

Tasm mucToBKa ¢ HammyHa Ha Bcuuky e3uitd Ha EC/EUNII Ha yeOcaiita Ha EBpormefickara areHITus 1o
JIeKapcTBaTa.

IMocouenara mo-a0J1y I/IH(l)OpMaIIHﬂ € rMpeaAHasHavYeHa CaMo0 3a MCAUIUHCKHU CIICIMUATUCTH:

IIpocaenumoct
3a na ce moo0pu MPOCISTUMOCTTa Ha OMOJIOTHYHUTE MEAUIIMHCKY POAYKTH, HIMETO U AP TUIHUST

HOMEp Ha MMpUJIaraHus MPOAYKT TpsiOBa 1a ObIaT SCHO 3aIllMCaHH.
Spikevax TpsiOBa 1a ce mpuiara ot 00y4eH MEJUIIMHCKH CIICIIHAIHCT.
BaxcuHata e rotoBa 3a yrnorpeda cies pa3MpassiBaHe.

Jla He ce pa3kiialia 1in pa3mMpasssa.

®dakonuTe che Spikevax ca MHOT071030BH. OT BCEKH MHOT0/1030B (DJTAKOH MOTAT Ja CE U3TETIISIT
necert (10) no3u. [Ipenopbuntento e Aa npoOokaaTe 3amymaikaTa Ha pa3inyHO MSCTO BCEKH IBT.

B®B Bcekn (DIaKOH € BKIIOUEHO JOITBIHATEIHO KOJIMYECTBO, 3a JIa CE TapaHTUpa, Y€ MoraT fa ObIT
mpocraBeru 10 mo3m mo 0,5 ml.

C pa3MpaseHu (JIakOHU U IIBJIHU CHPUHIIOBKY MOJKE J1a ce Pa0OTH MPH YCIOBHS Ha CTaHO
OCBETJICHUE.

Spikevax TpsiOBa na ce mpuinara kato Ase 103 ot 0,5 ml. [IpenmoprunTenHo e BTopara j03a aa ce
MIPUJIOKK 28 AHU CJie]l bpBaTa /103a.
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KakTo npu BCHYKHM WHXXEKIIMOHHNA BAKCHHH, BUHATH TPsA0BA 1a KMa TOTOBHOCT 3 TOIXO/IAIIO0
MEIHIIUHCKO JIeUeHHEe 1 HAOII0IeHHE B CiTyyail Ha aHaMIaKTHYHA PEaKIHs ClIe]] PUIaraHe Ha
Spikevax. Jlumara TpsiOBa 1a ObaaT HAOMIOJABAHU OT METUIIMHCKH CIICIUATUCT Hal-Mallko 15 MUHYTH
Cclie]T BAKCHHAITHSTA.

Hsma naHHM 3a OlleHKa Ha MPUIIOKEHUETO Ha Spikevax eJHOBPEMEHHO C JpyTH BakcuHU. Spikevax He
TpsiOBa Ja ce cMecBa ¢ APYTy BAaKCHHH HIIH JIEKAPCTBEHU IPOAYKTH B ChIaTa CIPUHIIOBKA.

Spikevax TpsiOBa 1a ce mpuara HHTPaMyCKYJIHO. 3a MPEANOYUTaHE € ACATOBUIHUAT MyCKYJT Ha
ropHara 4yact Ha pbkaTa. He mpunaraiite Ta3u BakCMHa MHTPAaBEHO3HO WIIH MOJIKOXHO.

HUudopmanusi 0THOCHO ChXpaHeHHe U padoTa

CobxpaHeHne BbB ppusep

fa ce cbxpaHABa 3ampaseHa
npu TemnepaTypa oT
-25°C po -15°C.
[la ve ce CeXpaHABa B Cyx nef wunm nog -50°C.

Ila ce ChxpaHAea B OPHIMHANHETAE ONaKoRKa,
33 [ Ce NPafnaiy oT CeaTMHE.

Mpenw ynorpeba Bcekn ¢pnakoH Aa ce paampasfBa

WaobpaseHnara Ha GrakoHu ca camo C WNIOCTPaTHEHA Lien

2 yaca 1 30 MMHYTH B XNaANAHUK = 14acnpw craiiHa TemnepaTypa %
e (1 G ——
(B pamKWTE Ha ——---——._,\E___f (@ o
30-gpHeBHWUA cpoK e .
Ha rogHoCT Npn : i
Temneparypa ot 15° go 25°C
ot 2°C go 8°C) 1— 10 ! |

OcTasere GNakoHa Ha CTAAHA TEMNEpaTypa 3a 15 muHyTh,
NPefn A3 ro NpUNoKeTe

YkazaHnnA cneg pazMmpazfABaHe

—[ Cnepn W3TernAHe Ha MbpBaTa fo3a ]—

MaKCHMANHO Bpamea ', F &

—[ HenyHkTupaH pnakoH

C,

XnagunHHK HAN CTARHA
TeMNepaTypa

. A ONaKoHbT TPAGEA 3 C& ChXPaHABA
XPAHABA HA CTYEHD i - Ha TeMNepaTypa maxgy 2° v 25°C,
iiua TemnepaTypa % = S JlaTaTa n 4ackT Ha MaXEBPNAHE fa Ca

o 8 go 25°C )l 3aMWLLIAT Ha ETUKaTa Ha dbnakoHa.

Maxewpnete nyHkTupadna dnakod cneg 19 vaca

WaTernaiiTe BcAka go3a 0,5 ml BakcuHa oT dnakoHa ¢ NOMOLLTa Ha HOBa CTEPUNHA UIMa U CNPUHLIOBKA 33 BCAKA MHMKEKLWA,
3a ja NpeoTEpaTUTE NPefaBaHETO Ha MHOEKLMO3IHI areHTH OT €[HO N1LE Ha ApYro.
Doszara e cnpuHyoBKkaTa TpAGea pa ce usnonssa HesaBasHo.

Cnepg KaTo ¢NaKoOHET Ce NYHKTHPa 3a USTErNAHE HAa MbpBaTa fo3a, BaKcMHaTa TpAbGea
Aa ce usnonssa HesabaBHo 1 pa ce nsxBbpnK cneg 19 uaca.

BcAka HemanonaeaHa BakcMHa WKW OTNagbyeH Matepuan TPHGBB Aa Ce M3XBbPnA B CbOTEETCTBNE C MECTHUTE U3MCKBAHWA.

"\

1 HUKOrA He 3ampa3ABaliTe NOBTOPHO pasmMpa3eHaTa BaKCNHA J
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MpunaraHe

3apbpTaiiTe neko GnakoHa cnep pa3Mpazseaqe M Npeau BCAKOo uaternsaHe
BakcvHaTa e rotoea 3a NpunoxeHune cnej pazmpazagaHe. He pazknawaiite n He paspexpgaiite

Mpegu nHKeKTpaHe NpoBepABaiiTe BcAKA 4033, 3a fa:

MoTEbLPAMTE, Ue TeUHOCTTa e 6ana go noyt
69ana, KakTo BbE (NakoHa, Taka U B CNpUHLOBKaTa

ce yBepuTe, ye o6embT Ha
cnpuHUoBKara e 0,5 mL

Spikevax moxe fa cCbabpa
6enu UK NoNYNpo3pauHn YacTULW,
CEBP3aHN C NPOAYKTA.

AKO [103aTa @ HeTOUHa UK MMa
NPOMAHA B LIBETa W APYTY BALMMI UacTULW,
He npunaraiTe BakCUHaTa.
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