HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



vTosn JICKApCTBEH MPOYKT MOJICKH Ha JOMBIHUTEIHO HabmoAeHue. ToBa 1iie mo3Bou 6bp30TO
YCTaHOBSBAHE HA HOBA MH(GOPMAIIUS OTHOCHO Oe30macHoCcTTa. OT MEAUIIMHCKUTE CTICIIHATICTH Ce
M3WCKBA J]a ChOOIIABaT BCSIKA MOM03MpaHa HeKellaHa PeakIis. 3a HaunHa Ha ChOOIIaBaHe Ha
HEKEIIAHU PEaKIuK BIDKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHUS ITPOJAYKT

COVID-19 Vaccine Moderna nHkeKInoHHa AUCTICPCHST

uPHK COVID-19 Vaccine Moderna (aykieo3uaHo MoauduimpaHa)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa ¢ MHOTO1030B (h1aKkoH, KOHTO chabpxa 10 mgo3u mo 0,5 ml.

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

EnnoBepmwkHa, 5’-kenmnpana napopmarronHa PHK (nPHK), mpousBenena ¢ n3non3Banero Ha
Oe3kieTpuHa iN Vitro Tpanckpurnnus ot cbotBeTHUTE JJHK-MaTpHim, koaupaiia BUpycHHs IIHIOB (S)
npotend Ha SARS-CoV-2.

3a IBIHUA CIIUCHK HAa TOMOIIHUTE BEIECTBA BUKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
NHxxexkunoHHa Tucnepeus

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

4. KJIMHUYHU JAHHHN
4.1 TepaneBTUYHU MOKA3AHUSA

COVID-19 Vaccine Moderna e npeaHa3HaueHa 32 akTHBHA UMyHHU3a1us 3a npeseriws Ha COVID-19,
npuunHeH o SARS-CoV-2, npu nunia Ha 18 1 oBede roIuHH.

yHOTp66aTa Ha Ta3u BaKCHMHa TpH6Ba Ja 6’5,[[6 B CBbOTBETCTBHUCE C 0(1)I/ILII/IaJ'IHI/IT6 MMPEIOPBKHU.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

2 !031/1[ )OBKa

Jluya na 18 u nogeue 200unu
COVID-19 Vaccine Moderna ce npuiara kato Kype ot ase 103u (0,5 ml Besika). [Ipenopbusa ce
BTOpATa 7103a Ja ce MPIIoKH 28 THHU cien MbpBaTa 103a (Bx. Toukd 4.4 u 5.1).

JluriceaT nanHu 3a B3anMo3amensiemoct Ha COVID-19 Vaccine Moderna ¢ mpyru BakCHMHHU Cpenry
COVID-19, 3a na ce 3aBbpIlK KypchT Ha BakCHHAIMSL. JIuIaTa, KOUTO ca OMYYWIIM ITbpPBATa J103a Ha
COVID-19 Vaccine Moderna, tpsibsa ma momyuar Bropara go3a or COVID-19 Vaccine Moderna, 3a
Jla ce 3aBbpIIN KypChT Ha BAKCHHAIHS.



Ieouampuuna nonynayus
besomacuoctra u edukacHocrra Ha COVID-19 Vaccine Moderna mipu [ielia ¥ FOHOIITH HA Bh3PacT
nox 18 ronuHu Bee olie He ca ycTaHOBeHHU. JIMTICBAT TaHHM.

THonynayus 6 nanpeoHana v3pacm
He ce n3uckBa KopeKnus Ha f03aTa IPH JIMIA B CTapUecKa Bh3pacT >65 ToOauHH.

Hauwn Ha npunoxeHue

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

He npunaraiite Ta3u BakcrHa HHTPABACKyJIAPHO, MTOJKOKHO MIIM HHTPAAEPMAITHO.

Bakcunata He TpsOBa Jja ce cMecBa ¢ IPYT'd BAKCHHU WU JIEKAPCTBEHU MPOAYKTH B ChILaTa
CIIPUHLIOBKA.

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

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

4.4 CneuuaJHu npeaynpe:kaeHus ¥ NpeanasHu MepKH NpH ynorpeda

IIpocneaumoct

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

CBpBbXYYBCTBUTEIHOCT U aHa(MIAKCHUS

Nma cpobuienus 3a anagunakcus. Bunaru TpsOBa 1a MMa Ha pas3moiokKeHUe MOAX0AAII0
MEeIUIMHCKO JIeYeHUe U HaOJII0IeHNe B CTydail Ha aHaMIaKTHYHA PEaKIHs Clie]l IPUIOKEHHE Ha
BakcuHara. [IpenopbuBa ce BHUMaTEIHO HAOIIOAEHHE B TPOIBbIDKEHHE HA Hail-Mako 15 MUHYTH ciiex
BaKCHHaNUATa. Bropara no3a Ha BakcuHaTa He TPsOBa J1a ce MOCTAaBs HAa OHE3H, KOUTO Ca MOTy4HIN
ana(uakcus npu mepBata go3a Ha COVID-19 Vaccine Moderna.

Peakninu, cBbp3aHU ¢ TPEBOKHOCT

Peaknyn, cBbp3aHU C TPEBOKHOCT, BKIFOUUTEITHO BA30BATATHH PEAKIIMH (CHHKOI ), XHITIEPBEHTIIIAIIS
WJIM TaKWBa, CBBP3aHU ChC CTPEC, MOTAT J1a Ce TIOSIBAT BHB BPH3Ka ¢ BAKCHHAITUATA KATO TICKXOTCHEH
OTTOBOP KbM MHXKEKTHPAHETO ¢ UJIa. BayKHO € 11a ce B3eMar Mpeamna3Hu MEpKH, 3a J1a ce n3bere
HapaHsBaHE TIPU MPHUJIOIIABAHE.

CpIbTCTBAIIO 3200IIBaHE

Bakcunanmsra TpsOBa 1a ce OTJIOKHU NPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (heOpHITHO 3a00IsIBaHe
uiu octpa uHpekius. Hannyrero Ha jneka nHOEKIMS W/WIK JIEKO MOBHILIEHA TeMIIepaTypa He TpsOBa
na 3a0aBsI BAKCUHAIIUATA.



TpoMOOIUTONECHUS ¥ HAPYIIICHUS Ha KPhbBOCHCUPBAHETO

KakTo npu Apyru MHTpaMyCKYJIHU MHXKEKIIUY, BAKCUHATA TPIOBa Jia Ce MpUiara BHUMATEIHO MPU
JIUIIa Ha aHTHKOATYJIAaHTHA TePaIsl UM TaKKBa C TPOMOOIIMTOTICHHS WIH HAKAKBO HAPYIICHUE HA
KPBBOCHCUPBAHETO (HampuMep XeMOopIIns), Thil KaTo IpH Te3H JUIa MOXKE J]a C€ TIOSBH KbPBEHE MM
o0Opa3yBaHe Ha CHHUHU CIIel HTHTPaMyCKYJTHOTO MIPHIIOKEHHE.

MyHOKOMIIpOMETHPAHY JIAIA

EdukacHoctTa, 6€30MacHOCTTa M IMYHOTCHHOCTTA Ha BAKCHHATA HE Ca OLICHEHH TIPH
UMYHOKOMITIPOMETHPAHH JIMIIA, BKJIFOUUTEIHO TAKUBA, TOJyYaBaIld HMYHOCYIIPECHBHA TEPAITHSL.
Edukacnocrra Ha Bakcunara cperry COVID-19 Vaccine Moderna moxe ia 6b/1e o-HUCKA TIPH
UMYHOCYIIPECUPAHH JIUIIA.

IIpoaBIDKUTENHOCT Ha 3alllATaTa

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

OrpannyeHus Ha e)eKTUBHOCTTA HA BAKCUHATA

Jlumara moske ma He OBAT HAITBIHO 3alIUTEHU 10 14-us JeH cieq mocTaBsiHe Ha BToparta jqo3a. Kakro
NPy BCMYKH BakcHHH, BakcuHanusaTa ¢ COVID-19 Vaccine Moderna Moske 1a He OCHTYPH 3alllUTa Ha
BCHUYKHU pCHI/IHI/ICHTI/I Ha BaKCHHATA.

IToMoIIHM BENIECTBA C M3BECTHO JIEUCTBUE

Hampuii

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

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

He e npoy4BaHo cbmpreTBamoro npuiokenne Ha COVID-19 Vaccine Moderna ¢ 1pyru BAKCHHH.

4.6 @epTHINTET, OPEMEHHOCT U KbpMeHe

BpemenHoct

Nma orpannuen onuT ¢ usnon3sanero Ha COVID-19 Vaccine Moderna nipu GpeMeHHH KEHH.
[Ipoy4Banus npy KUBOTHH HE IMOKAa3BaT MPEKU WM HEINPEKU BpeAHU e(PeKTH, CBbP3aHH C
OpeMEeHHOCTTa, eMOPHOHAITHOTO/(ETATHOTO Pa3BUTHE, PAXKIAHETO HIIH TOCTHATATHOTO Pa3BUTHE (BXK.
touka 5.3). [Ipunoxenuero va COVID-19 Vaccine Moderna o Bpeme Ha OpeMeHHOCT TpsiOBa J1a ce
00MHCIISI caMO KOraToO MOTEHIHMATHHUTE MOJI3U HAXBBPIIST BCIKAKBU MTOTCHIUAIHA PUCKOBE 32
Maiikata u (eryca.

Kopmene

He e u3Bectro ganmu COVID-19 Vaccine Moderna ce ekckpeTrpa B KbpMara.

DepTUnuTer

[TpoyuBaHus Mpy KUBOTHU HE MTOKA3BAT MPEKU MU HENPEKH BpeHU e(peKTH, CBbp3aHu C
PEeNpOaYKTHBHA TOKCHYHOCT (BX. TOUKa 5.3).



4.7 EdexTH BbpPXy cIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

COVID-19 Vaccine Moderna He mOB/HsIBA UK TMOBJIKSABA MPEHEOPESIKUMO CIIOCOOHOCTTA 32
mogupane u padora ¢ Manmau. Hsikou oT eekTute, mocoyeHu B Touka 4.8, MOraT BCe Mak BpEMEHHO
Jla TIOBJIMSIAT Ha CIIOCOOHOCTTA 3a modupaHe Wik padoTa ¢ MalTuHU.

4.8 Hexenanu JieKapCcTBeHH peaKIuH

O0600611eHMe Ha poduia Ha OE30IIaCHOCT

besomnacnoctra Ha COVID-19 Vaccine Moderna e orieHeHa B TEKyII0 paHIOMHU3UPAHO, TU1aIe6o-
KOHTPOJIMPAHO, 3aciIETIeHO 3a HaOroaaTes KImAnIHO m3nuTBane Pa3za 3, nposexmario ce B CAIL,
BrutrouBaiio 30 351 yyacTHUIM HA Bb3pacT 18 1 moBeye roAMHU, KOUTO Ca MOJYUYHIIM ITOHE €1Ha J03a
or COVID-19 Vaccine Moderna (n=15 185) wiu mnane6o (n=15 166) (NCT04470427). 1o Bpeme Ha
BaKCHHAIIMATA CPETHATA BH3PACT Ha TMOIyNanusiTa € 52 roaunau (auamna3oH ot 18 o 95);

22 831 (75,2%) ot yuactHUIHTE ca Ha Bh3pacT oT 18 1o 64 romuuu u 7 520 (24,8%) oT ydacTHUIIHTE
ca Ha BB3pacT 65 U moBeye roAuHM.

Haii-yecto cpobiiaBaHnTe HesKeIaHU peakuuy ca 00JIKa Ha MSICTOTO Ha MHXeKTupane (92%), ymopa
(70%), rnaBo6onue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTpucaHe

(45,4%), rapene/mospainane (23%), akcunapro moaysane/6omesnenoct (19,8%), tpecka (15,5%),
NOJyBaHe Ha MACTOTO Ha nHXXektupase (14,7%) u 3auepssaBane (10%). Hexenanure peakunu
O6I/IKHOBCHO Ca JICKH WJIN YMEPCHHU MO UHTCH3UTCT U OTIIYMABAT 3a HAKOJIKO JHU CJICA BaKCUHALUATA.
Marko mo-HrcKa 4ecToTa Ha ChOUTHS Ha PEaKTOTeHHOCT Ce CBHP3Ba € MO-TOJIsIMa BB3PacCT.

Kato msu10 HIKOM HEXEeNTaH! Peakluy Ce CpeIar Mo-4eCTO B O-MJIaJUTe B3PACTOBH TPYIIHN:
YecToTaTa Ha aKCHUIJIAPHO M0 yBaHe/00JIe3HEHOCT, YMOPa,NIaBo0OJINe, MUANTHSI, apTPaNTHs, BTPUCAHE,
raJieHe/oBphIIaHe 1 TOBHUIIIEHA TEMIIEpPaTypa € M0-BUCOKa IPH X0pa Ha BB3pacT oT 18 1o < 65
TOIMHH OTKOJIKOTO IIPH TE€3W Ha BB3pacT 65 roguuu u noseve. Ilo-yecTo ce cho0maBaT JOKIHE U
CHUCTEMHHU HEXXEJIaHW PEeaKIMU CJIe] 103a 2 OTKOJKOTO ciea fo3a 1.

TabauyeH CIUCHK HA HEXKEIAHUTE PECAKIINN

[TporrbT Ha 6€30MacHOCT, IPEICTaBEH MO-0IIy, CE OCHOBaBa Ha JaHHUTE, TeHEPUPAHH
B TUTanie00-KOHTpoNupaHo kKiMHUYHO m3nuTBane npu 30 351 Bw3pacTHU > 18 roguHm.

C’I:O6HICHI/ITG HCXCJIaHU pEaKIuu Ca I/I36pOCHI/I CIIop€n cjiejHaTa KOHBCHIIUA 3a YECTOTA:

MpHoro gectu (>1/10)

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

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

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

Msuoro peaku (<1/10 000)

C Hem3BecTHa YecToTa (OT HAMYHHUTE JaHHHU HE MOKE J1a Ob/le HalpaBeHa OIEHKa)

B paMkuTe Ha BCSKO TPYIHPAHE MO YeCTOTA HEXKEITAHUTE PEaKI[UK ca MPECTABEHH B HU3XO AL Pe/]
MO OTHOIIICHUE HA CEPHO3HOCTTA.



CucTreMo-opraseH KJjac 1o
MedDRA

YecToTa

He:xesanm peaknuu

CHUCTEMA

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

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

CUCTEMA U CbeAMHUTE/JIHATA
TbhbKaH

Penku Octpa nepucdepHa nuieBa

mapamuza**

CToMAIIHO-YPEeBHU MHoro uectu ["ameHe/moBpBITaHE

HapylIeHUsl

Hapymenus Ha ko:xxkartau  [Hectu O6puB

MOIKOKHATA ThKaH

Hapymenus Ha MHoro uectu Muanrus

MYCKYJIHO-CKeJIeTHATa ApTpanrus

Ha MACTOTO HA MPUJIOKECHUE

OO0 HapymeHus u epekTn

MHoro yectu

boka Ha MCTOTO Ha MH)KEKTHUPaHe
'YMopa

Brpucane

[Mupexcust

[ToxyBaHe Ha MACTOTO Ha
MH)KEKTUpaHe

Uectu

Epurem Ha MAcTOTO Ha
MHKEKTHpaHe

YpTuKapus Ha MSCTOTO Ha
MH)KEKTUpaHe

(OOpHB Ha MSICTOTO Ha MH)KEKTUPaHE

Heuectn

[TpypuTyc Ha MACTOTO Ha
MHKEKTUPaHE

Penxu

*kk

[lomyBaHe Ha NHIIETO

*JIumdaneHonaTrs e Onila ycTaHOBEHa KaTo akCHJIapHa JTMM(aJeHOIIaTHs OT ChIljaTa CTpaHa Ha MACTOTO HA MHXKEKTHPAHe.
**B pamKuTe Ha IEPUOAA Ha IIPOCiIeiBaHe Ha O€30IaCHOCTTA ce ChOOIIaBa 3a OCTpa nepudepHa JILeBa Napanusa npu
TpUMa yYaCTHHIIM B rpynaTa Ha BakcuHa cpeiry COVID-19 Moderna u npu ey naiueHT B rpynara Ha miane6o. [TosBata
MIPY MAMEHTHTE B TpyIaTa Ha BAKCHHATa HACTBIBA ciien 22, 28 u 32 IHU ciel] BAKCHHAIMTA C 71032 2 .

***]Ima 1Be CepHO3HH HE)KEeNIaHW CHOUTHS Ha IOIyBaHe Ha JIMIIETO IPH PEIUIIMEHTH Ha BAKCHHATA C aHAMHE3a 32
MHXEKTHpaHe Ha nepMainHu Gurbpu. ITosBata Ha OJyBaHETO € ChOOIICHO CHOTBETHO | M 2 THHU Clie]] BAKCHHALIUATA.

PeakTorenHocTTa ¥ MpouIbT Ha 6e3omacHocT npu 343 yuacTauim, noxydasamu COVID-19 Vaccine
Moderna, kouTo ca 6uu cepono3utuBHE 32 SARS-COV-2 Ha W3XOHO HUBO, € CHIIOCTABUMA C Ta3H
Ha YYaCTHUIM, cepoHeratuBHU 32 SARS-C0V-2 Ha U3X0{HO HUBO.

C'I:O6I]_IaBaHe Ha 11003 pPaHH HEXCJIaHU PCAKIINH

CpoO11aBaHeTo Ha T0I03UPAHH HEXKEIAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnoTpeda Ha JIeKapCTBeHUsI
OPOIYKT € BaxkHO. ToBa M03BOJIsIBA J1a MPOIBIDKU HAOIFOICHUETO HA ChOTHOIICHHETO MOJI3a/PHUCK 32
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATICTH CE U3UCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HEeXellaHa Peakiys Ype3 HAIMOHAIHA CHCTeMa 3a ChoOIaBaHe, MocoveHa B

[punoxenue V u a BKIIIOYAT TAPTHICH HOMEDP, aKO € HATWYCH..

4.9 Ilpeno3upaHe

He ca cpoOliieHn ciiy4an Ha peao3upaHe.
B cnyuaii Ha peio3upane ce mpernopbyuBa MPOCieAsIBaHe HA )KU3HEHUTE PYHKI[MHA U Bh3MOKHO

CUMIITOMAaTHYHO JICYCHUC.


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

5.  ®APMAKOJOI'MYHU CBOMCTBA
5.1 ®apmakoauHAMHYHU CBOWCTBA
®apMakoTepaneBTHYHA TpyIa: BaKCUHU, Apyru BupycHH Bakcuau, ATC xox: JO7BX03

MexaHu3bM Ha ACCTBUE

COVID-19 Vaccine Moderna coabpska nPHK, Bximrouena B munugau HanowacTuiid. nPHK koaupa
'BITHOBEPIDKEH MTNoB npoterH Ha SARS-CoV-2, moandummpan ¢ 2 IpoIrMHOBH 3aMECTBaHUS B
oOjacTTa Ha XxenTagHoTo moBTopenue 1 (S-2P), 3a crabuin3upaHe Ha MIUIIOBHS IIPOTCHH B
npedy3nonna kondopmanus. Ciie MHTPaMYCKYJTHA HHKEKIHSI KJIETKUTE Ha MSICTOTO Ha
WH)KEKTUpPaHE U IpeHUpaIInTe TUM(HU BB3JIHM [T0eMaT JIUIUAHUTE HAHOYACTHIIN, KaTO e()eKTHBHO
noctaBsaT UPHK cekBeHLMATa B KIIETKUTE 3a TpaHCHALMsI BbB BUpyceH npoTenH. JloctaBenata uPHK
HE HaBIIM3a B KJIETHYHOTO AP0 M HE B3aUMOJICHCTBA C TEHOMA, HE CE PEILTUKHpPA U CE eKCIIpecupa
BpPEMEHHO OCHOBHO B JICHAPHUTHH KIJIETKH U Makpodaru B cyOkarncyiaapHuTe cuaycu. ExcnipecupaHusr,
CBBp3aH ¢ MeMOpaHara mmroB nmpotenH Ha SARS-CoV-2 ce pasmnosHaBa ciiefi TOBa OT IMyHHHTE
KIJIETKW KaTO 4yKJ aHTHTeH. ToBa MmpenIn3BUKBa KakTo T-KiIeTh4eH, Taka 1 B-KIeTr4eH 0TroBop ¢
o0Opa3yBaHe Ha HEYTpaIH3HUPAIH aHTHTENA, KOETO MOXKE /Ia IOTIPUHECE 3a 3allIUTaTa Cpelry
COVID-19.

Knunnyna eukacHocT

Pannomusupanoto, mianebo-KOHTPOIMPaHO, 3aCiICNICHO 3a HaOmro1aTelsl KITMHUYHO H3MKMTBaHe (da3a
3 (NCT04470427) uskirouBa IMyHOKOMIIPOMETHPAHH JIMIIA HJIH TaKUBA, TOJTy4aBan
UMYHOCYTIPECOPH B PaMKUTE Ha MOCIIETHUTE 6 Mecela, KaKTo U OpeMEHHH WIIH TaKHBa C U3BECTHA
aHamHe3a 3a uHpekus cbe SARS-CoV-2. Yuactauim cwe crabunno HIV-3abonsBane He ca
M3KITI0YeHH. [IpOTUBOTpUIIHYE BAaKCHHU € MOKETIO Ja ce npuiarat 14 qau npeau wiu 14 qau cien
KosiTo ¥ 1a ¢ no3a ot COVID-19 Vaccine Moderna. Ot y4acTHHIIMTE ChIIIO TaKa Ce € M3UCKBAJIO Jia
MMa Hail-MaJlko HHTEepBaJI OT 3 Mecela OT NpUiIaraHe Ha KpbBHU MPOAYKTH/TIIa3Ma Win
UMYHOTJIOOYJIMHH JI0 BKITIOUBAHETO B IIPOYYBAHETO, 3a Jia mosy4var miaiebo win COVID-19 Vaccine
Moderna.

IMpocnenenu ca odmo 30 351 yyactHunm ¢ Meaurana 92 auu (quana3on: 1-122) 3a pa3ButueTo Ha
oonecrra COVID-19.

[NomynanusTa 3a MbPBUYCH aHAIU3 Ha €(PUKACHOCTTA (HapUYaHa ,,IIOMYJIaIVsl IT0 POTOKOJ* HITH
,»PPS%), Bimousa 28 207 yuacthunu, kourto ca nonyuran win COVID-19 Vaccine Moderna

(n=14 134), win mane6o (n=14 073) u umar oTpunaTeseH craryc 3a Hamuune Ha SARS-CoV-2 Ha
n3x0HO HUBO. PPS monymanusra Ha nmpoyuBaHeTo BKItouBa 47,4% >xenu, 52,6% mobxke, 79,5%
oenu, 9,7% adpoamepukaniiy, 4,6% azuariy u 6,2% apyru. 19,7% oT y4aCTHUIIUTE ca C UCIIAHCKH
WM JIATHHOAMEPHUKAHCKU TIpou3Xoa. MenuaHnaTta Ha Bb3pacTTa Ha yYaCTHHIIUTE € 53 roauHu
(nmnamnason 18-94). [lomycka ce Auara3oH Ha Ipujiaraie Ha Bropata j103a (IlaHupaHa 3a jaeH 29) ot
— 7 no +14 nau 3a BkmouBaHe B PPS. 98% oT penunueHTiTe Ha BAKCHHATA, TIOTYYHIIN BTOpaTa J103a
25 1o 35 muu cnen no3a 1 (ot -3 10 +7 1HU OT WHTEpBaJa OT 28 JTHK).

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



Tab6auua 2: AHaiau3 Ha eMKACHOCTTA HA BaKcHHATa: noTBbpaen COVID-19% nesaBucumo or
TeXKecTTa, ¢ Havyayo 14 qum cien 2°*™ no3a — [lomyJauus mo NpoToKoJI

COVID 19 Vaccine Moderna ILiane6o
Bn3pact
YecToTa YecroTa o
(rl:)l; {lr::l) YuyactHunu | Cayuan Ha |Ha COVID-19 [Yuactuuunu| Ciayyau Ha | Ha COVID-19 Ha f{) aEl;l::::Z:{:(;ZT
N COVID-19 na 1 000 N COVID-19 |1 000 yoBexoroguHu N -
95% JAN)
n Y0BEKOIOIMHHU n
00110 14 134 11 3,328 14 073 185 56,510 94,1
(>18) (89,3, 96,8)**
18 1o <65 10551 7 2,875 10521 156 64,625 95,6
(90,6, 97,9)
>65 3583 4 4,595 3552 29 33,728 86,4 (61,4, 95,2)
2953 4 5,586 2 864 22 31,744 82,4%
>65 10 <75 (48,9, 93,9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

#*COVID-19: cumnromarruen COVID-19, usuckpar nonoxurenen pesynrar or RT-PCR u

Hali-MaJKo 2 CUCTeMHH cuMnToma Wik 1 pecniuparoper cumnroM. Ciydau, 3anouBanm 14 nuu cnen 2P nosa.
*EdukacHocT Ha BakcuHata U 95% nosepurenen untepsai ([1M1) ot crparuduimpanus Moaen Ha CoxX 3a
MPOTOPIIMOHAIHOCT HAa PUCKA

** ]IV He e KOpUTMpaH 32 MHOXKeCTBEeHOCT. Kopurupanu 3a MHOXKECTBEHOCT CTATUCTUUECKH aHAIN3HU Ca PaBEHH
B MEXK/IMHCH aHaIM3 Ha mo-Majko ciydad Ha COVID-19, kouto He ca chOOIIEHH TYK.

Cpen Bcnuku ydactHuiy B PPS He ca cpobmenn ciaydan Ha Texxpk COVID-19 B rpymara Ha BakcuHa
B cpaBHeHue ¢ 30 ot 185 (16%) cinyyas, choOIIeHN B TpymaTa Ha tiane6o. Ot 30-Te yu4acTHHIM ¢
TEXKO 3a00JIsBaHe, 9 ca XOCIUTAIM3UPaHH, 2-Ma OT TSIX ca MPUETH B UHTCH3UBHO oTAeineHue. [1o-
roJIsIMaTa 4acT OT OCTAHAIUTE TEXKKHU CITyYau ca U3MBJIHUIN CaAMO KPUTEPHUS KUCTIOPOHA CaTypalus
(Sp02) 3a Texko 3abomsBane (< 93% npwu cTaiiHa Temreparypa).

Edukacuocrra Ha COVID-19 Vaccine Moderna aa npeanassa or COVID-19, He3aBucumMo ot
npenunraa nHpekusa cbc SARS-CoV-2 (ycraHOBeHa CepoIOTHYHO HA H3XOAHO HUBO M M3CIIEABAHE

Ha HazopapuHreanHa npoda ¢ TamioH) ot 14 nuu ciex Joza 2 € 93,6% (95% noseputeneH UHTEPBA,
88,5, 96,4%).

B nonbnHeHue, aHaIM3K Ha MTOJTPYITUTE HA IbPBUYHATA KpaifHa TOYKa 32 e(UKacHOCT MOKa3Bat
CXOJIHA OIICHKA 32 €(pUKACHOCT IO T0JI, ETHUYECKU TPYIH U YYaCTHHUIU ChC CHITHTCTBAIIH
3a00IIBaHNsI, CBBP3aHU C BUCOK pUCK OT Texxbk COVID-19.

Ilonynanus B crapyecka Bb3pacT

COVID-19 Vaccine Moderna e u3ciensana npu Jiniia Ha Bb3pact 18 u moBede roauHwy,
BKIIIOUMTENHO 3 768 yyacTHHIIM Ha BB3pacT Ha 65 u moBeue roguau. E¢ukacnocrra na COVID-19
Vaccine Moderna mnpu yuacTHHIIMTE B HaMpeHAIA Bb3pacT (>65 roMHN) ChOTBETCTBA HA Ta3H IPH
MO-MJIaInTe Bh3pacTHH yyacTHUIH (18-64 rojaunn).

[ennatpuyna monymaus

EBporneiickaTa areHius 110 JieKapcTBaTa oTjara 3aJ/bJDKEHHETO 3a IIPEI0CTaBsIHE Ha Pe3yJITaTUTE OT
npoyuBanusita c COVID-19 Vaccine Moderna B eaHa vy roBeye MOArpyny Ha MeAuaTpuIHaTa
nomynanus 3a npeseHuus Ha COVID-19 (Bx. Touka 4.2 3a uHQopManys OTHOCHO yHnoTpeba B
MeANATPHATA).

PaspemaBane moj yciaosue
To3u JekapcTBEeH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXema ,,pa3peliaBaHe moj yCioBue .
ToBa 03Ha4aBa, ye 3a TO3M JIEKAPCTBEH MPOAYKT C€ OYAKBAT JOBIHUTEIHY JaHHH.




EBporneiickaTa areHIus 110 JeKapcTBaTa I¢ M3BbPIIBA MPEriie Ha HoBaTa MH(OPMAIIUs 3a TO3H
JIEKapCTBEH MPOIYKT IIOHE BEIHEXK roauIIHO U HacTosmaTa KXII ch0oTBETHO TIIe ce aKTyaau3upa.

5.2 @apmakoKHMHeTHYHH CBOWCTBA
Henpuioxxumo.
5.3 IlpeakJUHHYHHU JAHHH 32 0€30MACHOCT

HexnuuanyHuTEe JaHHU HE MTOKa3BaT ocoben PHUCK 3a XOpa Ha Oazara Ha KOHBCHIIMOHAJIHUTC
mpoy4BaHHud 3@ TOKCUYHOCT IIPHU MHOT'OKPATHO Mpujiarane, perpoaAyKTUBHA TOKCUIHOCT U TOKCUYHOCT
3a Pa3BUTUETO.

OO0111a TOKCHYHOCT:

[IpoBenenu ca nmpoy4BaHus 3a 00Ia TOKCUYHOCT MPH IUTHXO0BE (Ha KOUTO Ca MPUIOKECHU
MHTPaMYCKYJTHO 110 4 03U, HaJIBUILIABAIIY J103aTa IIPU X0Pa, BETHHK HA BCEKU 2 CEIMUIIN).
HabmronaBanu ca mpexoqHu 1 00paTHMU OTOK M €pUTEM Ha MSICTOTO Ha MHKEKTHpaHe, KaKTO U
MPEXOJIHU ¥ 00paTHMHU IPOMEHH B J1a00paTOPHUTE MOKa3aTesn (BKJIFOUNTEIIHO MOBUINIABaHE HA
€03UHO(DUINTE, aKTUBUPAHOTO MAPIIHATHO TPOMOOIUIACTHHOBO BpeMe U (pubdpuHoreHa). Pesynrature
MpeIoarar, 4e MOTEeHIHATbT 32 TOKCHYHOCT IPU X0pa € HUCHK.

['eHOTOKCHYHOCT/KaHIIEPOTEHHOCT

[TpoBeaenu ca in Vitro u in Vivo npoyyBaHus 3a TEHOTOKCHYHOCT C HOBUSI JIMIHICH KOMIIOHEHT SM-
102 na BakcuHata. Pe3ynrarure npeanosnarar, 4e NOTEHIUAIBT 32 FTEHOTOKCUYHOCT IIPH XOPa € MHOTO
HUCBHK. He ca mpoBexaanu npoyyBaHUs 3a KAaHLIEPOT€HHOCT.

PenponykTriBHa TOKCUYHOCT:

B enHo mpoyyBaHe 3a TOKCHYHOCT Ha pa3BuTHeTo 0,2 Ml 0T BAKCHHA ChC CHCTAB, ChABPIKAIIL CHIIIOTO
kosruectBo WPHK (100 mcg) u apyru chCTaBKH, BKIIOYEHH B enuHndHa q103a Ha COVID-19 Vaccine
Moderna 3a xopa, € IpHIoKeHa Ha )KEHCKH IUTbXOBE HHTPAMYCKYJIHO B 4 ciy4as: 28 u 14 auu npeau
yu(TOCBaHE U Ha recTaioHeH JieH 1 u 13. Aututsio-orropopu cpemty SARS-CoV-2 ce HaOro1aBat
MIPH KEHCKUTE TUThXOBE OTIIPEaN YU (PTOCBAHETO 10 Kpasi Ha MPOYYBaHETO Ha 2 1-BHs JaKTaI[MOHEH
JIeH, KaKTO U TpH (PeTyCUTE U TIOKOJIEHHEeTO. B poy4uBaHeTo HsIMa CBBP3aHU ¢ BAKCHHATA HEXelaH!
e(dekTr BhpXY (epTUINTeTa MPHU KEHCKUTE, OPEeMEHHOCTTa, eMOPHO(ETaTHOTO pa3BUTHE,
Pa3BUTHUETO HA IMOKOJEHUETO WM TIOCTHATATHOTO pa3BuTHe. Jlunceat nannu nanu -mMRNA1273
BaKCHHATA IIPEMHUHABA IIPe3 TUIANEHTATa W Ce eKCKPETHUPa B MIIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

JIurmmg, SM -102

Xonectepon

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

TpomeTaMon XuaApoXJIopua

OrneTHa KHCEeTMHA

Harpues anierar Tpuxumpar

3axapo3a

Bona 3a umkeknun



6.2 HecnbBMecTHMOCTH

To3u nekapcTBEH MPOAYKT HE TPsIOBA 1a Ce CMecBa C APYTH JCKApCTBEHU MPOAYKTH UM Ja Ce
paspexna.

6.3 Cpok Ha rogHocT

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

HeoTBopenara BakcHHA MOXKE J1a C€ ChXpaHsBa B XJaIUIHUK MPH Temreparypa ot 2°C mo 8°C,
3alIUTeHa OT CBETIHMHA, MakcuMyM 3a 30 JHU.

pa3Mpa3saBaHC€ BaKCHHATA HE TpH6Ba Ja C¢ 3aMpassdaBa IMOBTOPHO.

HeotBopenara BakcnHa MOXe J1a ce ChXpaHsaBa mpu Temnepatypa ot 8°C mo 25°C no 12 gaca cnen
HU3BaXXAaHE OT XJIaJUJIHUK.

IlyakTupan QuakoH:

Jloka3aHa ¢ xuMHu4yHa U (U3NYHA CTAOMITHOCT IPH YIoTpeda B MPOABDKCHUE Ha 6 yaca ciel
IBPBOHAYATHOTO MyHKTHpaHe npu 2°C o 25°C. OT MUKPOOHOIOTHYHA TJIEIHA TOUKA TPOTYKTHT
TpsiOBa Jia ce M3MOJI3Ba He3a0aBHO. AKO BAaKCHHATA HE CE M3MOJI3BA BEJHATa, TICPHOABT Ha M3MOJI3BaHe
Y YCIIOBHATA Ha CbXpaHEHHUE MPeaH yIoTpeda ca OTTOBOPHOCT Ha MOTPEOUTETIS.

6.4 CrhenuajaHu yCJI0BHS HA CbXpPaHeHUe

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

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

Ja He ce cpxpaHsBa B cyx jen i nof -40°C.

3a ycioBusATa Ha ChXpaHEHHE CIIe/l pa3Mpa3siBaHe U IIbPBO OTBApSHE Ha JIEKAPCTBEHHS MPOIYKT
BH)KTE TOUKa 6.3.

6.5 Bwungu chabp:KaHNe HA ONAKOBKATA

5 ml gucniepcust BbB (hi1akoH (CTHKIIO THIT | WM €KBUBAJIEHT) ChC 3aMyInaika (XJI0poOyTHIOB KaydyK)
1 o0KkaTKa (aTyMHHHI) C OTYYIBAIIO C€ IUTACTMACOBO Karaye.

Bceku dmakon coappika 10 mosu mo 0,5 ml.
Coabpkanue Ha onakoBkara: 10 MHOT0/1030BH (hiiakoHa
6.6 CrhenuajJHy npeanasHu MEPKH NP U3XBbPJIsiHe U padoTa

Bakcunara TpSI6Ba Jla C€ IIPUT'OTBA U ITOCTABA OT o6y11eH1/1 MCIUIUHCKU CIICHUATIMUCTH IIPU CIIa3BaHC
Ha aCCNTUYHU TCXHUKHU, 3a J1a C€ rapaHTUpa CTCPUIIHOCT HA AUCIICPpCHUATA.

BakcunaTa e roToBa 3a ynorpeba ciieji pa3mpassBaHe.

I[a HE CC pa3Kiiallla UJIn pa3peiKaa. 3aB’BpT€Te JICKO (I)J'IaKOHa CJIC pa3dMpa3ssaBaHC U IPEAU BCAKO
HU3TCIJISIHE.

®nakonute ¢ COVID-19 Vaccine Moderna ca MHOT0/1030BH.
Ot Bceku ¢urakon Morar aa ce usrernat aecet (10) mo3u (mo 0,5 ml Besika).

BbB Beeku (DJ1aKOH Ce ChABbpPIKA U3IUIITBK, 3@ ]a MOYKE Jla CE rapaHTHpa J0cTaBsHeTo Ha 10 1031 110
0,5 ml Bcska.
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C'bxpaHeHMe B 3aMpa3eHo CbCToAHue

Moxe Aa ce CbXpaHABa B 3aMpa3eHo CbCToAHNEe
A0 faTaTa Ha U3TUYaHe Ha CpOKa Ha rogHoOCT
-25° po -15°C
[la He ce cbxpaHABa BbpXy CyX nef uim nof -40°C

Jla ce cbxpaHsBa B OpUriHasHaTa orakoBKa,
3a [la Ce nNpeAnasu ot cBeT/INHa.

Mpean ynorpe6a Bceku ¢piakoH fja ce pasmpassBa

MBOGPB)KGHVIRTB Ha ¢HaKOHV| Ca CaMO C WloCTpaTuBHa uen

»—[ 2 yaca v 30 MUHYTW B XNaAWIHUK }:-— —{ 1 yac npm cTaiiHa Temnepartypa }§
\ i8]
U ey =

ot 2° no 8°C ot 15° no 25°C

OcraBeTe ¢ HacTaiiHa T ypa 3a 15 MUHYTH,

P

npeaw Aaro npunoxure

WHCcTpyKuuMK cnep pasmpassBaHe

—'{ Cnep nsrernsHe Ha nbpeara Ao3a ]——
A ‘7 i e

Makcumanso Bpeme —

Henpo6ur ¢pnakoH

XnagunHNK unm cTaitHa
Temnepartypa

DnakoHbT TPA6Ba Aa ce CbXpaHsBa
Ha Temnepatypa mexay 2°n25°C.
3anuweTe aTaTa ¥ Yaca Ha MbpeaTa

ynoTpe6a BbpXy eTVKeTa Ha ¢pnakoHa.

Waxevpnete npobutna GpnakoH cnep 6 yaca.

DA ce CbXpaHABa Ha CTYIGHO
A0 CTalHa Temnepatypa

ot 8°p025°C

W3Ternete BcAKa o3a BakcuHa ot 0,5 ml ot ¢ﬂaKOHa C nomMollTa Ha HOBa CTepwHa uria U CNpyUHLOBKa 3a
BCAKA MHXeKLNA, 3a 1a NpeAoTBpaTUTe NpefaBaHeTo Ha MHGEKLUMO3HN areHT OT 4HO NNLE Ha ApYro.
Jo3ara B cnpUHLOBKaTa rpnGBa Aa ce n3non3sa HezabaBHo.

Cnepn kato 4)IlaKOH'bT e I'IPOGIM', 3a aace U3Tternu NbpBoHa4yasiHaTa j03a, BAKCUHaTa Tpnﬁna
Aa ce U3nonsea He3a6aBHO U fja ce M3XBbpAK cnep 6 yaca.

Bcsika Hem3non3gaHa BakCHa Unun otnagbyeH Martepuan TpSISBa Aa ce N3XBbp/A B CbOTBETCTBUE C MECTHUTE U3NCKBaAHWA.

[ HUKOI'A He 3ampasnaBaiiTe NOBTOPHO pa3sMpaseHaTa BaKCMHa ]

MpunaraHe

PasknarteTe fieko dlakoHa cefi pasmpassizaHe U Npeau BCKO N3TerssHe.
BakcuHaTa e rotoea 3a ynotpe6a cnef pasmpaszssaHe. fla He ce pa3Knaila v 1a He ce pa3pexpa.

Mpeaw VHXXeKTUpaHeTo ornefaiiTe BcAKa 1033, 3a Aa:

TMoTBbPANTE, Ye TeUHOCTTa e 6sna Ao nouTh
6513, KaKTo BbB (/1aKOHa, Taka 1 B CPUHLIOBKATa

lpoeepeTe 06ema Ha cnpyHLOBKaTa ot 0,5 mL

COVID-19 Vaccine Moderna moxe
Jla cbabpxa 6enu nnu nonynpospayHu
YacTuum, NPUCHLUW Ha NPOAYKTa.

AKO [103UpaHeTo e HernpaBuIHO
unmn uma obesLetaBaHe n Apyrun
4acTuiuymn, He npunara ATe BaKCWHaTa.
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7. IPUTEXATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA
MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30
28010 Madrid

Ucmanns

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA ITbPBO PABPEITABAHE/ITOJHOBABAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

[ara Ha mepBO paspemasane: {JJJI MM I'TTT}

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[Mompo6Ha nH(MDOpMAaIUs 32 TO3M JIEKApCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporetickara
areHuus 1o Jiekapcerpata http://www.ema.europa.eu.
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INPUJIOKEHHUE I1

MNPOU3BOJUTEJI HA BUOJOTNYHO AKTUBHOTO
BEINECTBO U INTPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U UBUCKBAHUSA HA
PASPEIIEHUETO 3A YIIOTPEBA

YCJIIOBUSA WJIN OTPAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA
MNPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A U3ITBJIHEHUE HA

MEPKH CJIEJ] PASPEIIABAHE 3A YIIOTPEBA IO/
YCJIOBHE
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A.  NIPOU3BOIUTEJ HA BUOJIOI'NMYHO AKTUBHOTO BEIIECTBO U
INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUIN

HMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTUYHO AaKTUBHOTO BCIICCTBO

LONZA AG
Lonzastrasse 2
Visp 3930
[IIBeiiapus

HwMe 1 azipec Ha TPOU3BOJUTENS, OTTOBOPEH 3a OCBOOOKIABAHE HA NAPTHIUTE

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

28703, San Sebastian de los Reyes
Madrid,

Ucnanus

C orunes Ha eKIapupaHaTa CIEIIHOCT, CBbP3aHa ¢ OOLIECTBEHOTO 31paBe OT MEXIYHapOIHO
3HAYCHUE, U 3a J]a CE OCHTYPH paHHA JOCTaBKa, TO3U JICKAPCTBEH MPOAYKT € MPEeIMET Ha OTPAHUICHO
BBbB BPEMETO U3KITIOUEHHUE, KOETO J]aBa B3MOKHOCT JIa CE TIpUeMaT KOHTPOIHUTE aHaIM3H Ha
MapTUANTE, IPOBEICHN B PETHCTPUPaH(H) IEHTHP(0BE), KOUTO C€ HAMHUPAT B TpeTa cTpaHa. ToBa
W3KIIIOUCHUE MpecTaBa aa Obae BauaHo Ha 31 suyapu 2021 r. M3mbaHeHHETO Ha yCIIOBUsATA 3a
0asupan B EC KOHTPOJI Ha TApTUANTE, BKIFOUYUTEITHO HEOOXOIUMUTE MTPOMEHH B YCIIOBHUATA Ha
paspemieHHeTo 3a yrnorpeba, TpsiOBa a ObAaT 3aBbpIIeHN Hall-KbCHO Ha 31 sHyapu 2021 r. B
CBHOTBETCTBHE ChC CHIVIACYBAHMS IUIAH 32 TOBA NIPEXBBPIISIHE HA aHAIU3A.

b. YCJOBUSA NWJIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlexapCTBEHUAT MPOIYKT CE OTITyCKA IO JIEKAPCKO MPEIITUCaHNe.

O¢unnanno ocBo0oKIaBaHE HA MAPTUAHN

CeritacHo uit. 114 ot Hupextusa 2001/83/EO odurmamrHoTO 0CBOOOKIaBaHE HA TTAPTHINUTE CE
W3BBHPINBA OT Jbp)KaBHA J1a00paTOPHS WITH Ta00paTOpHs, ONPE/eNIeHa 3a Ta3H eI,

B. JPYI'U YCJIOBUS U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
° IlepuoguyHu aKTyaJu3npaHu aokjaaau 3a 6esonacuoct (ITA/IB)

Wzuckpanwusra 3a nogasane Ha [IAJIB 3a T0o3u JiekapCTBEH MPOAYKT ca IIOCOYSHH B CITUCHKA C
pedepentauTe natu Ha EBpornetickus cpro3 (EURD cnmcek), npeasuaen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCHUUKH CJI€IBAIM aKTyalln3alliy, MyOJUKyBaHH Ha
€BPOIIEHCKHUs yeOropTal 3a JIeKapCcTBa.

IIpurexatensat Ha pa3peuieanero 3a ynorpeda (IIPY) tpsdsa na momane mepsus ITA/Ib 3a To3m
MPOAYKT B CPOK OT 6 Mecela cjiel pa3peliaBaHeTo 3a ynorpeoa.

.  YCJI0OBUSA UJIU OTPAHUYEHNS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA

HA JIEKAPCTBEHMUSA ITPOAYKT

ILnan 3a ynpasJjienue Ha pucka (ITYP)
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IIpuTtexatenar Ha pa3pemreHreTo 3a yrnotpeda (ITPY) TpsoBa qa n3BHpIIBA H3UCKBAHUTE
JNeWHOCTH M ACHCTBUS, CBBP3aHH C NIPOCIEIIBaHE Ha JEKapCTBEHATa O€30MacCHOCT, IOCOUYEHH B
onobpenus [TYP, npeacrasen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U IpU

BCHUYKH CJICABAIIN CHITIACYBAHU AKTyaJIU3allU Ha IIVP.

Axrtyanmmsupas [IYP tps6Ba na ce mogasa:
. o mouckBaHe oT EBpormeiickaTa areHuus mo Jiekapcrpara;

L BHUHAru, KOraTto ¢ U3MCHA CUCTCMATA 3a YIIPaBJICHUC HA PHUCKaA, 0co0€eHO B pe3yiTaT Ha
IoJfy4yaBaHC Ha HOBa I/IH(bOpMaHI/ISI, KOATO MOKE Ja JOBEAC 1O 3HAYMMU IIPOMCHU B
CHOTHOIIICHUETO T10J13a/ PHUCK, UJIK CJIEA JOCTUTAaHE HAa BaXXCH €TaIl (B’bB BPB3Ka C IIPOCIICAABAHE

Ha JIeKapcTBeHaTa 0e30MaCHOCT WITH CBEXKIaHe Ha PHUCKA IO MUHUMYM).

JA. KOHKPETHO 3AJBJI’)KEHUE 3A U3ITbJIHEHUE HA MEPKU CJIE]]

PASPEIIABAHE 3A YIIOTPEBA 1101 YCJIOBHUE

Toga e paspemnieHue 3a yrnorpeba moj| yciaoBre u cbriacHo wi. 14-a ot Permament (EO) Ne 726/2004 B

onpezaeneHus cpok [IPY TpsaOBa 1a M3IIBIHA CIETHUTE MEPKH:

Onucanne

Cpox

3a 1a ce 3aBbpUIM XapaKTEPU3UPAHETO HA MPOU3BOJCTBEHUTE POLIECH 32
AKTUBHOTO BEILECTBO U TOTOBUs NpoayKT, [IPY TpsiOBa na npenocraBu
JONBJIHUTEIHU TaHHU.

siayapu 2021 1.

3a 1a ce MOTBBPAM CTAOMIIHOCTTA Ha IIPOU3BOJACTBEHUS IIPOLIEC 32
AKTUBHOTO BEIIECTBO U TOTOBUS MPOAYKT (HaYaIHU U KpaiiHu etamn), [IPY

Tp;[613a Ja npe€aoCTaByu JOMMBJIHUTCIIHU JaHHU 3a CPABHUMOCT W BaJIMIUPAHC.

ampun 2021 r.

MexXTuHHNTE
OTYETH IIIE Ce
MPEAOCTABAT
€KEeMECEYHO Mpein
Y Ha BCEKU TpU
Mecella cliejl Ta3u
marTa.

3a 1a ce ocurypu HOCTOSIHHO KauecTBO Ha npoaykra, [IPY tpsosa na
MPEOCTaBH JOIBIHATETHA MHPOPMAITUS 338 CTAOUITHOCTTA Ha aKTUBHOTO
BEIIECTBO ¥ FOTOBHUS MPOIYKT, KAKTO U Ja Iperiena creudukanuure Ha
aKTHUBHOTO BEILLIECTBO U TOTOBHS NPOLYKT CJIE] HATPYIIBAaHE Ha I10-
HATaTBILIEH [IPOU3BOJCTBEH OIUT.

Ouu 2021 r.

3a j1a ce MOTBBPAAT epUKACHOCTTA U O€30MAaCHOCTTA HA BaKCHMHATA Ha
Moderna cperry COVID-19, TTPY tpsOBa 1a npeacTaBu OKOHYATCTHHS
JOKJIaJT OT KIIMHUYHOTO TIPOYYBaHE 33 PaHIOMHU3UPAHOTO, IJanedo-
KOHTPOJIMPAHO, 3acyienieHo 3a HabronaTens npoyuBane MRNA-1273-P301.

HexemBpu 2022 1.
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HPUJIOKEHHE I11

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

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHMA TPOAYKT

COVID-19 Vaccine Moderna umkeKIIMOHHA TUCIIEPCHS
uPHK Bakcuna cpenry COVID-19 (aykieo3unno MoguduIupana)

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHLIECTBO(A)

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

3.  CHOUCHK HA HOMOUIHUTE BEILECTBA

ITomomawm Bemecta: aumug SM-102, xonecrepodn, 1,2-mucteaponn-sn-riaurepo-3-¢pochoxonnx
(DSPC), 1,2-mumuprcTon-rac-raunepo-3-mMetTokcunonuetieH raukoia-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXIJIOPHI, OLIETHA KHCEINHA, HATPHEB alleTaT TPUXUIPAT, 3aXapo3a,
BOJIa 32 HHYKEKIIIH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKuoHHa JucnepcHst
10 MHOT0/1030BH (pr1akOHA

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

HHTpaMyCcKyIHO MPUIIOKEHHE.
[Ipenun ynorpeba npoyereTe IMCTOBKATA.

OO0

L

5

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

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

ﬂa CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 34 [ICIIA.

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

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

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

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

ITpoueTeTe TUCTOBKATA 32 CPOKA HA TOJHOCT CJIEHA ITBPBOTO OTBAPSHE U 32 AOMBIHUTEIIHA
uH(OPMAITUSI OTHOCHO ChbXPaHEHHETO.

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

10. CHEIMAJIHU IIPEJAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

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

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

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

28010 Madrid

HUcnanus

12. HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15.  YKA3AHMS 3A YIOTPEBA

| 16. MH®OPMALMS HA BPANJIOBA A3BYKA

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

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

JIByn3MepeH 0apKoJI ¢ BKJIFOYEH YHUKAJICH HACHTH()HUKATOD.

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

PC
SN
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MUHHUMYM JJAHHH, KOUTO TPABBA JIA CBbABPKAT MAJIKUTE EJUHNYHA
I'bPBUYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. HUME HA JEKAPCTBEHUSI NPOJYKT U MbT(UILA) HA BbBEXKJIAHE

COVID-19 Vaccine Moderna umkeKIIMOHHA TUCIIEPCHS
nPHK Bakcuna cpeury COVID-19
i.m.

2. HAYMH HA ITPUJIOKEHUE

MHTpamMyCcKyJIHO NPUIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

[Taptuna:

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

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

| 6.  JIPYTO

CkaHupaiiTe TyK 3a JIUCTOBKaTa Wwin nocerere Www.modernacovid19global.com.
Jara/gac 3a U3XBBPIISIHE:
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HPUJIOKEHHE I11

JINCTOBKA
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JlucroBka: Undopmanus 3a noTpeduTeNs

COVID-19 Vaccine Moderna mH:KeKIIMOHHA THCIIEPCHSI
uPHK Bakcuna cpernry COVID-19 (aykneo3unno Mmoauduipana)

W Tosu nekapcTBeH MPOIYKT MOUICKH HA IOMBIHATETHO Habroenne. ToBa Iie Mo3BoH GhP30TO
YCTaHOBSIBaHE Ha HOBa MH(OpMaIns OTHOCHO Oe3omacHoCcTTa. MoXeTe Ja Jajere CBOs MIPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSITO CTE MOJYyYWIN. 3a HAUMHA Ha ChOOIIaBaHEe HAa HEXEJIaHU
peaxIuy BIDKTE Kpas Ha TouKa 4.

IIpoyeTeTe BHUMAaTEIHO LAJIATA JHCTOBKA, IPEIM 1A MOJYYHTe Ta3H BAKCHHA, Thil KATO TH

CbAbp:Kka BaskHa 3a Bac undopmanus.

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

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, IoNUTaiTe Bammms nexap, papmaneBT uin
MEJUIMHCKA cecTpa.

- AKO mosryunTe HSIKaKBU HEXEJaHU peakluy, yBenomere Bamms nexap, hapmanest wim
MEINIHMHCKA cecTpa. ToBa BKJIFOYBA BCHYKH Bb3MOXKHH HEONMCAHU B Ta3W JTUCTOBKA HEKEIaHU
peakiuu. BrokTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1 Kakgo npencraensasa COVID-19 Vaccine Moderna 1 3a KakBoO ce U3IM0N3Ba

2 Kakso Tpsi6Ba na 3Haere, npenu na Bu 6b1¢ nocrasena COVID-19 Vaccine Moderna
3 Kak ce mpunara COVID-19 Vaccine Moderna

4. BB3MoKHM HEXeaH! peakIiu

5 Kak nma cexpanssate COVID-19 Vaccine Moderna

6. CobappkaHue Ha OMAKOBKATA M JOMBIHUTEIIHA HHpOPMALIHSL

1. Kaxkso npeacraBiasa COVID-19 Vaccine Moderna u 3a KakBo ce H3110J13Ba

COVID-19 Vaccine Moderna e BakcuHa, n3non3pana 3a npejmnazsade or COVID-19, npuduHsBaH oT
SARS-CoV-2. Ts ce npuara Ha Bb3pacTHH Jiniia Ha 18 u moBede roquHu. AKTUBHOTO BEIIECTBO B
COVID-19 Vaccine Moderna e uadopmannonna PHK (nPHK), koquparia T. Hap. ,,0IUIOB® IPOTEHH
Ha SARS-CoV-2. u PHK e Brpazsena B iunuaau HaHoyactuiu SM-102.

Twit karo COVID-19 Vaccine Moderna e cbabpika BUpycC, TS He Moxe 1a Bu 3apasu ¢ COVID-109.

Kaxk neiictBa BakcuHaTa

COVID-19 Vaccine Moderna ctumynupa eCTeCTBEHUTE 3allUTH HA OpraHu3Ma (MIMyHHATa CHCTEMa).
Bakcunara nieiicTBa, KaTo Kapa opraHu3Ma Jia pou3Bex/a 3aluTa (AHTUTENA) Cpelly BUpyca, KOWTO
npuunnsisa COVID-19. COVID-19 Vaccine Moderna wu3smos3sa BemecTBo, HapeueHa
nHpopmanmonHa pubonykinenHosa kucenuHa (1 PHK), 3a na npenece nadopmanys, KoATO KIETKUTE
B OpraHM3Ma MOrart Jia U3M0JI3BaT 3a 00pa3yBaHe Ha IIMIOB NPOTENH, KOWTO CHIIO € U Ha BUpPYCA.
Cren ToBa KIETKUTE U3pa00OTBAT aHTUTENIA CPENLy IIUITOBHSI TPOTEHH, KOUTO JIa TIOMOTHAT 32
orOirbckBaHe Ha Bupyca. ToBa 1ie noMmorte 3a 3amuTara Bu cpenry COVID-19.

2. Kakso TpsioBa 1a 3HaeTe, npenu 1a Bu 6b1e nocraena COVID-19 Vaccine Moderna
BakcuHaTa He TpsiGBa /1a ce MpuJjiara, aKko

- aKo CTe aJIepru4HU KbM aKTHBHOTO BEI[ECTBO MJIM KbM HSKOSI OT OCTAaHAJIMNTE ChCTABKH Ha
TOBA JIEKapCTBO (M30pOeHH B TOUKa 6).
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Ipexynpesxknenns u NpeanasHu MePKU

T'oBopere ¢ Bamus sekap, papMmaiieBT Wik MEIUIIMHCKA CECTpa, npean Aa Bu Obe noctaBeHa

COVID-19 Vaccine Moderna, ako:

- TpeIu cTe MMaJIU TEXKa, )KUBOTO-3aCTpalllaBallia aJileprudHa peakus clie] HHKEKTUpaHe Ha
HSIKaKBa Jpyra BakCHHa WM ako Bu e mocraBsiHa BakcuHa cpeury COVID-19 Moderna B
MHUHAJIOTO.

- WMare MHOTO ci1ada MM KOMIIPOMETHpaHa (0TciiabeHa) IMyHHa CHCTEMa

- HSKOTa CTEe TPUIAJIANU CJIe]] HHXKCKIIHS C UTIia

- HMMaTe HapyIlIeHHEe Ha KPhbBOCHCHUPBAHETO

- MMaTe BUCOKA TeMIlepaTypa WM TeXKa HHPEKIHS; HO MOXKe Ja ce BAKCHHUPATe, aKO NMaTe JIEKO
MOBHUIIIEHA TeMIIepaTypa Wik HHPEKIH Ha TOPHUTE AUXATENHU MBTHIIA, TOZ0OHA Ha TIPOCTYa.

- HMMaTe HIKaKBO CEPHO3HO 3a00IsBaHE

- HM3IHUTBATe TPEBOXKHOCT, CBBbP3aHa C MOCTABSHE HA HHKCKIIHH.

AKo HSIKOE OT M30pOeHHUTE MO-Tope ce OTHAcA 3a Bac (uim He cTe curypHm), roBopete ¢ Bammst nekap,
(bapmarieBT MM MEIUIIMHCKA cecTpa, npeau aa Bu 6b1e moctaBena COVID-19 Vaccine Moderna.

Kakro mpu Bcsika BakcHHa, 2-1030BaTta BakcuHarmonna cxema nmpu COVID-19 Vaccine Moderna
MO’K€ J1a HE 3allUTH HAITBJIHO BCHYKH, KOMTO S [MOJIyYaBar, U HEe € H3BECTHO KOJIKO JBJITO I ObaeTe
3aIUTEHH.

Jleua u roHOIIH
COVID-19 Vaccine Moderna He ce mpenopbuBa IpH Jiela | FOHOIIH 1o/ 18-roauiiiHa Bs3pact

Npyru aexapcerBa u COVID-19 Vaccine Moderna

Tps0Ba na kaxxere Ha Bamms nexap wim papmaneBT, ako pueMaTe, HaCKOpO CTe PHEeMalTi W €
BB3MOJKHO JIa 3all04YHeTe J1a npuemare apyru ekapersa. COVID-19 Vaccine Moderna moxe na
NOBJIMSIC HA HAYMHA HA JICHCTBUE HA IPYTH JIEKAPCTBa, KAKTO U JPYTH JISKAPCTBa MOTAT Jia OKaXKaT
BIIMSIHUE HAa HA4YMHA, 110 KoWTo aeiictea COVID-19 Vaccine Moderna.

BpemMenHocT U KbpMeHe

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOJKe J1a CTe OpeMeHHa WK TUTaHupaTe OpeMEeHHOCT,
MOCHBETBaTE ce ¢ Bammms iekap, MeTUITMHCKA cecTpa Wik ¢apMaleBT Ipean 1a Obaere
BaKCUHUPAHH.

lopupane u padora ¢ MAIIUHU

He modwupaiite u He paboTeTe ¢ MallIMHM, aKO HE Ce YyBCTBATe 100pE Clie/l BAKCUHALIUSATA.
N3uakaiiTe, 1oKaTo BCAKAKBH €()EKTHU OT BAKCHHATA OTIIYMSIT, IPE/H JIa IO(PUpPATE UK PAOOTHTE C
MAIluHH.

COVID 19 Vaccine Moderna cbabprka HATpUH

COVID-19 Vaccine Moderna cbabpska no-manko or 1 mmol (23 mg) natpwmii Ha 103a , T.e. MOXe J1a
ce Kaxke, 4e Ha MPaKTUKa ,,HE ChABP)Ka HATPUIL.

3. Kaxk ce mpniiara COVID-19 Vaccine Moderna

COVID-19 Vaccine Moderna 1ie Bu 6b1e moctaBena moji popmara Ha ase urxekiuu o 0,5 ml.
[IpenopbuBa ce BTOpaTa 1032 Aa ce MPUIoKHU 28 THH ClIe ITbpBaTa 1032, 3a Ja Ce 3aBbPILIN Kypca Ha

BaKCHHaIus.

Bammusr siekap, ¢papmManeBT Wil MEAUIUHCKA CECTpPa I1le MHXEKTHPa BAKCUHATA B MYCKYJT
(MHTpaMyCKyJIHa MH)XEKLIUS) B TOpHATa 4acT Ha pbKara Bu.

ITo BpEMC Ha U CJI€ BCAKa MHXKXCKIHWA C BAKCUHATA, Bammusr JICKap, (bapMaueBT WM MEAUITMHCKA
CCCTpa mie Bu Ha6J'IIOI[aBaT 3a 0K0j0 15 MHHYTH 34 NIPpU3HAIU Ha aJICPruiHa pCaKkuus.
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AKO nponycHeTe ILIAHUPAHO Mocemenue 3a 2P*™ go3a or COVID-19 Vaccine Moderna

- AKo TIpoIyCHeTe TUIAaHUPAHO MOCEelIeHHe, HacpoveTe pyra BU3HTA Mpu Barms siekap,
MEIMIIMHCKA CECTpa WK (hapMaIeBT Bb3MOXKHO Ha-CKOPO

- AKO TIpOnyCHETE IJIaHUPaHa WHKEKIIHSI, MOKE JIa HE CTE HAITBJIHO 3aIIUTSHU CPEIIy
COVID-19.

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

4. Bb3MOKHH He:KeJIaHU peakunu

KakTo Bcuuku JICKApCTBa, Ta3u BaKCHHA MOXKE [1a IPCAU3BHUKA HEKCIIAHU PCAKIINU, BBIIPEKH Y€ HE
BCCKH I' TOJTy4aBa.

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

- ycellaHe Ha MPUIOIIaBaHEe MM 3aMastHOCT;

- TIPOMEHU B CHPICYHHS PUTHM;

- 3aayXx;

- XpHIIOBE;

- TI0yBaHE Ha YCTHUTE, JIULETO WIN I'bPIIOTO;

- YPTHKapHs WK OOpUB;

- TaJieHe WU MOBPbBILIAHE;

- cToMalIHa O6oJKa.

I'oBopete ¢ Bamust nekap, ako MOJyYUTE HIKAKBU APYTH HEXEJIAHU peakluy.. Te Morar Jja BKIIFOUBAT:

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

Yectu (Moxe na 3acernar a0 1 va 10 qymm):
o o0pus,
° 00pHB, 3auepBsiBaHE UM YPTUKAPHUSI HA MACTOTO Ha MH)KEKTHPaHE

Heuectu (Moxe aa 3acernar g0 1 va 100 gymm):
e ChpOeX Ha MICTOTO HA HH)KEKTHPAHE

Peaxn (Moxe na 3acernar o 1 va 1 000 mymm)
e BPECMEHHO YBHCBAHE Ha €IHATa CTpaHa Ha JUIeTO (Tapann3a Ha ben)
e [10/1yBaHe Ha JIUIETO (TTO{yBaHEe Ha JIMIIETO MOXKE J]a CE MOSBH MPH MAIIMEHTH, KOUTO Ca HMaJIH
KO3METHYHU MHXEKIHHU B JIUIETO. )

Mpmuoro penkn (Moxe aa 3acertar a0 1 Ha 10 000 xymm)

®  TEKKM aNepru4yHu peakuun (aHadumakcus)
®  CBPBXYYBCTBUTEIHOCT
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Cpo0maBaHe HA HeKeJIAHU pPeaKIun

AKO TIONTyuHnTe HAKAKBU HEXEJaH! peaklny, yBeaoMeTe Bamms nekap, papmarieBT nwin MeIUIIMHCKA
cectpa. ToBa BKIIIOUBAa BCUUKH Bb3MOKHHM HEOMTUCAHU B Ta3U JIMCTOBKA HEXKETaHU peakiuu. Moxere
CBIIO JIa ChOOIIUTE HEXKEIaH! PEaKIUK TUPEKTHO Ype3 HallMOHATHATa CUCTEMa 3a ChOOIIaBaHe,
nmocodeHa B [Ipmioxenne V. Kato cro0maBare HeKelIaH PEaKITHN, MOYKETE J1a JaZeTe CBOS MPHUHOC
3a MoJTydaBaHe Ha ImoBede HH(OpMaIFsi OTHOCHO O€30MaCHOCTTA Ha Ta3W BaKCHHA.

5. Kak na cexpanssate COVID-19 Vaccine Moderna
I[a CC CbXpaHsiBa Ha MACTO, HEAOCTHITHO 3a ACA.

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

HNudopmarusiTa 3a chxpaHeHHe, CPOK Ha TOJHOCT U yoTpeda u paboTa e onrcaHa B pas3zena,
MMpeaAHasHa4YCH 3a MCAUIMHCKU CIICIUATIMCTHU B Kpasd Ha JIMCTOBKATA.

He u3xBbprsiiTe nekapcTBaTa B KaHAIU3aUATa WIM B KOHTEMHEpa 3a JOMAIIHU OTIabIIY.
[Momuratite Bamus apMaleBT Kak Ja U3XBHPIATE JIEKapcTBaTa, KOUTO Beue He u3nons3eare. Te3n
MEPKH 1€ CIIOMOTHAT 3a OIIa3BaHE Ha OKOJHATa cpela

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

Kakso cbabp:xa COVID 19 Vaccine Moderna

- ToBa e MHOT0/1030B (py1akoH, KOWTO chabpika 10 mo3u mo 0,5 ml.

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

- EnnoBepwkHa ¢ 5’-kenupana unpopmarmonna PHK (1PHK) , cunte3upana upes Oe3kierpyHa in
Vitro Tpanckpunius ot cborBeTHuTe JJHK MaTpuim, koaupaiy BUpYCHUs MIHIOB (S) MPOTEHH Ha
SARS-CoV-2.

- [pyrute cberaBku ca mnuaeH SM-102, Xonectepodn, 1,2-nucteapomi-Sn-riauko-3-gpochoxoinnH
(DSPC), 1,2-numupucrounn-rac-rauiepo-3-metokcunonueruieHrankon-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXJIOPHL, OLIETHA KHCEIMHA, HATPUEB alleTaT TPUXHUIPAT,
3axapo3a, BoJa 38 MHKEKIUH.

Kaxk m3rnexxna COVID-19 Vaccine Moderna n KakBo ChIbp:kKa OMaKOBKaTa
COVID-19 Vaccine Moderna e 6sia 10 modty 0s1a TUCHIepCHs, TOCTaBIHA B CTHKIIEH (IIAKOH C
ryMeHa 3alyliajka 1 alyMUHHAeBa 00KaTKa.

Bun omakoBka: 10 MHOTO/1030BH (hiakoHa

IIpuTe:kaTes Ha pa3pellieHHETO 32 yNOoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

HWcnanns

IIpousBoaure.:

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

28703, San Sebastian de los Reyes
Madrid

Ucnanus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MIPEJICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa.

Belgié/Belgique/Belgien Lietuva

Tél/Tel: +3280038405

bbarapus
Ten.: +3598002100471

Ceska republika
Tel: +800050719

Danmark
TIf: +4580830153

Deutschland
Tel: 08001009632

Eesti
Tel+3728000032166

E\rada
TnA: +308003212876

Espafia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 8009614

Ireland
Tel: +3531800851200

island
Simi: 8004382

Italia
Tel: +39800141758

Kvbmpog
TnA: +35780077065

Tel: +37080023365

Luxembourg/Luxemburg
Tél/Tel: +35280026532

Magyarorszag
Tel.: +3680088442

Malta
Tel: +35680062397

Nederland
Tel: 8004090001

Norge
TIf: 80031401

Osterreich
Tel: +43800232927

Polska
Tel.;: +488003211487

Portugal
Tel: 800210256

Romania
Tel: +40800630047

Slovenija
Tel: +38680488802

Slovenska republika
Tel: +421800105207

Suomi/Finland
Puh/Tel: +358800413854

Sverige
Tel: +4620127022

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

JlaTa Ha moc/eaHO npepa3riexaane Ha aucroBkara <{MM/I'TTT }>.

Tasu BakcuHa € pa3peleHa 3a yrnorpeda mo T. Hap. cXema ,,pa3pemniaBane moa yciosue®. ToBa
O3HaydaBa, 4€ 3a Ta3W BaKCHHA CC OYaKBAT AOIIBJIHUTCIIHNU JaHHMH.

EBpomneiickaTa areHmus o JeKapcTBaTa Ie H3BbPIIBa Mperie]l Ha HoBaTa nH(opMaIus 3a BaKCHHATA
MOHE BEAHBK TOJUIITHO U Ta3u JIMCTOBKA ChOTBETHO IIE CE aKTyalUu3upa.
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CkanmnpaiiTe Kofja ¢ MOOMIIHO YCTPOMCTBO, 32 J1a TIOTYYHTE JINCTOBKATAa HA PA3INYHU €3UITH.

(=] et =]

[=]

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

ITonpoOHa mH(pOpManys 3a Ta3u BaKCHHA € TIpeJocTaBeHa Ha yeOcaiita Ha EBpormelickara areHIus mo
nekapcTBara: http://www.ema.europa.eu.

Ta3zu nmucToBka € HannyHa Ha Bcuuky e3unn Ha EC/ENII Ha yebcaiita Ha EBporneiickaTta areHmus mo
JeKapcTBara.

ITocouenara mo-x0Jay I/IH(l)OpMaIII/IH € MpeaHasHa4YeHa caMo 3a MEAUIHHCKHU CIICENHATUCTH:

[Ipocaeaumoct
3a fa ce moio0pu MPOCIEIUMOCTTa Ha OMOJIOTHYHUTE MEAMIIMHCKY IPOAYKTH, UMETO U TAPTUIHUST

HOMEDp Ha MpHJIaraHus NPOAYKT TpsAOBa Ja ObJaT SICHO 3aliCaHH.

COVID-19 Vaccine Moderna Tps6Ba 1a ce npuiara OT 00y4eH MEIUIIMHCKH CIIEIIHAIIICT.
Bakcunata e roToBa 3a ynorpe0a cie pazmpassBaHe.

Jla He ce pa3kiala UK pa3Mpassisa.

®nakonute ¢ COVID-19 Vaccine Moderna ca MHOT01030BH. OT BCeKH MHOT0/1030B (pJTaKOH MOTAT J1a
ce u3teryaT aecet (10) no3u.

BbB Bcekn (prakoH € BKITIOYEHO JTOMBIHUTEITHO KOJIMYECTBO, 32 JIa CE TapaHTHpa, 4Ye Morar Ja ObAT
nocrtasenu 10 mo3u mo 0,5 ml.

COVID-19 Vaccine Moderna tpsi6Ba ja ce npuitara karo jase jo3u ot 0,5 ml. TIpenopbuntento e
BTOpATa J103a Ja Ce MPHIOXKHU 28 JTHU CIIe/ TbpBaTa J103a.

KakTo npy BCUYKHM MHXEKIIMOHHU BaKCUHH, BUHATH TPsIOBA J1a KMa TOTOBHOCT 32 TOIX OISO
MEIMIIMHCKO JICYCHUE U HAOJIFO/ICHUE B ClTy4ail Ha aHaIIaKTUYHA PEeaKIHs CJe]l IpuiaraHe Ha
COVID-19 Vaccine Moderna. Jlumara TpsioBa na 6b1aT HaOMIOJaBaHU OT MEIUIIMHCKH CIIESITHATUCT
Hai-Manko 15 MUHYTH Ciiell BAKCHHAITUATA.

Hsama nannu 3a onenka Ha npuiioxkenreTo Ha COVID-19 Vaccine Moderna eqHOBpeMeHHO ¢ ApyTH
BakcuHu. COVID-19 Vaccine Moderna He TpsiOBa J1a ce cMecBa ¢ JpyT'M BaKCUHHU HJIU JIEKAPCTBCHH
IIPOAYKTH B ChIIATa CIIPUHIIOBKA.

COVID-19 Vaccine Moderna TpsiOBa Jia ce pujiara HHTpPaMyCKYJIHO. 3a MPEANoYnTaHe €
JACIITOBUIHUAT MYCKYJI HAa rOpHaTa 4aCT Ha pbKara. He HpHHaI‘aﬁTe Ta3W BaKCHMHA MHTPABECHO3HO HUJIN

IIOJKOXXHO.

HNndopmanus 0THOCHO ChbXpaHeHUe U padoTa
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C'bxpaHeHMe B 3aMpa3eHo CbCToAHue

Moxe Aa ce CbXpaHABa B 3aMpa3eHo CbCToAHNEe
A0 faTaTa Ha U3TUYaHe Ha CpOKa Ha rogHoOCT
-25° po -15°C
[la He ce cbxpaHABa BbpXy CyX nef uim nof -40°C

Jla ce cbxpaHsBa B OpUriHasHaTa orakoBKa,
3a [la Ce nNpeAnasu ot cBeT/INHa.

Mpean ynorpe6a Bceku ¢piakoH fja ce pasmpassBa

MBOGPB)KGHVIRTB Ha ¢HaKOHV| Ca CaMO C WloCTpaTuBHa uen

»—[ 2 yaca v 30 MUHYTW B XNaAWIHUK }:-— —{ 1 yac npm cTaiiHa Temnepartypa }§
\ i8]
U ey =

ot 2° no 8°C ot 15° no 25°C

OcraBeTe ¢ HacTaiiHa T ypa 3a 15 MUHYTH,

P

npeaw Aaro npunoxure

WHCcTpyKuuMK cnep pasmpassBaHe

—'{ Cnep nsrernsHe Ha nbpeara Ao3a ]——
A ‘7 i e

Makcumanso Bpeme —

Henpo6ur ¢pnakoH

XnagunHNK unm cTaitHa
Temnepartypa

DnakoHbT TPA6Ba Aa ce CbXpaHsBa
Ha Temnepatypa mexay 2°n25°C.
3anuweTe aTaTa ¥ Yaca Ha MbpeaTa

ynoTpe6a BbpXy eTVKeTa Ha ¢pnakoHa.

Waxevpnete npobutna GpnakoH cnep 6 yaca.

DA ce CbXpaHABa Ha CTYIGHO
A0 CTalHa Temnepatypa

ot 8°p025°C

W3Ternete BcAKa o3a BakcuHa ot 0,5 ml ot ¢ﬂaKOHa C nomMollTa Ha HOBa CTepwHa uria U CNpyUHLOBKa 3a
BCAKA MHXeKLNA, 3a 1a NpeAoTBpaTUTe NpefaBaHeTo Ha MHGEKLUMO3HN areHT OT 4HO NNLE Ha ApYro.
Jo3ara B cnpUHLOBKaTa rpnGBa Aa ce n3non3sa HezabaBHo.

Cnepn kato 4)IlaKOH'bT e I'IPOGIM', 3a aace U3Tternu NbpBoHa4yasiHaTa j03a, BAKCUHaTa Tpnﬁna
Aa ce U3nonsea He3a6aBHO U fja ce M3XBbpAK cnep 6 yaca.

Bcsika Hem3non3gaHa BakCHa Unun otnagbyeH Martepuan TpSISBa Aa ce N3XBbp/A B CbOTBETCTBUE C MECTHUTE U3NCKBaAHWA.

[ HUKOI'A He 3ampasnaBaiiTe NOBTOPHO pa3sMpaseHaTa BaKCMHa ]

MpunaraHe

PasknarteTe fieko dlakoHa cefi pasmpassizaHe U Npeau BCKO N3TerssHe.
BakcuHaTa e rotoea 3a ynotpe6a cnef pasmpaszssaHe. fla He ce pa3Knaila v 1a He ce pa3pexpa.

Mpeaw VHXXeKTUpaHeTo ornefaiiTe BcAKa 1033, 3a Aa:

TMoTBbPANTE, Ye TeUHOCTTa e 6sna Ao nouTh
6513, KaKTo BbB (/1aKOHa, Taka 1 B CPUHLIOBKATa

lpoeepeTe 06ema Ha cnpyHLOBKaTa ot 0,5 mL

COVID-19 Vaccine Moderna moxe
Jla cbabpxa 6enu nnu nonynpospayHu
YacTuum, NPUCHLUW Ha NPOAYKTa.

AKO [103UpaHeTo e HernpaBuIHO
unmn uma obesLetaBaHe n Apyrun
4acTuiuymn, He npunara ATe BaKCWHaTa.
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IIpunoxenue IV

3ak/Il0ueHUs] OTHOCHO M3/1aBaHETO HA pa3pelieHue 3a ynorpeda noj ycjaioBue, npeacTaBeHu
ot EBponeiickaTa areHuus 1o JieKapcraara
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3axuoueHus, npeacTaseHu ot EBponeiickaTta areHuusi no JiekapcTBaTa, OTHOCHO:
o Paspemenue 3a ynorpeda mox ycioBue
[penBun 3assiaeanero,CHMP e Ha MHeHHE, Y€ ChOTHOIIEHUETO I10/13a/PHCK € OJIaronpHsaTHO, 3a Ja

ce Mpernopbya U3JaBaHe Ha pa3pelleHue 3a ynotpeda moj yciaoBHe, KaKTo € 00sICHEHO
mo-moipo6HO B EBponeiickus myOamdeH oneHbueH JOKIal.
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