MNPUJIOKEHME I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTosn JIEKAPCTBEH MPOAYKT MOJIJICKU HA JOIIBIHUTEIHO Ha0moieHue. ToBa I Mo3BOJIH ObP30TO
YCTaHOBSIBaHE HAa HOBa MH(OpPMAIUsi OTHOCHO Oe3onacHOCTTa. OT METUIIMHCKUTE CIICIIUATINCTU Ce
W3UCKBA JIa ChOOIABAT BCSKA IMOI03MpaHa HeXKeJlaHa PeaKins. 3a HaunHa Ha ChOOIaBaHe Ha
HEXEJIaHU PEaKklUy BIXKTE Touka 4.8.

1. HNME HA JIEKAPCTBEHMS ITPOAYKT

COVID-19 Vaccine Moderna nH>XEKIIMOHHA JUCTIEPCHSI

uPHK Bakcuna cpenry COVID-19 (ryxieo3unHo moauduipana)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0/1030B (h;1aKOH, KOITO chabpxa 10 mo3u mo 0,5 ml.

Emna nosa (0,5 ml) ceappka 100 muxporpama napopmannonsa PHK (nPHK) (Bkmrouena B SM-102
JUIUTHA HAHOYACTUIIN).

EnmnoBepmxaa, 5’-kenmpana uHpopmannonHa PHK (uPHK), nmpoussenena ¢ u3moia3BaneTo Ha
0e3KJIeThYHA in Vitro TpaHCKpUNLUsA oT cboTBeTHUTE JJHK-MaTpuny, konupaia BupycHus munos (S)

nporeud Ha SARS-CoV-2.

3a IBJIHUSA CIIHCHK HA IIOMOIIHUTEC BCIICCTBA BHXXTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
WHxekMoHHa Tucnepeus

bsina no mourtu 6sna nucniepenst (pH: 7,0 — 8,0)

4. KJIMHUYHU JAHHHN
4.1 TepaneBTHYHHU MOKA3ZAHUS

COVID-19 Vaccine Moderna e npenHa3HadeHa 3a akTHBHA IMyHHU3amus 3a npesenus Ha COVID-19,
npuunHeH oT SARS-CoV-2, npu nuna Ha 18 1 moBeye roguHu.

Ynorpebara Ha Ta3u BaKCHHA TpsOBa A1a ObAe B CHOTBETCTBUE C OPUIIMATTHUTE PETIOPHKHU.

4.2 J103UpOBKA M HAYHUH HA NPUJIOKEHHE

ﬂOSI/I[ZOBKa

Jluya na 18 u noseue 2oounu
COVID-19 Vaccine Moderna ce mpuiara kato kypc ot nse no3u (0,5 ml Besika). [Ipemopbusa ce
BTOpAaTa J103a Jia Ce MPIJIOKHU 28 JTHU Clie/ IbpBara j103a (BxK. Touku 4.4 u 5.1).

JluncBat nanHM 3a B3anmo3ameHseMmocT Ha COVID-19 Vaccine Moderna ¢ 1pyri BAKCHHH CpeIy
COVID-19, 3a na ce 3aBbpmy KypchT Ha BakcuHanwsl. JInmara, KOWTO ca MOJMYyYIJIM TbpBaTa 103a Ha
COVID-19 Vaccine Moderna, TpsioBa na mosrydat Bropara jo3a or COVID-19 Vaccine Moderna, 3a
Jla ce 3aBbpILIU KypChT Ha BAKCUHALMUA.



Tleouampuyna nonyrayus
BeszonacHocrTa n epuxacHocTTa Ha COVID-19 Vaccine Moderna npu Jiena ¥ FOHOIIM Ha Bb3pacT
noz 18 roguHM Bee olle He ca yCTaHOBeHH. JINIcBaT JaHHH.

Tonynayus 6 cmapuecka ev3pacm
He ce n3nckBa xopekuus Ha J1o3aTa [pH JHIA B CTapyecKka Bb3pacT =65 rouHu.

Hauux Ha npuiokeHue

Bakcunara TpH6Ba Ja C€ Mnpujiara UHTpaMyCKYJIHO. 3a OpeANnoOYnNTaHe € B ACJITOUAHUS MYCKYJI B
TOpHaTa 4aCT Ha pbKaTa.

He an/maraﬁTe Ta3u BaKCMHA MHTPABACKYJIApHO, IMTOAKOXXHO UJIM UHTPAACPMAJIHO.

Bakcunara He Tp${6Ba Ja c€ CMECBa C IPYIrd BAaKCMHU HUJIN JICKAPCTBCHU MMPOAYKTHU B ChllaTa
CIIPUHIOBKA.

3a mpeana3Hu MepKH, KOUTO TPsiOBa Aa ce B3eMaT MPeAH MpIaraHe Ha BaKCHHATA, BIDKTE TOUKa 4.4.
3a yka3zaHHs1 OTHOCHO pa3MpassiBaHEeTO, paboTaTa ChC U U3XBBPIISIHETO HA BAKCHHATA BIKTE TOYKa 6.6.
4.3 IIpoTruBONOKA3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO HIIM KbM HAKOE OT MOMOIIHHUTE BEIECTBa,
n30poeHu B Touka 6.1.

4.4 ChoeumajHM Npeaynpe:kaeHHs] M NPeaNa3Hu MepPKHU NpH ynoTpeda

IIpocnenumoct

3a ga ce nofo0pU NPOCIeIUMOCTTa Ha OUOJIOTMYHUTE JIEKAPCTBEHU NPOAYKTH, UMETO U IAPTUIHUAT
HOMeEp Ha NMPWJIOKEHHUS MPOAYKT TPAOBa SCHO 1a ce 3aIHCBAT

CBDLX‘IVBCTBI/ITGHHOCT u aHaCbI/IJ'IaKCI/IH

Wma crobmenus 3a anapunakcus. Bunaru TpsoBa fa ©Ma Ha pa3noJIOkKESHUE MOIXOAAII0
MEIUIMHCKO JIeYeHHe 1 HaOI0ICHHE B CITy4ail Ha aHa(UIaKTUYHA PEaKlus cie]] IPUIOKECHUE Ha
BakcuHara. [IpermopbuBa ce BHUMATEITHO HAOJIOJICHHE B MTPOIBIDKCHUE HAa HAW-MaJKo 15 MUHYTH cief
BakcHMHauusATa. Bropara 103a Ha BakcuHaTa He TpsOBa Ja ce MOCTaBsl Ha OHE3HU, KOUTO ca IMOIyqrIn
aHadwmiakcns npu mbpeara go3a Ha COVID-19 Vaccine Moderna.

Peakiinu, CBbp3aHU C TPEBOKHOCT

PCaKI_II/II/I, CBBP3aHHU C TPEBOXKHOCT, BKIIFOUYHUTEIIHO Ba30BaraJHu pe€akinu (CI/IHKOH), XHUIICPBECHTUIIAIUA
WJIN TaKuBa, CBbP3aHU CbC CTPEC, MOTaT [ia C€ NOABAT BbB BPBb3Ka C BAKCHMHAIUATA KATO IMICUXOTI'CHCH
OTTrOBOP KbM MHXCKTUPAHETO C UI'Jia. BaxHo e ma ce Bzemar mnmpearnasHu MEPKHU, 3a aa ce nz0erue
HapaHsABaHC IIPU MPUJIOIIAaBaHEC.

CoObTCTBAIIO 3200/1BaHE

BakcunanusTa TpsaOBa Ja ce OTIIOKH IIPH JIMIA, CTPAJaIlid OT OCTPO TekKKO (HheOpHriHO 3aboisiBaHe
i octpa uHpekuus. HammaueTo Ha eka MHQEKIHS W/ JICKO TOBUIIICHA TEMIIEpaTypa He TpsOBa
n1a 3a0aBs BaKCUHALIHASTA.



TDOM6OHI/ITOHCHI/IH 1 HAPYIICHUA HA KPBbBOCHCUPBAHETO

Kakro mpu Apyru HHTpaMyCKyJIHH MHXXEKIIMU, BAKCHHATa TPsAOBa Ja ce Ipuiara BHUMATeIHO U
JIUIa Ha aHTHKOAryJaHTHA TEParusl WIA TaKUBa C TPOMOOLUTONICHHUS WIIN HAKAKBO HapyLICHUE Ha
KPBBOCHCUPBAHETO (HapUMep XeMO(UIIHs), Thil KaTO IPH TE3H JIMIAa MOKE J]a Ce MOSIBU KbPBEHE UIIH
o0pa3yBaHe Ha CHHUHU CJIe/T HHTPaMyCKYJIHOTO IIPHIOKCHHUE.

HMMyHOKOMIpOMETHPAHY JIUIIA

EduxacHocrra, 6€301acHOCTTa U UMYHOT€HHOCTTAa Ha BAKCHHATA HE ca OLCHEHU NIPH
MMYHOKOMIIPOMETHPAHHU JIMIA, BKIIOYUTETHO TAKMBA, MIOIy4YaBallld UMyHOCYIPECUBHA TE€paIHs.
Edukacnoctra Ha Bakcunara cpenry COVID-19 Vaccine Moderna moxke na 0b/ie Io-HUCKa MPU
MMYHOCYTIPECHpPAHH JTUIIA.

IIpoABIDKUTEIIHOCT Ha 3aIIiTaTa

HpO,Z[”bJ'DKHTeHHOCTTa Ha OCUTYpE€HATa OT BAKCHMHATA 3allliuTa € HCU3BCCTHA, ThHil KaTO TS BCE OIIE CE
YCTAaHOBsABA OT TEKYIIN KIIMHUYHU U3ITATBAHUS.

OI‘DaHI/I‘IeHI/IH Ha ed)eKTI/IBHOCTTa Ha BaKCHHATa

JIunaTta Moxe Ja He ObJIaT HAI'bJIHO 3alllUTEeHH 10 14-us eH ciel mocraBsiHe Ha BToparta ao3a. Kakro
MIpU BCUYKH BakcHHH, BakcuHanusaTa ¢ COVID-19 Vaccine Moderna Mosxe J1a He OCUTYpH 3allliTa Ha
BCUYKH PELUIIMEHTH Ha BaKCHHATA.

[oMoIHY BeliecTBa ¢ U3BECTHO ACHCTBHE

Hampuu

Ta3u BakcuHa chABpka mo-Manko ot 1 mmol Harpwuii (23 mg) Ha 0,5 ml 103a, T.e. MOXe J1a ce Kaxe,
Yye Ha MPAKTHKa HE ChIIbpPKa HATPHH.

4.5 BzaumopeiicTBHe ¢ IPYru JIeKAPCTBEHN NMPOAYKTH U Apyru ¢opMu Ha B3aumMo/elicTBre
He ca npoBexnanu Mpoy4BaHus 3a B3aUMOJICHCTBUATA.

He e npoyuBano cerrpreTBanoro npuioxkenne Ha COVID-19 Vaccine Moderna ¢ 1pyru BAKCHHHU.
4.6 ®@epTHiNTET, 0PEMEHHOCT U KbpMeEHe

bpemennoct

Nma orpanuden onut ¢ usnonssanero Ha COVID-19 Vaccine Moderna npu GpeMeHHU JKSHH.
[IpoyuBaHus IPH KUBOTHH HE MMOKA3BAT MPEKH MM HETPEKH BpeIHU e(HEKTH, CBBP3aHH C
OpEMEHHOCTTa, EMOPHUOHATHOTO/(PETATHOTO PA3BUTHE, PAXKIAHETO WIIH ITOCTHATATHOTO Pa3BUTHE (BXK.
touka 5.3). [Ipunoxxennero Ha COVID-19 Vaccine Moderna 1o Bpeme Ha OpeMEHHOCT TpsiOBa 1a ce
0OMHUCIISI CaMO KOTaTo MOTEHIMATHUTE MMOJI3U HAAXBBPIIAT BCIKAKBHU MOTEHIIHATHA PUCKOBE 32
Maiikara u deryca.

Kepmene

He e m3BectHo namu COVID-19 Vaccine Moderna ce ekckpeTrpa B KbpMara.

Depruaurer

[IpoyuBaHus IpH KUBOTHH HE MOKA3BAT NPEKU HIIM HETIPEKH BpeIHU e(heKTH, CBBP3aHH C
PenpoAyKTHBHA TOKCHYHOCT (BXK. TOYKa 5.3).



4.7 EdexkTu BbpXy cnocod0HOCTTa 32 modupaHe u padoTa ¢ MAIIMHU

COVID-19 Vaccine Moderna He mOB/IHsIBa WIIM TIOBIIMSBA IPEHEOPEKMMO CIIOCOOHOCTTA 32
modupane u pabora ¢ MammHu. Hskoun ot edexture, mocoueHu B Touka 4.8, MOraT Bce mak BpeMEHHO
Jla TIOBJIMSSIT Ha CIIOCOOHOCTTA 32 MIo(HpaHe WM padoTa ¢ MalIiHU.

4.8 HexelaHu JeKapCTBeHHN PeaKIuu

O06001menue Ha npodria Ha 0€30IaCHOCT

Bbezonacnocrra Ha COVID-19 Vaccine Modernae olieHeHa B TEKYIIIO paHJIOMU3UPAHO, IIare0o-
KOHTPOJIMPAHO, 3aCJICTICHO 3a HabIroIaTens KITHHUYHO u3nuTBane dasa 3, nposexnario ce B CAILL,
BrumrouBamio 30 351 ygacTHHIM Ha Bb3pacT 18 n moBeye roqnHu, KOUTO Ca TOIYYHIIN IIOHE €HA /1032
ot COVID-19 Vaccine Moderna (n=15 185) wiu mane6o (n=15 166) (NCT04470427). 1o Bpeme Ha
BaKCHHALIMATA CPEAHATA BB3PACT Ha MOMyanusiTa € 52 roquau (auamas3oH ot 18 1o 95);

22 831 (75,2%) ot yuacTHUIHMTE ca Ha BB3pacT oT 18 1o 64 ronunu u 7 520 (24,8%) oT yyacTHULIUTE
ca Ha Bb3pacT 65 U MoBeYE TOTUHH.

Haii-uecTo ch0OOIIIaBaHUTE HEXKEIIAHU PEAKIIMKU ca 00JIKa Ha MACTOTO Ha MHkKekTupaHe (92%), ymopa
(70%), rnaBo6omnue (64,7%), muanrus (61,5%), aprpanrus (46,4%), BTprucane

(45,4%), ranene/noBpbinane (23%), akcunapuo nogaysane/6onesneHoct (19,8%), Tpecka (15,5%),
[I0yBaHe Ha MACTOTO Ha uHxektupaHe (14,7%) u 3auepssaBane (10%). Hexenanure peakuun
OOMKHOBEHO Ca JICKU WITM YMEPEHH 10 HHTEH3UTET W OTIIyMsIBAT 33 HAKOJIKO JIHU CJIe]] BAKCHHAIIHATA.
MaJiko mo-HHCKa 4eCcTOTa Ha ChOMTHS Ha PEaKTOreHHOCT C€ CBHP3Ba C MO-TOJIsIMa Bh3PAacT.

Karo 1151510 HKOM HEXXellaHU PeakLuy ce CPeIlaT Mo-4eCTo B MO-MJIaJUTe Bb3PaCTOBH IPYIIH:
YyecToTaTa Ha akCHWJIapHO [10yBaHe/00J1€3HEHOCT, YMOpa,IJ1aBo00INe, MUAJITHS, apTpasIris, BTPUCAHE,
raJieHe/NoBpbhIaHe U MOBUIICHA TEMIIEpaTypa € Mo-BICOKa IIPH X0pa Ha Bb3pacT oT 18 1o < 65
TOAMHU OTKOJIKOTO MIPU TE€3M Ha Bb3pacT 65 ronuHu u noseue. Ilo-uecTo ce choOIIaBaT JOKAJIHU U
CHCTEMHH HEXXEJIaHW PEAKIIMH CIIE] 1032 2 OTKOJIKOTO ciiex 1o03a 1.

TabauyeH CUCHK HA HEeXKETAHNUTE pCeaKnmuu

IMpodunbT Ha OezomacHOCT, NPEACTaBEH NO-J0Iy, CE OCHOBABA Ha JaHHUTE, TeHEPHPAHU
B I1a11e00-KOHTPOINPAHO KIMHNYHO m3nuTBaHe pu 30 351 BB3pacTHH > 18 roauHm.

CpoO0IIeHnTe HEXKEITaH! peakonu ca H36pOCHI/I CIIOpE ciIeaHaTa KOHBEHIIUA 3a YE€CTOTA:

Mmuoro gectu (>1/10)

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

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

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

Mmuoro penku (<1/10 000)

C Hen3BecTHa yecToTa (OT HAIMYHKUTE JAHHHU HE MOXe [1a O'b/ie HalpaBeHa OLICHKA)

B PAMKHUTE Ha BCAKO I'pPyIUPAHE IO YECTOTA HEXKCIIAHUTE PCAKIIHNU Ca IPEACTABEHHU B HU3XOJII PE
10 OTHOLICHNWE Ha CEPUO3HOCTTA.



CucreMo-opraHeH KJjac 1o
MedDRA

YecToTa

Hesxes1anu peakuuu

CUCTEMa

Hapymenust Ha kppbBTa U [MHOTO 4eCTH UIlnmdpaneHonaTus*
MM @HaTa cucTeMa

Hapyumwienusi Ha uMyHHaTa  |C HEU3BECTHA YeCcTOTa Anadunaxcus
cucrema (CBPBXUyBCTBUTEIHOCT
Hapyumienusi Ha HepBHaTa  [MHOrO uecTH ["maBoGoNNME

CUCTEMA U ChbC¢IMHHUTEJIHATA
MTbKaH

Penxu OcTtpa nepudepHa nuieBa

mapanmza**

CTOMalIHO-4YpeBHH MHoro yectu ["ageHe/moBpbIIaHEe

HApYLIeHUsI

Hapymenus Ha koxxkatau  [Uectu O6puB

MOIKOKHATA THKAH

Hapymenus Ha MHoro 4ectu Muanrus

MY CKYJHO-CKeJeTHATA ApTpanrus

O01mu HapyuieHus U edekTn
Ha MSICTOTO Ha MPHUJI0KEeHHe

IMmoro gectn

bosika Ha MSCTOTO Ha MHXEKTHPaHe
'Ymopa

Brpucane

[Tupekcus

[TogyBaHe Ha MACTOTO Ha
MH)KEKTHpaHe

Uectu

EprTemM Ha MSCTOTO Ha
MHKEKTUPaHe

Y pTuKapus Ha MACTOTO Ha
MH)KEKTHpaHe

(OOpUB HA MSCTOTO HA MHKEKTHPAHE

HeuecTn

[TpypuTyc Ha MACTOTO Ha
MH)KEKTHpaHe

Penxu

[TomyBane Ha nueTO™ **

*JInmdaneHonaTus e Oniia ycTaHOBEHA KaTo akCHiIapHa JuM(aIeHONaTHs OT ChIllaTa CTpaHa Ha MSICTOTO Ha MH)XEKTHPAHE.
**B pamkuTe Ha MEpUo/a Ha NPOCIIEAsIBaHe Ha OE30MACHOCTTA Ce ChOOIaBa 3a ocTpa neprudepHa JUIeBa napainsa mpu
TpHMa y4acTHHIM B rpynara Ha BakcuHa cperry COVID-19 Moderna u npu enuH nanueHT B rpynata Ha miane6o. [Tosisara
MY MAIMEHTUTE B IPyNaTa Ha BaKCHHATA HACTBIIBA ciex 22, 28 1 32 HHM ciie]] BAKCHHAIMATA C 1032 2 .

***]Ima Be CEpHO3HH HEXEJTaHU ChbOMTHUS HA MOyBaHE HA JIMIIETO [TPY PEIUIMEHTH HAa BAKCHHATA C aHAMHE3a 32
HHKEKTHpaHe Ha JepMaini Guabpu. [losBara Ha MOMYBaHETO € CHOOLICHO CHOTBETHO | M 2 THHU ClIe/l BAKCHHALIUATA.

Peakrorennocrra u mpoduisT Ha 6e3onmacHocT mpu 343 yyactHuiy, nomy4dasamm COVID-19 Vaccine
Moderna, kouto ca ounu ceporo3utrBHE 32 SARS-CoV-2 Ha M3X0/HO HHUBO, € ChIIOCTABUMA C Ta3U
Ha y4acTHHIHU, cepoHeratuBHU 3a SARS-CoV-2 Ha u3X0/1HO HUBO.

Cpo011aBade Ha MOAO3UPAHN HEXKETAHU PEAKIIMHI

Cro0maBaHeTo Ha MOJO3UPAHU HEeXKETIAHH PEaKIiK ClIe pa3pelaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOIYKT € BasKHO. ToBa M03BOJIsABA 1a MPOABIDKH HAOIIOJCHHETO Ha CHOTHOIICHHUETO MOI3a/PHCK 32
JIEKapCTBEHUS NMPOAYKT. OT MEUIMHCKHUTE CIICIHATIMCTH CE H3UCKBA Jia ChOOLIaBAT BCSIKA
[I0JJ03MpaHa HeXellaHa Peakiys Ype3 HallMOHAJIHA CUCTEMA 3a ChOOIaBaHe, 10COUEHa B

IIpunoskenue V u 1a BKIIOYAT NapTUIEH HOMED, aKO € HAJTMYEH.

4.9 Ilpeno3upane

He ca cpo0O1mieny ciny4au Ha npeo3upaHe.




B cirydaii Ha mpenio3upane ce mpenopbyBa MpociesBaHe Ha )KU3HEHUTE QYHKIIMU 1 Bh3MOXKHO
CUMIITOMAaTU4YHO JICUEHUE.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoguHAMHYHM CBONCTBA
dapmakoTepaneBTHYHA IpyTa: BaKCUHH, 1pyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHu3bM Ha JIeHCTBUE

COVID-19 Vaccine Moderna ceabpxa nPHK, Bkimouena B nmunuaau Hanouactuim. uPHK koaupa
ITBITHOBEPIKEH MHUIoB mpoTenH Ha SARS-CoV-2, Mmogupunmpan ¢ 2 MpoIIMHOBH 3aMECTBAHHS B
obyacTTa Ha XenTagHoTo nosropenue 1 (S-2P), 3a crabunusupane Ha MIMIIOBHUS IPOTEHH B
npedy3nonHa koHpopmanms. Ciiesr HHTPaMyCKyJTHA WHXKEKIIHS KJICTKATE Ha MACTOTO Ha
WH)XEKTUpPaHE U IPEHUpAInTe TMM(HU BB3IH MOeMaT JUITUAHUTE HAHOYACTHIH, KaTO €(heKTHBHO
noctaBsaT MPHK cexBeHLusATa B KIETKUTE 3a TpaHCHAuUs BbB BUpyceH npoTenH. JJocraBenata ”PHK
HE HaBJIM3a B KJIETHYHOTO SJIPO M HE B3aNMOJICHCTBA C TEHOMA, HE CE€ PEIUINKHPA U CE EKCTIpecupa
BpPEMEHHO OCHOBHO B ICHAPUTHU KIIETKH U Makpodaru B cyOKarncyiapHUTe CHHycH. EkcripecupaHusr,
CBBbp3aH ¢ MeMOpanara mmmnoB npotrenH Ha SARS-CoV-2 ce pasmo3HaBa ciief TOBa OT IMyHHHUTE
KJIETKU KaTO 4y aHTUreH. ToBa NMpenn3BUKBa KakTo T-KJIeThUeH, Taka U B-KieTbueH OTroBop
o0pa3yBaHe Ha HEyTpaJIM3UPALIM aHTUTeNa, KOETO MOKE J1a JOIIPUHECE 3a 3alUTaTa CPeLry
COVID-19.

Knnanyna edukacHoCT

PannoMu3upaHoTo, MIaned0-KOHTPOIUPAHO, 3aCIICTICHO 32 HAOII0IaTeNs KIMHUYHO U3NUTBaHe (a3a
3 (NCT04470427) u3kinrouBa UMyHOKOMIIPOMETHPAHH JIMIIA WM TaKWBa, TOTyYaBallid
MMYHOCYTIPECOPH B PAMKHUTE Ha TOCIEIHUTE 6 Mecella, KaKTO U OPEMEHHU WM TaKUBa C U3BECTHA
anamue3a 3a uHpeknus cb¢c SARS-CoV-2. Yuactauim cse cradunno HIV-3abonsBane He ca
n3kmoueHu. [IpoTHBOrpUITHN BakKCHHU € MOXKeJo Aa ce npwiaraT 14 nqau npenn win 14 nHM ciexn
kosiTo 1 Aa e no3a or COVID-19 Vaccine Moderna. OT y4aCTHUIIUTE CBIIO TaKa c€ € U3UCKBAJIO Aa
¥Ma Hail-MaJIKo HHTEepBAJI OT 3 Mecella OT MpUIaraHe Ha KpbBHU POy KTH/IIIa3Ma U
HMMYHOTJIOOYJTMHH J0 BKJIIOYBAHETO B IIPOYYBAHETO, 3a Ja monydat mianedo nim COVID-19 Vaccine
Moderna.

[Ipocnenenu ca o6muio 30 351 yuacTHunu ¢ menuana 92 auu (auanasos: 1-122) 3a pa3ButueTo Ha
6onecrra COVID-19.

[Momynanusra 3a mMbpBUYCH aHAIN3 Ha e(hUKACHOCTTA (HApHUYaHa ,,[IOMYJIANHs 110 MPOTOKOJI ™ HITH
,»PPS*), BrimrouBa 28 207 yyactHuIM, KouTO ca noryumtd uinrn COVID-19 Vaccine Moderna

(n=14 134), wmn mwrane6o (n=14 073) u uMmat otpunareneH craryc 3a Hanmmune Ha SARS-CoV-2 Ha
u3xoaHo HuBO. PPS momynanusra Ha nmpoyuBaneTo BitouBa 47,4% sxxenn, 52,6% muxe, 79,5%
6enu, 9,7% adppoamepukanim, 4,6% aszuariu u 6,2% apyru. 19,7% oT ydacTHAIUTE ca C HCTIAHCKU
WM JIATHHOAMEPHUKAHCKH MPOU3X0/. MearaHaTa Ha Bb3pacTTa Ha yYaCTHUIHTE € 53 TOIUHA
(nnamazon 18-94). Jlomycka ce quana3oH Ha IIpUjIaraHe Ha BTopara J1o3a (TuiaHupaHa 3a JieH 29) ot
— 7 no +14 nuu 3a BkmouBaHe B PPS. 98% ot penunuenTiTe Ha BakcUHAaTa, MOIYYMIN BTOpaTa 71032
25 no 35 num cien no3a 1 (ot -3 o +7 aHU OT MHTEpBana OT 28 AHH).

Cnyuaute Ha COVID-19 ca noTBbpACHU Ype3 MOJUMEpPa3Ha BEPIIKHA Peakivs ¢ o0paTHa
tpanckpunTaza (RT PCR) u ot knmuanyHa apouTpakHa komucus. EpukacHOCTTa Ha BakCHHATa 001110
1 TI0 OCHOBHH BB3PacTOBHU I'PYIH € IpeacTaBeHa B Tabmuua 2.



Tabanua 2: AHaau3 Ha eUKACHOCTTA HA BaKCHHATa: noTBbpaen COVID-19% nezaBucumo or
Te:KecTTa, ¢ HayaJio 14 quu ciaen 2P*™ noza — [omyiauus mo NpoToKo.JI

COVID 19 Vaccine Moderna ITnameoo
Bw3pacr a I
I'pyna ecrora ecrora % Ednkacnocr
(romunm) YuacTuuuu | Ciayyau Ha Ha Yuactuuuu| Ciyyan Ha HaA HA BAKCHHATA
N COVID-19 |[COVID-19nal N COVID-19 |COVID-191al 0004 (95% JTH)*
n 0004uoBeKorosn n OBEKOrOAuHH
HHH
00110 14 134 11 3,328 14 073 185 56,510 94,1
(=18) (89,3, 96,8)**
18 mo <65 10 551 7 2,875 10 521 156 64,625 95,6
(90,6, 97,9)
>65 3583 4 4,595 3552 29 33,728 86,4 (61,4, 95,2)
2953 4 5,586 2 864 22 31,744 82,4%
>6510<75 (48,9, 93,9)
>75 630 0 0 688 7 41,968 100%
(NE, 100)

#*COVID-19: cumnromariaer COVID-19, n3uckpam nojoxuresaeH pesyirar oT RT-PCR u

Haif-manko 2 CMCTeMHHU cuMnToMa 1K 1 pecrimparope cumnrtoM. Ciydau, 3armoyBany 14 nHu ciex 2P nosa.
*EduxacHocT Ha BakcuHata U 95% nosepurenen untepsai (M) ot ctparuduumpanus moaen na Cox 3a
MIPOTIOPLIHOHATIHOCT Ha PUCKA

**]1U He e KOpUTHpaH 32 MHOKECTBEHOCT. KopUrupaHu 3a MHOKECTBEHOCT CTATUCTUYECKH aHAIIU3H Ca IIPaBEHU
B MEXXIMHEH aHaIM3 Ha ro-Majko cirydan Ha COVID-19, kouto He ca chOOIIEHHU TYK.

Cpen Bcuuku ydacTHUIM B PPS He ca cpobmienn cnyyan Ha Texxbk COVID-19 B rpynara Ha BakcHHA
B cpaBHeHue ¢ 30 ot 185 (16%) cimyyas, cpo01eHu B rpynaTa Ha miane6o. Ot 30-Te yyacTHHLH C
TEXKO 3a00Js1BaHe, 9 ca XOCIUTATU3UPaHH, 2-Ma OT TSAX ca MPUETH B MHTEH3UBHO oTneneHue. [1o-
rojsMaTa 4acT OT OCTaHAJIUTE TeKKHU CIydau ca U3MBIHUIIM CaMO KPUTEPHsl KUCIOPOIHA caTypaLus
(Sp02) 3a Texko 3abomsBane (< 93% mpu cTaliHa TeMIIeparypa).

Edukacnocrra Ha COVID-19 Vaccine Moderna na npennassa or COVID-19, nezaBucumo ot
npeaumHa nHdeknus cb¢ SARS-CoV-2 (ycTaHOBeHa CEpOIOTHYHO HA H3XOJHO HHBO U U3CIICABAHE
Ha HazodapuHreaaHa npoda ¢ TamoH) ot 14 nuu cien Jo3a 2 e 93,6% (95% noseputeneH nHTEpBal,
88,5, 96,4%).

B nombnHeHWe, aHAM3M Ha MOATPYNUTE HA TbPBUYHATA KpaiiHa TOYKa 33 €(pUKaCHOCT IMOKa3Bat
CXOJIHA OIIEHKa 3a e()UKACHOCT MO MOJ, ETHUYECKU TPYIH U YYaCTHHULHU ChC CHITBTCTBALIH
3a00I1sIBaHus1, CBBP3aHU C BUCOK pHUCK OT Texxbk COVID-19.

Homynanus B crapyecka Bb3pacT

COVID-19 Vaccine Moderna e u3cieiBana py JIUIa Ha Bb3pacT 18 u moBeve rojinHHu,
BKITIOUMTENHO 3 768 yyacTHUIM Ha BB3pacT Ha 65 u nmoseue roguau. E¢ukacaocrra Ha COVID-19
Vaccine Moderna npu yyaCTHULIMTE B HallpeAHaNa Bb3pacT (=65 roauHu) CbOTBETCTBA Ha Ta3u MpU
MO-MJIaANTE Bb3pacTHH ydacTHUIHM (18-64 ronunn).

IlegmaTpuyuHa monyJanus

EBpomneiickaTa areHuus 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPeIoCcTaBsIHe Ha pe3yITaTUTe OT
npoyuBanusata ¢ COVID-19 Vaccine Moderna B eiHa Wiv oBeue MOATPYITH HA TIeAMaTpUIHATA
nonyanus 3a npesennus Ha COVID-19 (Bx. Touka 4.2 3a nH(pOpMaIus OTHOCHO yrorpeda B
TIeNATPHITA).

PaspeniaBane moj yciosue
To3u nekapcTBeH NPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. cXeMa ,,pa3pelaBaHe Moj yCIOBHe .
Tosa O3Ha4daBa, Y€ 3a TO3U JICKApPCTBEH IMPOAYKT CE€ OYaKBaT JOII'bJIHUTCIIHNU JaHHU.




EBporieiickara areHnus 1o JiekapcTBara Iiie H3BbPINBA MPETJIe] Ha HoBaTa HH(OpMAIUs 3a TO3U
JIEKapCTBEH MPOAYKT MTOHE BEAHBXK roauiHo 1 HacToamara KXII choTBETHO 111 ce akTyanu3upa.

5.2 ®apmakokMHETHYHM CBOMCcTBa
Henpunoxumo.
5.3 IlpeAKJIVMHWUYHHU JAHHH 32 0€30MACHOCT

HexnuHuuHUTE AaHHU HE ITOKa3BaT 0coOeH PHUCK 3a XOpa Ha 06a3aTa Ha KOHBEHLIMOHAIHUTE
NIPOYYBaHUs 3a TOKCUYHOCT IIPU MHOTOKPATHO NPUJIAraHe, PENPONYKTHBHA TOKCUYHOCT U TOKCUYHOCT
3a pa3BUTHETO.

OO611a TOKCHYHOCT:

[IpoBenenu ca npoyuyBaHus 3a 00Ia TOKCUYHOCT IPH ITbXOBE (HA KOUTO Ca IPUIIOKEHH
HMHTPaMyCKYJIHO 10 4 1031, HaJBUIIaBaIY J03aTa [IPU X0pa, BEHBXK Ha BCEKU 2 CEIMULIN).
HabnronaBanu ca npexoJHH U 0OPaTUMH OTOK M €pUTEM Ha MSACTOTO Ha MHXKEKTHpaHE, KaKTO
MPEXOAHU U 00paTUMM IPOMEHH B J1a0OpPaTOPHUTE IMOKa3aTeIH (BKIIOYUTEIHO [TOBUIIIABaHE HA
€03rHO(MINTE, aKTUBHPAHOTO ITAPIIHATHO TPOMOOIIIIACTHHOBO BpeMe U ¢pubpuHoreHa). Pesynrarure
MPEIoJarar, 4¢ NOTEHIUAIBT 3a TOKCUYHOCT IIPH XOpa € HUCHK.

'eHOTOKCHYHOCT/KaHLIEPOT€HHOCT

[IpoBenenu ca invitro 1 invivo Npoy4YBaHHA 32 TEHOTOKCUYHOCT C HOBUS JIMIUJIEH KOMIIOHEHT SM-
102 na BakcuHara. Pesynratute npezmnoinaraT, 4e HOTEHIUAIBT 32 TEeHOTOKCUYHOCT IIPU XOpa € MHOTO
HuCBK. He ca mpoBeXxaaHu NpoyyBaHUs 32 KaHIIEPOI'€HHOCT.

PenposyKTHBHA TOKCUYHOCT:

B exno mpoyuBaHe 3a TOKCHYHOCT Ha pa3BUTHETO 0,2 ml OT BaKCHHA ChC ChCTAB, ChABPIKAILl CHIIOTO
komrgectBo HPHK (100 mcg) u npyru chCTaBKH, BKIIOYEHH B eqiHNYHA 103a Ha COVID-19 Vaccine
Moderna 3a xopa, € MpUII0kKEHa Ha )KEHCKH IUThX0BE HHTPAMYCKYJTHO B 4 ciydast: 28 u 14 mHu npeau
yndrocBaHe u Ha rectanoneH JieH 1 u 13. Artutsuio-orroBopu cpenty SARS-CoV-2 ce HabmogaBar
IIPU )KEHCKHUTE TUIBXOBE OTIpPear YU(TOCBAHETO J0 Kpasi Ha MPOYYBaHETO HA 2 1-BHs JIaKTAlIHOHEH
JIeH, KaKTo 1 IIpu (QeTycuTe U NOKOJeHHEeTOo. B mpoyuBaHeTo HsMa CBbP3aHH C BAKCHHATA HEXKEJIAHU
e(eKTH BbpXY (PepTUIINTETA TP KEHCKHUTE, OPEMEHHOCTTa, eMOPHO(DETaTHOTO pa3BUTHE,
Pa3BUTHETO HA MTOKOJICHUETO WM MMOCTHATAIHOTO pa3BuTHe. Jlunceat ganau naad mRNA-1273
BaKCHHATA MPEMUHABA MPe3 TUTAIEHTATa WA CE eKCKPETHUPa B MIISIKOTO.

6. DPAPMAIIEBTUYHU JAHHHAU
6.1 Chnucnhbk HA NIOMOLIHHUTE BelecTBa

Jlumu SM -102 (xenrragexan-9-un 8- {(2-xuapokcueTn)[ 6-okco-6-
(YHAEUIMIOKCH )XEKCHIT |aMHUHO } OKTaHOAT)

Xonecrepon

1,2-gucreapown-sn-rauiepo-3-pocdoxonns (DSPC)
1,2-mumupucroun-rac-riauiepo-3-meTokcumnonueTmieHrnmukon-2000 (PEG2000 DMG)
Tpomeramon

Tpomeramoin XUIPOXIOPUA

OnerHa KucenuHa

Hatpues anerar Tpuxunpat

3axapo3a

Bona 3a nHxkexknun



6.2 HecbBMecTHMOCTH

To3u nexapcTBeH NPOIYKT He TpsiOBa Ja ce cMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH WIIH Ja ce
paspexna.

6.3 Cpok Ha rogHocT

HeotBopeHn ¢nakon:
7 mecema npu Temneparypa ot -25°C mo -15°C.

HeotBopenara BakcuHa MOXe J]a ce€ ChbXpaHsBa B XJIAJWIHUK Ipu Temnepatypa ot 2°C o 8°C,
3alIMTeHa OT CBETIMHA, MakcuMyM 3a 30 nHu. B paMKkuTe Ha TO3M MEPUO, 3a TPAHCIIOPTHPAHE MOTaT
Ila ce u3IoJa3Bar 1o 12 4Jaca.

Bennpx pasMpaszeHa, BAKCHHATa He TPsIOBa Jja ce 3aMpa3siBa IIOBTOPHO.

HeotBopenara BakcuHa MOXe J1a ce chbXpaHsBa rnpu temmeparypa ot 8°C mo 25°C no 24 ygaca cieq
M3BaXJIaHE OT XJIAIUITHUK.

IIyukTupan dbaakoH:

JokazaHa e XuMuYHa U pU3MYHA CTAOMITHOCT MpH yrnoTpeda B MpoAbDKeHre Ha 19 yaca cien
IIbPBOHAYATHOTO MyHKTHpaHe 1pu 2°C no 25°C (B paMKuTE HA IEPHUO/Ia, TIO3BOJIEH 3a yHoTpeoa,
koifro e 30 nuu npu Temnepatypa ot 2°C to 8°C u 24 yaca npu Temnepatypa ot 8°C to 25°C). Ot
MHUKpPOOHOJIOTHYHA [Ie[HA TOYKa IIPOAYKTHT TPsIOBa fa ce U3M0NI3Ba He3a0aBHO. AKO BaKCHHATA HE Ce
W3M0JI3Ba BeHATa, IEPHOABT Ha M3IIOJI3BaHE U YCIOBHATA Ha ChXpaHeHHE Mpean ynoTpeba ca
OTrOBOPHOCT Ha HOTPEOHUTEIS.

6.4 CnenuajHu ycja0BUSI HA ChbXpaHeHHe

Ja ce cpxpaHsBa BBB (hpusep Ipu TeMueparypa Mexay -25°C u -15°C.

Jla ce chxpaHsABa B OpUTHHAIHATA OMAKOBKA, 3a J1a ce MPeana3d OT CBETIHHA.

[a He ce cpxpansBa B cyx nex wim nof -50°C.

3a ycnoBusTa Ha ChXPAHECHUE CIIE]] pa3Mpa3siBaHE U IIbPBO OTBAPSIHE HA JIGKAPCTBEHHUSI IPOYKT
BIDKTE TOUKa 6.3.

TpancnopTupase Ha pa3Mpa3eHd (JIAKOHU B TEYHO ChCTOSIHUE MPH TemmepaTtypa ot 2°C o 8°C

AKko TpaHcniopTupaHeTo npu temieparypa ot -50°C to -15°C He e Bb3MOKHO, HUINYHHM Ca TaHHH,
CTIOpe]] KOUTO € Bh3MOXHO TPAHCIIOPTUPAHETO HA eIMH WK IIOBeYe pa3Mpa3eHH (aKkoHa B TEYHO
ChCTOSTHHE 3a nepuoA 10 12 yaca npu temneparypa ot 2°C no 8°C (B pamkure Ha 30-AHEBHHS CPOK
Ha rogHocT mpu Temneparypa 2°C no 8°C). Bequsx pasMpa3zeHu v TPAaHCIIOPTUPAHU B TEUHO
cberosiHue rpu Temneparypa ot 2°C go 8°C, pnakonute He TpsOBa Ja ce 3aMpa3sBaT MOBTOPHO, a Jia
ce cexpaHsaBat npu remmeparypa ot 2°C 1o 8°C a0 TIXHOTO H3MOI3BAHE.

6.5 Bwuamu chabpxaHue HA OMAKOBKATA

5 ml nucniepcust BbB Gu1akoH (CTHKIO THIT | MITM €KBUBAICHT) ChC 3aMyIalika (XJI0pOOyTHIIOB Kay4yK)
1 oOKaTKa (ATyMHHHH) ¢ OTUYIBAIIO CE IIACTMACOBO Karlaue.

Bceku ¢nakon cpappka 10 mo3u mo 0,5 ml.

Coabpprkanue Ha onakoBkaTa: 10 MHOromo30Bu (prrakoHa

6.6 CrnenuaJiHu NpeANa3HU MePKH NPHU U3XBBPJIsHe U padoTa

Bakcunara TpsiOBa /1a ce MPUTOTBS U MOCTABS OT 00YYCHU MEIUIIMHCKY CIICIUAIMCTHU TIPU CIa3BaHe

Ha aCCIITUYHU TEXHHUKH, 3a J1d CC rapaHTHpa CTCPHUIIHOCT HA AUCIIEPCUATA.
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Baxkcunata e rotoBa 3a ynorpeba ciie/ pazmpassiBaHe.

Jla He ce pa3kJiallia WIK pa3peskaa. 3aBbpTeTe JIeKo UIakoHa Cliel pa3MpassiBaHe U IIPeH BCAKO

HU3TCTIIIHE.

®axonute ¢ COVID-19 Vaccine Moderna ca MHOTOIO30BH.

Ot Bceku (prakoH morat na ce u3treraat aecet (10) nosu (mo 0,5 ml Besika). [IpenopbunTento e aa
Mpo0OKAaTEe 3aNMyIaIKaTa Ha Pa3IMYHO MSCTO BCEKH ITBT.

B®B Bceku (hi1akoH ce chabprka H3IHUIIBK, 32 1a MOXKE Ja ce TapaHTupa AocTaBsHeTo Ha 10 103u mo

0,5 ml Bcsika.

C pa3mpaseHu (IaKOHU U ITBJIHUA CHPUHIIOBKU MOXE J1a c€ pabOTH MPH yCIIOBUSI HA CTAHO

OCBCTJICHHC.

CbxpaHeHue BbE ppusep

[a ce cbxpaHABa 3ampa3eHa
Mpu TEMM epaTypa oT
-25°C po -15°C.

[a ve ce CoXpaHABa B Cyx neq unk mop -50°C.

Hace cuxp B OPHIHE
3a 0@ ce Npeqna3n oT CEETNMHE.

Mpegw ynorpeba Bcekn ¢pnakoH fla ce pasmpasfABa

Wao6paneHnaTa Ha HNakoHn ca CAMO € WMIDCTPATHEHA Len

2 vaca 1 30 MUHYTW B XNaQUNHWK }—
ot 2" go 8°C )
(B pameunTE Ha
30-pHeBHWA CPOK
Ha rogHocT npun
TemnepaTtypa
ot 2°C no 8°C)

OcTapere $NaKoHa Ha CTAHA TEMNEPATYPE 38 15 MUHYTH,
MpefH Aa ro NpMoKeTe

—] 1 4acnpu craiua reuneparypa  E—
S ——

ot 15° o 25°C

YKkasaHwnA cnep pazmMmpa3sfnBaHe

—[ HenyHukTupan q:na.lmn

@ Xmagununk
ot 2° jo 8% e
Ia ce CHXpaHABA HA CTYEHD
Ao cTailHa TeMNepaTypa

oT 8" o 25°C

/]

—[ Cnej N3TErNAHE Ha MbpBaTa Ao3a ]—

Makcumanio speme

XnagunHRK MAK cTaliHa
Temneparypa

DnakoHbT TpAGES fa ce ChxpaHAea
Ha TeMNepaTypa Mexay 2° w 25°C,
JaTata v YackT Ha MIXEBPNAHE ga ce
2aNAwWaT Ha eTrKaTa Ha d)l'IEKOHE,

Maxebpnete nyHMKTMpanus dnakoH cnen 19 vaca

Warernaiite scaka gosa 0,5 ml BakcuHa oT pnakoHa © NomoLLTa Ha HOBa CTEPUIHA WIMa M CNPMHUOBKA 38 BCAKA MHHKEKLIMA,
3a ja NPEACTEPATHTE NPEaBaHETO Ha MHGEKLIMO3HW areHTH OT €4HO JIMLE Ha OPYTO.
[osara B cnpuHuoBkaTa Tpabea aa ce nsnonssa HesabasHo.

Cnep kaTo ¢pnakoHBLT ce NYHKTMPa 3a M3TerNAHe Ha MbpBaTa 4o3a, BakcuHata Tpabea
Aa ce usnon3sa Hesa6aeHo W Aa ce U3xBbLpAK cneg 19 vaca.

BcAka HewanonseaHa BaKCMHa WK oTnagbyeH MaTtepuan TpﬂsBﬂ Aa Ce MIXBBPNA B CbOTBETCTEBME C MECTHNTE W3UCKBaAHWA.

[ HUKOIA ve 3ampa3fABaliTe NOBTOPHO pazMpa3eHaTta BaKcuHa J
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lNMpwunarave

3apbpTaiiTe neko ¢pnakoHa creq pasMpazfBaHe W NPefn BCAKO W3TErNAHe
BakcuHaTa e roToBa 3a NpUNOXeHWe Cneq paiMmpasAsaHe. He pasknawaiiTe n He pa3pexganTe

Mpepn MHAXEKTUPaHe NpOBEpABaliTe BCAKA A03a, 3a Aa:

NOTBbLPAWTE, ue TeuHocTTa e BAna Ao nouTk
6Ana, KAKTO BLE GNAKOHA, TAKA M B CNPUHLOBKATA

ce yBepuTe, ue obembT Ha
cnpWHyoBkaTa e 0,5 mL

COVID-19 Vaccine Moderna moxe

fa cbgbpxka Henu unu nonynpospaunm
4acTULM, CEbP3aHKM € NPOOYKTa.

AKo fo3aTa e HETOUHA UKW UMa
NPoMAHa B LBETa W APYTH BUAWMK YacTULM,
He NpUnaraiTe BaKCUHATA.

7. HNPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Ucnanus

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/20/1507/001

9. JATA HA IBbPBO PAZPEHIABAHE/ITIOJJTHOBSABAHE HA PAZPEILIEHUETO 3A
YIHOTPEBA

Hata Ha mbpBo pa3pemaBane: 6 ssHyapu 2021 T.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MonpoGHa nH(popManys 3a TO3H JeKapCTBEH MPOAYKT € MpelocTaBeHa Ha yebcaiita Ha EBponeiickara
areHIus 1o JiekapcTBara http://www.ema.europa.eu.
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MMPUJIOKEHHUE I1

NPOU3BOAUTEJ HA BUOJOI'NYHO
AKTUBHOTOBEIIECTBO U ITPOU3BOJUTEJI,
OTT'OBOPEH 3A OCBOBOXJIABAHE HA ITAPTUIN

YCJI0OBUS NJIM OTPAHUYEHMUA 3A TOCTABKA "
YIHOTPEBA

APYI' YCJIOBUS U U3NCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUSI WJIM OTPAHUYEHMSI 3A BE3ONIACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHMSI
MPOJYKT

KOHKPETHO 3ABJI’)KEHUE 3A U3ITbJIHEHUE HA

MEPKMU CJIE] PABPEIIIABAHE 3A YIIOTPEBA IO/
YCJIOBHE
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A. NPOMU3BOAUTEJ HA BUOJIOI'MYHO AKTUBHOTOBEINIECTBOU
IMPOU3BOAUTEJL, OTTOBOPEH3A OCBOBOXJIABAHE HA ITAPTUIN

HmMe u agpec HAa IpOM3BOAUTEIIS HA OHOJIOTMYHO AKTUBHOTO BCIICCTBO

LONZAAG
Lonzastrasse 2
Visp 3930
[Iseftniapus

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
[IBeinapus

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

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

Hme v agpec HA IPOM3BOINUTENS, OTTOBOPEH3a OCBOOOKIaBAHE HA MAPTUANTE

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

C ornex Ha JeKJIapUpaHaTa CIEIIHOCT, CBbpP3aHa ¢ 0OLIECTBEHOTO 3/IpaBe OT MEKAYHAPOIHO
3HAUCHHE, ¥ 32 JIa CE OCUTYPH paHHa JOCTaBKa, TO3H JICKAPCTBEH MPOXYKT € MPEIMET Ha OTPaHNICHO
BBB BPEMETO H3KIIOYCHHUE, KOCTO J]aBa Bh3MOXKHOCT JIa CE IPUEMAT KOHTPOIHUTE aHAJIM3H Ha
MapTUANTE, POBEICHN B PETHCTPHPaH(H) LeHTHP(0BE), KOUTO CE€ HAMHPAT B TpeTa cTpana. ToBa
M3KITIOYEHUE MpecTaBa jia Obae BamuaHo Ha 31 ronum 2021 1. M3nbiIHEeHHEeTo Ha yCIIoBHATA 32 Oa3upaH
B EC KOHTpOJ Ha mapTUANTE, BKIIOYUTEIHO HEOOXOIUMHUTE IIPOMEHH B YCIOBUATA Ha Pa3PEIICHUETO
3a ynorpeOa, TpsiOBa 1a ObaT 3aBbpieHH Hal-KbcHO Ha 31 1011 2021 T. B CHOTBETCTBHE ChC
CBIIaCYBaHUsI IUIAaH 32 TOBA MPEXBHPIISTHE HA aHAIIN3A.

b. YCJIOBUSA UK OT'PAHUYEHUSA 3A IOCTABKA U YIIOTPEBA
JlexapcTBEHHUAT MPOIYKT CE€ OTITYCKA I10 JIEKAPCKO MpeAIUCcCaHue.
Od¢unuanano ocBodoKIaBaHe HA MAPTUAN

CoriacHo wi. 114 ot Jlupextusa 2001/83/EO odunmaaiHoTo 0CBOOOKAaBaHE HA TTAPTHINUTE CE
M3BBPIIBA OT AbPKaBHA JTaO0PATOPHSI MITH JTAOOPATOPHS, ONPEICICHa 3a Ta3H e,
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B. JAPYI'N YCJIOBHUSA U N3NCKBAHMUS HA PASPEIHLIEHHUETO 3A YIIOTPEBA
° IMepuoanynn akTyaausupaHu Aokjaaam 3a 6esonacHoct (ITAJIB)

WznckBanusTa 3a nonasane Ha [TIAJIb 3a To3u eKapCTBEH NPOLYKT ca IOCOUEHH B CIIUCHKA €
pedepentaute gati Ha EBponeiickus cbto3 (EURD crnmcebk), npeapuieH B wi. 1078, an. 7 ot
HupexktuBa 2001/83/EO, 1 BbB BCUUKH CJIeIBAIM aKTyaJIN3alliH, TyOJIMKYBaHU Ha
€BPOIIEHCKUS yeOIIopTa 3a JeKapcTBa.

[Ipurexarenst Ha pa3zpemenuero 3a ynorpeda (IIPY) tpsosa na nogane nepsust [1AJIB 3a To3u
MPOJYKT B CPOK OT 6 Mecela ciIel pa3pelraBaHeTo 3a yrnorpeoa.

. YCJIOBUSA NJIN OTPAHUYEHUS 3A BE3SOITACHA U EOEKTUBHA YIIOTPEBA
HA JTEKAPCTBEHUSA ITPOAYKT

IInan 3a ynpasiaenue Ha pucka (IITYP)

[purexatensaT Ha pa3perienuero 3a ynorpeda (IIPY) TpsOBa na u3BbpIIBa H3UCKBAHUTE
JNEeMHOCTH U AEeHCTBUA, CBBP3aHU C IIPOCIIeIIBaHe Ha JIeKapCTBeHaTa 0€3011aCHOCT, IIOCOYEHH B
onobpenus [IYP, npeacrasen B Moayn 1.8.2 Ha pa3pemieHreTo 3a ynorpeda, KakTo U IpH
BCUYKH CJIEIBALIM CHIVIACYBAaHU aKTyanu3auuu Ha [TYP.

Axryanmusupan [TYP TpsiOBa na ce nonasa:

. 10 IIOMCKBaHe oT EBporieiickata areHuus 1o jekapcTnara;

. BUHAry, KOraTo ce U3MeHs cucTeMara 3a yIpaBlIeHHe Ha pUCKa, 0COOEHO B pPe3yJITaT Ha
NoJy4aBaHe Ha HOBa WH(OPMAILH, KOSITO MOKE J1a I0BEJe O 3HAaUMMH IPOMEHH B
CHOTHOIICHHUETO 1107138/ PHUCK, WK CJIeJ JOCTUTAHE Ha BaXKCH eTall (BbB BPB3Ka C MIPOCIIEsIBaHe
Ha JIeKapCTBEeHaTa 0e30MacHOCT MJIM CBEXJIaHe Ha PUCKA 1O MUHUMYM).

JA.  KOHKPETHO 3AABJIZKEHUE 3A U3ITbJIHEHUE HA MEPKU CJIEJ
PA3PEHIABAHE 3A YIIOTPEBA 11O YCJIOBHUE

ToBa e paspemienue 3a yrnorpeda noj ycinoBue u csriiacHo wi. 14-a ot Permament (EO) Ne 726/2004 B
onpenenenus cpok [IPY TpsadBa na U3MBIHN CIEIHUTE MEPKH:

Onucanue Cpok

3a ;a ce 3aBBPIIN XapaKTepU3NPaHETO Ha IPOM3BOJICTBEHUTE MPOLIECH 32 tomu 2021 r.
AKTUBHOTO BEIIIECTBO U TOTOBUS NMPoAyKT, [IPY TpsOBa na npenocraBu
JIOI'BJIHUTENHU TaHHH.

3a 1a ce NOTBbPAU CTa0MIHOCTTA HA IIPOMU3BOJACTBCHHUS IIPOIIEC 3a onu 2021 1.
AaKTUBHOTO BEIIECTBO U TOTOBUSA MPOAYKT (HAYaIHU U KpalHu eranu), [IPY

TpA6Ba 1a IPeOCTABH JOMBIHATEIHH AAHHH 32 CPABHAMOCT H Bamunpane. | VICAAMHHATE

OTYETH IIE ce
MpPeIoCTaBAT
eKEeMECEUHO TIPeIn
U Ha BCEKHU TPU
Mecela clesl Ta3u
jara.

3a ;1a ce OCHrypH MOCTOSIHHO KauecTBO Ha npoykTa, [IPY TpsoBa na IOnu 2021 1.
NPEeAOCTaBH IOMBJIIHUTEIHA HH(OpMaIKs 3a CTAOMIIHOCTTA HAa aKTUBHOTO
BEILIECTBO U TOTOBUS NMPOIYKT, KAKTO U Ja Iperjiena cenudukanuure Ha
AaKTUBHOTO BEIIECTBO U TOTOBHS MPOAYKT CJIE]] HATPYIIBaHE HA TO-
HaTaTbhIIEH IPOU3BOACTBEH OIHUT.
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Onucanue Cpoxk

3a 1a ce MOTBBPIAT ePUKACHOCTTA U 0€30IMaCHOCTTA Ha BaKCHHATA Ha Hexemspu 2022 r.
Moderna cpemry COVID-19, [IPY Tps6Ba na npeacraBu OKOHYATETHUS
JOKJIaJ OT KIIMHUYHOTO MPOYyYBaHe 3a PaHIOMHU3UPAHOTO, Mianedo-
KOHTPOJIMPAHO, 3aciielieHo 3a HaOmoaarens npoyysane mRNA-1273-P301.
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MNPUJIOKEHMUE II1

JAHHH BBbPXY OITAKOBKATA M JINCTOBKA
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A. JAHHH BBPXY OIIAKOBKATA
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JAHHH, KOUTO TPSBBA JIA ChbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HUME HA JIEKAPCTBEHUSI TIPOAYKT

COVID-19 Vaccine Moderna HHXEKIIMOHHA JUCTICPCHS
nPHK Bakcuna cpeury COVID-19(nykieo3ngHo Moupuupana)

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku MHOT01030B (utakoH cbbpika 10 nosu (0,5 ml Besika).

‘ 3. CIIMCBK HA ITIOMOIIHUTE BELHIECTBA

[Momomuu Bemectra: nunua SM-102, xonectepodn, 1,2-aucreapoui-sn-rimiepo-3-pocdoxonun
(DSPC), 1,2-numupucroun-rac-riauuepo-3-mMerokcunonueriet riukona-2000 (PEG2000 DMG),
TPOMETaMOJ, TPOMETAMOJI XUAPOXIJIOPHI, OIIETHA KHCEINHA, HATPHEB alleTaT TPUXHUIPAT, 3aXapo3a,
BOJIa 32 WHIKEKITHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OTTAKOBKA

HmxekoHHa qucnepeus
10 mHOTO1030BU (hi1aKOHA

5. HAUYUH HA ITPUJIOKEHUE U TBbT(MIIA) HA BBBEKJIAHE

WHTpamMyCKyJIHO NPUIIOKEHHUE.
[penn ynorpeba npoderere IUCTOBKATA.

D0

2

-

[=]

Ckanunpaiite TyK 3a JJUCTOBKaTa WM nocerere www.modernacovidl9global.com.

6. CIIEIIMAJIHO NPEAYHNPEXJIEHUE, YE IEKAPCTBEHUSAT NPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSCTO JAJIEYE OT IIOTJIEJA 1 TOCEI'A HA IEITA

I[a C€ CbXpaHsABa Ha MACTO, HEAOCTBHITHO 3a ACIA.

‘ 7. JAPYI'H CHEIIMAJIHU NMPEAYHNPEXJIEHUA, AKO E HEOBXOIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

T'onen no:
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‘ 9. CIIENUAJIHUA YCJIOBUSI HA CbXPAHEHHUE

[a ce cpxpansBa 3ampaszeH npu -25°C no -15°C.

[Ipouetere mucToBKaTa 3a CpOKa Ha TOAHOCT CIIE/ IBPBOTO OTBAPSHE U 3a JOIBIHUTEIHA
nH(pOpMaIsE OTHOCHO CHXPaHEHHETO.

CopxpansBaiiTe (paakoHa B KApTOHEHATa OMAKOBKA, 32 Jla Ce MPEIIa3y OT CBETIIMHA.

10. CHEHNUAJHU NPEAITAZHA MEPKU ITPU U3XBBHPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTIIAIBYHUN MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHNBA

I/ISXB’prIeTe B CbOTBCTCTBUC C MCCTHUTC U3UCKBAHUAA.

11. HUME U AJJPEC HA ITIPUTEXATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

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

28010 Madrid

Ucnanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1507/001

13. TMAPTHAEH HOMEP

[MapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

| 16. HMH®OPMAIIUA HA BPAHJIOBA A3BBYKA

[Ipueto e ocHOBaHuUE J1a HE ce BKIouM MH(opManus Ha bpaiiioBa a30yka.

| 17. YHUKAJIEH HIEHTUO®UKATOP — IBYU3MEPEH BAPKO/L

JBym3MepeH 0apKox ¢ BKIIOYCH YHHUKAJIEH HACHTH(DHUKATOP.

| 18. YHUKAJIEH WIEHTUOPUKATOP — TAHHHU 3A YETEHE OT XOPA

PC
SN

20
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MHUHHUMYM JAHHH, KOUTO TPSABBA JJA CBABPXAT MAJIKUTE EJUHUYHU
I'bPBUYHU OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA ITPOAYKT U ITBbT(UIIA) HA BBbBE/KJAHE

COVID-19 Vaccine Moderna nH>XeKIIMOHHA AUCTIEPCHS
nPHKBakcuna cperry COVID-19
1.m.

2. HAYMH HA ITPUJIOKEHUE

HHTpaMyCKyJIHO IPHATIOKEHHUE

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

T'onen no:

4. INAPTUJAEH HOMEP

[TapTuna:

‘ 5. CBABPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

MHoro1030B (1akoH
(10 go3u o 0,5 ml)

| 6. JPYTO

Ckanupaiite TyK 3a JIMCTOBKaTa WM nmocerere www.modernacovid19global.com.
JlaTa/uac 3a U3XBBPIISHE:
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MNPUJIOKEHMUE III

JIMCTOBKA
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JlucroBka: Undopmanus 3a norpeduTesns

COVID-19 Vaccine Moderna nH»keKINMOHHA TUCTIEPCHST
nPHK Bakcuna cpenry COVID-19 (mykneo3unHo moaudumpana)

V Tosu JIEKAPCTBEH MPOAYKT MOJUICKH Ha JOMBIIHUTEIHO HaOoieHre. ToBa 1e mo3Boyik Obp30TO

yCTaHOBsIBaHE HA HOBAa HH(OPMAIHsI OTHOCHO Oe30macHocTTa. MOoXKeTe Jja fajieTe CBOS MPUHOC, KaTo
CHOOIUTE BCSIKA HEWKENIaHA PEAKIIUsI, KOSITO CTE MOJyUMIIH. 32 HAYMHA Ha ChOOIIaBaHe HA HEXKETaHU

peakuuu BIKTE Kpasi Ha TouKa 4.

IMpoyeTeTe BHUMATEIHO IAJIATA JIMCTOBKA, TMPEIH 1a MOJIYYnTe Ta3W BAKCUHA, Thil KaTo TSl

ChIbpiKa Ba:kHa 32 Bac nndopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKe /1a Ce HAJIOKU J1a 5 IIPOYETETE OTHOBO.

- AKO UMare HSKaKBH JIOTBJIHUTEIHH BBIIPOCH, TTONUTalTe Bammms nekap, papManeBT uiu
METUITMHCKA CecTpa.

- AKO TIONTyYHUTe HAKAKBU HEXEJIAHU peakluy, yBeJoMeTe Baus ekap, papmaneBT uiu
MeTUITMHCKa cecTpa. ToBa BKIIOYBA BCHUKK BH3MOXKHU HEOIMCAHU B Ta3H JINCTOBKA HEXKEIaHU
peakuuu. Brikre Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

1 Kakgso nmpencrasnssa COVID-19 Vaccine Moderna u 3a KakBO ce U3I0JI3Ba

2 Kakgso TpsiOBa na 3naere, npeau aa Bu 0b1e noctaBeHa COVID-19 Vaccine Moderna
3 Kak ce mpuiara COVID-19 Vaccine Moderna

4. Bb3MoxHM HEeXETaH! peaKIiuu

5 Kak na cexpanssare COVID-19 Vaccine Moderna

6. CpabppxaHHe Ha OIAKOBKATa M AOIIBIHUTEIIHA HHPOPMAIIHS

1. Kakso npeacraBasaa COVID-19 Vaccine Moderna u 3a kKakBo ce U3M0J13Ba

COVID-19 Vaccine Moderna e BakcruHa, u3noi3Bana 3a npenmnassane or COVID-19, npuuunsBaz ot
SARS-CoV-2. Ts ce npuiara Ha Bb3pacTHU JIMIa Ha 18 1 MoBeYe roauHN. AKTHBHOTO BEIIESCTBO B
COVID-19 Vaccine Moderna e nadopmanuonsaa PHK (uPHK), konupara 1. Hap. ,,IMIOB" IPOTEHH
Ha SARS-CoV-2. uPHK e Brpagena B nununau HaHodactuuu SM-102.

Twit karo COVID-19 Vaccine Moderna He chabpika BUpYC, T He Moxe na Bu 3apa3u ¢ COVID-19.

Kak neiictBa BakcuHaTa

COVID-19 Vaccine Moderna ctuMyninpa eCTECTBEHUTE 3alIUTH HAa OpraHu3Ma (MMyHHATa CHCTEMA).
Bakcunara neficTBa, KaTo Kapa oprann3Ma Jja por3Bex/a 3alunTa (aHTUTENa) Cpenry BUpyca, KOWTO
npuuuHsia COVID-19. COVID-19 Vaccine Moderna n3nos3Ba BelecTBo, HapeueHa
uHdopMaionHa pubonykienHosa kucenuna (u PHK), 3a na npenece unpopmanus, KOSTO KIETKUTE
B OpraHM3Ma MOrarT Jia 3I10JI3BaT 3a 0Opa3yBaHe HAIIUIIOB IPOTEHH, KOWTO CHIIO € U Ha Bupyca. Cien
TOBa KJIETKUTE N3padOTBAT aHTUTEJIA CPEIIy NIUIIOBUS IPOTEHH, KOUTO A2 IOMOTHAT 3a OTOIBCKBaHE
Ha BUpyca. ToBa e nomorse 3a 3ammrara Bu cpemry COVID-19.

2. KakBo TpsadBa 1a 3Haete, npeau 1a Bu 0b1e noctaena COVID-19 Vaccine Moderna

Bakcunara He TpﬂﬁBa Aa ce nmpuJjiara, axKko CT¢ aJIeprudim KbM aKTUBHOTO BEIICCTBO UJIU KBM
HSKOS OT OCTAHAJINTEC CbCTABKH HA TOBA JICKAPCTBO (1/136p0€HI/I B TOYKa 6)
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IMpenynpe:kaeHust U MpeIna3ZHu MEPKH
T'oBopere ¢ Bamus siekap, GpapmarieBT uin MeIUIIMHCKA CeCTpa, peau na Bu Obae nocraBeHa
COVID-19 Vaccine Moderna, ako:

- peaun CT€ UMaJIN TCKKaA, )KUBOTO-3aCTpallaBalia ajJepruiia peakius CJICa NHKCKTHUPAaHE Ha
HSKaKBa Apyra BaKCHHA WM ako Bu e mocrasHa BakcuHa cpenry COVID-19 Moderna B
MHHAJIOTO.

- ¥Mare MHOTO ci1aba WIn KOMIpoMeTHpaHa (0TcIabeHa) UIMyHHA CHCTEMa

- HAKOra CTE€ nmpumagain CJICa NHKEKIUA C urijia

- HUMare HapylIEHHE Ha KPbBOCHCUPBAHETO

- HMare BUCOKA TeMIIepaTypa WIN TEXKa HHPEKIUS; HO MOXE J]a ce BaKCHHHIPATE, aKO HMaTe JICKO
MOBHUIIEHA TEMIIepaTypa Uik HHPEKIKs Ha TOPHUTE AUXATENHHU MBTHINA, TOZ00OHA HAa IPOCTYIa.

- HMare HSIKaKBO CEPUO3HO 3a00isIBaHe

- H3IUTBATE TPEBOKHOCT, CBbp3aHa C IIOCTAaBAHE HA MHKCKIINU.

AKo HIKO€ OT N30pOeHHUTE MMo-rope ce oTHaAcs 3a Bac (uiu He cTe curypHH), ToBopeTe ¢ Bamms nexap,
(hapmarieBT WM MEIMIIMHCKA cecTpa, ipenu aa Bu 0b1e nocrasera COVID-19 Vaccine Moderna.

Kakro mpu Bcsika BakcuHa, 2-1030Bata BakcuHaImonHa cxema mpu COVID-19 Vaccine Modernamoxe
Jla He 3allUTH HAIIBJIHO BCUYKHU, KOUTO s MOJIy4aBaT, U HE € U3BECTHO KOJIKO ABITO e Obaere
3aLIUTEHH.

Jeua u roHomuU
COVID-19 Vaccine Moderna He ce npenopbyBa IpH Jela U IOHOLIH 1Mo/ 1 8-roauiHa Bb3pacT

JApyru aexapcrea 1 COVID-19 Vaccine Moderna

Tps6Ba na xaxere Ha Bamms nexkap uinu hapManeBTt, ako IpueMare, HaCKOpO cTe MPHEeMald HiIH €
BB3MOJKHO J1a 3aro4HeTe Aa npuemare apyru gexapctsa. COVID-19 Vaccine Moderna moxe na
MOBJIMsie HA HAUMHA Ha JIeHCTBUE Ha APYTH JIEKapCTBa, KAKTO U IPYTH JIEKapCTBa MOraT Jja OKaXkaT
BIMSAHHE Ha HauMHa, 110 KoiiTo Aeiictea COVID-19 Vaccine Moderna.

BpeMeHHOCT U KbpMeHe

AKoO cTe OpeMeHHa WM KbPMUTE, CMATaTe, Y€ MOXKe Ja CTe OpeMeHHa WK IIaHupaTe OpeMeHHOCT,
MOCHBETBAlTE ce ¢ Bamus jgekap, MeAUIMHCKA cecTpa Win GpapMaleBT mpeau na oObaere
BaKCHHHPAHU.

Hlodupane u padora ¢ MAaIIMHKA

He modupaiite u He paboTeTe ¢ MalIMHK, aKO HE c€ YyBCTBATE T0OpE Ciie]] BAKCHHAINATA.
W3zyakaiite, 10KaTO BCSKaKBU €(heKTH OT BaKCHHATa OTILYMSAT, Ipeay Ja modupaTe win paboTute ¢
MalIuHU.

COVID 19 Vaccine Moderna cbabp:xa HaTpHii
COVID-19 Vaccine Moderna cpabpika mo-manko ot 1 mmol (23 mg) Hatpuii Ha 103a , T.€. MOXKe Ja
ce KaXke, 4e Ha IIPAKTUKA ,,HE ChAbpKa HATPUN .

3. Kak ce npusiara COVID-19 Vaccine Moderna

COVID-19 Vaccine Moderna me Bu 6b¢ nmocraBena noj opmara Ha JiBe nHxekiuu o 0,5 ml.
[IpenopbuBa ce Bropata J103a Jia ce MPUIIOKHU 28 JIHU CJIe]] MbpBaTa 7034, 3a Ja Ce 3aBbpIIN Kypca Ha
BaKCHHAIUS.

Bammwsr nekap, ¢papmaneBT WM MEAUIIMHCKA CECTpa 1€ HHKEKTUPa BAKCHHATA B MYCKYJI
(MHTpaMyCKyJIHa HH)KEKLUS) B TOpHaTa 4acT Ha pbkara Bu.

Caen Besika HH)KEKLUS ¢ BakcMHaTa Bamuar siexap, dpapmManeBT UM MEIUIIMHCKA cecTpa e Bu
HaOmoaBaT 3a 0KoJI0 15 MUHYTH 32 IPU3HAIN Ha aJlepriudHa PEaKius.
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Axo nponycHere IJIaHUPaHo noceuieHue 3a 2P go3a or COVID-19 Vaccine Moderna

- AKo TIpoITyCHeTe ITaHHPaHO MOCEIeHIe, HacpodeTe Apyra BU3KUTa py Bamms nexap,
(hapMaIeBT WM MEAMLIMHCKA CECTPa BH3MOXKHO Hali-CKOPO.

- AKo TIpoITyCHeTe IUTaHNpaHa HHXKEKIHs, MOXKE []a He CTe HAITBJIHO 3aIlUTCHHU CPEITy
COVID-19.

AKO UMaTe HIKaKBH JOII'BJIHUTEIHU BBIIPOCH, CBBP3aHU C yIOTpebaTa Ha Ta3y BaKCHHA, TONUTAHTe
Bammus nekap, ¢papmaneBT WM MEAULIUHCKA CECTPA.

4. Bb3MoxkHM HeKeNaHU peakiun

Kakro Bcuuku JICKapCTBa, Ta3u BaKCHMHa MOXE J1a MPEAN3BUKA HEKECIIaHU PEAKIINHN, BBIIPEKU Y€ HE
BCCKH I' T10JTyJaBa.

[ToThpceTe cHeNIHA METUIIMHCKA TIOMOIII, aKO TOJYYUTE HAKOH OT CJICHUTE MPU3HAIM U CHMITOMH
HAa aJIepTUYHA PEaKIvs:

- yCelllaHe Ha MPUIOIIABAHE WU 3aMasiHOCT;

- MPOMEHH B ChPJCYHUS PHTHM;

- 3a]yX;

- XPHIIOBE;

- MOJyBaHE Ha YCTHHTE, JUIETO HIIH I'bPIIOTO;

- YpTHKapHs Wik 00pHUB;

- TaJieHe WU MOBPBINAHE;

- cToMaIHa 0ojKa.

l'oBopere ¢ Bamust siekap, ako NOTyYUTE HAKAKBHU IPYTH HEXEJaHU peakiuu.. Te MoraT 1a BKIIOYBAT:

MHoro yectu (Moe 1a 3acerHat nosede ot 1 Ha 10 gymm):
- moJyBaHe B 00JacTTa Ha MOJMUIIHULATA
- THaBodoime
- raJeHe
- IOBpbILAHE
- MyCKYyJHa 00JKa, OOJKH B CTABUTE U CKOBAHOCT
- 0oJKa WM NMOAyBaHEe Ha MACTOTO Ha MH)KEKTHUpaHe
- yCellaHe Ha CUJIHa yMopa
- BTpHUCaHe
- IOBHIIEHA TeMIleparypa

Yectn (Moxe aa 3acernar jo | Ha 10 mymm):
. o0pus,
° 00pHB, 3aUepBIBaHE UM YPTUKAPUS HA MACTOTO HA HHKCKTHPaAHE

HeuecTu(Moxe na 3acernar a0 1 va 100 gymm):
® CchpOEXK HA MSCTOTO HA MHIKEKTUPAHE

Penxm (Moxe na 3acernar g0 1 va 1000 mymm)
® BpPEMCHHO YBHCBaHE Ha eIHATA CTpaHa Ha JHIETO (mapanu3a Ha ber)
® T0JlyBaHe Ha JUIeTo (MOIyBaHe Ha JIUIETO MOXKE J1a Ce TIOSBH MPH MAIIMEHTH, KOUTO ca UMaT
KO3METHUYHHU NHXKCKINU B J'II/IIICTO.)

C Heu3BeCcTHA 4ecTOTa
®  TEXKH aNCPIHYHU PEaKIHH ChC 3aTPYJHEHO IUIIaHe (aHapIIaKChs)
® peakIHsg Ha UMyHHaTa CHCTeMa — TIOBUIIIEHA YYBCTBUTEIHOCT HITH HETIOHOCUMOCT
(CBpBXUyBCTBUTEIHOCT)
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Crpo0imaBane Ha He;KeJAHH PeaKIuu

AKO TIONTyYHTe HIKAKBH HEXKEJTaHU peakiuu, yBegomere Baimus nekap, GpapmaneBT uiu MeIuIuHCKa
cectpa.ToBa BKIIFOUBA BCHYKH BB3MO)KHH HEOITMCAHH B Ta3W JINCTOBKA HEXKENAHH peakin. Moxere
CBIIO JIa CHOOIINTE HEXKEIIAHN PEaKUuy AUPEKTHO YPe3 HAIIMOHAIHATA CHCTEMA 3a ChOOIaBaHe,
nocoueHa B [Ipunoxxenne V. Kato cro0miaBaTe HexeTaH! peakIiy, MOXKeTe Ja 1aeTe CBOS IPUHOC
3a [oJTyyaBaHe Ha MoBe4Ye HH(POPMALH OTHOCHO O€30IIaCHOCTTa Ha Ta3H BaKCHHA.

5. Kak na coxpansisate COVID-19 Vaccine Moderna
[a ce cpxpaHsBa Ha MsCTO, HEOCTBITHO 3a JIela.

He u3non3Baiite Ta3m BakCHHA CJell CPOKa Ha TOJHOCT, OTOENA3aH BbPXY €THKETa ciexn ,,l oxeH 10°.
CpOKbT Ha TOJHOCT OTTOBaps Ha MOCIECTHUS JCH OT IIOCOYEHUS MECell.

WNudopmanusra 3a cpxpaHeHUe, CpOK Ha TOJHOCT U ynoTpeda u paboTta e onucaHa B pasjena,
IpeHa3HaYeH 32 MEIUIIHCKY CIEIUAINCTH B Kpast Ha JINCTOBKATA.

He u3xBbpiistiite nekapcTBaTa B KaHaJIU3aMATa WIM B KOHTEIHEpa 3a IOMAITHU OTHaIbIIH.
INonwmraiite Bamms gapmaneBT Kak 1a H3XBBPILATE JIEKapCcTBaTa, KOUTO Bede He M3IoI3Bare. Te3n
MEpKH 11I¢ CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpefla

6. Cbzn)pmaﬂne Ha OMaKOBKaTa ! J10II'bJHUTEC/IHA I/IH(l)OpMaIll/lﬂ

Kakso cbabp:xka COVID 19 Vaccine Moderna

- ToBa e MHOTO030B (h11aKOH, KOWTO chabpka 10 mo3u mo 0,5 ml.

- Enna noza (0,5 ml) ceappika 100 mukporpama napopmanuonsa PHK (uPHK) (BnoxeHna B
JTUNUIHU HaHo4acTui SM-102)

- EnnoBepwmxkHa 5’-kenupana napopmaimonsa PHK (uPHK), npousBenena ¢ u3mnon3BaneTo Ha
Oe3kneTbyHa invitro(uneumpo) TpaHckpunuus ot ckorBeTHUTe JJHK- MaTpuuu, kogupanu
BupycHus mumoB (S) mporenH Ha SARS-CoV-2.

- Jlpyrute cheTaBku ca aunuaeH SM-102 (xenragekan-9-un 8- {(2-xuapokcuetui)[6-0kco-6-
(YHIEIMIIOKCH ) XEeKCHIT|aMHHO } OKTaHOAT), X0JecTepod, 1,2-nucTeaponsi-sn-riimko-3-gpochoxonnx
(DSPC), 1,2-gumupucromn-rac-raunepo-3-mMerokcunonuermienrnukoi-2000 (PEG2000 DMG),
TPOMETaMOJI, TPOMETaMOJI XUAPOXJIOPH, OLIETHA KHCEINHA, HAaTPUEB alleTaT TPUXHUIpAT,
3axapo3a, BOJa 32 HHIKCKITHH.

Kak n3raexaa COVID-19 Vaccine Moderna u KakBoO CbIbpPKa OMAKOBKATA
COVID-19 Vaccine Moderna e 6si1a 1o o4TH Osi1a AUCTIEPCHSL, TOCTaBsSHA B CTHKIICH ()JIaKOH C
Kay4yyKOBa 3aIyIajKa U alyMUHHEeBa 00KaTKa.

Bun onakoBka: 10 MHOTO/1030BH (hr1akoHA

IIpuTtexxkaTen HA pa3pelIeHNETO 32 YHOoTpeda
MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Hcnanus

IMpousBoauTes:

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

28703, San Sebastian de los Reyes
Madrid

Hcnanus
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Recipharm Monts
18 Rue de Montbazon

Monts, @panmus 37260

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJIs, CBBPIKETE CC C JIOKAJTHUA

MIPEICTaBUTEN Ha IPUTEXATENS Ha Pa3peIIeHNETO 3a ynoTpeoda.

Belgié/Belgique/Belgien

Tél/Tel: 3280038405

Bbarapus
Ten.: 008002100471

Ceska republika
Tel: 800050719

Danmark
TIf: 80 83 01 53

Deutschland
Tel: 08001009632

Eesti
Tel: 8000032166

EArada
Tni: 211199 3571

Espaiia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 3531800851200

island
Simi: 8004382

Italia
Tel: +39 800141758

Kompog
TnA:35780077065

Latvija
Tel: 37180005882
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Lietuva
Tel: (8 5) 214 1995

Luxembourg/Luxemburg

Tél/Tel: 35280026532

Magyarorszag
Tel.: 3680088442

Malta
Tel: 80062397

Nederland
Tel: 08004090001

Norge
TIf: 4780031401

Osterreich
Tel: 43800232927

Polska
Tel.: 008003211487

Portugal
Tel: 800210256

Romania
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenska republika
Tel: 421800105207

Suomi/Finland

Puh/Tel: 358800413854

Sverige
Tel: 020127022

United Kingdom (Northern Ireland)

Tel: 08000857562



JlaTa Ha nmocjienno npepasriie;kaane Ha gucrokara {DD month YYYY}.

Ta3u BakcuHa € pa3pelleHa 3a ynorpeda 1o T. Hap. CXeMa ,,pa3pelaBase noj yciaosue . Topa
O3Ha4aBa, Ye 32 Ta3W BAKCHHA CE OYAKBAT JOITBIIHUTECITHHA JaHHHU.

EBpOHeﬁCKaTa arcHOuA I10 JICKapCTBaTa i€ U3BBPIIBA IIPETJICT HAa HOBATA I/IH(bOpMaHI/IH 3a BaKCHHaTa
MOHE€ BEIHDBXK I'OJAUIIHO U Ta3HW JIUCTOBKA CHbOTBETHO LIC CC aKTyaJlnu3upa.

Ckanupaiite KoJa ¢ MOOHIIHO YCTPOKCTBO, 3a J]a MOJTYYHTE JIMCTOBKATA HA PA3IIMYHH €3UIIH.

[=]7 ¢l [m]
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Wnn nocerere URLhttps://www.ModernaCovid19Global.com

[oxpoOHa nHpOpMaIUs 3a Ta3u BaKCHHA € TIpeIocTaBeHa Ha yeOcaiita Ha EBpornieiickara areHIus 1o
nexkapcTBara: http:/www.ema.europa.eu.

Tasm mucroBka e HanmuHa Ha Benuky e3urm Ha EC/EUII na yeOcailita Ha EBponetickara areHIus 1mo
JeKapcTBarTa.

ITocoyenara mo-go0y HHGpoOpManusi e MpeTHAZHAYEHA CAMO 32 MeTUIMHCKH CHEIHATHCTH:

IIpocnennmoct
3a 51a ce mo100pH MPOCIeIUMOCTTa Ha OMOJIOTHYHUTE METUITMHCKH MTPOIYKTH, UMETO U MApPTUTHUST

HOMeEp Ha MpWJIAraHus MPOAYKT TpsOBa Aa ObJIAT SICHO 3alMCaHU.

COVID-19 Vaccine Moderna TpsioBa J1a ce npuiiara ot 00y4eH MEJIUIUHCKU CTICIIUAIIHCT.

Bakcunara e rotoBa 3a yrnorpeba ciej pazMpassiBaHe.

Jla He ce pa3kiialia uin pa3mpasssa.

®dnakonute ¢ COVID-19 Vaccine Moderna ca MEHOT01030BH. OT BCEKH MHOT'0]1030B (DJIAKOH MOTaT Jia
ce mreryt gecet (10) go3u. IlpenopbrunTtenHo e qa mpoOoKaaTe 3amynaiKaTa Ha pa3inaHo MICTO

BCCKH ITBT.

BbB Beeku (h1aKOH € BKITIOYEHO JOMBIHUTEIHO KOJIMYECTRO, 3a 1a CE TapaHTHpa, Y€ Morar aa ObIT
mpoctaBenu 10 gosu mo 0,5 ml.

C pasMpaseHu (GprakoHU U IBJIHM CIPHHLIOBKH MOKE J1a c€ paOdOTH IPH YCJIOBHS Ha CTAHO
OCBETIICHHE.

COVID-19 Vaccine Moderna Tpsi6Ba aa ce mpuiara kato ase 103u ot 0,5 ml. [Ipenoppunrento e
BTOpaTa J03a Jia ce IPIIOKHU 28 THU Cliel MbpBaTa 103a.

Kakrto mpu BCHUYKH MHXKEKIIMOHHN BaKCHHH, BUHATH TPsI0Ba 1a ©Ma TOTOBHOCT 3a TIOAXO/ISIIO
MEIHIIUHCKO JIeUeHEe ¥ HAOJ0/ICHHUE B ClTydail Ha aHAQHIAKTHYHA PEaKIus cie]l pHiiaraHe Ha
COVID-19 Vaccine Moderna. Jlurara TpssOBa 1a ObiaT HaOJII0JaBaHU OT MEUIIMHCKH CIICIIUAIHACT
Hail-MaJiko 15 MUHYTH Clie/l BAKCHHAIUSITA.
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Hsma nannu 3a onenka Ha npuiiokenueto Ha COVID-19 Vaccine Moderna eiHOBpeMEHHO ¢ ApyTH
BakcHU.COVID-19 Vaccine Moderna He TpsiOBa Aa ce cMecBa ¢ APYTH BAaKCHHU WJIH JIEKAPCTBEHU
MIPOAYKTH B ChIIATA CIPUHIIOBKA.

COVID-19 Vaccine Moderna Tpsi6Ba s1a ce mpuiara HHTpaMycKyITHO. 3a IPEIIOYNTaHe €
IENTOBUIHMST MYCKYJI Ha FTOpHATa 4acT Ha pbKata. He mpunaraiite Ta3u BAKCHHA HHTPABEHO3HO HIIH

IIOOKOXXHO.

HWndopmanusi 0THOCHO ChXpaHeHHe H paGoTa

CbxpaHeHne BbE pusep

[la ce cxxpaHABa 3aMmpa3zeHa
npu TEMNepaTypa oT
-25°C go -15°C.
[Jla He ce ChXpaHARE B CyX nefn unn nop, -50°C.

Ila ca ctxpaHABa B OPUIMHANHETA ONaKoBKE,
23a 3 Ce NPeAnazn oT CRaTANHE.

MNpenu ynorpe6a Bcekn ¢pnakoH Aa ce pasmpasAea

Wzo6paxeHnaTa Ha GRakoHu ca CaMo C MTIDCTPATHEHE Len

2vaca 1 30 MUHYTH B XNagnNHUK

—

ot 2" no 8°C

(B pamKrnTE Ha
30-pHeBHWNA CpOK
Ha rogHoCT Npu
TeMmneparypa
ot 2°C no 8°C)

—

o1 15° po 25°C

OcTaneTe $NAKOHE HA CTANHA TEMNEPATYPa 34 15 MUHYTH,
Npefl a ro NpUAoKHTE

YKkazaHuA cnep pazmMpasfaeaHe

_[

]_

Cnej, U3TernsHe Ha MbpBaTa fo3a

Oa ce CHXpaHABA HA CTYOEHD
RO CTaHA TeMNEPaTYPa

oT 8" go 25°C

MakcumanHo speme

Xnagunune MaK cTaiina
TeMneparypa

nakowsT TpAbEa 4a ce chxpaqsea

Ha TemnepaTypa maxoy 2° 1w 25°C.

JIaTata W YackT Ha MIXeLPNAHE fa ce
2ANMLWAT H3 STUKETA Ha dNakoua.

WaxebpneTte NnyHKkTMpaHna dnakod cnen 19 vaca

Warernaiite Bcaka gosa 0,5 ml BakcvHa ot dnakoHa c NoMoLLTa Ha HOBa CTEPKHA UIMa W CNPWHLOBKA 32 BCAKA MHMEKLMA,
3a fla NPeACTEPaTWTE NPEeaBaHeTo Ha UHGEKLINO3HA areHTH OT &HO IMLE Ha JpYro.
Josara B cnpyHyoskaTa TpAabBa na ce nanonsea HesabasHo.

Cnep KaTo $nakoHLT ce NYHKTAPa 3a USTErNAHE HA MbpBaTa f03a, BaKcWHaTa Tpabea
Aa ce n3nonssa HesabaBHo 1 ga ce N3xebpan cneg 19 vaca.

BcAka Hemanon3eaHa BAKCMHA MKW OTNafbYeH mMarepwan TpﬂsBﬂ Aa ce M3XEDBPNA B ChOTEETCTEWE C MECTHUTE M3MCKBAHWA.

[ HUKOIA e 3ampasaBaliiTe NOBTOPHO pa3Mpa3eHaTa BaKchHa ]




lNMpwunarave

3apbpTaiiTe neko ¢pnakoHa creq pasMpazfBaHe W NPefn BCAKO W3TErNAHe
BakcuHaTa e roToBa 3a NpUNOXeHWe Cneq paiMmpasAsaHe. He pasknawaiiTe n He pa3pexganTe

g

MNpegn MHKeKTUPaHe NpoBepABaliTe BCAKa OO3a, 3a Aa:

NOTBbLPAWTE, ue TeuHocTTa e BAna Ao nouTk
6Ana, KAKTO BLE GNAKOHA, TAKA M B CNPUHLOBKATA

ce yBepuTe, ue obembT Ha
cnpWHyoBkaTa e 0,5 mL

COVID-19 Vaccine Moderna moxe

fa chgbpxka Genu unn NonynpospadHmn
4acTULM, CEbP3aHKM € NPOOYKTa.

AKko fo3aTa e HETOUHA WK UMa
NPoMAHa B LBETa W APYTH BUAWMK YacTULM,
He npunaraiTe BakcUHaTa.

5o
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