NPUJIOXEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JIEKapCTBEH MPOIYKT MOAJICKN Ha AOITBIHUTENHO HaOmoaeHre. ToBa e mo3Boiau 0bp30To
yCTaHOBsIBAaHE HA HOBa MH(POPMAaLUS OTHOCHO Oe30macHoCTTa. OT MEAULIMHCKUTE CTICLUATIICTH Ce
M3UCKBA J1a ChOOIIABAT BCSAKA MOA03MPaHa HeXelaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HE)KeJIaH! PEeaKIH BIDKTE Touka 4.8.

1. HNME HA JTIEKAPCTBEHUS TIPOAYKT

Comirnaty KOHIIEHTpAT 32 WHKEKIIMOHHA JUCTICPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (pJIAKOH M CHIBPKAHUETO My TPAOBa Ja ce pa3peau mpeau yrnorpeoda.

Enwun dnaxon (0,45 ml) ceabpixka 6 no3u no 0,3 ml cien paspexaane, BIKTe TOUKH 4.2 1 6.6.

1 noza (0,3 ml) ceapprka 30 mukporpama nPHK Bakcuna cpemy COVID-19 (BkiatoueHa B JIMITUAHU
HAaHOYACTHIIN).

EnnoBepmkHa, 5’-kenmpana uapopmarmonHa PHK (uPHK), mpownssenena ¢ m3non3Bane Ha
Oe3kieThuHa IN Vitro tpanckpumnims ot choTBetHUTe JJHK-MaTpuim, komupaniu BupycHus S (spike)-
npoterd Ha SARS-CoV-2.

3a IBIHUA CIIMCHK HA ITOMOIIHUTE BEIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

KonrieHTpaT 3a MHXKEKIIMOHHA TUCTIEPCHUs (CTEPUIICH KOHIICHTPAT)

Bakcunata nipencrasiisisa Osuta 10 mouTu Osita 3ampasena aucrepeus (pH: 6,9 — 7,9).
4. KJIMHUYHU JAHHHN

4.1 TepaneBTUYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a akTHBHA HMYyHHU3aI[¥sl 32 IpeBeHIns Ha 3a0onsBaneTo COVID-19,
npuarHeHo oT Bupyca SARS-CoV-2, Ha nuna Ha Bb3pacT 12 1 moBeve ToANHH.

Ymnorpebara Ha Ta3u BakCHHA TPSIOBA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETTOPHKH.

4.2  Jlo3upoBKa U HAYMH HA NPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce mpuiara HHTPaMyCKYJIHO cJe]l pa3pexaaHe kato Kypc ot 2 no3u (o 0,3 ml Bcsika).
IIpemoppuBa ce BTOpaTa 1034 Jia Ce MPUIOKH 3 CEIMHUIIN CIIe IbpBara a03a (Bk. Touku 4.4 u 5.1).

Jlurceat JaHHM OTHOCHO B3anMo3aMmeHseMocTTa Ha Comirnaty ¢ apyru Bakcuau cpemry COVID-19 3a
3aBBpIIBAHE HA BAKCHHAIIMOHHMS Kypc. JIuna, Ha kouTo e nmpuiokena 1 qo3a Comirnaty, TpssOBa 1a
nojiy4at Bropa jo3a Comirnaty, 3a Jia 3aBbpIIaT BAKCHHAIIMOHHUS KypC.



Ileduampuuna nonyrayus
be3onacHocTTa U ehukacHocTTa Ha Comirnaty mpH MeUATPUIHN YIACTHUAIM HA BB3PACT MO-MAaJKO OT
12 ronuHY BCe ollle HE ca yCTaHOBEHU. HamnvHM ca orpaHUYEHU TaHHU.

Tonynayus 6 cmapuecka 6vb3pacm
He ce nanara kopurupaHe Ha Jo3ara IpH JIMIA B CTapUecKa Bb3pacT > 65 roauHu.

Hauua Ha npusioxxeHue

Comirnaty TpsiOBa Ja ce mpuiiara HHTpPaMyCKyJIHO ClIell pa3pexane (Bxk. Touka 6.6).

Crnen paspexaane ¢diakonute ¢ Comirnaty ChabprkaT IiecT 031 BakcuHa o 0,3 ml. 3a ga ce
W3TETIIAT IIECT JTO3U OT eIUH ()JIaKOH, TPSAOBA Ja ce U3IMOJ3BAT CIIPUHIIOBKH ¥/VITH UIJIH C MAITbK
(Hewsnon3BaeM) MBPTHB 00eM. KoMOMHAIMATA OT CIPUHIIOBKA U UTJIA ¢ MATEK MBPTHB 00eM TpsiOBa
Jla IMa MBbPTHB 00EM HE IO-TOJIIM OT 35 MUKPOJIUTPa. AKO C€ M3MOJI3BaT CTAHAAPTHH CIIPUHILIOBKU U
UIJIK, MOXKE Jla HAMa J0CTaTh4YeH 00eM 3a U3TEIJIsTHE Ha IIeCT 103U OT eauH ¢uiakoH. HesaBucumo ot
BUJIa HA CIIPUHIIOBKATA U UTJIaTa;

o Bcesika no3a tpsioBa na ceappika 0,3 ml BakcuHa.

o AKO KOJTMYECTBOTO HA OCTAaHaJaTa BbB (DIAKOHA BAKCHHA HE MOXKE J]a JOCTaBH €/1Ha ITsIa 1032
ot 0,3 ml, u3xBwpruere GiakoHa U U3TUITHUS 00EM.

o He cpOupaiite M3MUIIBIKTE BAKCHHA OT HAKOJKO (hIaKoHa.

HpeZ[HO‘II/ITaHOTO MACTO € ACITOUIHUAT MYCKYJI B TOpHATa 4aCT HAa pbKaTa.
He PIHX(eKTHpaﬁTe BaKCHHATa MHTPABACKYJIApHO, IIOJKOXHO WJIW UHTPAACPMATHO.

Bakcunara He TpsiOBa Ja ce cMecBa B €llHa U ChIIla CIIPHUHIIOBKA C APYT'H BAKCUHH WITH JICKAPCTBEHN
MPOIYKTH.

3a npearnasHuTe MEPKH, KOUTO TPsiOBA Jla ObIAT B3€TH MPEAH MPHIOKEHUE Ha BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHHATa OTHOCHO pa3MpassBaHeTo, paboTara U M3XBHPIITHETO HA BAKCHHATA BUKTE TOUYKa 6.6.
4.3 TIpoTuBomoKa3aHusl

CBp’bX‘IyBCTBI/ITCHHOCT KbM aKTHBHOTO BC€UIICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

4.4 CneuuajHu npeaynpe:kiaeHus ¥ NpeanasHu MepKH NpH ynorpeda

IIpocnenumoct

3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOTYKT TPsiOBa SCHO J1a CE 3amMCBarT.

OO011 TPENOPHLKHU

CspvxuyscmeumenHocm u aHUIaKCcus

Nma cpoOienus 3a ch0uTHA Ha aHadunakcus. Bunaru TpsiOBa 1a iMa Ha pa3oIOKEHUE TIOAXOAII0
MEAMIIMHCKO JICYCHHUE U HAa0JII0ICHUE B CIydai Ha aHaQUIaKTHYHA PeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B TPOIBIDKCHUE HA Hal-MaiKko 15 MUHYTH cief
BakcHHanuATa. He Tps0Ba na ce mpuiara BTopa /103a OT BAKCHHATA Ha JINIIA, TOTYYMIN aHA(DUITaKCH
KbM IIbpBaTa g03a Comirnaty.



Muoxapoum u nepuxapoum

Crnen BakcurHanmst ¢ Comirnaty ca HabJIr0TaBaHM MHOTO PEIKH CIIYIal Ha MAOKAPAWT U TIEPUKAPJINT.
Te3u ciryyau ca HACTBIIMIM MTPEIUMHO B PaMKHTE Ha 14 THU clien BaKCHHAIUS, IT0-YECTO CIIE
BTOpaTa BaKCUHA U TI0-9ECTO MPH MO-MIaIu Mbke. OT HAIMYHUTE JAHHU MOXE JIa C€ MPEIIOJI0KH, Ue
NPOTUYAHETO HA MUOKAPIUT U MIEPHKAPIUT CJie]] BAKCUHAIIMATA HE CE Pa3iiuaBa OT TOBa MPU
MHUOKapIUT WIA TIEPUKAPINUT KATO IISLIIO.

MeuIHCKATE CIISIIHATMCTH TPSIOBa a ObaT OMUTENHU 32 MPU3HALUTE U CHMITOMHTE Ha
MHUOKapJIUT U TIepuKapanuT. Bakcnaupanure nmuia TpsoBa ga ObJaT HHCTPYKTHPAHH J1a TIOTHPCAT
He3a0aBHO MEIUIMHCKA TIOMOIL, aKO Pa3BUAT CUMITOMH, IIOKA3aTETHH 32 MHOKApAUT MU
NEePUKAPINUT, KaTo (OCTPa U MPOABIDKUTENHA) 00JIKa B TbPAUTE, 3a4yX WM MAIIUTALUH CIe]
BAaKCUHAIUATA.

MenunuHCKHUTE CIeUAINCTH TPSOBa 1a HAIPABAT CIpPaBKa ¢ PHKOBOJICTBATA W/HJIH CIISITUAIIMCTUTE 32
JIMarHOCTHIIMPAHE U JICYCHHE Ha TOBa 3a00JIIBaHe.

Peakyuu, cevpszanu ¢ mpegosicnocm

BB BpBb3Ka CbC CaMUs MPOLUEC Ha BAKCUHALIMA MOTraT Jia BbBHUKHAT pCaKIur, CBbP3aHU C
TPEBOXKHOCT, BKJIIOUUTEIHO Ba30BAaralHU PeaKIMU (CUHKOI), XUIIEPBEHTUIIAIMS UIH PEaKIiH,
CBBP3aHH ChC CTpeca (Hamp. 3aMastHOCT, MAJITUTAIUH, YCKOPEH Chp/IeUYeH PUTHM, IPOMEHH B
KPBBHOTO HAJIITaHe, YCellaHe 3a M3TPhIIBAHE U M3MOTABAHE). PeakiuTe, CBbp3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3ByUYaBaT OT caMo ceOe cu. XopaTa TpssOBa jJa ObJaT MOCHBETBAHMU J1a HHGOPMUPAT 3a
TE3W CUMIITOMH BaKCHHHPAIIIKS TH 32 OI[CHKA. BaKHO € 71a ce B3eMart Mpena3sHi MEpPKH, 3a 1a Ce
NpEIOTBPATH HApaHsABAHE OT MPHUITaIaHe.

Cvnvmcmesawo 3abonasane

Bakcunanmsara TpsOBa 1a ce OTIIOKH MPH JIMIA, CTPANAIIH OT OCTPO TeXKO (HeOpHiTHO 3a00IsIBaHe
i octpa uHpeknws. Hammarero Ha neka nH(EKIHS 1/Wii HEBUCOKA TeMIIepaTypa He TpaOBa /1a
CTaBa MpUYKHA 3a OTJIaraHe Ha BaKCHMHAUATA.

Tpomboyumonenus u HAPYUWEHUs HA KPbEOCHCUPEAHEMO

Kakro npu apyru HHTpaMyCKyJTHH MHXKEKIIMA BaKCUHATa TPsiOBa Jla ce Tpuiara BHUMAaTelTHO TIPU
JIIa, TOJTyYaBally aHTHKOAryJaHTHA TEPaITusl WK JIMIa C TPOMOOIUTOIICHHUS HIIH HAKAKBO
HapylleHne Ha KPbBOChCUPBAHETO (KaTO XeMOo(mIns), Thii KaTO NPH TE3H JIHMLIA MOTaT 1a Bb3HUKHAT
KbpBEHE Wi 00pa3yBaHe Ha CHHHHU cJie]] HHTPaMYCKYJTHO TPUIIOKEHHE.

HUmynoxomnpomemupanu auya

EdukacHoctTa, 6€30MacHOCTTa U IMYHOTEHHOCTTA Ha BAKCUHATA HE Ca OIICHEHU TPH
UMYHOKOMIIPOMETHUPAHH JIUIIA, BKIFOYUTEITHO TE€3H, OJy4YaBalld UMYHOCYIPECUBHA TePaIsl.
Edwukacrnocrra Ha Comirnaty MOXe J1a € o-HHUCKa ITPH UMYHOCYIIPECHPAaHH JIHIIA.

Ipoovidxcumennocm na 3awumama
IIpoabmKUTENHOCTTA HA 3alUTaTa, IPEJOCTaBsiHA OT BAKCUHATA, HE € U3BECTHA, Thil KATO TS BCE OILIE
ce OIpe/ieNst B TEKYIIX KIMHUIHH TPOyIBaHUSI.

Ocparuuenus Ha epexmusHoCmma Ha 8aKCUHAMA
KaxTo npu Besika BakcuHa, BakcuHarusaTa ¢ Comirnaty MoXe 1a He 3allUTH BCHIKHA BaKCUHUPAHH.

Jluma Mo’xe 1a He ca HaIThJIHO 3aIUTEHU A0 7-MHUS JIeH CJIEI BTOpaTa J03a OT BaKCHHATA.

Tlomonruu BCIICCTBA

Tasm BakcHHA ChABPIKA IMO-MaJIKo OT 1 mmol kanuit (39 mg) Ha m03a, T.e. MOXKE 1a ce Kaxke, ue
NPaKTUIECKH HE ChIbPiKa KaITHH.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.€. MOXKE Aa ce Kaxe, 4e
IPaKTUYECKU HE ChIbprKa HATPUil.



4.5 B3aumojaeiicTBHe ¢ APy JieKapCTBeHH MPOAYKTH U APyru (popMH HA B3auMo/ieilicTBHe
He ca npoBexnanu mpoy4yBaHus 3a B3aUMOJICHCTBUSATA.

CoerbTeTBamoTo npuinoxkenne Ha Comirnaty ¢ Ipyrv BAKCHHH HE € TIPOYYEHO.

4.6 @epTHIANTET, )PEMEHHOCT H KbPMEHe

BpemenHocT

Wma orpannven onut ot ynorpebara Ha Comirnaty npu 6peMmeHHu sxeHu. [IpoyuBanusita npu
KMBOTHH HE MOKA3BaT NPEKH WIIN HETIPEKH BPEIHH eeKTH, CBbP3aHU ¢ OPEeMEHHOCTTa,
eMOpPUOHAITHOTO/(PETaTHOTO Pa3BUTHE, PAXKIAHETO WM IIOCTHATATHOTO pa3BHUTHE (BXK. TOUKa 5.3).
[Ipunoxenne Ha Comirnaty mo BpemMe Ha OpeMEHHOCT TpsIOBa J1a ce 00CHKIa, CaMO KOraTo
HOTEHIMAIHUTE TT0JI3M HA/IBUIIIABAT BCAKAKBY ITOTCHIIMAIHN PHCKOBE 3a Maiikara u ¢eryca.

Kopmene

He e uzBectHo mamm Comirnaty ce eKCKpeTupa B KbpMarTa.

DepTUIuTerT

[IpoyuBanusiTa Npu )KUBOTHU HE TIOKA3BAT MPEKH WIH HETIPEKH €(eKTH, CBbP3aHU C PEPOAYKTHBHA
TOKCHUYHOCT (BXK. TOuKa 5.3).

4.7 EdexTu BbpXy CIOCOOHOCTTA 3a moupaHe U padoTa ¢ MAIIMHU

Comirnaty He MOBIHsIBA WK TIOBIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a opupaHe U padboTa ¢
MamuHH. Bee nak Hiakou oT edekTuTe, MOCOYEeHH B TOUKa 4.8, MOraT BpEeMEHHO J1a TOBIHSAAT
CHoCOOHOCTTA 32 mopupaHe WiK padoTa ¢ MALIHHU.

4.8 Hexenanm JiekapcTBeHH peaKuu

Pesrome Ha mpodumia Ha Oe30macHOCT

be3onacHoctra Ha Comirnaty € orieHeHa IPH YIaCTHHUIIN Ha BB3pacT 12 ¥ moBeye TOANHT B

2 KJIMHUYHY U3MATBaHUSA, B KOUTO ca BKIoueHu 22 875 yuactHuim (BkiarouBamu 21 744 yuactHunm
Ha BB3pacT 16 u moBeue rogunu 1 1 131 ronomm Ha Bb3pact 12 1o 15 rogunmn), NOIy4niy IOHe eaHa
nmo3a Comirnaty.

OO6uwmsT npodun Ha GezomacHocT Ha Comirnaty mpu I0HOLIM Ha Be3pacT 12 10 15 rogunu e nogobex
Ha HAOJIIOTaBaHMS TIPH YIACTHUIIA Ha BB3pacT 16 u moBeye TOauHH.

Yuacmuuyu na év3pacm 16 u noseye coounu

B Ilpoyusane 2 0610 21 720 yyacTHHIIM Ha BB3pacT 16 WK MOBeYe TOAMHHU Ca MOIYUMIH [TOHE

1 no3a Comirnaty u 00110 21 728 y4acTHUIM Ha BH3pacT 16 WU MOBEYE TOAMHHU Ca MOy IHIH
iane6o (BkirouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT CbOTBETHO B rpyIaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyacTHuM Ha BB3pacT 16 WM moBeye roJMHU ca
nonyuwin 2 no3u Comirnaty.

KbM MoMeHTa Ha ananu3a Ha [IpoyuBane 2 o6uro 19 067 (9 531, momyuunu Comirnaty, u 9 536,
MOJTYYHIIH TUIane0o0) yJacTHHIN Ha BB3pacT 16 U rmoBede TOJMHH ca OLEHEHH 3a 0e30acHOCT B
MPOABJDKCHYE Ha Hal-MajIko 2 Mecena el Bropara jo3a Comirnaty. ToBa BkirouBa o010 10 727
(5 350, momyunnu Comirnaty, u 5 377, moay4niu miane60) ydacTHHIM OT 16- 10 55-roqumniHa
Bb3pacT u 06mio 8 340 (4 181, momyunnu Comirnaty, u 4 159, monyuunu miane60) y4acTHHIH, HA
BB3pacT 56 1 IOBeYe TOIUHHU.



Haii-uectute HeXenaHU peakiUy PHU YIaCTHUIUTE Ha Bb3pacT 16 1 moBede roanHu ca 6osika Ha
MSICTOTO Ha uHXektupane (>80%), ymopa (>60%), rmaBobomnue (>50%), muanrus u srpucane (>30%),
aprpanrus (>20%), TUpeKcHs U MoLyBaHe Ha MICTOTO Ha HHXeKTupane (>10%) 1 0OMKHOBEHO ca
JIEKW WIH YMEPEHH 110 HHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HIKOJKO JHHU CJIE/ BAKCUHALIUATA.
Marnko mo-majka 4ecToTa Ha CBOUTHATA Ha PEaKTOr€HHOCT Ce CBBP3Ba C IO-TOJIsIMA Bb3pacT.

[IpodunbT Ha Ge3omacHOCT npu 545 ydacTHUIM Ha Bb3pacT 16 u moBeve roAWHH, BAKCHHUPAHU C
Comirnaty, kouTo ca 6uiu ceporo3uTuBHHU 32 SARS-C0V-2 Ha W3X0HO HUBO, € MOJI00CH Ha
HaOII0JaBaHys TP 001I1aTa MOMyIaIKs.

FOnowu na évspacm 12 do 15 2o0unu

IIpu ananmu3 Ha [IpoyuBane 2, 6a3upaH Ha JAHHWUTE J0 JaTaTa Ha 3aKJIIOYBaHE HAa JaHHWUTE 13 MapT
2021, 2 260 ronomu (1 131, Bakcunupanu ¢ Comirnaty, u 1 129, Bakcuaupanu ¢ miare6o) ca Ha
Bb3pact 12 10 15 rogunn. Ot ax 1 308 ronowu (660, Bakcunupanu ¢ Comirnaty, u

648, BakcHHUpPaHU C 1a1e00) ca MPOCyeIeH! B MPOIBbIKCHUE Ha Hali-MaJlIko 2 Mecella Clie]l BTopara
nmo3a Comirnaty. Ornenkara 3a 6e3omacHocT B IIpoyuBane 2 MpoabDKaBa.

Haii-uecTute HeXXeIaHU PEaKIMK MTPH FOHOIIN Ha Bb3pacT 12 10 15 roaunu ca 00Jika Ha MICTOTO Ha
umkexTupane (>90%), ymopa u rinasodonue (>70%), muanrus u rpucane (>40%), aptpanrus u
nupexcus (>20%).

CouchK Ha HEXKETIAHU PEaKIMK OT KIMHUYHHA W3IUTBAHUSA M OT TOCTMAPKETHHTOBHUS OTIHT, IIPH JIUIIA
Ha BB3pacT 12 1 moBeye roJiHU, B TA0JHYEH BUI

Hexenanute peakiuy, HabII0JaBaHM 10 BpeMe Ha KIIMHUYHUTE MTPOYYBaHUs, ca M30pPOSHH MO-10ITy,
CBTJIACHO CIIEHUTE KaTETOPUH 110 YeCTOTA!

Msuoro gectu (>1/10),

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

Heuectu (>1/1 000 o <1/100),

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

Mpuoro peaku (<1/10 000),

C Heu3BecTHA 4eCTOTa (OT HAIMYHUTE JJAHHU HE MOXeE J1a Ob/iec HAlpaBeHa OICHKA).

Ta6auna 1:  Hexesanu peakuuu oT KJIMHUYHUTE NpoyyBaHus Ha Comirnaty u ot
MOCTMAPKETHHIOBHS ONTUT MPH JIMIA HA Bh3pacT 12 u moBeye ronnHu
CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Heu3BecTHa
YecTH (>1/100 xo |[(=1/1 000 xo| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1 000) waaM4YHHTE
JaHHM He
MoO3ke 1a 0bae
HATIpaBeHA
OIICHKA)
Hapymienust Ha KpbBTa U JIumobane-
nuMmdHaTa cCUCTeEMa HOTIATHUS
Hapymenns Ha uMyHHaTa Peakuun Amnadunakcus
cucTemMa Ha CBPBX-
YYBCTBU-
TEITHOCT
(mamp.
00puB,
HpYpHUTYC,
ypTuKapus,’
aHruoenem?
Tlcuxu4Hu HapyHIeHUs! bescbHue




CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Hen3BecTHa
4yecTH (=1/100 go |{(=1/1 000 xo| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1000) waamyHHUTE
JaHHM He
MosKe 1a 0bae
HalpaBeHa
OIICHKA)
Hapymenus na sHepBHata | ['maBoOosme Octpa
cucTema nepudepHa
TUIEeBa
napanmn3a’
CobpaeuHu HapyIIeHUs Muoxkapaur;®
[lepukapaut®
CroManrHo-4peBHI Huapus® T"anene;
HapYIICHUS [ToBprIane”
Hapymienus Ha ApTpanrus; boinka B
MYCKYJTHO-CKEJIeTHATa Muanrus KpaiHUK"
cucTeMa u
ChEIMHUTEITHATA ThKaH
OO0mmm HapyIICHHS | bonka Ha 3auepssaBane| Hepasmo- O6mmpeH
e(exTH Ha MACTOTO Ha MSCTOTO Ha | Ha MACTOTO | JIO)KEHUE; OTOK Ha
MIPUIIOKEHHE WHKEKTH- Ha urkekTu- [Ipypuryc BaKCHHHPAHHS
paHe; pane Ha MSCTOTO KpaiHuK;"
YmMmopa; Ha UHXKEK- [TonyBane Ha
Brpucase; THUpaHe TUIeTo®
ITupexcusi;™
Otok Ha
MSCTOTO Ha
WHKCKTH-
paHe

a. Kareropusra mo yecrora 3a ypTukapus u anruoenem ¢ “Penxu”.

6 Ilpe3 nepuona Ha mpociensIBaHETO 3a 0E30MaCHOCT Ha KJIMHUYHOTO MpoyuBaHe, 10 14 Hoemspu 2020 r.,
ocTpa nepudepHa JInIeBa napajiusa € CboOIIeHa 0T YeTHpuMa ydyacTHULH B rpynaTa Ha ”PHK Bakcunara
cpeury COVID-19. IMosiBara Ha nunieBa napanusa e Ha [en 37 cnex Jlo3a 1 (JJo3a 2 He e npuiioxeHa Ha
yuactHuka) u J{au 3, 9 u 48 cien o3za 2. Hama cpo01eHns 3a ciryyan Ha ocTpa nepudepHa Jiniesa
napainusa B rpynara Ha riane6o.

o XN 7w

WHKEKIINH C IePMalIHA QUITBPH.

C’B06H_IaBaHe Ha 11OJ03MpPaHu HECXKCJIaHU PCAKITNH

Hesxenana peakuusi, ycTaHOBEHa Clie]] pa3pellaBaHe 3a ynorpeoa.
OrtHacs ce 3a pbKaTa, Ha KOSITO € TIOCTaBCHA BAKCHHATA.
[To-ronsiMa "yecToTa Ha MUPEKCHs € HaOII01aBaHa Ciiel BTOpaTa 103a.
B noctmapkernHrosara (aza uMa chOOIIEHNUS 3a OAYBaHE Ha JIMIIETO NPH BAKCHHUPAHHM, C aHAMHE3a 3a

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIAaHH PEaKIIMU ciie]] pa3pelaBane 3a ynorpeda Ha JIeKapCTBEHUS
NPOAYKT € BaxkHO. TOBA MO3BOJISABA Ja TIPOIBIDKH HAOIOICHUETO Ha ChOTHOIICHUETO TOI3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIUATICTH CE U3UCKBA J]a ChOOIIABaT BCSKa
MOJI03UPaHa HeXellaHa Peakiusl Yype3 HallMOHAIHA CHCTEMa 3a ChOOIaBaHe, TIOCOYCHA B
[punoxenue V U 1a BKIIOYAT MAPTUIHUAS HOMED, aKO € HaJTUUeH.

4.9 Ilpeno3upane

Wwma Hanu4HM JaHHY 32 IpeI0o3UpaHe MpU 52-Ma yYaCTHULM, BKIIOUEHH B KIMHUYHOTO U3MIUTBAHE,
KOHUTO MOPaJX TPElIKa B pa3pekJaHeTo ca nmonyuuin 58 mukporpama Comirnaty. Bakcunupanute He
cb0OIIaBAaT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEKEJIAaHN PEaKIn.



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

B ciyuait Ha ipeio3upane ce mpernopbyuBa MPoCieAsBaHe Ha )KU3HEHUTE QYHKIMH U BE3MOXKHO
CHUMITTOMATHYHO JICYCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 d®dapmakoaMHAMHMYHU CBOIiCTBa

dapmMakoTepaneBTHUHA TPyIia: BaKCUHU, Apyru BupycHu Bakcuuu, ATC xox: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunupanara nnpopmaunonsa PHK B Comirnaty e nmoa ¢opmara Ha aunuaHu
HAHOYACTHILIM, KOETO MO3BOJISIBA JOCTaBsiHETO Ha Hepemuiupama ce PHK B knetkure
TOCTONPUEMHHIIH, 34 J1a HACOYM MpeXoaHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOZMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH C JABE TOUKOBU MyTallMH B
LEHTpaJHaTa YyacT Ha crupanaTa. MyTanusra Ha Te3d JBe aMUHOKUCEIUHH A0 MPOJIMH CTaOUIH3Hpa
S (spike) mpoTerHa B aHTHT'CHHO MPEIIOYNTaHa IpeQy3uOHHA CTPYKTYypa. BakcuHaTa nmpen3BrKBa
KaKTO MTPOM3BOJICTBO HA HEYTPAIU3UPAIIN aHTUTENIA, TaKa U KJIETbYEH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, koeTo MoXe a AonprHece 3a 3amuTa cpenry COVID-19.

EdukacHocT

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHALIMOHAIHO, PAHAOMH3HPAHO, IIAle00-KOHTPOIUPAHO,
3acieneHo 3a HaOroaaTes s mpoyuBane ¢asa 1/2/3 3a ycTraHOBsBaHE HA J03aTa, CEICKIIUA Ha
KaHAMJATHU 3a BaKCHHA U €(UKACHOCT IIPH YYaCTHULIM Ha Bb3pacT 12 u noseue roJuHu.
Panpomusanusita e crparuduurpana mo e3pact: 12- 1o 15-rogumHa Be3pact, 16- 1o 55-roaunina
BB3pacT, WIH Ha Bb3pacT 56 1 noseye ronuHu, ¢ MUHUMYM 40% OT yJacTHUIIUTE B Ipynara

>56 roguan. OT MPOYYBaHETO ca U3KITIOYEHH YYACTHHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHU, U
YYaCTHHUILHM C MPEAUIIHA KIMHUYHA WIK MEUKpoOuoinornyHa auaruosa 3a COVID-19. Bkirouenu ca
YUYaCTHHUIHM C Beue ChIIECTBYBAILO CTAOMIIHO 3a00JIsIBaHe, OMpPeIesIEHO KaTo 3a00IIsiBaHe, KOETO He
Hayara 3HauMMa IMPOMsIHA B TepaNUsITa WM XOCIUTAIN3aIMs TIOpaIy BIOIIaBaHe Ha 3a00IIBaHETO
mpe3 6-Te CeJAMMIIM IPEIU BKIFOUBAHETO, KATO YUYACTHHIIU C M3BECTHA CTAOMIHA HH(PEKIINS C YOBCIIKH
umyHozaeduuuter supyc (HIV), Bupyca na xenarur C (HCV) nn Bupyca na xenatut B (HBV).

Eguxacnocm npu ynacmnuyu na 6v3pacm 16 u nogeve 200unu

B gacrra aza 2/3 na IIpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau 10 14 Hoemspu 2020 1.,
npubnuzutenso 44 000 yyacTHHLIN ca paHAOMHU3HPAHH OPABHO U TPsOBa aa nmomydat 2 no3u nPHK
BakcuHa cperry COVID-19 unu mnane6o, ¢ uatepBain 21 qHU. AHATU3BT 332 PUKACHOCT BKJIFOYBA
YYaCTHHMIIH, Ha KOUTO BTOpATa BAaKCHHAIIMS € HAallpaBeHa B paMKuTe Ha 19 10 42 nuu cinen mbpBara
BakcuHanus. [Toseuero (93,1%) BakcuHUpaHU ca MOMyIHIHA BToparta no3a 19 10 23 muu cien J{o3a 1.
[Mnanupano e ygacTHuUTE 1a OBAAT NpocieaAsiBanu 1o 24 mecena cien Jlo3a 2 3a oljeHKa Ha
Oe3omacHoctTa U epukacuoctra cperry COVID-19. B KJIMHMYHOTO MPOyYBaHEe OT YYACTHULIUTE CE €
M3UCKBAJIO J1a CHOII0aBaT MHTEPBAJl OT MUHUMYM 14 THY IIpey U Ciie NPHIIOKEHHETO Ha
NPOTHUBOTPHITHA BaKCHHA, 32 J1a morydaT win mane6o, unn nPHK Bakcuna cpemry COVID-19. B
KJIMHAYHOTO MPOYYBAaHE OT YYACTHHUILIUTE CE € U3UCKBAIIO J]a CHOMI0JaBaT HHTEPBAT OT MUHUMYM

60 mHM IIpey W CITe/T KaTo ca UM OMJIH NPHIIOKEHH KPBBHH NPOIYKTH/TIPOIYKTH OT KphBHA IIa3Ma
WM IMYHOTJIOOYJTMHU B PAMKUTE Ha BPEMETO JI0 3aBbPIIBAHE HA MPOYYBAHETO, 3a Ja TOJydaT HiIH
iane6o, wmn nPHK Bakcuna cpemry COVID-19.

[Tomymanusara 3a aHaTM3 Ha MFPBUYHATA TOYKA 32 e(hUKacHOCT BKIItouBa 36 621 yyacTHUIHM Ha
BB3pacT 12 u noseye rogunau (18 242 B rpynata Ha uPHK Bakcunata cpemry COVID-19 u 18 379 B
rpymnata Ha miane6o), 6e3 JanHu 3a npeaumnia nHpekuus cb¢ SARS-CoV-2 1o 7 nHu cnen BTopaTta
no3a. lomsmauTenHo nMa 134 ygacTHHIN Ha BB3pacT Mexay 16 u 17 roguaun (66 B rpynara Ha nPHK
BakcuHaTa cpemy COVID-19 u 68 B rpymara Ha mamne6o) u 1 616 ygacTHHIN - HA BB3pacT 75 u
noeeue roaunu (804 B rpynata Ha uPHK Bakcunata cperry COVID-19 u 812 B rpynara Ha miane6o).



KbM MOMeHTa Ha MBPBUYHUS aHATH3 32 €(PUKACHOCT YYACTHUIUTE ca MPOCIICICHH 32 CHMITOMH Ha
COVID-19 3a 06110 2 214 yosekoroaunu B rpynara Ha ”PHK Bakcunara cperry COVID-19 u 061110
2 222 40BEeKOTOAMHY B IpymnaTa Ha mianedo.

Hsima KITMHAYHO 3HAYUMH Pa3iHKH B o0IaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHHUIIA C PUCK OT
texka popma Ha COVID-19, BKIIOYMTETHO Te3H ¢ 1 WM MOBEYE ChITBTCTRAINY 3200 IsIBaHMS, KOUTO
yBenuuaBaT pucka ot Texka gopma Ha COVID-19 (namp. actma, nHznekc Ha TenecHata maca (MUTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIePTOHHMS).

Wndopmanusata 0THOCHO epUKaCHOCTTa Ha BaKCHHATa € mpeacTaBeHa B Tabnuna 2.

Ta6auna 2:  EduxacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Jlo3a 2, o BB3pacTOBH NOATPYNH — YYACTHHIM 0e3 TaHHU 32 MH(peKIus npean

7-mus neH cien Jlo3a 2 — onennma nomynanus 3a epukacuoct (7 qan)

IspBa nosiea Ha COVID-19 ot 7-mus nen ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuiHa nHpexknus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Ilnanedo
N2 =18 198 N2 =18 325
Cayvan Ciayvan
n1° n1° Eduxacnocr Ha
IMepuon na IMepuon na BAKCHHATA
IMoarpyna Hadmogenne” (N2") Hadmonenne” (N2") % (95% AN)"
Benuku yyactHUIm 8 162 95,0 (90,0; 97,9)
2,214 (17 411) 2,222 (17 511)
16 no 64 roguan 7 143 95,1 (89,6; 98,1)
1,706 (13 549) 1,710 (13 618)
Ha BB3pacT 65 u 1 19 94,7 (66,7; 99,9)
OBEYE TOIUHN 0,508 (3 848) 0,511 (3 880)
65 no 74 ronuaN 1 14 92,9 (53,1; 99,8)
0,406 (3 074) 0,406 (3 095)
Ha BB3pacT 75 u 0 5 100,0 (-13,1; 100,0)
OBeYe TOUHN 0,102 (774) 0,106 (785)

3abenexka: [loTBBbpEHHTE CiTyyau ca ONpEeICH! Ype3 ToJIMMEpa3Ha BEPHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBeTcTBall Ha COVID-19 [*Onpenenenne 3a ciry4aid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
C€ WJIM 3aCUJICHA KallUIMIA, HOBOIOSIBUII C€ MJIU 3aCHUJICH 3ayX, BTpUCaHe, HOBOIOSBUIIA CE UM yBEeJIUUEHA
00Jika B MyCKYJIUTE, HOBOIIOSIBUJIA Ce 3ary0a Ha BKYC MJIM MUPHC, Bb3IAJICHO I'bPJI0, JUAPHS HIIH

HOBpBIIAHE. |
*

B ananmu3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHU U BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH Clie]
NPUIOKEHUE Ha MTOCIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA
¢ N-cBpp3Bane [cepym] Ha Busnta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenmHa (nucleic acid amplification tests, NAAT) [Ha3anna HaTpuBKka] Ha Bm3utn l u2) mc
orpumnateneH pesynrtat or NAAT (Ha3anmHa HaTpHUBKA) IPH BCsAKA HETUTAHMpaHa BU3UTA TIpeIn 7-MHUs ICH

caen Jlo3a 2.

a. N = bpoii ygacTHHLIN B TOCOUEHATA IPyTIA.

o

nl = BpOfI Y4aCTHULIH, OTTOBAPSAIIN HA OMPCACICHUCTO 3a KpaﬁHaTa TOYKa.

B. OO0 nepuox Ha HaOmoxeHue B xwisau (1 000) yoBekoroanHy 3a JaaeHara KpaiHa TO4Ka IpU BCUYKH
y4YacTHHIM BbB BCSIKA PUCKOBA IPyIa 3a KpaliHaTa Touka. BpeMeBHAT epro 3a HAaTpynBaHe Ha ClIydau Ha
COVID-19 e ot 7-mus neH cien [o3a 2 10 kpasi Ha meproia Ha HaOIIIOICHUE.

r. n2 = 0poii pUCKOBY YYaCTHHUIIN 3a KpaliHaTa TOYKA.

n. Jlosepurennusart uatepsan (JIN) 3a epukxacHOCT Ha BakcHHATa € TIOJTy4eH Ha 6azara Ha MeTona Ha Clopper
u Pearson, kKopurupaH cripsiMo BpeMeTo Ha HaOmoaeHue. JIM He e KopurupaH 3a MHOKECTBEHU aHATU3H.

Edukacaoctra Ha ”PHK Bakcunata cpenty COVID-19 npu npeBeHIMATa Ha TbpBa MosiBa Ha

COVID-19 ot 7-mus neu cinen Jlo3a 2, B cpaBHeHHe ¢ Twiane6o, ¢ 94,6% (95% noBeputeneH UHTEpBAI

ot 89,6% 10 97, 6%) npu yyacTHHIIM Ha 16 ¥ TIOBEYE TOJIMHU ChC WK 0€3 JJoKa3aTeICTRa 3a
npenuiiHa nadpeknus cbe SARS-CoV-2.




JlomrbITHUTENHO €AMH MOATPYTIOB aHAIN3 Ha IbPBUYHATA KpaiHa TOYKa MOKa3Ba CXOJHH OLICHKU Ha
TOYKaTa 32 €PUKACHOCT MPH IPYIIUTE MO MO, ETHUYECKA NPUHAJICKHOCT M YUYACTHULIM ChC
CBITBTCTBAIIY 3a00JIIBaHMS, CBBP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

Edurxacnocm u umynoeennocm npu ronowu Ha ev3pacm 12 0o 15 eo0unu

[Ipu ananu3 na [IpoyuBane 2 mpu 1oHOIIM Ha BB3pacT 12 10 15 roannu 6e3 NaHHM 3a MpeIullHa
uHpeknys, Hma caydan npu 1 005 yyacTHUIM, TOTyYnIn BaKCHHATA, M ©Ma 16 ciaydast mpu

978 yuactHuim, nomyuywiy 1iane6o. ToukoBara oneHka 3a epukacHoct € 100% (95% moseputeneH
uaTepBan 75,3; 100,0). [Ipu ygacTHUIIN ChC WM O3 JaHHM 3a TpeaurTHa nHpeknus uMa 0 cirydas
mpu 1 119-te yuacTHHIIM, MOTYYHIU BakcuHata, U 18 ciyuas npu 1 110-Te yyacTHHIHM, HOTYIHIN
miane6o. ToBa chIIO MOKa3Ba, 4e TOUKOBaTa oreHka 3a epukacHoct e 100% (95% nosepurenen
untepsan 78,1; 100,0).

B IlpoyuBane 2 e mpoBeeH aHAIN3 HAa TUTPUTE Ha HEYTPAIU3UPALIUTE AaHTUTENA CPELILy
SARS-CoV-2 1 mecen cien Jlo3a 2 npu u30paHa Ha CllydacH MPUHIIMII OATPYIa y4acTHHIIN O0e3
CEpOJIOTHYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHajia nHdpexkus cb¢c SARS-CoV-2 no 1 mecen cnen
Ho3a 2, cpaBHsBall 0TTOBOpA MPH IOHOLIN Ha Bb3pacT 12 1o 15 rogunu (N = 190) ¢ To3u npu
YYaCTHHUIM Ha Bb3pacT 16 g0 25 rogunu (n = 170).

CBHOTHOLICHUETO Ha CPETHUTE TeOMETPHYHU TUTPH (geometric mean titres, GMT) npu Bp3pacToBara
rpyna 12 no 15 rogunu cripsiMo Be3pacToBarta rpymna 16 no 25 roaunu e 1,76, ¢ 2-ctpanen 95% JAU
1,47 no 2,10. CieoBaTeiHO € TOCTHIHAT KPUTEPHUAT 3a HE MO-MaJika e(DUKaCHOCT, KOMTO €
choTHOLIEHME 1,5 , Thil KaTo JosHaTa rpaHua Ha 2-ctpanHus 95% JIU 3a cpeqHOTO reoMeTpUYHO
cpoTHoOIIeHHe (geometric mean ratio, GMR) e >0,67.

Ilenuarpuyna nonyianus

EBpomneiickaTta areHIus 1o JiekapcTsaTa oTjara 3aJbJDKEHHETO 3a IIPEOCTaBsIHE Ha Pe3yITaTUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuuHara nomymnanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a nuH(popMaLus OTHOCHO YHOTpeda B IeAUATPUATA).

To3u nexkapcTBEH MPOAYKT € pa3pelleH 3a ynorpeda o T. Hap. CXeMa ,,pa3peliaBaHe MmoJl ycIoBue".
ToBa o3HauaBa, 4ye 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT JAOMBJIHUTENHU NaHHU. EBponeiickaTta
areHIys 10 JIeKapcTBaTa e U3BBPIIIBA MpEriie]l Ha HoBaTa MH(GOPMAIIUs 32 TO3H JIEKAPCTBEH MPOYKT
MoHe BeHbK roauitHo U Ta3u KXII choTBETHO 11I€ ce aKkTyaau3upa.

5.2 dapmMakoKHMHeTHYHH CBOWCTBA

Henpunoxunmo.

5.3 IlpeakIVHUYHHU JaAHHU 32 0€30MACHOCT

HexnuHn4HuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
MPOYYBAHUS 32 TOKCUYHOCT NMPU MHOTOKPATHO MpHUJIaraHe, PerpoayKTHBHA TOKCHYHOCT M TOKCUYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

ITrexoBe, Ha kouto Comirnaty e mpuIaraHa HHTPaMyCKyJTHO (TIOTy4aBainy 3 MbJIHU JI03U 32 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIH OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INIMSITA B
TEJIECHOTO TETJI0), TTOKa3BaT MaIbK OTOK M €PUTEM Ha MSICTOTO HAa HHXKEKTHPAHE M YBEITMIaBaHE HA
OenuTe KPBBHU KJICTKH (BKIIOYUTETHO 02300 U €03MHO(DWIIH), ChOTBETCTBAIIH HA BH3MAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIUs HA MOPTATHUTE XETIATONUTH 0e3 JaHHH 32 YEPHOPOOHO YBPEKIaHE.
Benuku edextu ca 6mnmm oOpatumu.

rCHOTOKCI/I‘lHOCT/KaHHCDOFCHHOCT

10



He ca nmpoBexxganu mpoy4YBaHUs HUTO 32 TEHOTOKCUYHOCT, HUTO 32 KaHIeporeHHocT. He ce oyakBa
KOMIIOHEHTHUTE Ha BakcuHata (yiunuau 1 ”PHK) na uMat reHoTOKCHYEH MOTCHITUAI.

PenponykTuBHA TOKCHYHOCT

PenponykTHBHATA TOKCHYHOCT M TOKCHYHOCTTA 32 PAa3BUTHUETO Ca U3CIICABAHU TIPH IUTHXOBE B
KOMOWHHUpPaHO MPOyYBaHe Ha PEpTUINTETA M TOKCHYHOCTTA 33 Pa3BUTHETO, pu koeTo Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha KEHCKH ILTbXOBE MpeaIn Yu(TOCBAHE U 110 BPEME Ha recTallus
(nmonyvaBaiy 4 HJIHYU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKU HUBA MPH ILTHXOBE MOPaIH
pasnuuusATa B TEJICCHOTO TETJI0, B IIEpHojIa MEXAY JeH 21 mpeau YyuTOCBaHETO U reCTallMOHCH

neH 20). OtroBopu ¢ mosiBa Ha HeyTpaiau3upaiiy antureia cpeiry SARS-CoV-2 uMa npu sKMBOTHUTE
MalKH OT Tiepuoia npeau YuhTOCBAHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
npu (eTycute U MoKoseHueto. Hama cBbp3ann ¢ BakcuHaTa eeKTH BbpXY PepTHInTETA,
OpeMeHHOCTTa MK eMOPHO(ETATHOTO PA3BUTUE HITU PA3BUTUETO HA MOKOJICHUETO. JIuNcBaT naHHu 3a
Comirnaty OTHOCHO TIPEMUHABAHETO HAa BAKCUHATA MPE3 TUIAIEHTATa WIN SKCKPEIHUATa B MIIIKOTO.

6. OAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHUTE BELIECTBA

((4-xumpoxcubyTrn)azaneaumi )ouc(xekcan-6,1-nuwmn)ouc(2-xekcmwiaekanoat) (ALC-0315)
2-[(monmuerunenriukon)-2000]-N,N-aurerpanenmnaneramuy (ALC-0159)
1,2-nucreapomin-sn-riumnepo-3-pochoxonun (DSPC)

Xomnectepo

Kanues xnopun

Kanues auxunporendocdar

Hatrpues xnopun

Junarpues Gocdat 1uxumpar

3axapo3a

Bona 3a nexexkuuu

6.2 HecbBMecTHMOCTH

To3u iekapcTBEH NPOAYKT HE TPsIOBa Jla ce CMECBa ¢ APYTH JIEKAPCTBEHM MTPOAYKTH, C U3KJIIOUCHHE Ha
OCOYEHUTE B TOYKA 6.6.

6.3 Cpok Ha rogHoCT

HeortBopeHn ¢uakoH

3ampazen praxon

6 mecera mpu -90°C o -60°C

B pamkuTe Ha 6-MeceqHUsI CPOK Ha TOJAHOCT HEOTBOPEHUTE (IIAKOHH MOXKE JIa C€ ChXpaHsBaT U
TpaHcnoptupar npu -25°C 1o -15°C 3a egHOKpaTeH nepruo 10 2 CEAMMIIU, CIIeH KOSTO MOXKE Ja Ce
BbpHAT 00paTHO 3a chXpaHeHue npu Temneparypa -90°C no -60°C.

Pasmpaszen gprarxon

1 mecern ipu 2°C mo 8°C

B pamkute Ha 1-MecedHus Cpok Ha FOJJHOCT IpH yCI0BUATa Ha cbXxpaHeHue ot 2°C no 8°C, 3a
TpaHCIIOPTUPAHE MOXKE JIa Ce MU3MOo3Bar A0 12 gaca.

[penu ymotpeda HEOTBOPEHHAT (IIAKOH MOXKE J]a Ce ChXpaHsiBa JIo 2 yaca npu temreparypa jo 30°C.

Cnen padMpassiBaHe¢ BAKCHUHATa HE TpﬂﬁBa aa ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypuu omxionenus cied uzgaxcoare om gpuzepa
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JlaHHUTE 3a CTAOMITHOCT MOKAa3BaT, Ye HEOTBOPSHHUSAT (PIIAKOH € CTaOWIICH JI0:

. 24 4aca, KOraTo ce ChbxpassBpa IpH temieparypa ot -3°C go 2°C

. 001110 4 gaca, koraTo ce chxpaHsaBa rmpu temneparypa oT 8°C mo 30°C; Toa BKIItoda 2-Ta qaca
mpu Temreparypa 10 30°C, onricanu mo-rope

Tasu HH(bOpMaHHH € NMp€AHa3Ha4YCHa Ja YI'bTU MCAUIHUHCKUTEC CIICHUAIUCTH CaMO B cnyqaﬁ Ha
BPEMCHHO TEMIIEPATYPHO OTKIIOHCHUC.

Tpancgep na sampazenu naxonu, coxpansasanu npu cepvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJZIeHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHHUCKA Temreparypa (<-60°C),
MOTarT JIa OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe OT 5 MUHYTH.

o [InuTkuTe KyTHU ¢ HIAKOHH, Ha KOUTO KalaluTe ca OTBOPEHH WIIN TE€3U, KOUTO ChIABPKAT
mo-mMainko ot 195 ¢nakoHa, cien KaTo ca U3BaJACHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa octaHaT Ha Temneparypa a0 25°C He moBeue OT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (JIAKOHH ce BBPHAT 00paTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSHUE CIIE]
eKCHOo3UIMs Ha Temneparypa 1o 25°C, Te TpssOBa Ja ocTaHaT Ha ChbXPaHEHHE B 3aMPa3cHO
CBCTOSIHUE B MIPOIBIKEHUE HA Hali-MaJKo 2 Yaca, IpeAr Aa Morat aa ObaaT U3BaJeHH OTHOBO.

Tpancghep na sampasenu gaaxonu, coxpanssanu npu -25°C 0o -15°C

o [InuTkuTe KyTHU ¢ HIAAKOHHU, KOUTO ca 3aTBOPEHH C Kalal, Chabpkamu 195 ¢makona,
M3BaJICHU OT ChXpaHEHUE B 3aMpaseHo cheTosiHue (-25°C no -15°C), morar ja ocTaHat Ha
TeMmeparypa a0 25°C He nmoBeve OT 3 MEHYTH.

o [MnuTkuTe KyTHU ¢ HIAKOHW, HA KOUTO KAIallUTe ca OTBOPEHH WIIH TE€3H, KOUTO ChIBPKAT
mo-mMaiko ot 195 ¢nakoHa, cies KaTo ca U3BaJACHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C no -15°C), morat ga octaHat Ha Temneparypa 1o 25°C He moBeye OoT 1 MUHYTa.

Criet KaTo BEJJHBXK J1a/icH ()JIaKOH € U3BAJICH OT IUTMTKATa KyTHs ¢ (JIaKOHU, TO# TpsiOBa 11a ce
pasmpasu 3a ynotpeoa.

Pa3penen jekapcTBEH IMPOAYKT

JlokazaHa € XMMHYHA M (pU3HYHA CTAGHIHOCT 110 BpeMe Ha yrnotpeda, BKIFOUUTEIHO 110 BpeMe Ha
TpaHcHopTupane, 3a 6 yaca mpu 2°C mo 30°C ciex paspeskaane B Hatpres xiopua 9 mg/ml (0,9%)
UHKEKIIMOHEH pa3TBop. OT MUKPOOHOIIOTHYHA TIeIHA TOYKA, OCBEH aKO METOIBT Ha pa3pexaaHe
U3KJII0YBA PUCK OT MHUKPOOHA KOHTAMHHALIKS, IPOAYKTHT TPOBa J1a ce M3IM0J3Ba BeHara. AKo He ce
U3II0J13Ba BEeJJHAra, BPEMETO U YCIOBHUSTA Ha ChXPaHCHHUE M0 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha
nmoTpeduTens.

6.4 ChenuajJHM ycJ0BHUS HA CbXpaHeHUe

[a ce cpxpansBa BbB hpuzep npu -90°C no -60°C.

[a ce cpxpaHsBa B OpUrHHAIHATA ONAKOBKA, 32 Ja Ce MPE/a3y OT CBETIMHA.

[To BpeMe Ha chbXpaHEHHE CBEJIeTE JI0 MUHIMYM W3JIaraHeTo Ha CTaifHa CBETIIMHA U M30sTrBaiTe
U3JIaraHe Ha IpsiKa CIIbHYEBA CBETJIMHA M YJITPABUOJIETOBA CBETIHMHA.

C pa3mpasenute hIakoHU MOKeE J1a ce padOTH B YCIIOBHSI Ha CTaiiHa CBETIIMHA.

3a ycIoBHATa HA ChXPAaHECHUE CIIEH pa3MpassiBaHe U pa3pexkaaHe Ha JEKAPCTBEHUS IPOIYKT BIKTE
TOouKa 6.3.

6.5 Bwuau chabpkaHue HA ONAKOBKATA
ITpo3pauen MHOT0/1030B (takoH (cThKIIO THI |) 2 ml ¢he 3amymanka (CHHTETHYHA GPOMOOYTHIIOBA

ryma), ¢ aJlyMHHHEBa 00KaTKa M OTUYIIBAIIO CE MIaCTMAacOBO Kamaue. Beekn duiakoH chabppika 6 1039,
BIDKTE TOUYKA 6.6.
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Bun onmakoBka: 195 ¢irakona

6.6 CneuuajHu npeanas’Hu MepPKH NPHU U3XBbPJsiHe U padoTa

VYkazanus 3a pabora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIIUHCKHU CIICHHUAIINCT, KAaTO CC U3II0JI3Ba ACCITUYHA
TCXHHUKA, 3a J1a C€ rapaHTUpa CTCPUWIHOCTTA Ha NIPUT'OTBCHATa JUCTICPCUS.

PASMPA3ABAHE IIPEJIN PA3PEKJIAHE

He moBeue ot
2 yaca npu
cTaiHa
TeMIeparypa
(mo 30°C)

<

MHOrom030BHAT (QIIAKOH CE ChXpaHsIBa
3aMpaseH U Tpsi0Ba J1a ce pa3Mpas3u Npeau
paspexaane. 3aMpaseHute (JIaKoHU TpsOBa
Jla ce IpeHecaT B cpenia ¢ reMmeparypa 2°C
1o 8°C, 3a n1a ce pa3Mpassr;
pa3Mpa3sBaHETO Ha eHA OAKOBKa ChC
195 ¢rakoHa MoOXe J1a OTHEME 3 Jaca.
BB3MorkeH e ChIIo Ipyr BapuaHT, MpH
KOITO 3aMpa3zeHnTe (hIakoHH Jia ce
pasmpasar 3a 30 MUHYTH TIpU TeMIiepaTypa
1o 30°C 3a He3abaBHA ymoTpeoa.
HeotBopenust ¢uakon Moxe aa ce
chXpassBa 3a nepuog 1o 1 mecen npu 2°C
1o 8°C. B pamkure Ha 1-MecedHHS CPOK Ha
TOJHOCT MPY YCJIOBHSITA HA CbXPAHEHUE OT
2°C no 8°C, 3a TpaHCHIOPTHPAHE MOXKE Ja
ce u3noiasBart 1o 12 yaca.

OcraBete pazMpaseHHAT QIAKOH J1a
JIOCTUTHE CTaliHa TeMIleparypa u
BHUMATEJIHO IO 00bpHeTe 10 mbTH mpeau
paspexaane. He pasknamiaiite.

IMpenn pa3pexaane pazMpaszeHarta
JHCIIepCHs MOKe Ja ChABbpPKa Oenun 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTHUIIH.
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PA3PEKIAHE

Lo — =}
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1,8 ml narpues xyopua 0,9%
HHKEKIIMOHEH Pa3TBoOP

Pa3mMpazenara BakcruHa TpsOBa Ja ce
paspe/y B HeHUs opurnHalieH GiakoH ¢
1,8 ml natpues xnopun 9 mg/ml (0,9%)
HWHXEKIMOHEH Pa3TBOP, KaTO C€ M3M0I3Ba
uria 21 G, WM no-TbHKa, U aceNTUYHA
TEXHUKA.

4 J N
%l

. | y,

e ™

H3rerere 6yraaoro a0 1,8 ml, 3a
Ja OTCTPAHUTE Bb3AyXa.

W3paBHeTe HANIATAHETO BHB (hIIAKOHA MTPEan
Jla U3BaJUTE UIJaTa OT Hero, KaTo
nsrernute 1,8 ml Bb3ayX B U3npazHeHara
CIIPUHIIOBKA HA Pa3peauTess.
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Baumareano — 10 nnTH

J

BuumMarenno o0bpHETE pa3peacHara
qucnepcus 10 meTu. He paskuamaiire.
Paspenenara BakcrHa TpsiOBa 11a
MIPEICTABIISIBA TIOUTH Osiy1a AUCTIepcus 0e3
BuauMU yactuly. He nsnomnzpaiite
pa3peneHaTa BakCUHA [IPU HAIMYUE Ha
YaCTHIIM WM IPOMSHA B LIBETA.

Date / Time:

3anuiere CbOTBETHUTE 1aTA M YAaC.
Ja ce u3mosi3Ba B paMKuTe Ha 6 yaca

cJie] pa3peKaaHe.

Ha paspenennrte dirakonu TpsioBa na 6paatT
oTOeJIsI3aHu CHOTBETHHUTE JaTa U 4ac.
Crnen pa3pexaane, cbxpansaBaiTe npu 2°C
1o 30°C u u3non3BaiiTe B paMKUTE Ha

6 yaca, BKITIOYMTEITHO BPEMETO 3a
TpaHCIIOPTUPAHE.

He 3ampa3zsiBaiite win paskiamanrte
paspeneHara nucnepcusi. Ako e Ouna
IIOCTaBEHA B XJIAIMIIHUK, OCTaBETC
paspeneHaTa TUCIIePCHs 1a TOCTUTHE
cTaifHa TeMIieparypa mnpeau ymorpeoa.
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NPUTOTBAHE HA UHAUBUJYAJIHU 103U COMIRNATY OT 0,3 ml

o Cren paspexaane (GpIaKOHBT ChIbpPIKa

2,25 ml, oT KOMTO MOraT Ja ce U3TETTIAT
0,3 ml pa3penena 6 mo3u mo 0,3 ml.
BaKCHHA e Karo usmonsBaTe acenTUYHA TEXHUKA,
HOYHCTETE 3alyllankaTa Ha GJiaKoHa ¢
TaMIIOH 34 €HOKpaTHa yrmoTpeba, HaloeH ¢
AHTHCENTHYEH Pa3TBOP.

e Usrernere 0,3 ml Comirnaty
Tpsi06Ba 1a ce U3MON3BAT CIIPUHLOBKY W/HITH
UTJIU C MaTbK MBPTHB (HEH3MOI3BaEM )
o0eMm, 3a /1a ce U3TETJISIT ECT J03U OT SOUH
(hnaxon. KomMOMHaIMATa OT CIPUHIIOBKA K
UTJIa ¢ MaTbK MBPTHB 00eM TpsiOBa /1a uMa
MBPTHB 00€M HE MO-TOJISIM OT
35 MuKponuTpa.

AKO ce M3M0I3BaT CTaHAAPTHU CIIPUHIIOBKH
Y UTJIH, MOJKE JIa HsMa JIOCTaThueH 00eM 3a
M3TErJIsSHE Ha MIECT J03H OT eAH (DIaKoH.

e Bcska no3a TpsoBa ga ceappika 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BbB
(h1akoHa BakCHMHA HE MOJKE J]a IOCTaBH
eaHa 1si1a qo3a ot 0,3 ml, u3xBbpriere
(hakoHa U M3MUILHUS 00eM

e lI3xBBprere HEM3MOI3BAHATA BAKCHHA B
pamKuTe Ha 6 yaca ciel pa3pexaaHe.

H3xBBpasiHe

Hewusnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUC C MCCTHUTC U3MCKBaHM.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

thakc: +49 6131 9084-2121
service@biontech.de

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001
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9. JATA HA II'bPBO PAZPEHIABAHE/IIOJJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

[ara na mppBo paspemasane: 21 nexkemBpu 2020 r.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

IToapoOHa uHOpMaLKs 3a TO3M JCKAPCTBEH MPOAYKT € IMPeIocTaBeHa Ha yeOcalita Ha EBponeiickara
areHuus 1o Jiekapcrpata http://www.ema.europa.eu.
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HPUJIOKEHHE |1
MMPON3BOJUTEJIN HA BUOJIOI'MYHO AKTUBHUTE
BEIIECTBA U ITIPOU3BOAUTEJIN, OTTOBOPHU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUSA WJIN OTPAHUYEHMUSA 3A TIOCTABKA U
YIHOTPEBA

APYI'N YCJIIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJI0OBUSA NN OTPAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AQABJIZKEHUE 3A UBITbJIHEHUE HA MEPKH
CJIEJ -PA3PEIIIABAHE 3A YIIOTPEBA IO/ YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/IU

Hme n aapeC HAa MPOU3BOAMTCINTE HA OUOJIOTUYHO aKTI/IBHOTO(I/ITe) BCH_ICCTBO(a)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

BioNTech Manufacturing Marburg GmbH
Emil-von-Behring-Strasse 76

35401 Marburg

I'epmanus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

I'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAIII

Hme u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOKAAaBaHE HA MAPTHINTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

IleuaTHaTa I1MCTOBKA Ha JICKApCTBCHUSA NPOAYKT Tp$[6Ba Aa CbAbpiKa UMCTO U aipeCa Ha
IIPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA IapTHaA.

C orJjiel Ha ACKJIapupaHaTa CIICHIHOCT, CBbp3aHa C OGH.IGCTBGHOTO 3ApaBC OT MECKAYHAPOIHO

3HaYCHUE, U 32 J]a Ce OCUTYPH PaHHa JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € O0CKT Ha OrPaHHYCHO BHB
BpPEMETO M3KIIOUCHHE, IABAI0 BH3MOKHOCT 3a TIPHEMaHe Ha aHAIN3a 332 KOHTPOJ Ha MapTHINTE,

W3BBPIIEH B perucTprpano(u) MAcTo(ecTa) Ha IMPOU3BO/ICTBO, JIOKATH3UpaHO(1) B TpeTa cTpaHa. ToBa
M3KIIIOUEHHE MpecTaBa aa 0b1e BaynaHo Ha 31 aBryct 2021 r. BeBexkaaneTo Ha yciaoBus 3a 0a3upaH B
EC xoHTpos Ha mapTHAUTE, BKIIOYUTEITHO HEOOXOIUMHTE POMEHH B YCIIOBHSTA HA Pa3peIIeHUETO 32

ynotpeba, TpsiOBa na ObAaT 3aBbpIIeHN Hali-KbcHO 10 31 aBryct 2021 1., B ChOTBETCTBHE CHC

ChIIaCyBaHUA IIJIAH 34 TO3U TpaHC(bep Ha aHaJin3a. HOKJ’Ia,Z[I/I 3a Iporpeca TpHGBa Ja 6’B,Z[3,T nogaaCHA

1o 31 mapt 2021 r. u fa OBAAT BKIIIOYCHU B TOAMIITHOTO 3asIBJICHUE 3a MOAHOBSBAHE.

b. YCJI0OBUA NN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT €€ OTIIyCKa I10 JEKAPCKO HNPEAUCAHUE.
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o OdunuaaHo ocBoGoKIaBaHe HA MAPTHIH

CoritacHo wi. 114 ot Iupextusa 2001/83/EO oduimaaiHoTo 0cBOOOKIaBaHE HA TTAPTHIANUTE CE
W3BBPIIBA OT AbPXKABHA JTAOOPATOPHSI WK JTAOOPATOPHS, ONPEICTCHA 3a Ta3H eI,

B. JPYI' YCJIOBUA U N3UCKBAHUSA HA PASBPEHIEHUETO 3A YIIOTPEBA
. Ilepuoguynu akTyaJu3upanu aokjaanu 3a oezonacuoct (IIAAbB)

N3uckBanusta 3a nojasane Ha [TA/Ib 3a To3u JiekapCTBEH MPOAYKT ca IOCOUYEHH B CITUCHKA C
pedepentnute natu Ha Epomnetickus cbto3 (EURD crmcek), mpensuaes B wi. 1078, ain. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCHUKHU CJICABALIM aKTyJIN3aLIH, ITyOJIMKYBaHH Ha
EBPOTICHCKHs yeOIopTan 3a JeKapCcTBa.

[IpurexatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tps6sa na nogane nepus [TAZLD 3a To3u
IPOLYKT B CPOK OT 6 Mecella clle/l pa3pelliaBaHeTo 3a yrnorpeoa.

. YCJI0OBUus NJin OrPAHUYEHUS 3A BE3OITACHA U E@EKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Ipurexatensat Ha pa3pemenuero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE
JIEHHOCTH U ACHCTBHS, CBBP3aHHU C NIPOCIIEAsBaHE HA JIEKAPCTBEHAaTa 0€3011acHOCT, IIOCOYEHH B
onobpenus [IYP, npeacraen B Mozayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJICABAIU OJ00peHH akTyanu3aiuu Ha [TYP.,

Axrtyanmsupas IIYP tps6Ba na ce mogasa:

° 1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

. BHUHArW KOTaTO CE€ U3MEHS CHCTEMAaTa 3a YIpaBJicHHE Ha pUCKa, 0COOCHO B pe3yJITaT Ha
MoJTyyaBaHe Ha HOBa MH(OPMAITUs, KOATO MOXKE Ja JTOBE/IC 10 3HAUMMU IIPOMEHU B

CbOTHOIICHHUECTO HOJI3a/pI/ICK, WK CJIEA JOCTUTAHC Ha BAXXCH €Tall (BT)B BPB3Ka C MpOoCI€aAsABaHC

Ha JICKapCTBECHATa 0e30IMacCHOCT HIIH CBEXXIaHE Ha prUCKa 10 MI/IHI/IMYM)

A.  KOHKPETHO 3AABJKEHUE 3A U3IITBJIHEHUE HA MEPKMU CJIE/]
PA3ZPEIIIABAHE 3A YIIOTPEBA 11O YCJIOBUE

Toga e pa3pernieHue 3a ynorpeda moj; yciaosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B

onpezaeneHus cpok [IPY TpsaOBa 1a U3ITBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a a 3aBbPIIN OXapPaKTEPU3UPAHETO HA AKTUBHOTO BEIIECTBO M KPAWHMS roimm 2021 r.
npoaykt, [IPY TpsabBa na npenocTaBu JOITBIHUTEIIHY JTaHHU. MexauHan

JTOKJIA]TH:

31 mapr 2021 .
3a nma ce rapaHTHpa IMOCTOSIHHO KadyecTBO Ha mpoaykra, [IPY Tpsaosa na roimm 2021 r.
MPEI0CTaBU AOMIBIHUTEIHA HH(OPMAIIMS 3a 3aCHUIIBAaHE Ha CTPATErHsITa 3a MexnuHHI
KOHTPOJI, BKIIOYUTETHO Cenn()UKANN Ha aKTUBHOTO BEIIECTBO M KPaHUS JOKJIaJIH:
MPOJTYKT. mapt 2021 1.
3a ma ce MOTBBPAU MPOGUITHT Ha YUCTOTA U J1a CE TaApaHTHUPA ISUTOCTEH roimm 2021 r.
Ka4eCTBEH KOHTPOJI U TIOBTOPSAEMOCT OT MapTUAA JI0 MApTUAA ITPe3 MeTus MexnuHHI
JKU3HEH IUKBJI Ha KpaiHus npoaykT, [IPY tpsbBa ga npegocraBu JTOKJIAJN:
JOMBIHUTETHA HH(pOPMAIIHS 3a ITPoLieca Ha CHHTE3 M CTpaTeruaTa 3a KOHTpoJ 3a | ssuyapu 2021 r.
romoIiHoTo Bentectso ALC-0315. ampui 2021 r.
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Onucanne

Cpok

3a 1a ce NOTBBPAY NIPOPUIBT HA YUCTOTA U /1a CE FapaHTHpa LAJIOCTEH
Ka4eCTBEH KOHTPOJI U IOBTOPSIEMOCT OT MapTUAA A0 NapTUAA IPe3 LeHs
JKU3HEH LHUKbJ Ha KpaitHusg nponykr, [IPY TpsOBa na npempocraBu
JOIIBJIHUTENHA HH(OpMAIKS 32 MPolieca Ha CUHTE3 U CTpaTerusiTa 3a KOHTPOJI 32
nomoiHoTo BeniectBo ALC-0159.

roimm 2021 r.
Mexnuuan
JOKJIa/IU:
siHyapu 2021 1.
amprut 2021 T.

3a ma ce moTBBpAM epukacHOCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY tps6Ba
Jla Iofia/ie OKOHYaTenHus J[OKag OT KIMHUYHO MTPOYyYBaHe 32
PaHIOMHU3UPAHOTO, TUIAIe00-KOHTPOIMPAHO, 3aCIICTICHO 32 HAO0AATEIs
npoyuBade C4591001.

nexkemBpu 2023 T.
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NPUJIOXEHHUE IlI

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

ETUKET HA KAPTOHEHATA KYTUA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

COMIRNATY KOHIIEHTpAT 32 HHKECKITHOHHA TUCTICPCHSI
nPHK Bakcuna cperry COVID-19 (mykneo3unno Moauduimpana)

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Cren paspexaane Bceku (GIakoH Chabpska 6 mxo3u mo 0,3 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: ALC-0315, ALC-0159, DSPC, xoecTepoi, KalueB XJI0pH I, KajIueB
quxuaporenpocdat, HaTPHUEB XJIOPHI, TUHATPUER PochaT AUXUAPAT, 3aXap0o3a, BOAA 338 HHKCKIMN

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

KoHuenTpaT 3a MH)XEKIIMOHHA AUCTIEPCHST
195 mHOTO1030BH (priakoHa

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/JIAHE

WHTpamMyCcKyIHO NPUIOKEHUE CIIe]] pa3pexkaaHe.
[Ipenu ynotpeda npouerere IMCTOBKATA.

Ckanwmpaiite QR koja 3a moBede uHpopmarms.

Paspenere npemu ynorpeba: Paspenere Bceku duakon ¢ 1,8 ml matpues xmopua 9 mg/ml (0,9%)

WHXCKIIMOHCH pa3TBOP.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHABa Ha MACTO, HCAOCTHIIHO 3a JICIIA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Cpoxk Ha rogaoct npu 2°C 10 8°C: .....oeveeeen,
(MakcumyM 1 Mecel; HalpaBeTe MPEAUIIHNUS CPOK HA TOJHOCT HEUCTIINB)
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9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

CobxpaHeHue:

[Ipenu paspexnane, na ce cbxpanssa npu -90°C no -60°C B opuruHaiHaTa OIaKoBKa, 3a J1a Ce
Mpe/na3y OT CBETINHA.

Crnen pazpexxaane, cbxpansaBaiite Bakcunata npu 2°C no 30°C u s u3non3BaiiTe B paMKuTe Ha 6 yaca.
W3xBBpreTe HEN3MoN3BaHATa BAKCHHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME 1 AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, I'epmanus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TTAPTHUJAEH HOMEP

[TapT.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA ABBYKA

[Ipueto e ocHOBaHME J1a He ce BKItoUM HH(opMarus Ha bpaiinoBa azoyka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBynamepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJUHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JIAKOHA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U ITbT(MIIIA) HA BBBEXK/IAHE

COMIRNATY crepuiieH KOHIICHTPAT
uPHK Bakcuna cpemry COVID-19
i.m.

‘ 2. HAYYH HA ITPNJIOKEHHNE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4, INAPTUJIEH HOMEP

ITapTt.Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIN

6 mo3u cien pa3peKaaHe

| 6.  JIPYIO

JlaTa/uac 3a U3XBBPIISHE:

26



Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty koHmeHTpAaT 3a HH(QY3MOHHA AUCTIEPCHS
uPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

vT031/1 JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOIMBIHUTEIIHO Hab o meHre. ToBa 1ie mo3Boiu Obp30TO
yCTaHOBSIBaHE HAa HOBAa MH(pOPMAITHSI OTHOCHO Oe30macHOCTTa. MOXKeTe 1a JajeTe CBOSI IPUHOC KaTo
CHOOIINTE BCSAKA HEXKETAHA PeaKIIHs, KOSTO CTE MOJyYWId. 3a HAaYMHA Ha ChOOIIaBaHe Ha HEXEIIaHU
peakuuu BUXKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHMMATEIHO LSLJIATA JIUCTOBKA, peau 1a Bu 0bae npuiioskeHa Ta3u BAKCHMHA, Thil
KATO T CbAbP:Ka BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JIMCTOBKA. MoJKe /1a ce HAJIOXKH J1a 5 POYETETEe OTHOBO.

. AKO MMaTe HAKaKBH JTOIBIHATETHN BBIIPOCH, TTONMTaiiTe Bamms ekap, hapMarieBT mwim
MEIULMHCKA CEeCTpa.

. AKO TIOJTyYHTe HAKAKBU HEXKEJIAHU PeakIluu, yBeJoMeTe Baius nekap, GpapManeBT wiu

MCIUIIMHCKA CECTpa. ToBa BKII0OYBA U BCHYKH BB3MOKHHU HEXKEIIaHU p€aKnnun, HEOIMUCaHU B
Ta3u JUCTOBKA. BrkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnsgsa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tps6Ba na 3naere, npeau na Bu 6bae npunoxed Comirnaty
Kak ce nmpunara Comirnaty

BB3MOXHHN HEXETaHU peakuu

Kak na cpxpansBate Comirnaty

ChabpkaHye Ha ONAaKOBKATa M JOBIHHUTEIIHA HH(POPMAIIUS

BN S

1. Kaxkso npeacraBiassa Comirnaty u 3a KakBO ce H3M0JI3Ba

Comirnaty e BakCHHa, KOSITO C€ M3MOJ3Ba 3a Ipena3Bade ot 3abomsaBane or COVID-19, npuunHaeHo
ot Bupyca SARS-CoV-2.

Comirnaty ce npuiiara Ha Bb3pacTHHU M FOHOIIIM, Ha Bb3pacT 12 W 1oBeYe FOUHH.

Baxcunara craBa mpuunHa HMyHHAaTa cucTeMa (€CTECTBEHUTE 3alllUTHH CHJIM Ha OpraHu3Ma) Ja
MPOM3BEKa AaHTUTENIA U KPBBHU KJIETKH CPEILy BUPYCa, KaTO TaKa OCUTYPSIBA 3al[UTa CPEILY
3aboisiBane or COVID-19.

Toit kaTo Comirnaty He ChABpKa BUPYCa, 3a 1a Ch3[a/le IMYHUTET, TS HE MOKE JIa IPUYUHU
3abomnaBane or COVID-19.

2. Kakso TpsdBa na 3Haete, npeau Aa Bu 0b1e npuiioxken Comirnaty

Comirnaty He Tpsi0OBa 1a ce mpuJjara
o AdKO CTC aJICPrUYHU KbM aKTUBHOTO BCIICCTBO WM KbM HAKOSA OT OCTAHAJIUTE CbCTaBKKU HA TOBA
JieKapcTBO (M30pOCHH B TOUKa 6).

IIpenynpesxaeHus 1 NpeINna3sHu MepPKH

I'oBopere ¢ Bamms nekap, papManeBT Wiv MEAULIMHCKA cecTpa, peau n1a Bu 0bae npuioxeHa

BaKCHHATA!

J aKo HSKOTA CTe MMAJIH TeXKKa aJlepruiHa peakys WIH IpoOIeMH ¢ AUIAHETO CIIe]
WH)KEKTHpaHe Ha HIKaKBa Jpyra BaKCHHA WK clie KaTo Bu e 6mra npuioxena Comirnaty B
MHUHAJIOTO.
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o ako Bu nputecHsBa MporiechT HA BAKCHHUPAHE WM HIKOTA CTE PUTIAJIANIN CIIe]T TIOCTaBsSHE Ha
WHXKEKIIUS ¢ UIJIa.

. aKo MMaTe TeXKKO 3a00sIsiBaHe Wik HHPEKIKS ¢ BUCOKa TemrepaTypa. Obaue Bue Moxkere na
ObJieTe BAKCHHUPAHU, aKO UMATe JIEKO MTOBHIIICHA TeMIIepaTypa Wi JieKa HHPEKIHS Ha
TOPHUTE JUXATEIHU ITbTUIIA, KATO HACTHHKA.

. aKo uMare npodIIeM ¢ KPhBOCHCUPBAHETO, JISCHO MOTyYaBaTe CUHUHU HITH M3TI0I3BATE
JIEKapCTBO 32 Mpe/a3BaHe OT MOsBa HA KPbBHU ChCUPELU.
. aKko uMare oTcaabeHa MMyHHA CUCTeMa mopaau 3abojsiBane, HanpuMep uadekuus ¢ HIV, win

MIpHEM Ha JIEKapCTBO, KaTO KOPTUKOCTEPOH]I, KOETO MOBIUsABAa MMyHHaTa Bu cuctema.

Cren Bakcunanust ¢ Comirnaty ca cb0OIIEHH MHOTO PEAKH CIIydad Ha MHOKapAHT (Bb3MaJICHUE Ha
CBPJEYHUS MYCKYI) ¥ IEpUKApAUT (Bb3MaJeHNe Ha BbHITHATa 00OBHMBKA Ha ChpIeTo). Ciydante
HACTBIIBAT IPEJMMHO B paMKHTE Ha JIBE CEIMHUIIH CJIe/l BAKCHHAIIHS, ITI0-YECTO CJIe]] BTOpaTa BaKCHHA
1 M0-4YeCTO MpHU No-Miagu Mbxe. Criex BakcuHanus TpsiOBa fa ObaeTe OAWTETHH 32 IPU3HALU Ha
MHOKapAUT U IEPUKapANT, HAIpUMeEp 3a1yX, ChbplLieOneHe uiu 00JKa B 'bpAUTE, U TPAOBa He3a0aBHO
Jla TOTHPCUTE MEAUIIMHCKA TTOMOIII, aKO T€ HACTBIIAT.

KakTo BcH4KM BakCHHH, 2-T030BUAT BaKCHHAMOHEH Kypc ¢ Comirnaty Moxe J1a He 3alUTH
HAI'BJIHO BCUYKH BAKCHHUPAHHU M HE € M3BECTHO KOJIKO JIBJITO I1I¢ ObJIeTe 3aIluTeH(a).

Hena
Comirnaty He ce penopb4Ba MPH Jelia Ha Bb3pacT 1o 12 roauHu.

JApyru nexkapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamms nexap wiu GapmanesT, ako U3I0I3BaTe, HACKOPO CTe W3IMOI3BAIN HITH €
BB3MO’KHO J1a U3M0JI3BaTe APYTH JIEKapCTBa, WM Hackopo By e mprioxkeHa HIKaKBa Jpyra BaKCHHA.

BpemeHHOCT M KbpMeHe
AKo cTe OpeMeHHa W KbPMUTE, CMATATE, Y€ MOJXKE JIa CTe OpeMeHHa WU IUIaHUpaTe OPEeMEeHHOCT,
MoCchBeTBalTE ce ¢ Barms nekap wim dapManesT npeau na Bu Obae npuioxeHa Ta3u BaKCHUHA.

lodupane u padoTa ¢ MAILIUHU

Hsikom ot edekTrTe HA BaKCHHATA, YIOMEHATH B Touka 4 (Bb3MOKHM HEXENaHU PeaKIii) MOTaT
BPEMEHHO J1a TIOBIHUSAT criocoOHocTTa Bu 3a mogupane nnu padora ¢ mammuu. M3gakaiite, okaTo
Te3u epeKTH OTIIYMSAT, Ipeay Ja modupaTe WiK a paboTHTE C MAILIUHH.

Comirnaty cbabpska Kaauii 1 HaTpUii

Tazu BakcuHa ChIBpKaA MO-Manko ot 1 mmol xanwmii (39 mg) Ha 1032, T.€. MOXKe /1a Ce Kaxe, 4e
MPaKTUYECKU HE ChIbPKa KaJIUH.

Tazu BakcuHa ChIBpKA MO-Manko oT 1 mmol Hatpwii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
MPAaKTUYECKU HE ChIbPrKa HATPUil.

3. Kak ce npunara Comirnaty

Comirnaty ce mpuJiara cief] pazpexaane kato umkekus ot 0,3 ml B MycKyJ B rOpHaTa yacT Ha
pBKaTa.

Ille Bu ObaT HanipaBeHU 2 WHKCKITUH.

[MpenopbuBa ce BTopaTa 71032 OT ChIllaTa BaKCHHA Ja Ce MPHUIOXKH 3 CEIMUIIM CJIE/ TbpBaTa J103a, 3a
Jia ce 3aBBPINN BAKCHHAIIMOHHUAT KYpC.

AKO uMaTe HIKaKBH JIOTBIHUTEIHH BBIIPOCH, CBHP3aHU ¢ yroTpebara Ha Comirnaty, monuraiite
Bamus nekap, hapmarieBT win MEAUIIMHCKA CECTpa.
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4, Bb3MoKHU HeKeJIaHU pP€aKuumn

Kakro Bcuuku BaKCHUHH, Comirnaty MOIXKE [1a NPCAU3BUKA HECKCIJIAHU PCAKIINN, BBIIPEKU Y€ HE BCCKU
'Y IoJIy4aBa.

MHOro0 YecTH HesKeJaHU PeaKIUM: MOrar Ja 3acertat noseue ot 1 Ha 10 mymm
Ha MSCTOTO Ha MHXKCKTHpPaHe: 00JIKa, OTOK

yMopa

rj1aBo0oJIHe

0osKa B MyCKYJIUTE

BTpHUCaAHE

00JIKa B CTaBHUTE

TAAPHS

MIOBHUIIICHA TEMIIEPATypa

Hsxowu oT Te3u HEXENaHU PeakIliy ca MAJIKO MTO-4eCTH IIpH FOHOMH Ha 12 10 15 ToguHu, OTKOIKOTO
IIPY Bb3PACTHHU.

YecTu HexxeTaHU peaKUMM: MOTaT Ja 3acerHat a0 1 Ha 10 gymm

L4 3a4CPBABAHC HA MSACTOTO HA MHIKCKTUPAHC
o raacHe
o MNOBPBUIIAHE

HedecTu HexkesaHu peaknyu: Morar Ja 3acersar jo 1 Ha 100 gymm
YroJIieMEeHU JTUM(HH Bb3IIU

HEPa3IoJIOKEeHNE

0oJKa B phKaTa

Oe3chHHE

CBhpOEXK HA MICTOTO HAa MHXKEKTHPaHE

JIEPTUYHH PEAaKLIUHU KaTo 0OpHB MK ChPOex

Penku Hexxenanu peakuum: Morart na 3acersat 1o 1 #a 1 000 gymm
) BPEMEHHO €IHOCTPAHHO YBHUCBaHE Ha JIUIIETO
) AJICPrUYHK PEaKI[Ui KaTo YPTUKAPHUs WX NIOyBaHEe Ha JIUIETO

C Hen3BecTHA YecTOTa (OT HATUYHUTE JAHHU HE MOXeE J1a Ob/Ie HallpaBeHa OIICHKA)
. TEXKa alepTudHa PeaKIus

. BB3MAJIEHNE HA ChPACYHHS MYCKYJ (MHOKapIUT) WU Bh3MAJICHUE HA BHHIIHATA OOBMBKA Ha
CHpIETO (IEPUKAPANT), KOETO MOXKeE J1a IOBEAE 0 3a/1yX, ChplieOneHe Ui 00JKa B I'bPAUTE

. OOIIMPEH OTOK Ha BaKCHHUPaHUS KPaHUK

. MoJTyBaHe Ha JIMIETO (OAyBaHe Ha JIMIIETO MOXKE Ja Ce MOSBU NPH MAIHEeHTH, Ha KOUTO ca Onin

IIOCTaB€HH KO3MCTHYHU I/IH)KCK]_[I/II/I)

Cho0maBaHe Ha HeKeJaAHH peaKINu

AKo0 nomyunTe HIKaKBU HEXKEJIaHU JICKApCTBEHN Peakluy, yBeroMeTe Bamms nekap, hapmaneBT mwim
MEIUIMHCKA cecTpa. ToBa BKIIIOUYBAa BCUUKU Bb3MOXKHH HEOIMCAHU B Ta3U JIMCTOBKA HEXeJaHH
peakuu. MoskeTe chIIo 1a ChOOIINTE HEXENaH! PEaKuy TMPEKTHO Ype3 HAIlMOHAHATA CHUCTEMa 32
cho0mmaBane, nocoveHa B [Ipunokenne V, u 1a BKIIOYNTE MTAPTUAHUS HOMEp, aKo € HainmdeH. Kato
cboOIIaBaTe HeXEJAHU PEaKK, MOXKETE Jla JaieTe CBOS MPUHOC 3a MOJyyaBaHe Ha OBEYe
MHQOpMAIUs OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate Comirnaty

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICaA.
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Crenpamara HHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOAHOCT M paboTaTa e mpeHa3HaueHa 3a
MEUIUHCKY CTICIIHATUCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIs3aH BhPXY KapTOHEHATA ONAaKOBKA H
erukera cien "['ogen no:". CpoksT Ha TOAHOCT OTTOBApS HA MTOCIICIHUS JEH OT IMTOCOYCHUS MECETT.

Ja ce chxpansiBa BbB (hpusep npu -90°C g0 -60°C. B pamkuTe Ha 6-MeCeUHHUS CPOK HA TOTHOCT
HEOTBOpEeHUTE (DIIaKOHHM MOXKE J]a ce ChXpaHsBaT H TpaHcropTupar npu -25°C g0 -15°C 3a enuanueH
HepuoJ 10 2 CeIMUIIH, clie]l KOETO MOXe Jia C€ BbPHAT 00paTHO 3a ChbXpaHEeHHUe Mpu

temmneparypa -90°C no -60°C.

I[a CC ChbXpaHABa B OpUTI'MHAJIHATA OIIAaKOBKA, 3a Jia CC IpCaAna3nu OT CBCTIIMHA.

Tpanceep na s3ampazenu rakonu, CoXpanasanu npu cepvxuucka memnepamypa (<-60°C)

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJZIEHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHUCKA Temreparypa (<-60°C),
Morar Jia OcTaHat Ha TemrepaTtypa Ao 25°C He nmoBede OT 5 MUHYTH.

o [lnuTkuTe KyTHH ¢ (hIaKOHU, Ha KOUTO KalalluTe Ca OTBOPEHH HITH TE€3H, KOWTO ChIBPKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJICHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHCKA Temrneparypa (<-60°C), moraT ma octanat Ha Temmeparypa o 25°C He moBeue oT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (JIAKOHH Ce BBPHAT 00paTHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSHUE CIIE]
SKCITO3UIIMsl Ha Temrieparypa 10 25°C, Te TpsOBa Jla OCTaHaT HA ChbXPaHEHHUE B 3aMPa3eHO
CHCTOSTHUE B MPOIBIDKEHNE Ha Hall-MaJko 2 Jaca, Mpear Aa MOraT Ja ObJaT n3BaJleH!u OTHOBO.

Tpancghep na 3ampasenu gaaxonu, coxpanssanu npu -25°C do -15°C

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJICHU OT ChbXpaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C o -15°C), morar ga ocTaHat Ha
TeMmmeparypa a0 25°C He nmoBede OT 3 MUHYTH.

o [MnuTkuTe KyTHU ¢ HIAKOHH, HA KOUTO KAMAIUTE ¢4 OTBOPEHH WIIH TE€3H, KOUTO ChIBPIKAT
mo-Majiko ot 195 ¢makoHa, clie/l KaTo ca W3BaJCHU OT ChXPaHCHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), moraT ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kaTo BEAHBXK AaJicH (DJIaKOH € M3BaJIeH OT ITUTKATa KyTHs ¢ (JIaKOHHM, TOH TpsOBa 1a ce
pasmpasu 3a ynotpeoa.

Crnen pa3mpassiBaHe BaKCHHATa TPsOBa /1a ce pa3pely U Jja Ce W3IMO0JI3Ba BeaHara. Bee mak maHHuTe 3a
CTaOWITHOCT B MEPUO/Ia HA M3IIOJI3BAaHE TTOKA3BaT, Y€ Clie/l U3BaXKIaHe OT (ppusepa HepaspeaeHaTa
BaKCHHA MOKe Ja ce chxpaHnsBa 3a nepuod 1o 1 mecen npu 2°C no 8°C. B pamkure Ha 1-MeceuHus
cpok Ha rogHocT npu 2°C mo 8°C 3a TpaHCTIOPTHUPAHE MOXKE 11a ce Mu3mosBat a0 12 gaca. [Ipeaun
yrnoTtpeba HEOTBOpEHAaTa BaKCHHA MOXeE JIa Ce ChXpaHsBa 10 2 yaca npu temmeparypa no 30°C.

Crnen pa3pexaaHe, cbXpaHsABalTe U TpaHcnopTupaiite BakcuHarta npu 2°C 1o 30°C u s u3noi13BalTe B
pamkuTe Ha 6 yaca. M3xBbpiieTe HEM3MOI3BaHATa BAKCHHA.

CJ'IC,Z[ HU3BaAXIAaHE OT (1)p1/13epa U pa3pCiKaaHC BbpXY q)HaKOHI/ITe Tpi[6Ba Ja 6’L)IaT O3HA4YCHH HOBHUTC
JlaTa 1 9ac 3a USXBBPJIAHEC. CJICI[ pa3MpassaBaHC€ BaKCMHATa HE MOXKEC 1a CC 3aMpas3saBa IIOBTOPHO.

He u3non3patite Tazu BaKCHHa, akO 3a0€eJIeKHTE BUJIUMHU YaCTUIH B pa3pCAcHaTa JUCIICPCHUS NI
MpoOMsAHAa B IBCTA.

He HSXBLpHHﬁTe JICKApCTBATAa B KaHAJIU3alluATa UIIN KOHTefIHepa 3a JOMAIlIHU OTIIaAbIIN. [TonmTaiite

Bamms Q)apMaueBT KaK J1a U3XBBbPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n MCPKHU 1I1€
CIIOMOT'HAaT 3a OIna3BaHC Ha OKOJIHAaTa Ccpeaa.

31



6. Cumpmarme Ha OIMIAKOBKATa U JO0II'bJIHHUTEIHA I/lll(l)OpMalII/lﬂ

Kakso cbabp:xa Comirnaty

. AxrtusHo BemectBo: HPHK Bakcuna cpemry COVID-19. Crnen paszpexnane GIakoHbT ChIbpKa
6 no3u o 0,3 ml, Besaka ¢ 30 mukporpama uPHK.
. Jpyru cbcTaBKU:

((4-xunpoxcubyTum)azaneaumn)ouc(xexcan-6,1-numm)omc(2-XeKCHUITIEKaHoaT)
(ALC-0315)

2-[(momuerunenriukoin)-2000]-N,N- tuterpanermnaneramus (ALC-0159)
1,2-nucreapowi-sn-riunepo-3-pochoxonn (DSPC)

XO0JIECTEPOI

KaJIUEB XJIOPHT

KaJHueB AUXuaporeHdocdar

HATPHUEB XJIOPHUJT

IuHaTpueB Gocdar AUXUIPAT

3axaposa

BOJIa 32 MHXXCKIIUU

Kak m3rnexxga Comirnaty 1 KakBo ChABbP:Ka ONIAKOBKATA

Bakcunara e 6s1a 1o moutu Ostta qucnepens (pH: 6,9 — 7,9), nocraBsHa B MHOT01030B (hjIaKOH ¢
6 mo3u — po3pauen ¢uakoH (cThkiro Tui 1) 2 ml, ¢ rymeHa 3amyIianka u ¢ aTyMHHAEBA 00KaTKa U
OTYYIBAILO CE MIACTMACOBO Karaye.

Bun omakoBka: 195 diakona

IIpure:kaTen Ha pa3pelleHUETO 32 ynoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0
thakc: +49 6131 9084-2121
service@biontech.de

IMpousBoauTean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV

Rijksweg 12
2870 Puurs

benrus

3a nombiaHUTENHA MH(GOPMALKS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MpeCTaBUTEN Ha TIPUTEXKATENS Ha pa3pelieHUeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva

Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer S.A./N.V. Tel. +370 52 51 4000

Tél/Tel: +32 (0)2 554 62 11
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Bbbarapus

[ aiizep JlrokcemOypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvmpog
Pfizer EAAGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana
Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161



Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

JlaTa Ha mocJieaHo mpepasriexkaaHe Ha Jucropkata {MM/I'TTT}

Toga JlekapcTBO € pa3penieHo 3a yrmoTpeda mo T. Hap. cXema ,,pazperiaBane moa ycimosue™. ToBa
03Hau4aBa, 4e 3a JIEKApCTBOTO CE OYAKBAT JOMBIHUTENHN NTaHHHU. EBponeiickaTa areHnus mo
JIEKapcTBaTa II¢ U3BHPIINBA Mperiie/ Ha HoBaTa MHPOPMAIIXS 3a JICKApCTBOTO TIOHE BEIHBXK T'OJIUIITHO

1 Ta3u JIUCTOBKA CbOTBCTHO IIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO yCTpOfICTBO, 3a [1a MMOJIYYUTEC JIMCTOBKATA HA PAa3JIMYHU C3ULHU.

URL: www.comirnatyglobal.com

IMoapobua nHpOpMAaIHKs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
no nekapcreata http://www.ema.europa.eu.

Tasu nuctoBka e HanuyHa Ha Bcuuku e3u Ha EC/EUII Ha yeGcaiita Ha EBponeiickara areHIus 1o
JI€KapcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMalII/IH € MpeaHasHayeHa camMo 3a MEAUIHHCKHU CIICEHHATUCTH:

[Ipunaraiire Comirnaty HHTpaMyCKYJIHO cliesl pa3pekaane karo kype ot 2 no3u (0,3 ml Bcsika) mpes
MHTEPBAJ OT 3 CeAMUIIH.

IIpocnenumoct

3a 1a ce moIo0pH MPOCIEAUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U TAPTHIHUAT
HOMEp Ha MPIIOKEHHUS MPOTYKT TPsiOBa SCHO J1a CE 3amMcBarT.

Ykazanus 3a padora

Cornirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIUHCKHU CIICHHUAIIMCT, KaTO CC U3IOJI3Ba ACCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUIHOCTTA Ha IPUTOTBCHATa JUCTICPCUS.
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PASMPA3ABAHE IIPEJIN PA3PEKJIAHE

) e  MHOrom030BuUAT (IIAKOH CE ChXpaHsBa
3aMpa3eH U TpsAOBa J1a ce pa3Mpaszu
npeay paspexaane. 3aMpa3eHuTe

2 yaca Inpu (hnaxoHu TpsOBa J1a ce MpeHecaT B cpea

cTaliHa ¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassiT; pa3Mpa3sBaHETO Ha e/lHa

TeMIeparypa omnakoBka cbc 195 ¢pakona Mmoxe 1a

()1 0 30°C) oTHeMme 3 yaca. Bv’b3M0>KeH € ChUIO ApYT
BapHaHT, IIPX KOMTO 3aMpa3eHNUTE

J (akoHM Ja ce pazmpasar 3a 30 MUHYTH
pu Temiepatypa a0 30°C 3a HezabaBHa
yrotpeoa.

e HeoTBopeHHUAT (1akoH MOXKE 11a ce
ChbXpaHsBa 3a nepuoj 1o 1 mecen npu
2°C no 8°C. B pamkure Ha 1-Meceunus
cpok Ha roaHoct 1pu 2°C no 8°C 3a
TPaHCIOPTUPAHE MOJKE J1a CE M3I0I3BAT
1o 12 gaca.

e OcraBere pa3Mpa3eHUT (IIakoH Ja
JOCTUTHE CTaiHa TeMmIeparypa u
BHUMATEJIHO TO 00bpHETE 10 mbTH
npenu paspexnane. He pasknamaiire.

e [lpenu pa3pexxnane pasMpaseHaTa
JHCTIEpCUst MOXKE J1a ChIbpyKa Oesn 10
Ho4YTH OeM Herpo3padyHyu aMoOphHU
YaCTHULIH.

He nmoBeue oT

PA3PEX/TAHE

e Pa3mMpa3scHara BakcHHA TpsIOBa J1a ce
paspenu B HEiHUSI OpUTHHATICH (DIIakoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) nmKxekIHOHEH Pa3TBOP, KaTo Ce
u3nons3Ba uria 21 G, wiv no-ThHKa, U
acenTHYHA TEXHUKA.

1,8 ml narpues xsopua 0,9%
WHKEKIIHOHEH Pa3TBOP
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H3rerere oyraaoro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa.

N3paBHeTe HANATaHETO BBB (pakoHa
npe/iv Ja U3BAJNUTE UTJIAaTa OT HEro, KaTo
usrernute 1,8 ml Bb31yX B
W3Mpa3HeHaTa CIPHHIIOBKA Ha
paspeaurens.

Buumareano — 10 nbTH

Buumarenno o0bpHeTe pa3peneHara
qucnepcus 10 meTu. He paskiamaiire.
Pa3penenara BakcuHa TpsiOBa 1a
NpeACTaBiIsiBa NOYTH Osi1a AUCTICPCHUS
6e3 Bunumu yactuuu. He usnonspaiite
paspeneHaTa BakCHHA IIPH HAIM4YUE Ha
YaCTHLIM WJIM IPOMsHA B LIBETA.
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Date / Time:

3anuuere cbOTBETHUTE AaTa U vac.
Jla ce M3M0JI3Ba B paMKHTeE Ha 6 yaca
cJe] pa3pexaaHe.

Ha paspenennte pnakonu TpsoBa na
ObIaT 0TOENA3aHU CHOTBETHUTE JlaTa U
Jac.

Crnen pa3pexaaHe ChbXpaHsBalTe Ipu
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamiante
paspeneHaTa nucriepcus. Axo e Onia
MOCTaBEHA B XJIAJINITHHUK, OCTABETE
paspezicHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIieparypa npeau ymorpeoa.

MPUT'OTBAHE HA UHAUBUAYAJIHU 1031 COMIRNATY OT 0,3 mi

0,3 ml paspenena
BAaKCHHA

Cren paspexnane GpaakoHBT ChIbPKa
2,25 ml, oT KOUTO MOraT Ja ce U3TErsAT
6 go3u mo 0,3 ml.

Karo m3nona3Bare acenTHYHa TEXHUKA,
MOYUCTETE 3aIlylajKaTa Ha (hJIakoHa C
TaMIIOH 3a €JHOKpaTHa yrnoTpeoa,
HAIIOCH C aHTUCENTHYEH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

Tpsi6Ba fa ce U3Moa3BaT CIIPUHIIOBKU
W/WJIH UTJIN ¢ MaTbK MBPTHB
(memsmon3BaeM) obeM, 3a J1a Ce U3TETIIAT
HIECT JIO3H OT eAuH (pIaKoH.
KomOuHanusTa OT CIpMHIIOBKA U UTJIa C
MaJIbK MBPTHB 00eM TpsiOBa J1a UMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAapTHH
CIIPUHIIOBKY M MIJIH, MOXE JIa HsIMa
JIOCTaThueH 00EM 3a M3TETJISTHE Ha

6 103 OT euH (JIAKOH.

Besika mo3a tpsaoBa ga ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTaHAJIaTa BHB
(hnakoHa BakCHHA HE MOXKE J1a JOCTABU
eaHa 1siia no3a ot 0,3 ml, u3xeepriere
(hrakoHa ¥ U3TUIITHAS 00eM
U3xBBpIieTe HEU3MOI3BaHATA BAKCHHA B
paMKuTe Ha 6 Jaca cie]| pa3pexaaHe.

HN3xBbpasine

Hewusnon3panusr JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT

B CHbOTBCTCTBUC C MCCTHUTC U3UMCKBaHM.

37




	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	А. ПРОИЗВОДИТЕЛИ НА БИОЛОГИЧНО АКТИВНИТЕ ВЕЩЕСТВА И ПРОИЗВОДИТЕЛИ, ОТГОВОРНИ ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В. ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	Д. КОНКРЕТНО ЗАДЪЛЖЕНИЕ ЗА ИЗПЪЛНЕНИЕ НА МЕРКИ СЛЕД РАЗРЕШАВАНЕ ЗА УПОТРЕБА ПОД УСЛОВИЕ
	А. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА

