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. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (PJIAKOH M CHIBP)KAHUETO My TPAOBa Ja ce pa3peau mpeau yrnorpeoda.

Enwnn dnaxon (0,45 ml) ceabpixa 6 no3u no 0,3 ml ciien paspexaane, BIKTe TOUKH 4.2 1 6.6.

1 noza (0,3 ml) ceappska 30 muxporpama nPHK Bakcuna cpemy COVID-19 (BkitoueHa B JIMITUAHU
HAaHOYACTHIIN).

EnnoBepmikHa, 5’-kenmpana unpopmarmonHa PHK (uPHK), mpomnssenena ¢ m3non3Bane Ha
Oe3kieThuHa IN Vitro tpanckpumnims ot choTBeTHUTe JJHK-MaTpHim, komupany BupycHus S (spike)-
npoterd Ha SARS-CoV-2.

3a IBIHUA CIIUCHK HA ITOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KonrieHTpar 3a HHXKEKIIMOHHA TUCTIEPCHUs (CTEPUICH KOHIICHTPAT)

Bakcunata nipencrasiisisa Osita 10 mouTH Osita 3ampasena aucrepeus (pH: 6,9 — 7,9).
4. KJIMHUYHHU JAHHHU

4.1 TepaneBTUYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a akKTHBHA HMYyHHW3aI¥sl 32 IpeBeHIns Ha 3abonsBaneTo COVID-19,
npuarHeHo oT Bupyca SARS-CoV-2, Ha nuna Ha Bb3pacT 12 1 moBeve ToANHH.

Ynorpebara Ha Ta3u BaKCHHA TPsIOBA [1a € B CHOTBETCTBHE C OPHUIIMATHATE TPETOPHKH.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

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 YyCTaHOBEHU. HamnvHM ca orpaHUYEHU TaHHU.

Tonynayus 6 cmapuecka 6vb3pacm
He ce nanara kopurupaHe Ha Jjo3ata IpH JIMIA B CTApUecKa Bb3pacT > 65 rojauHu.

Hauua Ha npusioxxeHue

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

Crnen paspexnaane ¢iakonute ¢ Comirnaty ChabpiKaT IiecT 031 BakcuHa o 0,3 ml. 3a 1a ce
W3TETJIAT IIECT JIO3U 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 00€M HE IO-TOJIIM OT 35 MUKPOJIUTPa. AKO C€ M3MOI3BAT CTAHAAPTHH CIIPUHILIOBKU U
UIJIK, MOXKE Jla HAMa JA0CTaTh4YeH 00eM 3a U3TErJIsTHE Ha IIECT 103U OT eauH ¢uiakoH. HesaBucumo ot
BUJIa HA CIIPUHI[OBKATA U UTJaTa;

o Bcesika no3a tpsoBa na ceabpika 0,3 ml BakcuHa.

o AKO KOJMYECTBOTO HA OCTAaHaJIaTa BbB (DIaKOHA BAKCHHA HE MOJKE J]a JOCTaBH €/1Ha ITsIa 1032
ot 0,3 ml, u3xBwpuere GrakoHa U U3ITUITHUS 00EM.

o He cnOupaiite n3mumpuuTe BAKCHHA OT HAKOJIKO (pJIaKOHA.

Hpe)_IHO‘II/ITaHOTO MACTO € ACITOUAHUAT MYCKYJI B TOpHATAa 4aCT HAa pbKaTa.
He HH)KCKTHpaﬁTe BaKCHMHAaTa MHTPABACKYJIApHO, IIOJKOXXHO WJIW UHTPAACPMATIHO.

Bakcunata He TpsOBa Jja ce cMecBa B €/IHa U ChIl[a CIPUHIIOBKA C JPYTH BAKCUHH WX JICKAPCTBEHU
MPOIYKTH.

3a npeanasHuTe MEPKH, KOUTO TPsIOBa Jla ObJIAT B3€TH MPEAH MPHIOKEHUE Ha BAKCHHATA, BUXKTE
Touka 4.4.

3a ykazaHHATa OTHOCHO pa3MpassiBaHEeTo, paboTara U M3XBHPIITHETO HA BAKCHHATA BHKTE TOUKa 6.6.
4.3 TIIpoTuBONOKA3aAHHUS

CBp’bXLIyBCTBI/ITCJ'IHOCT KbM aKTHBHOTO BC€UICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:kieHUs: U NpelNa3sHy MepPKH MPH ynoTpeda

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, MAITUTAIUH, YCKOPEH Chp/ICUYeH PUTHM, IPOMEHH B
KPBBHOTO HAJIITaHe, YCellaHe 3a M3TPhIIBAHE U M3MOTABAHE). PeakiuTe, CBbp3aHu ChC CTpeca, ca
MIPEXOJIHU M OT3BYUYaBaT OT caMo ceOe cu. XopaTa TpssOBa ja ObJIaT MOCHBETBAHU Ja HHGOPMUPAT 3a
TE3W CUMIITOMH BaKCHHHPAIIIKS TH 32 OI[CHKA. BakKHO € J1a ce B3eMart Mpera3sHi MEpPKH, 3a 1a ce
NPEIOTBPATH HApaHsIBaHE OT MPHUITaaHe.

Cvnvmcmesawo 3abonasane

Bakcunanmsara TpsOBa 1a ce OTIIOKHU MPH JIMIA, CTPAJAIIH OT OCTPO TEXKO (HeOpHiTHO 3a00IsIBaHe
i octpa uHpekwst. Hammarero Ha neka nH(EKIH 1/Wiii HEBUCOKA TeMIIepaTypa He TpaOBa /1a
CTaBa MpUYKHA 3a OTJIaraHe Ha BaKCHMHAUATA.

Tpomboyumonenus u HAPYWEHUs HA KPBLEOCHCUPEAHEMO

Kakro npu apyru HHTpaMyCKyJTHH MHXKEKIIMA BaKCUHATa TPsiOBa Jla ce puiara BHUMAaTeTHO TIPU
TIIIA, TTOJTyYaBally aHTHKOAryJaHTHA TEPaITusl WM JIMIA C TPOMOOIUTONICHHUS HIIH HIKAKBO
HapylleHne Ha KPbBOChCUPBAHETO (KaTO XeMOo(mIns), Thii KaTO NPH TE3H JIHMLA MOTaT 1a Bb3HUKHAT
KbpBEHE WK 00pa3yBaHe Ha CHHHHU cJie]] HHTPaMYCKYJTHO TPUIIOKEHHE.

HUmynoxomnpomemupanu auya

EdukacHocTTa, 6€301aCHOCTTa U IMYHOTEHHOCTTA Ha BAKCHHATA HE Ca OICHEHU MPH
UMYHOKOMIIPOMETHUPAHH JIUIIA, BKIFOYUTEITHO TE€3H, OJy4YaBalld UMYHOCYIPECUBHA TepaIysl.
Edwukacrnocrra Ha Comirnaty MOXe J1a € o-HHUCKa MTPH UMYHOCYIIPECHPAaHH JIHIIA.

Ipoovrscumennocm na 3awumama
IIpoabmKUTENHOCTTA HA 3alUTaTa, IPEJOCTaBsiHA OT BAKCUHATA, HE € U3BECTHA, Thil KATO TS BCE OILIE
ce ompe/eNst B TEKyIIX KIMHUYIHH TPOyIBaHUS.

Ocpanuuenus Ha epexmusHoOCmMma Ha 8AKCUHAMA
KaxTo npu Besika BakcuHa, BakcuHarusaTa ¢ Comirnaty MoOXe 1a He 3alUTH BCHIKHA BaKCUHUPAHH.

Jluma Mosxe 11a He ca HaIThJIHO 3aIIUTEHU 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 @epTHANTET, )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.

DepTUnuTeT

[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 TIOBJIHSBA 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 1 moBeye TOANHT B

2 KJIMHUYHU M3MUTBaHMsA, B KOUTO ca BKiIoueHu 23 205 yuactHum (BkiarouBaimu 22 074 yuacTHUIM
Ha BB3pacT 16 u moeue rogunay 1 1 131 ronomm Ha Bb3pact 12 1o 15 roguHmn), NOIy4nIy IOHE eaHa
nmo3a Comirnaty.

OO6uwmsaT npodun Ha GezomacHocT Ha Comirnaty mpu I0HOLIM Ha Be3pacT 12 10 15 rogunu e nogobex
Ha HaOJII0TaBaHMS TIPH YIaCTHUIIA Ha BB3pacT 16 u moBeue ToOauHM.

Yuacmuuyu na év3pacm 16 u noseye coounu

B Ilpoyusane 2 00110 22 026 yyacTHHIIM Ha BB3pacT 16 Wi MoBeYe FOAMHHU Ca MOTYUMIH TOHE

1 no3a Comirnaty u 00110 22 021 y4acTHHUIM HA Bb3pacT 16 WK MOBeYe FOJUHH Ca TOIYIHIN
wiane6o (BrrouutenHo 138 u 145 ronomu Ha 16- 1 17-roguiHa Bb3pacT ChOTBETHO B rpyIaTa Ha
BaKCMHATa U TpymnaTa Ha miane6o). O6mo 20 519 yyactHuLM Ha BB3pacT 16 WM moBeye roMHU ca
nosryuariin 2 mo3u Comirnaty.

KbM MomenTa Ha ananuza Ha [IpoyuBane 2 ¢ nara Ha 3akiarouBaHe Ha naHaute 13 mapt 2021 1. 32
IU1a11e00-KOHTPOIMPAHUS 3acielleH IIEpUO Ha IIPOCIIeIsiBaHe IO JaTUTE Ha pa3ciensBaHe Ha
yuactHUImTE, 00110 25 651 (58,2%) yyactaunm (13 031, momyuwnu Comirnaty, u 12 620, momyuunu
w1ane6o0) Ha Bb3pacT 16 u moBeue roAuHU ca MpOciensiBaH B IPOIB/DKEHUE HA >4 Mecela Cllek
BTOpaTa no3a. Tosa BrmouBa 06mo 15 111 (7 704, momyunnu Comirnaty, u 7 407, momy4nnu
wiane6o) ydacTHuIm ot 16- 10 55-roaurina Be3pact u 0610 10 540 (5 327, monyumnu Comirnaty, u
5 213, nonyunnu nnane6o) y4acTHULM Ha Bb3pacT 56 U oBeYe TOANHH.



Haii-uectute HeXXenaHU peakIUy PHU YIaCTHUIUTE Ha Bb3pacT 16 1 moBeye roanHu ca 6osika Ha
MSCTOTO Ha MHXeKTupane (>80%), ymopa (>60%), rnaBodonue (>50%), muanrus (>40%), Brpucane
(>30%), aptpanrus (>20%), mupekcus 1 NOAyBaHe Ha MACTOTO Ha WHekTupane (>10%) u
OOMKHOBEHO Ca JICKH WM YMEPEHH [0 HHTEH3UTET U OT3BY4aBaT B PAMKHTE Ha HAKOJIKO JTHH CJIe]T
BaKCHHaNUATa. MaJko mo-MaJika 4ecToTa Ha ChbOMTHSTA Ha PEaKTOT€HHOCT CE CBhP3Ba C MO-TOJsIMa
BB3PACT.

[IpodunbT Ha Ge3omacHOCT NpH 545 yd4acTHUIM Ha Bb3pacT 16 v oBeve TONWHH, BAKCHHUPAHU C
Comirnaty, kouto ca owiu ceporo3utuBHE 32 SARS-C0OV-2 Ha U3X0AHO HHBO, € MOI00CH Ha
HaO0JII0/IaBaHUs TIPU 00IIAaTa IMOIYIaIys.

FOnowu na evspacm 12 do 15 2oounu

[Ipu ananu3 Ha IlpoyuBane 2, 6a3upan Ha JaHHUTE A0 JaTaTa Ha 3aKJIIOYBaHE HA NaHHUTE 13 MapT
2021, 2 260 ronomu (1 131, Bakcunupanu ¢ Comirnaty, u 1 129, BakcuHupan# ¢ rianebo) ca Ha
BB3pacT 12 g0 15 roaunn. Ot Tax 1 308 roHomm (660, Bakcunupanu ¢ Comirnaty, u

648, BakcuHMpaHu ¢ wIanedo) ca MPOCIeICHN B IPOIB/DKCHNE Ha Hali-MaJIKo 2 Mecela Ciiell BTopaTa
no3a Comirnaty. Ouenkara 3a 6e3omnacHocT B [IpoyuBaHe 2 npoabimKasa.

Haii-gecTute HexxenaH! peakiiuyl MPU FOHOIIH Ha BB3pacT 12 1o 15 roguau ca 60ika Ha MSACTOTO Ha
umkektupane (>90%), ymopa u rnaBodomnue (>70%), Muanrus u srpucane (>40%), aptpanrus u
nupekcus (>20%).

CHuchK Ha HEXKEJIAHU pEeaKMU OT KJIMHUYHY U3IUTBAHNS U OT IOCTMAPKETHHIOBUSL OIIUT, IIPH JIMLA
Ha BB3pacT 12 ¥ moBeye roauHu, B TAOIWICH BUT

Hexemanure pcaKkuuu, Ha6J'IIOI[aBaHI/I IO BpEMC Ha KIIMHUYHHUTC IPOYYBaHUs, Ca I/I36p06HI/I mo-aoJy,
ChIVIACHO CJICAHUTC KaTCTOPHUHU 10 YCCTOTA:

Mtmoro wectu (>1/10),

Yectu (>1/100 no <1/10),

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

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

MHuoro peaxku (<1/10 000),

C Hem3BecTHa YecTOTa (OT HAJMYHHUTE JaHHHM HE MOKE J1a Ob/Ie HallpaBeHa OIEHKA).

Tabiauna 1:  HexesiaHu peakuuu oT KJIMHUYHMTe NpoyuyBaHus Ha Comirnaty u ot
NMOCTMAPKETHHIOBHSI ONUT NMPH JHIA HA Bb3pacT 12 1 noBeye roiMHu
CucremMo-opraneH Kjiac MHoro YecTn Heuectu Penxn C Heu3BecTHa
YecTH (>1/100 xo |[(=1/1 000 no| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1000) wHammyHUTE
HAaHHU He
MoOske 1a 0bae
HallpaBeHa
OleHKa)
Hapymenns Ha kppBTa 1 Jlumdane-
nuMdHaTa cucreMa HOMNATHUsA
Hapymenns Ha uMyHHaTa Peakuun Amnadunakcus
cucremMa Ha CBPbX-
qyBCTBHU-
TEJIHOCT
(Hamp.
00puB,
HpYpUTYC,
ypTHKapus,*
aHruoenem’




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) wHaamYHHUTE
JaHHM He
MoxKe 1a 0bae
HaNpaBeHa
OIICHKA)
Hapymenns na Hamanen
MeTaboau3Ma U aTneTHT
XpaHEHETO
Tlcuxu4Hu HapyLIEHUs bescbHue
Hapymenus Ha HepHata | ['maBoGomnme Jletaprus OcTtpa
cucTemMa nepugepHa
JuIEeBa
napanmn3a’
CopreyHn HapyIIeHUS Muoxkapaut;®
[lepukapaut®
CroMairHo-4peBHU Huapus® T"anene;
HapYIICHUS [oBpsIane”
Hapymienus Ha Koxara u Xurnep-
MOJIKO)KHATA ThKaH XHUIPO3a;
Hourun
M3MOTsBA
HUS
Hapymienus Ha ApTpanrus; boinka B
MYCKYJIHO-CKeJIeTHaTa Muanrust KpaiHuK"
cUCTeMa U
CheIMHUTEIHATA ThKaH
OO HapymeHus 1 Bonka Ha 3auepBsBaHe| ACTEHHUS; OObumpen
e(exTH Ha MACTOTO Ha MSCTOTO Ha | Ha MsAcToTo | Hepasmo- OTOK Ha
MIPUIIOKEHHE WHKEKTH- Ha WHXKEKTH-| JIOXKECHHE; BaKCHHUPAHHS
pase; paHe IIpyputyc KpaiHuK;®
YmMmopa; Ha MSCTOTO OTtok Ha
Brpucane; Ha MHXKEK- nunero’
[upexcus;” THpaHe
OTtok Ha
MSICTOTO Ha
WHKEKTH-
paHe

a. Kareropusra no uecrora 3a yprukapus u auruoenem e “Penkn”.

6 Ilpe3 nepuona Ha mpociensIBaHETO 3a 0E30MaCHOCT Ha KJIMHUYHOTO MpoyuBaHne, 10 14 noemspu 2020 r.,
ocTpa nepudepHa JInIeBa napajiusa € CboOIIeHa 0T YeTHpuMa ydacTHULH B rpynaTta Ha ”PHK Bakcunara
cpemy COVID-19. [osiBata Ha nmneBa napaiuza e Ha Jlen 37 cnen J{o3za 1 (Jlo3a 2 He e npuiioxeHa Ha
yuactauka) u 1au 3, 9 u 48 cnen [lo3a 2. Hama cro01mmeHns 3a cirydan Ha ocTpa nepudepHa JTUIeBa
mapannsa B TpymnaTa Ha 1miane0o.

o XN 7w

C’B06H_IaBaHe Ha 1OJ03MpPaHy HECXKCJIaHU PCAKITNH

Hesxenana peakumsi, ycTaHOBEHA CIIe]] pa3pelaBaHe 3a ynorpeoa.
OrTHacsl ce 3a pbKaTa, Ha KOSITO € TIOCTaBCHA BAKCHHATA.
[To-ronsiMa "yecToTa Ha MUPEKCHs € HaOI01aBaHa Ciie]l BTOpaTa 103a.
CpobmiaBa ce 3a OTOK Ha JIMLETO IIPH PELUITUEHTH Ha BAKCHHATA, HA KOUTO € OWII MHXKEKTHPaH JepMalicH
(GurBp Mpe3 NOCTMapKETHHIOBUSI IEPHO.

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIUU CIIe]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa MM03BOIIsBA Ja MPOIBIDKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICIIHAINCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
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IIoJ03MpaHa HEXKEJIaHa peaKrd 4Ype3 HAllMOHAJIHA CUCTEMA 3a CT>06H.IaBaHC, II0COYCHA B
HQI/IJIO)KCHI/IC Vu Jla BKIIFOYaT HapTUAHUSA HOMEP, aKO € HaJIMYUCH.

4.9 Ilpepo3upane

Wma Hanmu4YHU TaHHY 32 TPeIo3UpaHe MU 52-Ma YYaCTHUIM, BKIFOYECHH B KIMHUYHOTO U3IUTBAHE,
KOUTO TIOPaJIX TPEIIKa B pa3pekaaHeTo ca noayqwiu S8 mukporpama Comirnaty. Bakcuaupanute He
ChOOIIABAT 32 MOBHUIIICHA PEAKTOTCHHOCT WJTH HEXKEIaH! PEaKIIHH.

B cnyyait Ha peno3upaHe ce mpernopbuBa MPOCHE/IBaHEe HA KU3HECHUTE (DYHKIIUH U BH3MOXKHO
CUMITOMATHYHO JICUCHUE.

5. DAPMAKOJIOI'NYHU CBOUCTBA

5.1 ®apmakoauHAMUYHU CBOWCTBA

dapMakoTepaneBTHUHA TPyIia: BaKCUHH, 1pyru BupycHu Bakcuuu, ATC xoxa: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxkneosunno momuduiupanata nadopmarmonna PHK B Comirnaty e mox hopMaTa Ha JTMITATHH
HAHOYACTHIIM, KOETO MO3BOJIsIBA JOCTaBsiHETO Ha Hepermiupama ce PHK B kinetkure
TOCTONPUEMHHLIY, 32 1a HACOUYH MpexoHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK
KOAMpa MEMOPaHHO 3aKOTBEH, IIbJIHOBEPHIKEH S (spike) MPOTEHH ¢ ABE TOUKOBU MyTallMH B
LIEHTpaJIHATa YyacT Ha ciupanaTa. MyTtanusra Ha Te34 JBE aMUHOKUCEIMHU 10 MPOJIMH CTaOUIM3upa
S (spike) mpoTenHa B aHTUI€HHO MPEANOYNTaHA IPePy3UOHHA CTPYKTYpa. BakcuHaTa npeau3BrKBa
KaKTO IIPOM3BOJCTBO Ha HEYTPATU3UPALIY aHTUTENIa, TaKa U KJIETbYeH UMYHEH OTTOBOP KbM S
(spike)-anTHrena, KoeTo MoXe fa AonpuHece 3a 3ammra cperry COVID-19.

EdwukacHoct

IIpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PAaHAOMHU3NPAHO, IJ1ae00-KOHTPOIHNPAHO,
3aciencHo 3a HaOmroaarens npoyuBane ¢asa 1/2/3 3a ycraHOBsIBaHE Ha J]03aTa, CEICKIUS Ha
KaHIU/IaTH 32 BaKCHHA U e()UKACHOCT IIPY yYaCTHHUIIM Ha Bb3pacT 12 u moBeye roguHM.
PanmoMuzanmsita € crpatTuduIupana 1mo Bp3pact: 12- 1o 15-rogumraa Bs3pacTt, 16- 10 55-roaumiHa
BB3pAaCT, WIH Ha Bb3pacT 56 U noBeue roguHu, ¢ MUHUMYM 40% OT y4yacTHUIIUTE B Tpynara

>56 roguan. OT MPOYYBAHETO Cca U3KITIOYCHH YUYACTHHIIN, KOUTO Ca UMYHOKOMIIPOMETHUPAHU, U
YYaCTHHIIM € TPEUIIHA KIMHUYHA WIH MUKpoOnosorndHa auarsosa 3a COVID-19. Bxirouenn ca
YYaCTHUIIM C BEY€ CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONPeAEIeHO KaTo 3a00IsIBaHe, KOETO HE
Hajara 3HaurMa IpOoMsHa B TEPaIMATa WU XOCTIUTAIM3ANNS TOPAIH BIOIIaBaHe Ha 3200 IsIBAHETO
npe3 6-Te CeJAMMUIIN IPEIU BKIFOUBAHETO, KATO YUYACTHHIIM C M3BECTHA CTAOMIHA MH(PEKIINS C YOBCIIKH
umyHoaedunurer supyc (HIV), Bupyca na xenatur C (HCV) wim Bupyca na xenatut B (HBV).

Eguxacnocm npu ynacmuuyu na 6v3pacm 16 u nogeve 200uHu

B gacrra (aza 2/3 na [IpoyuBane 2, Ha 6a3ara Ha HaTpynanu naHau a0 14 Hoemspu 2020 .,
npubnmzutento 44 000 yyacTHUIM ca paHAOMHU3UPAHHU OPABHO U TPpsOBa Aa nomydat 2 no3u nPHK
BakcuHa cpeury COVID-19 unu mnane6o. AHaIU3bT 32 €PUKACHOCT BKJIIOYBA YYACTHUIIM, HA KOUTO
BTOpaTa BaKCHHAIIM € HalpaBeHa B paMKuTe Ha 19 1o 42 quu cien mbpBaTa BakcuHanus. [loBeueto
(93,1%) BakcuHHMpaHH ca MOJTyYHIH Bropara f103a 19 mo 23 auu ciexn losa 1. [lnanupano e
yJacTHULMTE J1a ObAaT npocieasBanu 10 24 mecena ciex Jlo3a 2 3a oieHka Ha 0e3011aCHOCTTa U
epuxacHocrra cpeury COVID-19. B kKMUHUYHOTO MPOyYBaHE OT YYACTHHUIIUTE CE € U3UCKBANIO JIa
chOI0IaBaT UHTEPBAT OT MUHUMYM 14 THH Npean U cie]l TPUIOKEHUETO Ha MPOTUBOTPUITHA
BaKCHHA, 3a J1a moxydaT win rmiarebo, wim nPHK Bakcuna cperry COVID-19. B xiauHIYHOTO
MIPOYYBaHE OT YYaCTHULIUTE CE € U3UCKBAJIO Ja CHOM0aBaT HHTEPBAJI OT MUHUMYM 60 ITHU mpenu
WU CJIe/ KaTO ca UM OMJTU MPUIIOKEHU KPBBHH MPOILYKTH/TIPOAYKTH OT KPBBHA IJIa3Ma WIn


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

UMYHOTTIOOYJIMHY B paMKHTE Ha BPEMETO JIO 3aBhPIIBaHE Ha MPOYYBAHETO, 32 J]a MOTYYaT HITH
mrane6o, win u”PHK Bakcuna cpermry COVID-19.

[omynanusra 3a aHanu3 Ha TbPBUYHATA TOYKA 33 €PUKACHOCT BKJItOYBa 36 621 ydacTHUIIN Ha
BB3pacT 12 n moBeyue roaunu (18 242 B rpymnara Ha ”PHK Bakcunata cpenry COVID-19 u 18 379 B
rpymnara Ha miane0o), 0e3 naHHu 3a npeauiiHa napexnus cb¢ SARS-CoV-2 no 7 auu cien BTopara
no3a. JlombiauTenno uMa 134 ygacTHUIM Ha Bb3pacT Mexay 16 u 17 rogunu (66 B rpynata Ha nPHK
BakcuHara cperry COVID-19 u 68 B rpynara Ha rutane6o) u 1 616 yuacTHUIM - HA BB3pacT 75 u
noeeue roaunu (804 B rpynata Ha uPHK Bakcunata cperry COVID-19 u 812 B rpynara Ha mane6o).

KbM MOMeHTa Ha MBPBUYHMS aHATIH3 33 €PUKACHOCT YIaCTHULIUTE Ca MPOCIICACHH 3a CUMIITOMU 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 Pa3KH B o0IIaTa e()uKacCHOCT Ha BaKCHHATA TIPH YYACTHUIIH C PUCK OT
texka ¢popma Ha COVID-19, BKIIOYMTETHO Te3H ¢ 1 MM MOBEYE ChITBTCTRAINY 3200 IsIBaHMS, KOUTO
yBeInuYaBaT pucka ot Texka Gopma Ha COVID-19 (aamp. actma, nHznekc Ha TenecHata maca (MTM)
>30 kg/m?, xpornuHo Genoapo6HO 3a00sABaHe, 3aXapeH quabeT, XUIepPTOHHMS).

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

Ta6auna 2:  EdukacHoct Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mus e cien
Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKIus npeau

7-mus neH cien Jo3a 2 — onennma nomyaanus 3a epukacHoct (7 1an)

[IspBa nosisa Ha COVID-19 ot 7-mus neH ciaen Jlo3a 2 npu yyacTHUIU 6e3 TaHHU 32
npenuimH#a nHpexnus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Inanedo
N =18 198 N2 =18 325
Ciayvan Ciyvan
n1° n1° Eduxacnocr Ha
IMepuon na IMepuon na BaKkcuHaTa, %0
Moarpyna Hadmogenne” (N2") Hadmonenne” (N2") (95% AN)"
Bceuuku yyactHunum 8 162 95,0
2,214 (17 411) 2,222 (17 511) (90,0; 97,9)
16 no 64 ronquuu 7 143 95,1
1,706 (13 549) 1,710 (13 618) (89,6; 98,1)
Ha Bb3pacT 65 u 1 19 94,7
MOBEYE TOINHA 0,508 (3 848) 0,511 (3 880) (66,7; 99,9)
65 1o 74 ronuHu 1 14 92,9
0,406 (3 074) 0,406 (3 095) (53,1; 99,8)
Ha Bb3pacT 75 u 0 5 100,0
MOBEYE TOINHA 0,102 (774) 0,106 (785) (-13,1; 100,0)

3abenexka: [loTBBpACHNUTE CiTyuan ca ONPECICHHU Upe3 TOJIMMEpa3Ha BEPIIKHA peaknus ¢ o0OpaTHa
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
Ce WJIM 3aCUJIeHA KallUIMIA, HOBOIOSIBUII C€ MJIM 3aCHUJICH 3ayX, BTpUCaHe, HOBOIOSBUIIA CE UM yBEeJIUUEHa
00Jika B MyCKYJIUTE, HOBOIIOSIBHJIA CE 3ary0a Ha BKYC MJIM MUPHC, Bb3IAJICHO I'bPJI0, JUAPHS HITH

HOBPBIIAHE. |
*

B ananu3za ca BKIIFOYEHU y4acTHHUIM 0€3 CEpOJIOTMYHU U BUPYCOJIOTMYHY JaHHH (TIPEAN 7-MUsl JIEH Clel
NPUJIOKEHUE Ha MTOCJIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-CoV-2 (T.e. OTpHIIATEIHN 3a aHTHTEA
¢ N-cBpp3Bane [cepym] Ha Busuta 1 n Heotkputr SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKIEHHOBA
kucenmHa (nucleic acid amplification tests, NAAT) [Ha3anHa HaTpuBka] Ha Bm3utn 1 n2) u ¢

orpunatenex pesynrat oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HEIUTAaHMpPaHa BU3UTA IIPean 7-MHUs ACH

cnen Jo3a 2.

a. N = bpoii yuacTHUIIM B TOCOYEHATA IpyTIa.




6. nl = Bpoii yuacTHUIH, OTTOBAPSIIN HAa ONPECIIEHUETO 3a KpaliHaTa TOYKa.

B. OO0m mepuox Ha Habmoaerne B xwisian (1 000) oBekoroauHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
YYaCTHHUIM BBB BCSIKA PUCKOBA TPyIa [0 OTHOIICHNE HA KpalfHaTa Touka. BpemeBusT mepno 3a
HatpymnBaHe Ha cirydan Ha COVID-19 e ot 7-mus neH cnen J{o3a 2 no xpas Ha ieproaa Ha HaOIroIeHAe.

r. n2 = 0poii Ha yIaCTHUINTE B PHCK [0 OTHOIIICHNE HA KpaifHaTa TOYKa.

. JIByctpaHHusT moBeputesieH uHTepBa (JJN) 3a ehrkacHOCT HA BakCHMHATA € MOyYeH Ha 0azaTa Ha METoa

Ha Clopper u Pearson, KOpUTrupaH CpsaMoO BPpEMETO Ha HaGJ’IIOZ(eHI/Ie. I[I/I HE € KOpUT'HMpaH 3a MHOXKCCTBCHU

aHaJIu3H.

E¢uxacnocrra nHa n”PHK Bakcunara cpeury COVID-19 npu npeBeHLuMsITa Ha IbpBa MMOsIBa Ha

COVID-19 ot 7-mus aeH ciexa Jlo3a 2, B cpaBHeHHE ¢ 11ane6o, ¢ 94,6% (95% noBeputelieH HHTepBall

ot 89,6% 1o 97, 6%) npu yyacTHHAIIM Ha 16 1 TTOBeYe TOJUHY ChC WK 0€3 JJ0Ka3aTeICcTBa 3a
npeauirHa uadpekus cbe SARS-CoV-2.

JIOTIBITHUTEHO €MH TOATPYIOB aHAIN3 Ha MhbPBUYHATA KpaiHa TOUKA MOKA3Ba CXOHH OIICHKU Ha
TOYKaTa 32 €PUKACHOCT B IPYMHUTE MO MOJ, ETHUYECKA PUHAUICIKHOCT U YUACTHHUIIH ChC
CBIIBTCTBAIIN 3a00JIsIBAHUS, CBbP3aHH C BUCOK PUCK OT Texkka popma Ha COVID-19.

W3BbpIIeHn ca akTyanu3upaH aHAIH3M 32 €(PUKACHOCT MPH HATMYUETO Ha JOMBIHATEHH,

notbpaeHu ciydan Ha COVID-19, narpynanu ce mo Bpeme Ha 3acleNeHOTO I1are00-KOHTPOIUPAHO

mpoclieisiBane, 00XBaniamnio neprojaa jgo 6 mecerna ciexa Jlosza 2 B momynanusta 3a eQuKacHOCT.

AxTyanu3upanata nHpopManus 3a eUKacHOCTTa Ha BAaKCHMHATA € TpecTaBeHa B Tabmuma 3.

Ta6iuna 3:  EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus neH cien
Jo3a 2, no Bb3pacToBU NOATPYNH — YYACTHHIM (€3 IaHHM 32 MPeIUIIHA
undexuus cs¢ SARS-CoV-2* npenu 7-mus aeH cien Jo3a 2 — oueHuma
nomyJaanus 3a epukacHocT (7 AHN) M0 BpeMe Ha MJIaNe60-KOHTPOJIUPAHUS
NEepPUOo/ HA MpocJiesiBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
N2=20 998 N2=21 096
Cayuyau Cayuyau
n1% n1® E¢ukacrocr Ha
Ilepuoa na Ilepuoa na BakcuHarta, %
Hoarpyna Hadmoaenune” (N2") Haomoaenne”® (N2") (95% An™)
Benuku ygacTHHIN® 77 850 91,3
6,247 (20 712) 6,003 (20 713) (89,0; 93,2)
16 mo 64 ronuun 70 710 90,6
4,859 (15 519) 4,654 (15 515) (87,9; 92,7)
Ha Bb3pacT 65 u 7 124 94,5
1OBeYEe TOUHU 1,233 (4 192) 1,202 (4 226) (88,3; 97,8)
65 no 74 roguHu 6 98 94,1
0,994 (3 350) 0,966 (3 379) (86,6; 97,9)
Ha Bb3pacT 75 u 1 26 96,2
1oBeYEe TOTUHU 0,239 (842) 0,237 (847) (76,9; 99,9)

3abenexka: [IoTBbpACHATE CIyYan ca OMpe/eIeHH Ype3 MoJuMepa3Ha BepIKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,

cpotBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBUIIIEHA TEMIIEpaTypa; HOBOIOSBHJIA CE€ WIIM 3aCHJICHA

KaIlTUIIa; HOBOTIOSIBIJI C€ FUTH 3aCHJICH 3aJyX; BTPHCAHE; HOBOIOSIBIJIA CE€ TN YBEIHYeHA OOJIKa B MYCKYIINTE;

HOBOIIOSIBMIIA Ce 3ary0a Ha BKYC WJIM MUPHC; BB3IIAJICHO I'bPIIO; THAPHS; TIOBPHIIAHE).

* B anammsa ca BKIIIOYCHH YYAaCTHUIM Oe3 MaHHU 3a MuHala nHpekmus cbc SARS-CoV-2 (1.e. oTprmaTenHu 3a
anTuTena ¢ N-cBpp3BaHe [cepyM] Ha Bmsura 1 u HeotkpuT SARS-CoV-2 ¢ NAAT [HazanHa HaTpuUBKa] Ha
Busurtu 1 u 2) u ¢ otpuriarenct pesynrat or NAAT (Ha3amHa HATPUBKA) TIPU BCSIKA HETIAHUPaHA BU3KUTA
npesu 7-must JeH cien J{o3a 2.

a. N = bpoil yuacTHUIM B TOCOUEHATA IPyIIa.

6. nl = Bpoii yuacTHHIM, OTTOBAPSIIH HA ONPEICIICHUETO 3a KpalfHaTa TOYKa.
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B. OO0mI mepuox Ha Habmoaerne B Xxwisian (1 000) oBekoroaMHu 3a HajeHaTa KpaiHa TOYKa MPU BCUUKH
Y4YaCTHHIM BB BCSIKA PUCKOBA IPyIIa M0 OTHOIICHHE HA KpaiHaTa To4Yka. BpeMeBHAT Mepro 3a HaTpyIBaHe
Ha ciaydan Ha COVID-19 e ot 7-must aeH cnen Jlo3a 2 10 kpast Ha ieproja Ha HabIroieHue.

r. n2 = 0poii Ha yIaCTHUIUTE B PHCK IO OTHOIIICHNE HA KpaifHaTa TOYKa.

n. JByctpaHHUAT 95%-eH noBeputeneH uarepnan (JJ1) 3a epukacHOCT Ha BAKCHHATA € MOTy4YeH Ha Oa3ara Ha
Mmetoxa Ha Clopper u Pearson, kopurupaH cripsiMo BpeMeTo Ha HaOJIroIeHHE.

e. BxiouBa MoTBBpAEHH CIIydau PU y4acTHUIM Ha Bb3pacT 12 o 15 rogunu: 0 B rpynara Ha u”PHK
BakcuHata cpeury COVID-19; 16 B rpynara Ha muare6o.

B aktyanmsupanute aHanusu 3a epukacHocT, epuxkacHocTTa Ha UPHK Bakcunata cpemry COVID-19
pu npepeHnusTa Ha nmosisa Ha COVID-19 ot 7-mus citen Jlo3a 2 B cpaBHeHue ¢ miane6o ¢ 91,1%
(95% I ot 88,8% mo 93,0%) 1pu y4aCTHUIIMTE B OIEHUMATA TIOMYJIalus 3a e(UKACHOCT, ChC WIIH
0e3 maHHu 3a npeauinHa napeknus cbe SARS-CoV-2.

JIOTBITHUTEHO AKTYaTH3UPAHNTE aHATU3H 38 e(DUKACHOCT 10 TIOATPYIH MOKa3BaT CXOHH TOYKOBU
OLIEHKH 3a e()UKACHOCT B TPYIMTE IO MOJI, ETHHYECKA MPUHAIICIKHOCT, Teorpad)CKo MOJIOKESHUE U TIPU
YYaCTHHIIMTE ChC ChITBTCTBAINM 3a00JIIBAaHUS U 3aTIBCTIBAHE, CBP3aHH C BUCOK PHUCK OT TEXKKa
¢dhopma Ha COVID-19.

Eduxacrnocm cpewy meocka popma na COVID-19
AKTyanu3upaH aHaJIM3 Ha BTOPUYHUTE KpailHU TOUKHM 3a eukacHOCT mojakperns nomszara ot u”PHK
BakcuHara cperry COVID-19. Bakcunara npenotsparsiBa Texka Gopma Ha COVID-19.

Ot 13 mapt 2021 r. epukacHOCTTa Ha BakCHHATA cpelty Texka popma Ha COVID-19 e npencraBena
caMmo 3a YYacCTHHUIM Cbc Wi 0e3 npeaniina nHpekuus cbc SARS-CoV-2 (Tabnuua 4), Tl KaTo
oposT Ha cirydaute Ha COVID-19 npu yuactaunu 6e3 npeauiiHa uadeknus cbe SARS-CoV-2 e
CBINUAT KATO TO3M IPH YUYACTHHUIIM ChC WM Oe3 mpeauinHa nHpekius cb¢ SARS-CoV-2 u B aBeTe
rpynu — Ha ”PHK Bakcunara cpemy COVID-19 u na nane6o.

Ta6imuna 4:  EduxacHocT Ha BAKCHHATA — ITLPBA NosiBa Ha Teskka popma Ha COVID-19 npu
YYACTHMIIU ChC WK 0e3 npeauimHa uHpeknus cbe SARS-CoV-2 Ha 6a3ara Ha
onpejeIeHNETO HA ATeHIMSTA 32 KOHTPOJ Ha XpaHuTe u jJekapcrBara (Food
and Drug Administration, FDA)* ciiex lo3a 1 wim ot 7-mus en ciaenx Jlo3a 2 B
nepuojia HA MPOCJIesiBaHe HA IUIANE00-KOHTPOJHPAHOTO MPOYIBaHe

uPHK Bakcuna
cpemy COVID-19 Inamedo
Cayuan Cayuyau
nl? ni? Eduxacnoct Ha
Ilepuoa na Ilepuoa na BakcuHarta, %
naduonenne (N2°) nadsonenne (N2°) (95% ")
1 30 96,7
Cnen Jloza 1" 8,439" (22 505) 8,288" (22 435) (80,3; 99,9)
1 21 95,3
7 nau cnex Jloza 2¢ 6,522™ (21 649) 6,404™ (21 730) (70,9; 99,9)

3abenexka: [IoTBbpACHHTE CiTyyan ca ONpe/IeIeH! Ype3 ToJIMMepa3Ha BepIKHa peakius ¢ o0paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u none 1 cummTom,
cpoTtBercTBam Ha COVID-19 (cuMnToMuTe BKITIOYBAT: IOBHIIIEHA TEMIIEpaTypa; HOBOIOSBHIIA CE€ WIIM 3aCHJICHA
KaIlUTHI[A; HOBOTIOSIBUJI C€ MJIM 3aCUJICH 33]yX; BTPHCAHE; HOBOIMOSIBIIIA CE HJH yBeJIn4YeHa 00JIKa B MYCKYJIUTE;
HOBOIIOSIBIJIA Ce 3ary0a Ha BKYC WITH MUPHC; Bb3IAICHO I'bPJIO; AUAPHS; MOBPBIIAHE).
* Texxka popma Ha COVID-19, kakro e onpeneneno ot FDA, e norespaen COVID-19 n Hannune Ha Haii-Maiko
1 ot cnegnuTe:
e  KinuHUYHM MPU3HALM B TOKOM, MOKA3ATEITHN 32 TEKKO CHCTEMHO 3a00JsIBaHe (IMXaTeNHA YeCTOTa
>30 BOMIIBaHMA B MUHYTA, Chbp/I€YHA 4eCTOTa >125 ynapa B MUHYTa, KUCJIOpOHA caTypanusd <93% Ha
CTacH BH3AyX Ha MOPCKOTO paBHUIIC UK CbOTHOIICHUEC HAa apTECPUATHOTO MapUHUaIHO HAJIATAHE HA
KHCIIOpo/ia KbM (pakiusTta Bauman kuciaopoa <300 mm Hg);
e JluxaTeJHa HEAOCTATHYHOCT [OIpEe/IeieHa KaTO HYK/a OT [M0IaBaHe Ha KHCJIOPO/]] C BUCOK MOTOK,
HEMHBA3WBHA BEHTHJIAIINS, MEXaHUYHA BEHTHJIALIUS WM KCTPAKOPIIOpaiHa MeMOpaHHA OKCHTCHAIIHS
(extracorporeal membrane oxygenation, ECMO)];
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e JlaHHH 3a ITOKOBO ChCTOSIHHE (CHCTONIMYHO KpBBHO Haisrane < 90 mm Hg, nuactoanvHo KphBHO
Hansirane < 60 mm Hg wim Hykzia ot Ba3ompecopH);

e 3Haumma ocTpa ObOpedHa, YepHOAPOOHA MIIM HEBPOJIOTHYHA TUCYHKITUS,

e [Ipuemane B oTJesIeHIE 32 MHTCH3UBHU TPIKH;

e  CwMmbpT.

nl = Bbpoii ygacTHHIIN, OTTOBAPSIIN HA OTIPEIEICHUETO 3a KpaifHaTa TOUKa.

n2 = Bpoii Ha yYaCTHUIMTE B PUCK MO OTHOIICHUE HA KpaifHATa TOYKA.

B. JIBycTpanHusT noseputencH uatepnai (1) 3a epukacHoCTTa Ha BaKCHHATA € TIOJIyYeH Ha 0a3aTa Ha METO/a
Ha Clopper u Pearson, kopurupas cpsiMo BpeMETO Ha HAOJFOICHHE.

r. EdukacHocT, orienena Ha 6a3ara Ha Is1aTa HatMuHa (Moquunupana intent-to-treat) momysars yaacTHunmy,
nonyurin J[o3a 1, 3a ornieHKa Ha e()UKAaCHOCTTA, KOSITO BKIIFOYBA BCUUKU PAaHIOMU3ZUPAHU YUACTHUIIH,
NOJy4rIH TIoHe 1 1033 OT M3MKUTBAaHATA HHTCPBCHIINS.

n.  O6m neprox Ha HabroneHne B xwsian (1 000) HoBekoroAWHY 3a JajieHaTa KpaifHa TOUKa IIPH BCHYKH
YYaCTHHUIIM BBB BCAKA PHCKOBA TPyIa IO OTHOIIICHNE HA KpaifHaTa Touka. BpeMeBHAT rmepro 3a HaTpyIBaHe
Ha cimyyan Ha COVID-19 e ot [o3a 1 1o kxpast Ha repro/ia Ha HaOIOACHHUE.

e EduxacHocr, orleHeHa Ha 6a3ara Ha orjeHHMaTa 3a epuKacHOCT (Ha 7-Mus JeH) MOIyJanus, KOSTO BKIF0YBA
BCHYKH MOJXOIAIIN PAaHIOMUAZHPAHN YIACTHHUIIH, TIOTyYHIIA BCHIKH JJO3H OT H3MUTBAHATA HHTCPBCHITHS,
KaKTO Ca PaHIOMHU3UPAHH B IPEIABAPUTEITHO OMPEICICHHUS PO30PEIl, 03 APYrH ChIECTBEHH OTKIOHCHHS OT
MPOTOKOJIA, KAKTO € OMPEIEIICHO OT KIIMHHUIIUCTA.

. OO nepuon Ha HaOmoaeHue B xwisian (1 000) woBekorouHM 3a JAajieHaTa KpaitHa TOYKa P BCUYKH
YUYaCTHHUIIM BbB BCSIKA PHCKOBA IPyIia [0 OTHOIICHUE Ha KpaliHaTa Touka. BpeMeBUAT mepro/1 3a HaTpyIBaHe
Ha ciryuan Ha COVID-19 e ot 7-Mus aeH cien [lo3a 2 1o kpast Ha mepuojia Ha HabroAeHue.

o

Egukacrnocm u umynocennocm npu ronowu Ha evspacm 12 0o 15 coounu

IIpu ananu3 Ha IIpoyuBane 2 npu 10HOIH Ha BB3pacT 12 mo 15 rogwam 6€3 maHHu 3a IpeanIHa
unbexuys, Hama ciaydan npu 1 005 ygacTHuUIM, MOIyYnIM BAKCHHATA, © ©Ma 16 ciaydast nmpu

978 yuyactaunu, moryuuiy miamne6o. ToukoBara orieHka 3a eukacHocT e 100% (95% noeputenen
untepsain 75,3; 100,0). IIpu yyactHHIM cbe Wiau Oe3 TaHHM 32 npeauinHa nHpekys nma 0 ciaydas
npu 1 119-te yyacTHHIM, MOTYYHIN BakcuHata, u 18 ciaydas npu 1 110-Te yuacTHUIM, TOTYYHIH
iane6o. ToBa chilo mokasea, 4e TOUKOBaTa oueHKa 3a epukacHoct € 100% (95% nosepurenen
uaTepBan 78,1; 100,0).

B IpoyuBane 2 € mpoBe/ieH aHAIN3 HA TUTPUTE HA HEYTPAIU3UPAIIUTE AaHTUTENA CPEILy
SARS-CoV-2 1 mecen cnen [lo3a 2 mpu n3bpana Ha cilyyacH NPUHIIMII TIOATPYTa y4acTHULN Oe3
CEPOJIOTMYHH WM BUPYCOJIOTHYHM JaHHM 32 MuHasa uHdekius cb¢ SARS-CoV-2 no 1 mecer cien
Jlo3a 2, cpaBHsBAI OTTOBOpA IIPH FOHOITH Ha BB3pacT 12 mo 15 roguam (n = 190) ¢ T03u npu
YUYaCTHHUIM Ha Bb3pacT 16 10 25 rogunu (n = 170).

CBHOTHOIIICHUETO HA CPEAHUTE TCOMETPUIHH TUTPH (geometric mean titres, GMT) nipu Bp3pacToBara
rpyna 12 no 15 rogunu crpsiMo Be3pactoBara rpyna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% AU
1,47 no 2,10. CnemoBaTeHO € TOCTHTHAT KPUTEPUSAT 32 HE MO-MaJika e(UKACHOCT, KOUTO €
chOTHOMIeHHUE 1,5 , THhil KaTo JoJHATa TpaHuIa Ha 2-ctparamst 95% JIU 3a cpemHOTO TEOMETPUIHO
ChOTHOIIIEHHE (geometric mean ratio, GMR) e >0,67.

IlenuaTpuyHa momysamus

EBporietickarta areHmus 1o JeKkapcTBara oTiiara 3abDKEHUETO 3a MPEAOCTaBsIHE Ha PE3YNITaTUTE OT
npoyuBanusaTa ¢ Comirnaty B rieqMaTpu4HaTa momyaius npu npeserius Ha COVID-19 (k.
Touka 4.2 3a “H(pOpMaLKsI OTHOCHO YIIOTpeOa B IICAUATPHUSATA).

To3u JiekapcTBEH MPOJAYKT € pa3pelieH 3a ynorpeda o T. Hap. cXeMa ,,pa3pelraBaHe MmoJi yCJIoBue".
ToBa o3HauaBa, 4e 3a TO3M JICKAPCTBEH MPOAYKT C€ OYaKBaT JAOMBJIHUTEIIHU naHHU. EBponeiickaTa
areHIYs 10 JIeKapCcTBaTa IIe U3BBPIIIBA MPeTJie]l Ha HoBaTa HH(OpMAIIUs 32 TO3U JICKAPCTBEH MPOTYKT
MoHEe BeJHBK roauitHo U Ta3u KXII chOTBETHO 1€ ce akTyanu3upa.

5.2 dapmakoKHMHeTHYHH CBOWCTBA

Henpunoxumo.
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5.3 IlpeakIVHUYHHU JAHHU 32 0€30MACHOCT
HexuHUYHUTE JaHHU HE MOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[HOHATHHUTE
MPOYYBAHUS 38 TOKCHYHOCT MIPU MHOTOKPATHO MpHJIAraHe, pernpoayKTHBHA TOKCHYHOCT U TOKCHYHOCT

3a Pa3BUTUCTO.

O0111a TOKCUYHOCT

IInsxoBe, Ha kouTo Comirnaty e mpriIaraHa HHTPaMyCKYJIHO (TIOJTydaBaity 3 ITBIHM TO3U 33 X0pa
BEJHBK CEIIMUYHO, TEHEPUPAIIH OTHOCUTEITHO BUCOKU HUBA MIPH TUTHXOBE MOPAJIH PA3INIMSITA B
TEJECHOTO TETJI0), MOKa3BaT MAJI'bK OTOK M €PUTEM Ha MSCTOTO Ha WHKCKTHPAHE U yBEITMYaBaHE Ha
0enuTe KPbBHU KJICTKH (BKIIOYMTEIHO 0230 UM U €03MHOGUIIN), ChOTBETCTBAIIM Ha Bh3NAIUTEIICH
OTTOBOP, KAKTO ¥ BaKyOJIM3aIlMs Ha MOPTATHUTE XETIATOIUTH 0e3 JaHHH 32 YEPHOPOOHO YBPEKIaHE.
Benuku edextu ca Ounu odpaTumu.

FCHOTOKCI/I‘IHOCT/KaHI_IeD OI'CHHOCT

He ca mpoBexxmanu poy4YBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHUTE Ha BakcuHaTa (Jiumuay 1 nPHK) ga mMat reHOTOKCHYEH TTOTCHITHAT.

PenpoaykTHBHA TOKCHYHOCT

PenponykTHBHATA TOKCHYHOCT ¥ TOKCHYHOCTTA 32 PAa3BUTHETO Ca U3CIICABAHU TIPH IUTHXOBE B
KOMOWHHPAHO NPOYYBaHe HA ()ePTUIIMTETA U TOKCUYHOCTTA 32 Pa3BUTUETO, py Koeto Comirnaty e
MpHUJIaraH UHTPAMYCKYJIHO Ha EHCKH ILTbXOBE Mpean Yu(TOCBAHE U 110 BPEME Ha recTalus
(monyvaBaiy 4 HJIHYU JI03U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKU HUBA MPH ILTHXOBE MOPaIH
pa3InvusATa B TEIIECHOTO TEIJIO0, B IEPHOJIA MEeX Ty JieH 21 mpeau yndToCBaHETO U TeCTallMOHEH

nen 20). OTroBopH ¢ nosiBa Ha HeyTpanusupaniy antutena cpemy SARS-CoV-2 uma npu :KUBOTHHTE
MaiKH OT Tiepuoia npeau Yu(hTOCBaHETO IO Kpas Ha MPOYYBAHETO B MOCTHATAJICH JIeH 21, KakTo U
nipu (heTycute U mokosieHueTo. Hama cBbp3aHu ¢ BakCUHATa e)eKTH BBPXY (PEPTUIIUTETA,
OpeMEeHHOCTTa MM eMOPHO(ETATHOTO PA3BUTUE HITH PA3BUTUETO HA MOKOJICHUETO. JIUTNICBaT naHHM 3a
Comirnaty OTHOCHO IIPEMUHABAHETO HAa BAKCUHATA MPE3 TUIAICHTATA WM SKCKPEIHUATa B MIIIKOTO.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

((4-xunpoxcubyTum)azaneaunn)onc(xexcan-6,1-numm)ouc(2-xexkcunaekanoar) (ALC-0315)
2-[(momuermnenrankon)-2000]-N,N-gurerpanermnareramus (ALC-0159)
1,2-nucreapounn-sn-raunepo-3-pocdoxonun (DSPC)

Xonecrepo

Kanues xnopun

Kanues auxunporendocdar

Hatpues xnopug

Junarpuer Gocdhat 1uxuapar

3axapo3a

Bona 3a umxekuuu

6.2 HechbBMECTUMOCTH

To3u ekapcTBEeH NPOAYKT HE TPsIOBa Jla ce CMeCBa ¢ APYTrH JIEKAPCTBEHH MIPOAYKTH, C U3KIIIOUCHUE Ha
HOCOYEHUTE B TOYKA 6.6.
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6.3 Cpok Ha roaHocT

HeortBopeHn ¢uakoH

3ampazen praxon

9 mecemna npu -90°C mo -60°C

B paMkuTe Ha 9-MeceuHHUs CPOK Ha TOHOCT HEOTBOPEHUTE (IIAKOHH MOXKE J]a CE ChXPaHABAT U
Tpancnoptupart mpu -25°C no -15°C 3a emHOKpaTeH IEPHUO 10 2 CEAMUITH, CIIe]] KOSTO MOXKE JIa Ce
BBPHAT 00PaTHO 3a chXpaHeHue npu Temmeparypa -90°C mo -60°C.

Pasmpazen ¢pnaxon

1 mecern ipu 2°C mo 8°C

B pamkute Ha 1-MecedHus Cpok Ha FOJHOCT IpH yCI0BUATa Ha cbXxpaHeHue ot 2°C no 8°C, 3a
TpPaHCTIOPTUPAHE MOXKE J1a Ce U3Mou3BaT 10 12 vaca.

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

Cnen padMpassiBaHe¢ BAKCUHaTa HE TpﬂﬁBa Aa ce 3aMpa3siBa 0THOBO.

Paboma npu memnepamypru OmkIoHeHUsl cle0 u3eaxcoare om gpuzepa

JanHuTe 3a cTaOMIHOCT MOKAa3BaT, Ye HEOTBOPEHHUSAT (PIIAKOH € cTaOMIIeH J10:

. 24 yaca, xoraTo ce chXpaHsBa npu Temneparypa ot -3°C no 2°C

. 00110 4 yaca, Korato ce cbXpasssa npH temneparypa ot 8§°C no 30°C; ToBa Bkiroua 2-Ta yaca
pu Temneparypa ao 30°C, onucanu no-rope

Tasu I/IH(I)OpMaI_II/IH € Ip€JHa3Ha4YCHa Ja YII'bTU MCAUIHUHCKUTEC CIICHUAINCTH CaAMO B cnyqaﬁ Ha
BPEMCHHO TEMIICPATYPHO OTKIIOHCHHUC.

Tpanceep na sampazenu raxonu, CoXpanasanu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Kalald, Chabpkam 195 ¢nakona,
M3BaJICHN OT ChbXpaHEHHE B 3aMPa3eHO ChCTOSHUE TP CBPbXHHCKA Temreparypa (<-60°C),
MOTarT JIa OCTaHaT Ha Temmeparypa 1o 25°C He moBeYe 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 ChCTOSHHE TIPU
CBpBXHHUCKA Temreparypa (<-60°C), morar aa octaHaT Ha Temneparypa a0 25°C He moBeue OT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (JIAKOHH CE BhPHAT 00PATHO 3a ChXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CITe]]
eKCTIo3uIHs Ha TeMiiepaTypa a0 25°C, Te TpsOBa Ja ocTaHaT Ha CbXPAaHCHHE B 3aMPa3eHO
CBCTOSIHUE B MPOIBIKEHUE HA Half-MaJKo 2 Yaca, IpeAr Aa Morat aa ObaaT U3BaJeHH OTHOBO.

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

. [InuTkuTe KyTHU ¢ hIaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTosiHue (-25°C o -15°C), morar Jga ocTaHaT Ha
Temmeparypa 1o 25°C He nmoBeve OT 3 MHUHYTH.

o [nutkuTe KyTHH ¢ HIAKOHU, HA KOUTO KAIAIIUTE Ca OTBOPEHU WU TE€3H, KOUTO ChIIbPIKAT
mo-mMaiko ot 195 ¢nakoHa, cies KaTo ca U3BaJACHU OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE
(-25°C mo -15°C), morat ga ocraHar Ha Temreparypa 10 25°C He moBede ot 1 MUHYTA.

Cren kaTo BEAHBXK AaJcH (DJIAaKOH € M3BaJIeH OT ITUTKATa KyTHs ¢ (hJIaKOHM, TOH TPpsOBa Aa ce
pasMpasu 3a yroTpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha yrnoTpeba, BKIIOYUTENHO MO BpeMe Ha
TpaHcropTupane, 3a 6 yaca npu 2°C no 30°C ciex paspexnane B HarpueB xsopug 9 mg/ml (0,9%)
MH)XEKLHOHEH pa3TBop. OT MUKPOOHOJIOTHYHA IVIe[JHAa TOUYKA, OCBEH aKO METOIbT Ha Pa3pekaaHe
U3KIII0YBA PUCK OT MHUKPOOHA KOHTAaMHMHALNUS, IPOAYKTHT TPAOBa Ja ce M3M03Ba BeaHara. AKo He ce

14



W3M0JI3Ba Be{HAra, BPEMETO M YCIOBUATA HA ChXpaHEHHe N0 BpeMe Ha yrorpeda ca OTTOBOPHOCT Ha
MoTpeOnTENS.

6.4 CnenuaJHM ycJI0BHUS HA CbXpPaHeHHUe

Ja ce cbxpansiBa BbB (ppusep mpu -90°C go -60°C.

Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONAKOBKA, 32 JIa CE MPEeIa3u OT CBETIINHA.

ITo Bpeme Ha chXpaHEHHE CBEIETE 10 MUHUMYM H3JIaraHeTo Ha CTaifHa CBETIMHA U H30srBaiiTe
U3JIaraHe Ha IpsiKa CIIbHYEBA CBETJIMHA U YJITPABHOJIETOBA CBETIIMHA.

C PasMpa3CHUTE (I)J'IaKOHI/I MOXKE ga CE pa6OTI/I B YCJIOBHUA Ha CTaiiHa CBETIIMHA.

3a yCIIOBHSATA HA ChbXPAaHEHHUE CJISH pa3MpassiBaHe U pa3perkiaHe Ha JICKAPCTBEHUS MPOIYKT BHIKTE
TOouKa 6.3.

6.5 Buau chabpiKaHue HA ONIAKOBKATA

IMpo3pauer MHOr01030B (uakoH (cThkio Tul |) 2 ml cbe 3amymianka (CHHTeTHYHA OPOMOOYTHIIOBA
ryma), ¢ alyMHHHEBa 0OKaTKa M OTUYIBAIIO CE IIAaCTMAcoBO Kanayde. Beeku duiakoH chabpxka 6 1034,
BIKTE TOUYKa 6.6.

Bun onakoska: 195 ¢uakona

6.6 CneuuaJHu npeanasHu MepKH NPH U3XBbPJsiHe U padoTa

VYkazanus 3a pabora

Comirnaty TpSI6Ba Aa CC MPUTOTBU OT MCAUIUHCKHU CIICHHUAIIMCT, KaTO CC U3IOJI3Ba aCCITUYHA
TCXHHUKA, 3a J1a CC rapaHTUpa CTCPUWIHOCTTA Ha IPUTOTBCHATa JUCTICPCUS.

PASMPA3SABAHE IIPEJIN PA3PEKJIAHE

"\ | « MHOro1030BHIT GIAKOH CE ChXPAHSBA
3aMpa3eH U TPsOBa J1a ce pa3Mpasu Mmpeau
He noseue ot paspexmane. 3ampa3eHuTe QIIaKOHH TPSOBA
2 9aca Inpu Jla ce IpeHecaTt B cpena ¢ remmeparypa 2°C

cTaiiHa 1o 8°C, 3a ga ce pa3Mpassit;
pa3MpassiBaHETO Ha €{Ha OIaKOBKa ChC
TeMIeparypa 195 ¢maxona Moxke 1a oTHeMe 3 Haca.
(HO 30°C) BT,S)MO)KCH € CBINO JAPYT BAPHAHT, MPU
KO#TO 3aMpa3eHnTe (HIakoHH Ja ce
4 pasmpasat 3a 30 MUHYTH TIpH TEMIIepaTypa

1o 30°C 3a He3abaBHA ymoTpeoa.

e HeotBopeHuAT ¢iakoH MOXKe Ja ce
chXpansiBa 3a repuo 1o 1 mecer npu 2°C
1o 8°C. B pamkute Ha 1-MecedHHS CPOK Ha
TOJTHOCT TIPY yCJIOBHUATA HA ChXPaHEHHE OT
2°C no 8°C, 3a TpaHCHIOPTHpAHE MOXKE Ja
ce u3noiasBart 1o 12 yaca.

e (OcraBete pa3MpazeHHIT (PIIaKoH Ja
JIOCTUTHE CTaliHa TeMIleparypa u
BHUMATEJIHO IO 00bpHeTe 10 mbTH mpeau
paspexaane. He pasknamaiite.

e llpenu paspexgane pa3MpaseHara
JIUCTIEPCHUS MOXKe J1a Chabpka Oenu 10
o4ty O6e1u Hempo3pauyHu aMopPHU
YaCTHUIIH.
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PA3PEKIAHE

Lo — =}

m |
e

Y T—
A2 o

1,8 ml narpues xyopua 0,9%
HHKEKIIMOHEH Pa3TBoOP

Pa3mMpazenara BakcruHa TpsOBa Ja ce
paspe/y B HelHUs opurnHalieH GiIakoH ¢
1,8 ml natpues xmnopun 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 UIiaTa OT Hero, KaTo
nzrernute 1,8 ml Bp3ayX B M3npa3sHeHaTa
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 nznomnzpaiite
pa3pelieHaTa BakCHHA MPU HAJIUYUE HA
YaCTHIIM WM TIPOMSHA 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 pa3pexkaane, cbxpansaBaiTe npu 2°C
1o 30°C u u3non3BaiiTe B paMKUTE Ha

6 yaca, BKITIOUYMTEITHO 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 eHOKpaTHa 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 U
UTJIa ¢ MaTbK MBPTHB 00eM TpsiOBa 11a uMa
MBPTHB 00€M HE MO-TOJISIM OT
35 MUKponuTpa.

AKO ce M3M013BaT CTaHIapTHU CIIPUHIIOBKH
Y UTJIH, MOJKE JIa HsIMa JIOCTaThueH 00eM 3a
W3TErJIsSHE Ha MIeCT J03H OT eAH (DIaKoH.

e Bcska qo3a TpsoBa ga ceappka 0,3 ml
BaKCHHA

e AKO KOJMYECTBOTO Ha OCTaHAJIaTa BbB
(h1akoHa BakCHMHA HE MOJKE J]a IOCTaBH
enHa 1so1a qo3a ot 0,3 ml, u3xBbpriere
(h1akoHa U M3MUILHUSL 00eM

e lI3xBBprere HEM3MOI3BaHATA BAKCHHA B
pamKuTe Ha 6 yaca ciel pa3pexaaHe.

H3xBBpasiHe

Hewusnon3panusar JICKAPCTBCH MPOAYKT WIN OTHAABYHUTC MATCPpUAJIU OT HETO Tp$16Ba Aa CC U3XBBPJIAT
B CHbOTBCTCTBUC C MCCTHUTC U3UCKBaHM.

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

IToapoGHa uHOpMaLKs 3a TO3M JCKApPCTBEH 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 3AABJIKEHUE 3A UBITbJIHEHUE HA MEPKHN
CJIEJ -PASPEIIIABAHE 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(EI)

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

T'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
IMPOU3BOJUTECIIA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA IapTHaA.

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

3HAYCHUE, U 32 J]a CE OCUTYPH PaHHA JIOCTaBKa, TO3H JIEKAPCTBEH MPOAYKT € 00EKT Ha OrpaHHYCHO BHB
BpPEMETO M3KIIOUCHHE, IABAI0 BH3MOKHOCT 3a TIPHEMaHe Ha aHAIN3a 332 KOHTPOJ Ha MapTHINTE,

W3BBPIIEH B perucTprpano(u) MAcTo(ecTa) Ha MPOU3BO/ICTBO, JIOKATH3NpaHO(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. YCJIOBUA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOLYKT CE OTIIyCKa I10 JEKAPCKO HPEAUCAHUE.
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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 MK 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 cbio3 (EURD crmcek), mpensuaes B wi. 1078, ann. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCHUKHU CJICABALIH aKTyJIN3aLNH, ITyOJHMKYBaHH Ha
EBPOTICHCKHs yeOIopTan 3a JeKapCTBa.

[IpurexxatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tps6sa na nogane nepus [TAZLD 3a To3u
HPOIYKT B CPOK OT 6 Mecelia ciesl pa3pelaBaHeTo 3a ynorpeoa.

. YCJI0OBUus NJin OrPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA
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 MPOCIIEAsIBAHE Ha JIEKapCTBEHAaTa 0€30MacHOCT, TOCOYECHHU B
onobpenus [1YP, npeacraen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCHUYKH CJICBAIU O00peHH akTyaau3aiuu Ha [TYP.,

Axrtyanmsupas IIYP tps6Ba na ce mogasa:

° 1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

. BHUHArW KOTaTO C€ U3MEHS CHCTEMAaTa 3a YIpaBJicHHE Ha pUCKa, 0COOCHO B pe3y/ITaT Ha
MoJjTyyaBaHe Ha HOBa MH(OPMAITUs, KOATO MOXKE Ja JTOBE/IC 10 3HAUMMU IPOMEHU B

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

Ha JICKapCTBECHaTa 0e30IMacHOCT HIIH CBEXKIaHE Ha prUCKa 10 MI/IHI/IMYM)

A.  KOHKPETHO 3AABJKEHUE 3A U3ITBJIHEHUE HA MEPKU CJIE/]
PA3SPEIIIABAHE 3A YIIOTPEBA 11O YCJIOBUE

Toga e pa3perieHue 3a ynorpeda moj| yciaosue u cbriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B

onpezaeneHus cpok [IPY TpsaOBa ga U3ITBIHN CIETHUTE 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 IMMOCTOSIHHO 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 mOTBBPAN MPOGUITHT HAa YUCTOTA U J1a CE TApaHTUPA 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.
romoIHoTo Benrectso 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 ga 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 mofia/ie OKoH4aTenHus Jlokaa OT KIMHUYHO MTPOyYBaHe 3a
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. OBSBSIBAHE 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 AUXUIPAT, 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.

Ckanmpaiite QR koja 3a moBede uHpopmarms.

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

WHXCKIIMOHCH pa3TBOpP.

6. CIHEHUAJIHO TPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IOTJIEJA U TOCEI'A HA TELIA

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:
Cpox Ha rogHoct mpu 2°C 10 8°C: ....oovvnennn.
(MaxcumyM 1 Mecer; HarpaBeTe MPEIUITHAS CPOK HA TOTHOCT HEYCTIIHB)
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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 paspexaane, cbxpansBaiite Bakcunata mpu 2°C no 30°C u s u3non3BaiTe B paMKuTe Ha 6 yaca.
W3xBBprieTe HEU3MON3BaHATA BAKCHHA.

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

11. HWME 1 AJJPEC HA IPUTEXATEJISI 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 BPAIJIOBA A3BBYKA

[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 EJIMHUYHU
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 U3TUYAHE 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:
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty KOHIeHTPAT 32 HHY3NOHHA TUCTIePCHs
nPHK 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 HA HOBa MH(pOPMAITHI OTHOCHO Oe30macHOCTTa. MOXKeTe 1a JaJeTe CBOSI IPUHOC KaTo
CHOOIINTE BCSAKA HEXKETAHA PeaKIIHs, KOSTO CTE MONyYWId. 3a HAaYWHA Ha ChOOIIaBaHEe Ha HEXEIIaHU
peakuuu BUXKTE Kpasi Ha TouKa 4.

IIpoyeTeTe BHMMATENHO LSLJIATA JIUCTOBKA, peau 1a Bu 0bae npuiioskeHa Ta3u BAKCHUHA, Thil
KaTO T CbAbPsKa BaxkHa 3a Bac nundopmanus.

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

. AKO MMaTe HAKaKBH TOIBIHATETHN BBIIPOCH, TTONMTaiiTe Bammus ekap, hapMareBT mwim
MEIULMHCKA CecTpa.

. AKO TIOJTyYHTe HAKAKBU HEXKEJIAHU Peakilnu, yBeJoMeTe Baius nekap, papManesT wiu

MCIUIIMHCKA CECTpa. ToBa BKII0YBA U BCHYKH BB3MOKHHU HEXKEIIaHU p€aKknnun, 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 npunoxen Comirnaty
Kak ce nmpunara Comirnaty

BB3MOXHHN HEXeTaHU peakuu

Kak na cpxpansBate Comirnaty

ChbabpkaHre Ha ONIAaKOBKATa M JOBIHUTEIIHA HH(POPMAIIUS

BN .

1. Kaxkso npeacraBiassa Comirnaty u 3a KakBO ce U3M0JI3Ba

Comirnaty e BakcuHa, KOSTO Ce M3II0JI3Ba 3a IpeanasBane ot 3abossiBane or COVID-19, npuunHeno
ot Bupyca SARS-CoV-2.

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

Baxcunara craBa mpuunHa UMyHHAaTa cucTeMa (€CTECTBEHUTE 3alllUTHH CHJIM Ha OpraHu3Ma) Ja
MPOM3BEKa AaHTUTENIA U KPHBHU KJIIETKU CPEILy BUPYCa, KaTO Taka OCUTYPSIBA 3al[UTa CPEILy
3aboisiBane or COVID-19.

Toit kaTo Comirnaty He ChABpKa BUPYCa, 3a 1a Ch3Ja/ie IMyHUTET, TS HE MOKE J1a MPUYUHU
3abomaBane or COVID-19.

2. Kaxkso TpsdBa 1a 3Haete, npeau Aa Bu 0b1e npuiioxken Comirnaty

Comirnaty He Tpsa0Ba 1a ce mpuiara
o aKO CTC aJICPrUYHU KbM aKTUBHOTO BEIICCTBO WM KbM HAKOSA OT OCTAHAJIMUTE CbCTaBKU HA TOBA
JIeKapcTBO (M30pOCHU B TOUKaA 6).

IIpenynpesxaeHus 1 NpeInasHu MepPKH

I'oBopere ¢ Bamms nekap, papmaneBT Wiv MEAULIMHCKA cecTpa, ipeau n1a Bu 0bae npuinoxeHa

BaKCHHATA!

J aKo HSKOTA CTe MMAJIH TEXKKa aJlepruiHa peakys WIH IpoOIeMH ¢ UIMAHETO CIIe]
WH)KEKTHpaHe Ha HIKaKBa Jpyra BaKCHHA WK clie KaTo Bu e 6mra npuioxena Comirnaty B
MHUHAJIOTO.
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o ako By npuTecHsBa MpoIiechT HA BAKCHHUPAHE WM HIKOTA CTE MPUTIAJIANHN CIIe] TIOCTaBSHE Ha
WHXKEKIIUS ¢ UIJIa.

. aKo MMaTe TeXKKO 3a00sIsiBaHe Witk HHQEKIIMS ¢ BUCOKa TemrepaTypa. O0aue Bue moxkere na
ObJieTe BAKCHHUPAHU, aKO UMATe JIEKO MOBHIIICHA TEMIIepaTypa Wi JieKa HHPEKIHS Ha
TOPHUTE JUXATEIHU ITbTUIIA, KATO HACTHHKA.

. aKo uMare npobIeM ¢ KPhbBOCHCHUPBAHETO, JISCHO MOTyYyaBaTe CUHUHH HITH M3TI0I3BaTE
JIEKapCTBO 32 Mpe/ila3BaHe OT MOsIBa HA KPbBHU ChCUPELN.
. aKo MMare oTcabeHa MIMyHHA CUCTeMa mopaau 3a0ojsiBane, HanpuMep uadekuus ¢ HIV, win

MIpHEM Ha JIEKapCTBO, KaTO KOPTUKOCTEPOH/I, KOETO MOBIIMsABAa UMyHHaTa Bu cructema.

Cren BakcuHanust ¢ Comirnaty ca cb0OIIEHH MHOT'O PEAKH CIIydad HA MHOKapAHT (Bb3aJICeHUE Ha
CBHPIEYHHUS MYCKYI) U IIEPUKApIUT (Bb3MajeHNe Ha BHHITHATA 00OBMBKA Ha ChpIeTo). Ciyuante
HACTBIIBAT IPEIUMHO B paMKHTE Ha IBE CEIMHUIIH CJIe/l BAKCHHAIIHS, TT0-YECTO CIIe]] BTOpaTa BaKCHHA
M T0-4Y€CTO MpH No-MiIagu Mbxe. Criex BakcuHanus TpsiOBa fa ObaeTe OAWTETHH 3a IPU3HALU Ha
MHUOKapAUT U TIEPUKApANT, HAIPUMEp 3ayX, CbpLeOneHe uiu 00JKa B 'bpAUTE, U TPAOBa He3a0aBHO
Jla TOTHPCUTE MEAUIIMHCKA TIOMOIII, aKO T€ HACTBIIAT.

KakTo BCcH4KM BakCWHH, 2-T030BUAT BaKCHHAMOHEH Kypc ¢ Comirnaty Moxe J1a He 3alUuTH
HAI'hJIHO BCUYKH BAKCHHUPAHHU M HE € M3BECTHO KOJIKO JIBJITO I1I¢ ObJIEeTE 3aIluTeH(a).

Jeuna
Comirnaty He ce mpenopbyBa MPH Jelia Ha Bb3pacT 1o 12 roauHu.

JApyru nexkapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamus nexap wiu GapmaneBT, ako U3M0I3BaTe, HACKOPO CTe U3IOI3BAIN HITH €
BB3MO’KHO J1a U3I0JI3BaTe APYTH JIEKapCcTBa, WM Hackopo B e mprioxkeHa HAKaKBa JIpyra BaKCHHA.

BpemenHocT M KbpMeHe
AKo cTe OpeMeHHa WM KbPMUTE, CMATATE, Y€ MOJXKE JIa CTe OpeMeHHa WU IUIaHUpaTe OPeMEeHHOCT,
MochBeTBalTE ce ¢ Bamms nekap wim dapManesT npeau na Bu Obae npuioxeHa Ta3u BaKCHUHA.

Ilodupane u padoTa ¢ MAIIUHU

Hsikowm oT edekTrTe HA BaKCHHATA, YIOMEHATH B Touka 4 (Bb3MOKHM HEXXENaHU PEaKIin) MOTaT
BPEMEHHO J1a TIOBIHUSAT criocoOHocTTa Bu 3a modupane nnu padota ¢ mammuu. M3gakaiite, okaTo
Te3u epeKTH OTIIYMSAT, IpeH Ja MopupaTe WiK a paboTUTE C MAILIUHH.

Comirnaty cbabp:ka KaJauid U HATpUil

Tazu BakcuHa chIaBpKa MO-Manko ot 1 mmol xammii (39 mg) Ha 1032, T.€. MOXKeE J1a Ce Kaxe, 4e
MPaKTUYECKU HE ChIbPKa KaJIWH.

Tazu BakcuHa ChIBpKa MO-Manko ot 1 mmol Hatpwii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
NPAaKTUUECKU 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 HanpaBeHU 2 WHKCKITUH.

[IpemopbuBa ce BTOpaTa J103a OT ChIIaTa BAKCHHA J]a Ce TIPHIIOKH 3 CEJMUITH CIIel TbpBaTa 71033, 3a
Jia ce 3aBBPINN BAKCHHAI[MOHHUAT KYpC.

AKO UMaTe HIKaKBH JIOTBJIHUTEIHHA BBIIPOCH, CBHP3aHHu ¢ yrioTpedbara Ha Comirnaty, monuraiite
Bamus nekap, hapmaiieBT wim 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 4ecTH HesKeJAaHU PeaKIUM: MOrar Ja 3acertart noseue ot 1 Ha 10 mgymm
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 MO-4eCTH IIpH FoHOImH Ha 12 10 15 roguHu, 0TKOIKOTO
MIpU Bb3PACTHHU.

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

L4 3a4CPBABAHC HA MSACTOTO HAa MHIKCKTUPAHC
o raacHe
o MNOBPBUIIAHE

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

HEPa3IoJIOKEeHNE

0oJKa B pbKaTa

Oe3chHHe

cbpOex Ha MACTOTO HA MH)KEKTUPAHE

JIEPTUYHH PEaKLIUU KaTo 0OpHUB MK ChpOex

ycemase 3a caadocT Wi JIUIICA Ha €HEPrUsl/ChbHINBOCT
HaMalleH aleTuT

MIPEKOMEPHO M3MOTSIBAHE

HOLTHM U3HOTSBaHUS

Penku Hexxenanu peakuum: Morart na 3acersat io 1 Ha 1 000 mymm
. BPEMEHHO €IHOCTPAHHO YBUCBAHE Ha JIULETO
° AJICPIrUYHU PCAKIUU KAaTO YPTUKAPpHA WIK IIOAYBAaHE HA JIMIIETO

C HeH3BeCTHA 4eCTOTA (OT HATMYHUTE TaHHU HE MOJXKe J1a ObJIc HAallpaBeHA OIICHKA)
) TEXKKa aJlepruyHa peaKiius

o Bb3NAJICHUE Ha CHPACYHUS MYCKYJ (MHOKapIUT) WIIH Bh3MAJIEHNE Ha BHHIHATA OOBMBKA Ha
CBpLETO (epUKAPANT), KOETO MOXKE Ja JOBEAE A0 3a1yX, ChplieOneHe uiu 00Ka B I'bPANTE

o OONIMPEH OTOK Ha BAKCHHUPAHHS KPaHUK

. OTOK Ha JIMIETO (MOAYyBaHe Ha JIMIETO MOXKE Ja Ce MOSIBY NPH MAlUEeHTH ¢ AepMajieH GUIbp)

CholuiaBaHe Ha HeKeJaHH peakInu

AKO TIOJTyuHTe HAKAKBU HEXEJIaHU JIEKAPCTBEHH PEaKIHH, yBegomere Bammms nexap, hapmaieBT win
MEAHIIMHCKA cecTpa. ToBa BKIIFOUYBAa BCHYKH Bb3MOXKHH HEOIMCAHHU B Ta3H JIUCTOBKA HEXKETaHH
peaknuu. Moxere ChIo Aa ChOOIINTE HEXKEITAHN PEeaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a
choOIIaBane, mocouyeHa B [Ipuioxkenue V, U 1a BKIIOYHTE TAPTUAHUS HOMEP, aKo € HamudeH. Kato
CHOOIIaBaTe HeXKEIAHN PEaKINY, MOXKETe Jia JaJIeTe CBOSA MPUHOC 32 MOJy9aBaHe Ha ITOBEYe
nH(pOpMAIUI OTHOCHO 0€30MMacCHOCTTa Ha TOBA JIEKapPCTBO.
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5. Kak 1a cexpansBate Comirnaty
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JICla.

Crenpamara WHGOpMAIUS OTHOCHO ChXPaHEHHETO, CPOKa Ha TOJAHOCT M padoTaTa € mpeiHa3HaueHa 3a
MEUIUHCKY CTICIIHATUCTH.

He usmnomn3BaiiTe TOBa JIEKapCTBO CJI€ CPOKaA HAa FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATA OMAaKOBKA U
erukera cien "I'ogen no:". CpokbT Ha TOAHOCT OTTOBApsI HA MOCJIEIHUS JEH OT MOCOYCHUS MECELl.

Ja ce chxpansiBa BbB (hpusep npu -90°C g0 -60°C. B pamkute Ha 9-MeceuHus CPOK HA TOTHOCT
HEOTBOpEHUTE (DJIaKOHH MOXKE Jla C€ ChXpaHABaT U TpaHcnopTupar npu -25°C no -15°C 3a eaunnueH
nepuoJ 10 2 CeIMUIIH, Clie]l KOETO MOXeE Jia C€ BbPHAT 00paTHO 3a ChbXpaHEeHHUe Mpu

temreparypa -90°C no -60°C.

I[a CC ChbXpaHABa B OpUTI'MHAJIHATA OIIAKOBKA, 3a Jida CC IpCaAIa3n OT CBCTIIMHA.

Tpancgep na 3ampazenu Grakonu, CoXpanasanu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Karal, Chabpkamu 195 ¢makona,
M3BaJICHN OT ChbXpaHEHHE B 3aMPa3eHO ChCTOSHKE TP CBPbXHHCKA Temreparypa (<-60°C),
Morar Jja OcTaHat Ha TemrepaTtypa Ao 25°C He moBede OT 5 MUHYTH.

o IInuTkuTe KyTUu ¢ (IaKoHH, Ha KOUTO KalnaluTe ca OTBOPEHU WIIN T€3H, KOUTO ChIbPKaT
no-Masko ot 195 ¢iakona, ciex kaTo ca M3BaAEHHU OT ChXPAaHEHUE B 3aMPa3eHO ChCTOSIHUE TIPU
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa octaHaT Ha Temreparypa a0 25°C He moBeue OT
3 MUHYTH.

o Crnen kaTo KyTHHUTE C ()JIAKOHU C€ BhPHAT 00pPAaTHO 3a ChbXpaHEHHE B 3aMPa3eHO ChCTOSHHE CIE]
eKCTIO3UIHs Ha TeMriepaTtypa a0 25°C, Te TpsOBa ga ocTaHaT Ha CbXPAaHCHHE B 3aMPa3eHO
CBCTOSIHUE B IIPOBJKEHUE HA Hali-MaJIKo 2 Yaca, IpeAx Aa Morat aa ObaaT U3BaJeHU OTHOBO.

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

. [InuTkuTe KyTHH ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpkamu 195 ¢urakona,
M3BaJICHU OT ChbXPaHEHHUE B 3aMpa3eHo cheTostHue (-25°C no -15°C), morar Ja ocTaHaT Ha
Temmeparypa 1o 25°C He nmoBeve OT 3 MHUHYTH.

o [nutkuTe KyTHH ¢ (HIAKOHU, HA KOUTO KAIAIIUTE Ca OTBOPEHU WU TE€3H, KOUTO ChIIbPIKAT
mo-Mayko ot 195 ¢uakona, cien KaTo ca W3BaJICHU OT ChbXPAaHEHUE B 3aMPa3CHO ChCTOSHUE
(-25°C mo -15°C), morat ga ocraHat Ha Temreparypa 10 25°C He moBede ot 1 MuHyTA.

Cren kKaTo BEAHBXK AaJcH (hJIaKOH € U3BaJIeH OT ITUTKATa KyTHs ¢ ()JIaKOHH, TOHM TPpsOBa Aa ce
pasMpasu 3a yrorpeoa.

Crnen pa3mpassiBaHe BaKCHHATa TPsOBa J1a ce pa3peau U Ja ce U3I0N3Ba BeqHara. Bee mak maHauTe 3a
CTaOMIJIHOCT B MEpUO/a HA U3II0JI3BaHE ITOKA3BaT, Y€ Clie] N3BaXKIaHe oT ¢ppusepa HepaspeaeHaTa
BaKCHHA MOXe J1a ce chXpaHsBa 3a nepuoj 1o 1 mecen npu 2°C no 8°C. B pamkute Ha 1-Meceunus
cpok Ha rogHocT npu 2°C mo 8°C 3a TpaHCTIOPTHPAHE MOXKE 11a ce u3mosBat a0 12 gaca. [Ipeau
yrnoTtpeba HEOTBOpEHAaTa BaKCHHA MOXeE JIa Ce ChXpaHsBa 10 2 yaca npu temieparypa xo 30°C.

Cren pa3pexaane, ChbxpaHsBaiiTe u Tpancnoptupaiite Bakcuuarta mpu 2°C 1o 30°C u s u3mo3BaiTe B
pamkuTe Ha 6 yaca. M3xBbprieTe HEM3MOI3BaHATA BAKCHHA.

Cne;[ HU3BaAXIaHE OT (1)p1/13epa U pa3pCiKaaHC BbPXY q)HaKOHI/ITe Tpf[6Ba Ja 6’LILaT O3HA4YCHH HOBHUTC
JlaTa 1 9ac 3a USXBBPJIAHE. C.Hell pa3MpassaBaHC BaKCMHATa HE MOXKEC a CC 3aMpas3siBa IIOBTOPHO.

He uznon3Baiite Ta3u BakCHHA, aKO 3a0€JIe)KNUTE BUIUMH YaCTHIIN B Pa3peicHaTa JUCIIEPCHS WITH
MPOMSIHA B IIBETA.
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He uzxBbprsiite nekapcTBaTa B KaHAJIU3aIUsATa WM KOHTEWHEpa 3a JoMallHu oTnaabiu. [lonuTaiite
Bamms ¢papmarieBT Kak Ja U3XBBPISATE JIEKapCcTBaTa, KOUTO Bede He U3Mo3Bare. Te3u Mepku 1e
CIIOMOTHAT 32 OMa3BaHE Ha OKOJIHATA CPela.

6. Cun)pmalme Ha OIMaKOBKATa U J1O0II'bJIHHUTEIHA I/lH(l)OpMalII/lH

KakBo cbabpika Comirnaty

. AxtusHo BemmecTBo: MPHK Bakcuna cpenty COVID-19. Cren pa3pexxnane GiIakoOHBT ChIbpPKa
6 no3u mo 0,3 ml, Bcsika ¢ 30 mukporpama nPHK.
o Hpyru cheTaBKu:
- ((4-xunpoxcubyTHT)azaneAnm )orc(xekcaH-6,1-1uwmm)onc(2-XeKCHIIIeKaHoaT)
(ALC-0315)

— 2-[(monuetunenrnukon)-2000]-N,N-muterpanermnaneramu (ALC-0159)
- 1,2-nucreapoun-sn-riauuepo-3-dpochoxonun (DSPC)

- XO0JIECTEPOI

- KaJIUeB XJIOPUJT

- KaJiueB nuxuaporendocdar

- HATPHUEB XJIOPHU]T

- IUHATpUEB Qocdar AUXUIPAT

- 3axaposa

- BOJIa 32 WHXKEKIIUH

Kaxk m3riaexaa Comirnaty 1 KakBo ChIbpskKa ONIaKOBKaTa

Bakcunata ¢ 6su1a 10 moutu 6suta qucnepeust (pH: 6,9 — 7,9), nocraBsiHa B MHOT0030B (hJIAKOH €
6 1031 — po3payeH ¢uakoH (cTrKII0 THI 1) 2 ml, ¢ ryMeHa 3amnyInanka u ¢ aTyMHHHEBa 00KaTKa
OTYYIBAIIO CE IIACTMACOBO Karaye.

Bun omakoBka: 195 ¢makona

IIpuTtexaTes1 Ha pa3pelIeHHETO 32 yoTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

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

ITpousBoauTenu

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JONBJIHKUTEIHA HH(OPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MPEICTaBUTEN Ha MIPUTEXKATEIS Ha Pa3penIeHueTo 3a yrorpeoda:
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Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boirapus

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

EA0LGoa
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.o.
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

35

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

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,
organiza¢na 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



Kbapog United Kingdom (Northern Ireland)

Pfizer EAMGg A.E. (Cyprus Branch) Pfizer Limited
TnA: +357 22 817690 Tel: +44 (0) 1304 616161
Latvija

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

JaTa Ha nocjeano npepasriexiaade Ha aucropkara {MM/I'TTT}

Toa JiekapcTBO € pa3pemieHo 3a yrmoTpeda mo T. Hap. cXema ,,paszperiaBane moa ycimosue™. ToBa
03HayaBa, 4e 3a JIEKAPCTBOTO CE OUAKBAT NOMBJIHUTEIHU NaHHU. EBporeiickaTa areHuus mno
JIeKapcTBaTa II¢ U3BBPIIBA Mperiie] Ha HoBaTa MHPOPMAIIHS 32 JIEKApCTBOTO TIOHE BEIHBXK T'OJUIITHO

1 Ta3u JIMCTOBKA CbOTBETHO LIC CC aKTyaJIu3upa.

CKaHHpaﬁTe Koaa C MOOUIHO YCTPOﬁCTBO, 3a [1a MMOJIYYUTEC JIMCTOBKATA HA PAa3JIMUHA C3ULHU.

URL: www.comirnatyglobal.com

Ho;[p06Ha I/IH(I)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHCfICKaTa arcHuous
o JiekapctBata http://www.ema.europa.eu.

Ta3zu nucToBka € HanmyHa Ha Bcuuku e3unm Ha EC/ENII Ha yebcaiita Ha EBporelickaTta areHus mo
JIeKapCcTBaTa.

ITocoyenara mo-x0Jay HH(l)OpMaIII/IH € MpeaHasHayeHa caMo 3a MEAUIHHCKH CIICENHATUCTH:

[Ipunaraiire Comirnaty HHTpaMyCKYJIHO Clie/l pa3pekaane karo Kype ot 2 no3u (0,3 ml Bcsika) mpes
UHTEPBAI OT 3 CEMUIIH.

IIpocnenumoct

3a fma ce moIo0pu MPOCIETUMOCTTa Ha OHOJIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MTAPTHIHUAT
HOMEp Ha MPIIOKEHUS MPOIYKT TPSAOBA SCHO JIa CE 3aIMCBaT.

Yxkazanus 3a padora

Comirnaty TpsibBa 1a c€ IPUTOTBH OT MEIUITMHCKHA CIICITHAIKCT, KaTO C€ M3IT0JI3Ba aCENITHIHA
TEXHHKA, 32 J]a CE TapaHTHUpa CTEPUITHOCTTA Ha IPUTOTBEHATA JUCIICPCHSL.
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PASMPA3ABAHE IIPEJIN PA3PEKJIAHE

He nmoBeue ot
2 yaca npu
cTaliHa

TeMIepaTypa
(mo 30°C)

<

MHOTr071030BHAT ()ITAKOH CE ChXpaHsBa
3aMpa3eH U TpsAOBa J1a ce pa3Mpaszu
npeay paspexaane. 3aMpa3eHuTe
(hakoHM TpAOBa Ja ce MpeHecar B cpeaa
¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassT; pa3Mpa3sBaHETO Ha eJlHa
omakoBKa ckC 195 ¢makoHa Moxe n1a
otHeMe 3 yaca. Be3MoskeH e ChIIo Ipyr
BApUAHT, IPU KONUTO 3aMpa3eHUTE
(akoHM Ja ce pazmpasar 3a 30 MUHYTH
pu Temiepatypa a0 30°C 3a HezabaBHa
yrotpeoa.

HeotBopenusr dhiakoH Moxe aa ce
ChbXpaHsBa 3a nepuoj 1o 1 mecel npu
2°C no 8°C. B pamkure Ha 1-mMeceunus
cpok Ha roaHoct 1pu 2°C no 8°C 3a
TPaHCIOPTUPAHE MOJKE J1a CE M3I0I3BAT
1o 12 gaca.

OcraBete pa3MpaseHHAT QIaKOH A2
JOCTUTHE CTaiHa TeMmIeparypa u
BHUMATEJIHO TO 00bpHETE 10 mbTH
npenu paspexnane. He pasknamaiire.
[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUsl MOXKE J1a ChIbpyKa Oesun 10
Ho4uTH Oey HEerpo3padyHyu aMOphHU
YaCTHULIH.

PA3PEX/TAHE

1,8 ml narpues xsopua 0,9%
WHKEKIIHOHEH Pa3TBOP

Pa3mpasenara BakcuHa TpsOBa 1a ce
paspenu B HEiHUSI OpUTHHATICH (DIIakoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) nHXEeKIMOHEH pa3TBOP, KaToO Ce
u3nons3Ba uria 21 G, wiv no-ThHKa, U
acenTHYHA TEXHUKA.
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-
-

H3rerere oyraaoro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa.

W3paBHeTE HAIATAHETO BHB (hIaKoHA
Ipe/d J1a U3BAIUTE UIJIaTa OT HETO, KaTo
usrernure 1,8 Ml Bp31yX B
U3Mpa3HeHaTa CIPUHIIOBKA Ha
paspeauTes.

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 HATMYUE 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
Obaar oTOeNsI3aHN CHOTBETHHUTE J1aTa U
Jac.

Cren paspexnaHe chbXpaHsBaiTe nIpu
2°C o 30°C u u3non3BaiTe B paMKUTE
Ha 6 yaca, BKIIOYMTEIHO BPEMETO 32
TpaHCIIOPTHPAHE.

He 3ampazsiBaiiTe win paskiamiante
paspeneHaTa nucriepcus. Axo e Onia
MOCTaBEeHA B XJIAUIIHHUK, 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.
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