NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTOSI/I JIEKapCTBEH MPOJYKT MOJICKH Ha JOITBIHUTEITHO HaOoieHne. ToBa 11ie mo3Boiau 0bp30To
yCTaHOBSABaHE Ha HOBA MH(POPMALIUS OTHOCHO Oe30macHoCcTTa. OT MEJUIMHCKUTE CTICUATIICTH Ce
M3UCKBA J1a ChOOIABAT BCSAKA MOA03UPaHa HeKelaHa peakus. 3a HaurHa Ha choOIIaBaHe Ha
HEXEaHU PeaKIiy BIKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUSA MPOAYKT

Comirnaty KOHIIEHTpAT 3a WHKSKIIMOHHA JUCTICPCHUS

uPHK Bakcuna cpernry COVID-19 (aykneo3unno moauduimpana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT'0/1030B (DJIAKOH U ChIBPKAHUETO My TPSIOBa Jla ce pa3peau Mpeau yrnorpeoa.

Emun dnaxon (0,45 ml) chabprka 6 no3u mo 0,3 ml cinen paspexnane, Bikte Touku 4.2 1 6.6.

1 no3a (0,3 ml) ceappixa 30 mukporpama nPHK Bakcuna cperry COVID-19 (BkiatoueHa B AMIMHAIHA
HaHOYACTHIIN).

EnnoepmwikHa, 5’-kenupana napopmannonHa PHK (uPHK), npousBenena ¢ u3non3pane Ha
6e3kieThuna iN Vitro tTpanckpumniys ot choTBeTHUTe JIHK-MaTpru, komupanty BupycHus S (Spike)-
npotend Ha SARS-CoV-2.

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE BEIECTBA BIXKTE TouKa 6.1.

3. JJEKAPCTBEHA ®OPMA

KoHnreHTpaT 3a HHXKEKI[MOHHA AucTiepcHst (CTEPUIICH KOHIIEHTpPAT)

Bakcuuara npejcTaBisiBa 0suta 10 mouTH Osta 3aMpasena gucrnepcus (pH: 6,9 — 7,9).
4, KIMHNUYHU JAHHHA

4.1 TepaneBTHYHU NOKA3AHUS

Comirnaty e roka3aHa 3a akTHBHA MMYHHU3aI[Us 3a MpeBeHIus Ha 3abossBaneTo COVID-19,
npuarHeHo oT Bupyca SARS-CoV-2, Ha nuna Ha Bb3pacT 16 u noBeue roanHu.

Ynorpebara Ha Ta3u BaKCHHA TPsIOBA Ja € B ChOTBETCTBHE C OQUIHATHUTE MTPETIOPBKH.

4.2 Jlo3upoOBKa M HAYMH HA MPUJIOKEHHE

2 !031/1[ )OBKa

Jluya na évspacm 16 u nogseue 200unu
Comirnaty ce mpujiara HHTPaAMyCKYJIHO CJIe]T pa3pexaaHe kato Kypc ot 2 go3wu (1o 0,3 ml Besxka).
IpemopbuBa ce BTOpaTa /103a Ja ce MPUJIOKHU 3 CSIMUIIM CIIe/ bpBarta ao03a (Bxk. Touku 4.4 u 5.1).

Jlurcear JaHHM OTHOCHO B3anMo3aMeHsemocTTa Ha Comirnaty ¢ Apyru Bakcuuu cpemry COVID-19 3a
3aBBPIIBAHE Ha BAKCHHAITMOHHMS Kypc. JInia, Ha kouTo e mpmiokera 1 mo3a Comirnaty, TpsOBa na
nojyvart BTopa go3a Comirnaty, 3a 1a 3aBbpIIAT BAKCHHAIIMOHHUS KYPC.



Ieouampuuna nonynayus
besomacHocTTa 1 edmkacHocTTa Ha Comirnaty mpw Aena ¥ FOHOIITH Ha Bh3PacT MO-MaJIKO OT
16 romuHU BCe OIIle HE ca yCTaHOBEHU. HamnyHM ca orpaHUYEHU TaHHU.

Tonynayus 6 cmapuecka 6v3pacm
He ce nanara kopurupaHe Ha Jo3ata IpH JIMIA B CTap4ecKa Bb3pact > 65 rojauHu.

Hauun Ha npuitoxxeHue

Comirnaty Tps0Ba fa ce mpuiIara MHTPaAMyCKYJIHO cjie/] paspexane (Bx. Touka 6.6).

Crnen pa3pexaane ¢aakonnte ¢ Comirnaty cbabprkart mect go3u Bakcuna 1o 0,3 ml. 3a ma ce
W3TETJIAT IIECT 03U OT eIUH ()JIaKOH, TPSAOBA Ja c€ U3IMO0JI3BAT CIPUHIIOBKY H/HITU MTJIH C MAIIBK
(neusmon3BaeM) MBPTHB 00eM. KoMOMHaIMsITa OT CIPUHIIOBKA M UTJIa C MalITbK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M He TIO-TOJISIM OT 35 MUKPOJIUTPa. AKO CE U3MON3BAT CTAHJAPTHU CIIPHHIIOBKH U
UTTIH, MOXeE J]a HsIMa JIOCTaThueH 00eM 3a U3TETJIsIHE Ha IIEeCT JO3M OT eauH (iaakoH. HezaBucumo ot
BUla HAa CIIPUHIOBKAaTa U urjara.

o Bcesika mo3a tpsioBa na ceabspxa 0,3 ml BakcuHa.

o AKO KOJIMYECTBOTO Ha OCTaHajiaTa BbB (hJJaKOHA BAKCHHA HE MOJXKE JIa JJOCTaBH €JIHA I[sU1a 1032
ot 0,3 ml, usxBbpiiete GrakoHa U U3THITHUS 00CM.

. He cwOupaiiTe H3MUINBIATE BAKCHHA OT HAKOJKO ()JIaKoHAa.

IIpenmounTaHOTO MACTO € NEATOUAHUAT MYCKYJI B TOpHATa 4acT Ha pbKara.
He umxekTupaiite BakcHHaTa MHTPABACKYJIAPHO, TIOJKOKHO MM MHTPAIAEPMAHO.

Bakcunara He TpsOBa Jja ce cMecBa B €/1Ha U ChIIa CHPUHIIOBKA C APYTH BAKCHHH WU JIEKAPCTBEHU
MPOAYKTH.

3a rpenrnasHuTe MEPKH, KOUTO TPSAOBA Jja OB/IAT B3ETH MPEAH MPIIIOKEHNE Ha BAKCHHATA, BUKTE
Touka 4.4.

3a ykazaHHsATa OTHOCHO pa3MpassiBaHEeTo, paboTaTa U U3XBHPJIIHETO HAa BAKCHHATA BUXKTE TOUKa 6.6.
4.3 TIlpoTuBOomOKAa3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIK KBM HSIKOE OT TIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

4.4 Chnenuananu nmpeaynpesaeHus: U NpeAna3sHyl MepKH NpU ynoTpeda

IIpocnenumoct

3a Ja ce HOI[O6pI/I mpocCICAMMOCTTA Ha OHOIIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMETO U MMAPTUIAHUAT
HOMCP Ha MMPUIJIOKCHUA TPOAYKT Tpﬂ6Ba SICHO Aa CC 3aI1McCBar.

OO0 TpenopbKU

Cepvxuyscmeumenrnocm u aupuiaxcus

Mma cpobimeHns 3a crONTHS Ha aHadIakcus. BuHaru TpsoBa a iMa Ha pa3IoIoKeHUE TIOIXO A0
MEMIIMHCKO JICYCHHUE U HAOJIIOICHUE B CIyYail Ha aHA(DUIaKTUYHA PEeaKIHs CIIe]] MPUIOKCHNE Ha
BaKCHHATA.

IpenopbuBa ce BHUMATEIHO HAOIIOEHUE B IPOIBIDKEHHE HA HA-MaIKo 15 MHHYTH e/
BakcuHanusaTa. He TpsiOBa 1a ce mpuyiara BTopa 03a OT BAKCHHATA Ha JIKIIA, TOJIYYHIN aHa(UITaKCHst
KBM ITbpBaTa qo3a Comirnaty.



Peaxyuu, cevpsanu ¢ mpegoscrHocm

B5B Bpb3Ka ¢ BAKCHHAITUATA MOTAT /1a Bb3HUKHAT PEAKIUHU, CBbP3aHHU C TPEBOXKHOCT, BKIFOUUTEITHO
Ba30BarajlHu peaklnuu (CUHKOM ), XUIIEPBEHTUIAIMS WIH PEAKINH, CBbP3aHU ChC CTPEca, KaTo
TICUXOTE€HEH OTIOBOP KbM HMHXKEKTHPAHETO ¢ Uria. BaykHO e 1a ce B3eMaT mpeana3Hu MepKH, 3a /1a ce
MIPEeIOTBPATH HapaHIBAHE OT MIPHUITaJaHe.

Covnvmcemsauio 3abonssane

Bakcunanmsra TpsOBa 1a ce OTIIOKH IIPH JIUIIA, CTPAIAIIH OT OCTPO TEXKKO (heOpriTHO 3a001IBaHe
wnm octpa uHpekys. Hanmmurero Ha jgeka nH(EKIMS W/Wii HEBUCOKA TeMIlepaTypa He TpsOBa aa
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCUHAIUATA.

Tpomboyumonenus u HAPYUWeEHUsL HA KPbBOCHCUPBAHEMO

Kakro mpu Apyru HHTpaMycKyJTHA HHXXCKIIMM BaKCHHATA TPsIOBa Jja ce MpHiiara BHUMATEIHO MPH
JUIIA, TTOTy4YaBalld aHTHKOATyJIAaHTHA TePAIs WITH JIUIA C TPOMOOITUTOTICHHSI MM HAKAKBO
HapyIIeHEe Ha KPBBOCHCUPBAHETO (KaTO XeMO(hWIiIHst), Thi KaTO MIPH TE3H JIUIA MOTAT Ja BE3HUKHAT
KbpBEHE Wi 00pa3yBaHe Ha CHHHHU CJie]l HHTPaMyCKYIJTHO IPUIIOKEHHE.

Hmynoxomnpomemupanu nuya

EduxacHoctTa, 6€301MacHOCTTa U IMyHOTEHHOCTTA Ha BAKCHHATA HE Ca OLCHEHH MPH
MMYHOKOMIIPOMETHPAHH JIMLIA, BKIOUUTEIHO TE€3H, MOTy4YaBalll UMYHOCYIIPECHBHA Tepamusl.
Eduxacnocrra Ha Comirnaty Moe Ja € IO-HUCKa IPH UMYHOCYTIPECHPAHH JIULIA.

HpOd'b]l[)fCMme]lHOCWl Ha 3awumama
HpO,I[’LJ'DKI/ITeJ'IHOCTTa Ha 3a1gurara, Ip€aocTtaBaHa OT BAKCMHAaTa, HE € U3BECTHA, TBH KaTO TS BCE OIIE
CC OIIpEACiid B TCKYIIH KIIMHUYHHA IIPOYYBAHUS.

OzpaHuquwz HA e¢ei<mu61-tocmma HAa eaxkcunama
Kakro IIpU BCAKa BAKCHMHA, BAKCHUHANUATA C Comirnaty MOZKEC 1a HC 3alllUTU BCUYKU BAKCUHUPAHU.

JIuiia Moke Ja He ca HAITBhJIHO 3aIIUTESHH J0 7-MHS JICH CIIe BTOpaTa 103a OT BaKCUHATA.

[Momontau BCIICCTBA

Ta3u BakcHHA ChIABPKA MO-Mako oT 1 mmol kanwuii (39 mg) Ha ;103a, T.€. MOXKE J1a Ce Kaxe, ue
MPAaKTUYECKH HE ChIbPKa KU,

Ta3u BakcHHA ChIBPKA MMO-MaKo oT 1 mmol Hatpuii (23 mg) Ha 103a, T.e. MOXKE Ja ce Kaxe, 4e
MPAKTUYECKU HE ChAbPIKA HATPUIL.

4.5 BzaumoaeilcTBHE ¢ IPYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMo/elicTBHE
He ca npoBexaanu mpoyyBaHus 3a B3aUMOJICHCTBUSATA.

ChIrbTCTBALIOTO NMpHIIOKeHHe Ha Comirnaty ¢ Ipyrsl BAKCHHU HE € ITPOYUYEHO.

4.6 @epTHANTET, O)PEeMEHHOCT H KbpMeHe

BpemeHHocT

Wma orpannden omut ot yrmorpebara wa Comirnaty mpu 6pemernn sxenu. [IpoyuBanusTa pu
’KUBOTHHU HE MOKA3BaT MPEKU MM HETPEKU BpeIHU e(heKTH, CBhP3aHU ¢ OPEeMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO Pa3BUTHE, PAXKIAHETO HITH MOCTHATATHOTO pa3BuTHE (BXK. Touka 5.3).
Ipunoxenne Ha Comirnaty mo Bpeme Ha OpeMEHHOCT TpsiOBa J1a ce 00CHXKIa, CAMO KOTaTo
MOTCHIMATHUTE TIOJI3U HA/IBUIIABAT BCSIKAKBH MMOTECHIIMAIHNA PUCKOBE 3a MalikaTta U Qeryca.



Kwpmene

He e u3BectHo manmu Comirnaty ce ekckperupa B KbpMara.

depTunurer

[IpoyuBaHusATA IPH )KUBOTHH HE TIOKA3BAT MPEKH KM HEMIPEKH e(DEKTH, CBBP3aHU C PENPOAYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 EdexTtn BbpXy cnoco0HoOCTTa 32 mo¢upaHe u padoTa ¢ MAIINHH

Comirnaty He mOBJIHsIBA WK IIOBJIMABA MPEHEOPEKUMO CIIOCOOHOCTTA 3a MIo(pHpaHe U padboTa ¢
MaluHy. Bee mak HsKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, MOraT BpeMEHHO J1a TIOBIUSIST
CIOCOOHOCTTA 32 MIo(pUpPaHe WK PaboTa C MALTUHH.

4.8 Hexenanu JeKkapcTBEeHH peaKIHU

Pesrome Ha mpodumiia Ha Oe30macHOCT

BeszonacHoctra Ha Comirnaty € olleHeHa MPH yYacTHUIIM Ha Bb3pacT 16 u moBeue ronHu B
2 KIIMHUYHYU U3IUTBaHMS, B KOUTO ca BKiItoueHH 21 744 yyacTHUIM, MOTyYHIIH TTOHE €/IHA 1032
Comirnaty.

B IIpoyusane 2 o6mo 21 720 ydacTHHIM HA Bb3pacT 16 nim moBede roAWHY ca MOTyYHIId IOHE

1 noza Comirnaty 1 o6mro 21 728 y4acTHUIH Ha BB3pacT 16 witu moBede TOAMHHM Ca IOy IHITH
rtane6o (BkmrountenHo 138 u 145 ronomu Ha 16- u 17-roauirHa Bb3pacT ChOTBETHO B Ipymara Ha
BaKCHHATa ¥ rpynara Ha miaie6o). O6mo 20 519 yyactHunu Ha Bb3pacT 16 win moBeve roauHu ca
nonyuuin 2 no3u Comirnaty.

KbsM MomeHTa Ha ananu3a Ha [Ipoyusane 2 o6mro 19 067 (9 531, monyuunu Comirnaty, u 9 536,
MOJTYYHJIH TUT1a1e00) YYaCTHUIM Ha Bh3pacT 16 u moBeve roJuHM ca OlEHEHH 332 Oe30MacHOCT B
MPOABIDKEHNE Ha Hall-Mallko 2 Mecena cief] Bropara jgo3a Comirnaty. ToBa BkirouBa o6mio 10 727
(5 350, momyunnu Comirnaty, u 5 377, mony4miu 1miaie6o) ydacTHHIHM OT 16- 10 S5-roauinHa
BB3pacT u 0610 8 340 (4 181, momyuwmnu Comirnaty, u 4 159, monayuniu mianebo) y4acTHHIN, Ha
BB3pacT 56 u oBeve roJiHH.

Haif-yecTnte HeXxenaHu peakiluy MPpHU yYacTHUIIMTE HA Bb3pacT 16 u moBeve roguHu ca 0oJKa Ha
MSICTOTO Ha UHKekTHpane (>80%), ymopa (>60%), rmaBoboiue (>50%), muanrus u rpucane (>30%),
aptpairus (>20%), nupeKcus 1 otyBaHe Ha MSCTOTO Ha mHkekThpane (>10%) u oOukHOBEHO ca
JIEKW WM YMEPEHU 110 MHTEH3UTET M OT3BYYaBaT B pAaMKHUTE Ha HAKOIKO JHU CJIe/I BAKCHHAIUATA.
Marnko mo-maska 4ecTOTa Ha CBOUTHATA Ha PEaKTOr€HHOCT C€ CBBP3Ba C MO-TOJIsIMa Bb3pacT.

CrnuchbK Ha HEXKEJIaHU PCaAKMH OT KIMHHUYHHW U3NHUTBAHHUA WU OT MOCTMAPKECTHHIOBHUSA OIIUT B TaOJIMYEH
BHU

Hexemanure pcaknuunu, Ha6J'IIO)_'[aBaHI/I IO BPpEMC Ha KIIMHUYHHUTC IIPOYYBaHHs, Ca I/136pOeHI/I no-anoJy,
CBIVIACHO CJIICIHUTE KaTCTOpHHU 10 YECTOTA:

MHoro gectu (>1/10),

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

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

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

Msuoro pexaku (<1/10 000),

C Heu3BecTHA YyecTOTa (OT HAJIMYHUTE JaHHHM HE MOXe Ja ObJie HalpaBeHa OLCHKA).



Taoauna 1:

MOCTMAPKETUHIOBUSA OIIUT

Hesxenanu peakuuu oT KIMHUYHUTE NpoyyBaHusi Ha Comirnaty u ot

CucreMo-opraHeH Kjac Mmuoro Yectn HeuvecTn Penkn C
YecTH (>1/100 xo |(>1/1 000 10| (=1/10000| Hem3BecTHA
=1/10) <1/10) <1/100) o yecToTa (0T

<1/1000) | wHanu4yHHTE
JAaHHM He
MO2Ke 12
Obae
HalpaBeHa
OlleHKA)

Hapyuienus Ha kpbBTa U JInmdame-

JuMQHaTa CUCTEMA HOTATHS

Hapymenus na Peakuun Anadunakcus

MMyHHaTa CUCTEMA Ha CBPbX-

YyBCTBU-
TEJTHOCT
(mamp.
o0pus,
HpYypuUTyC,
ypTUKapus,®
aHruoeneM®

[Icuxu4yHy HapylIeHUs bescbHue

Hapymienns Ha HepBHaTa | ['maBoGomme Octpa

CUCTEMa nepudepHa

JIULEBa
napanu3a’

CroMalHo-4peBHH Huapus® I'apene;

HapyIlIEeHUS IToBpbiane

B

Hapyuienus Ha ApTtpanrus; Bonka B

MYCKYJIHO-CKEJIETHATa Muanrus KpalHUK"

cucreMa u

ChEJIMHUTEIIHATA ThKaH

OO HapyIeHus 1 Bonka Ha 3auepssBan | Hepasro-

e(eKTH Ha MACTOTO Ha MSICTOTO Ha | € Ha JIOKEHUE;

MIPUJIOKEHNE WH)KEKTH- msictoTo Ha | [Ipyputyc

paHe; HHXXEKTH- | Ha MACTOTO
YmMmopa; paHe Ha HHXKEK-
Brpucane; TUpaHE
Iupexcus;”

OTtok Ha

MSICTOTO Ha

WH)KEKTH-

paHe

a. Kareropusra no uectoTa 3a ypTUKapus U aHruoezneMm e ‘“Penkn’”.

6 Ilpe3 nepuona Ha mpociensIBaHETO 3a O€30IaCHOCT Ha KIMHUYHOTO NpoyyuBaHe, 10 14 nHoemspu 2020 T,
ocTpa nepudepHa JUIeBa apain3a € cho0IIeHa OT YeTHPUMa yJacTHUIM B TpynaTta Ha n”PHK BakcuHara
cpemry COVID-19. Tosiata Ha nuineBa napanusa € Ha Jlen 37 cien Jlo3a 1 ([lo3a 2 He e mpuiiokeHa Ha
yuactHuka) u J{uu 3, 9 u 48 cien Jlo3a 2. Hama choOleHus 3a ciiydan Ha ocTpa nepudepHa Jiniesa
napajiu3a B Tpynara Ha Iuiane6o.

B. Hexenana peakius, yCTaHOBEHA CJIEA pa3peluaBaHe 3a ynorpeoa.

r. OrHacs ce 3a pbKaTa, Ha KOSTO € MOCTABEHA BAaKCHHATA.

pit Ilo-romsma yectora HA UpEeKCHUsd € HaGJ’IIOHaBaHa CJIe BTOpara A03a.




IIpodunbT Ha Oe30maCHOCT MpH 545 yyacTHULM, BakcHUpaHu ¢ Comirnaty, KOUTO ca OHMJIH
cepono3utuBHU 32 SARS-COV-2 Ha U3X0IHO HUBO, € IOJ00CH Ha HAOIIOAaBaHMS ITPH 00IIaTa
MOy JTAIIHS.

Crpo0uiaBane Ha HOAO3UPAHU HEXKEJIAHN PEAKIIHT

Cpo011aBaHeTO Ha MOI03UPAaHH HEXKEJIaHU PEeaKLUU Cle]] pa3pelllaBaHe 3a ynoTpeOa Ha J1eKapCTBEHUs
IPOAYKT € BaykHO. ToBa 1o3BossABa Aa NPOIB/DKY HAOIIOACHUETO Ha ChOTHOIICHUETO I10I3a/PHUCK 3a
JIeKapCTBEHUS NPOAYKT. OT MEAULIMHCKUTE CIIEUATIMCTH CE M3UCKBA Ja ChOOIIABAT BCSIKA
HO031paHa HeXKeJlaHa Peaklys upe3 HallOHalHa CUCTEMa 3a ChoOIIaBaHe, I0COYEHa B
[punoxenue V 1 na BKIOYAT MaPTUAHNAS HOMED, aKO € HaJTUueH.

4.9 TIlpeno3upane

Vima HaJIM4YHU 1aHHM 32 Ipelo3upaHe Mpy 52-Ma y4aCTHULM, BKIIOUYEHH B KIMHUYHOTO U3MIUTBAHE,
KOWTO TIOPaJIi IPeliKa B pa3pexkIaHeTo ca nmoayymii 58 mukporpama Comirnaty. Bakcunupanure He
ChOOIIABAT 32 MOBHUIIEHA PEAKTOTC€HHOCT MJIM HEXKEJIaHH PEaKIIHH.

B ciydaii Ha npeno3upaHe ce nMpernopbyBa NPOoCiIeAsiBaHe Ha )KU3HEHUTE QYHKIH U Bb3MOXKHO
CUMIITOMATHUYHO JICUCHUC.

5. DAPMAKOJIOI'MYHHU CBOUCTBA

51 ®apmakoguHAMUYHH CBOICTBA

dapmakoTepaneBTHYHA rpyna: BakCUHH, Apyru BUpycHU Bakcuuu, ATC kox: JO7BX03

MexaHu3beM Ha JIEUCTBUE

Hykneosunno moaudunupanarta napopmanuonsa PHK B Comirnaty e noz dopmara Ha TUITUIHA
HAHOYACTHIIN, KOSTO MO3BOJISIBA JOCTABsIHETO Ha Heperumiupaia ce PHK B knetkure
TOCTOTIPUEMHHIIH, 32 JI1a HACOYH MpeXoaHaTa ekcrpecus Ha S antureHa Ha SARS-CoV-2. n”PHK
KOJpa MEMOpPaHHO 3aKOTBEH, IIbJIHOBEPIIKeH S (SPiKe) MpoTenH ¢ 1Be TOYKOBH MYTAIlHH B
[EHTpaJIHATA YacT Ha crupanaTa. MyTanusaTa Ha Te3u JIB€ AMUHOKUCEITUHH JI0 MPOJIMH CTA0UIH3Hpa
S (spike) mpoTenHa B aHTUT€HHO MpEANOYMTaHa Mpedy3HOHHA CTPYKTYpa. BakcuHaTa npein3BUKBa
KaKTO ITPOM3BOJICTBO HA HEYTPAIM3UPAIIH aHTUTENA, TaKa U KIeThUeH HMYHEH OTIOBOP KbM S
(spike)-anTurena, koeTo MoXxe Ja AonpuHece 3a 3amnura cperry COVID-19.

EdukacHoct

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOIOHALIMOHAIHO, PAHAOMHU3HPAHO, IIAle00-KOHTPOIUPAHO,
3acjeneHo 3a HaOmoaarens npoyusane ¢asa 1/2/3 3a ycraHoBsiBaHe Ha 103aTa, CEJICKIMS Ha
KaHJUJATH 32 BAKCHHA U e)UKACHOCT MPH YYACTHHUIIM Ha Bh3pacT 12 1 moBede roJuHH.
PanpomusanusiTa e crparuduurpana mno e3pact: 12- 1o 15-rogumHa Be3pact, 16- 1o 55-roguimna
BB3PACT, WIK Ha BB3pacT 56 1 rmoBeye roguHu, ¢ MUHUMYM 40% OT yyacTHHULIUTE B TpymiaTa

>56 ronuan. OT NPOYYBAHETO ca UIKITFOUEHH YYACTHUIIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, H
YYACTHHUIM C TIPEIUIITHA KIMHIYHA WM MEKpoOuoiornyHa auaruosa 3a COVID-19. Bkirodenu ca
YYaCTHHUIM C BeUe ChIIECTBYBAILO CTAOMIIHO 3a00IsABaHe, ONpeIesIeHO KaTo 3a00sBaHe, KOETO He
HaJlara 3HauuMa MpoMsIHa B TEPAITUAITA WK XOCITUTAIM3AIUS TOPaJIH BIIOIIABAaHE Ha 3a00JSIBAHETO
npe3 6-Te CeAMULM IIPEIU BKIIOUBAHETO, KATO YYaCTHHUIIM C U3BECTHA CTaOMIHA HH(EKIHS C YOBELIKU
nmyHonepuuuter Bupyc (HIV), Bupyca na xenarut C (HCV) win Bupyca na xenarut B (HBV). Kem
MOMEHTa Ha aHanu3a Ha [IpoyuBaHe 2 npencraBeHara nHGopManys € 0azupaHa Ha YYaCTHULM Ha
BBb3pacT 16 u roBeye roJuHH.


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

E{i}I/IKaCHOCT IIpY YYaCTHHUIIN HAa BH3PAaCT 16 u moBeue TOJMHHU

B yactra (haza 2/3 npubimsurenno 44 000 yyacTHUIM ca paHIOMH3UPAHU IOPABHO U TPsIOBa 1a
nonyyvat 2 no3u uPHK Bakcuna cpemry COVID-19 unu mnane6o, ¢ uatepBan 21 quu. AHaIu3bT 3a
e(pUKaCHOCT BKJIFOYBA YYACTHHITU, HA KOUTO BTOpAaTa BaKCHHAIIMS € HATlpaBeHa B paMKuTe Ha 19 1o
42 nuu cnen mbpBarta BakcuHaiwms. [ToBeuero (93,1%) BakcHHUpaHU ca MOJTYyYHIIH BTOpata f03a 19 1o
23 mau cnexn Hoza 1. [Inanupano e yyacTHHLUTE Aa ObAaT npociensBanu o 24 mecena cien Joza 2
3a olleHKa Ha Oe3onacHocTTa U eukacHocTTa cperry COVID-19. B KJIMHUYHOTO MpOyYBaHe OT
YVYACTHHUIUTE CE € M3UCKBAJIO JIa CHOII0AaBaT HHTEPBAT OT MUHUMYM 14 THH TIpe/n U ciiel
MPUJIOKEHUETO Ha MPOTUBOTPHITHA BAKCHHA, 32 Jla MoyTydat wi 1iane6o, wiu uPHK Bakcuna cpemry
COVID-19. B xTMHHYHOTO MPOYYBAHE OT YUYACTHUIIUTE CE € U3UCKBAJIO Ja ChOJI0JaBaT HHTEPBAJ OT
MUHUMYM 60 THU TIpeau WK ciel KaTo ca MM OWIIM IPHIIOKEHH KPHBHH MTPOIYKTH/TIPOTYKTH OT
KpbBHA IJ1a3Ma WK UMYHOTJIOOYJIMHY B PAMKHUTE Ha BPEMETO JI0 3aBhPIIBAHE HA IPOYYBAHETO, 3a J1a
noiydvat uid miane6o, wnn nPHK Bakcuna cperry COVID-19.

[omymanusra 3a aHaIM3 Ha MBPBUYHATA TOYKA 3a e(hUKACHOCT BKIIOUYBA 36 621 yyacTHUIN Ha
BB3pacT 12 u nmoseue roaunu (18 242 B rpymara Ha u”PHK Bakcunara cpeury COVID-19 u 18 379 B
rpynara Ha miane6o), 6e3 nanHu 3a npeauitHa nHpeknus cbe SARS-CoV-2 1o 7 aam cien BTopaTta
no3a. JlomeiauTeiHo uMa 134 ygacTHUIM Ha Bb3pacT Mexxay 16 u 17 roaunu (66 B rpynara na uPHK
BakcuHata cperry COVID-19 u 68 B rpynata Ha mane6o) u 1 616 yyacTHHIM - Ha BB3pacT 75 u
noseue roaunu (804 B rpynarta Ha ”PHK Bakcunara cpemry COVID-19 u 812 B rpynata Ha maine6o).

EdukacHoct cperry COVID-19

K®bM MOMEHTa Ha MbPBUYHUS aHAIN3 332 PUKACHOCT YYACTHUITUTE Ca MPOCIEICHH 32 CHMIITOMH Ha
COVID-19 3a 0610 2 214 wosekoroaunu B rpynara Ha ”PHK Bakcunara cpenry COVID-19 u o610
2 222 4OBEKOTOJIMHY B Irpynara Ha maneoo.

Hsma KITMHUYHO 3HAYUMHM PA3IHKH B 001aTa e()UKaCHOCT Ha BAKCHHATA TPU YUYACTHHUIIM C PUCK OT
texka ¢popma Ha COVID-19, BrimrounTeHo Te3u ¢ 1 WM MoBeve ChITbTCTRAIIN 3200 IsIBAaHUS, KOUTO
yBenuuyaBaT pucka ot Texxka popma Ha COVID-19 (nanp. actma, uHzekc Ha TejecHara maca (MUTM)
>30 kg/m?, xpornuHO 6e10ApoOHO 3a60IABaHE, 3aXapeH AUA0ET, XUIIEPTOHUS).

HNudopmarusita 0oTHOCHO epUKacCHOCTTa Ha BaKCHMHATA € TpejicTaBeHa B Tabmuma 2.

Ta6auna 2:  EdukacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-Mus e cien
Jl03a 2, o Bb3pacTOBU NOATPYNH — YYACTHUIM 0e3 TaHHU 32 MH(peKIMA mpeau
7-mus aeH ciaen /loza 2 — oueHuMa nomyJianus 3a epukacuoct (7 1HH)

IInpBa nosiea na COVID-19 ot 7-mus aeH ciea Jlo3a 2 npu yyacTHUIU €3 JaHHU 32
npenumna nHpeknus cb¢c SARS-CoV-2*
uPHK Bakcuna
cpemy COVID-19 Mnanedo
N2 =18 198 N? =18 325
Cayyau Cayyau
n1° n1° E¢ukacroct Ha
IIepuon Ha IIepuon Ha BaKcHHATA®
Ioarpyna Habmoaenne® (n27) Habmomerne” (N2") % (95% JAN)
Benuku ygactaum” 8 162 95,0 (90,0; 97,9)
2,214 (17 411) 2,222 (17 511)
16 no 64 roguaNn 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 TOIMHH 0,508 (3 848) 0,511 (3 880)
65 no 74 roquaN 1 14 92,9 (53,1; 99,8)
0,406 (3 074) 0,406 (3 095)




Ha BB3pacT /5 u 0 5 100,0 (-13,1; 100,0)

TOBEYE TOINHH 0,102 (774) 0,106 (785)
3abenexka: [ToTBBpAEHNUTE CITydau ca ONpeesieHH Ype3 IOoIMMepa3Ha BEpKHA peaknus ¢ oopaTHa
tparckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u tione 1 cummTom,
crotBetcTBam Ha COVID-19 [*Onpenenenne 3a ciydaii: (TIoHe 1 OT) MOBHIIIEHA TEMIIEpaTypa, HOBOIIOSBIIIA
ce WJIHM 3aCHJIeHA KalllIHIA, HOBOIIOSIBHJI C€ WIIM 3aCHJICH 3ayX, BTpHCAHE, HOBOIIOSBIIIA CE WIIH yBEIHMUeHA
00JKa B MyCKYyJINTE, HOBOIIOSIBIIIA Ce 3ary0a Ha BKYC WJIM MHEPHC, BB3NAJICHO T'BPII0, THAPUS FITH

MTOBPBIIAHE. |

* B ananmza ca BKJIIOYEHH YYaCTHHUIN O€3 CEpOJIOTUYHH ¥ BUPYCOJOTUYHH AaHHU (PEeIU 7-MHUS JICH Clie]T
MIPUWJIOKEHUE Ha TIOCIIeJHaTa 103a) 32 MuHaa nHpekms cbc SARS-COV-2 (T.e. OTpULIATETHY 32 aHTHTENA
¢ N-cbp3Bane [cepym] Ha Busura 1 u Heotkpur SARS-CoV-2 ¢ Tect 3a amrundukalys Ha HyKJIeHHOBa
kucenuna (nucleic acid amplification tests, NAAT) [na3anna natpuBka] Ha Busutu 1 u2) u c
orpuuareinet pedyiratr o NAAT (HazaiHa HaTpUBKa) MPH BCsIKa HEIUIAHUpaHa BU3NUTA IIPEH 7-MHUs JIeH
caen Jlo3a 2.

a. N = Opoif yJacTHHIM B OCOYCHATA IPYTIA.
nl = Opoif yJaCTHHUIIH, OTTOBAPSIIN HA OMPEACTICHNUETO 3a KpaiHaTa TOYKa.

B. O0m nepuon Ha Habmronerne B xwmsian (1 000) 9oBeKOroAWHY 3a JaJeHaTa KpaifHa TOYKa IIPH BCUYKA
YYaCTHHITN BHB BCSIKA PHCKOBA TPYIIa 3a KpaiiHaTa TOUKa. BpeMeBHAT epro/ 3a HaTpymBaHe HAa CIy4ad Ha
COVID-19 e ot 7-Mus neH ciexn Jlo3a 2 10 Kpast Ha TIepro/ia Ha HaOIOACHHUE.

r. n2 = 0poif pUCKOBH yYaCTHHUIIX 32 KpaifHaTa TOUYKa.

He ca npeHTuduupany NoTBEPICHHU CIydad NPH YYaCTHUIM OT 12- 10 15-romuiniHa B3pacT.

e Joseputennusar unrepsai (JJ1) 3a epukacHOCT Ha BakcHMHATa € MOJIy4eH Ha Oa3zaTa Ha MeToaa Ha Clopper
u Pearson, kopurupas cripsiMo BpeMeTo Ha HaOmroneHue. /{1 He e KopurupaH 3a MHOXKECTBEHH aHAIH3H.

=

ITpu BTOpUMs mhpBHYeH aHaN3 ehukacHocTTa Ha MPHK Bakcunara cperry COVID-19 npu
npeBeHIMATa Ha ThpBa nosisa Ha COVID-19 ot 7-must nen cnen [oza 2, B cpaBHeHHe ¢ mianedo, e
94,6% (95% nosepuresen uaTepBai ot 89,9% mo 97,3%) npu yyacTHUIM Ha 16 ¥ TOBeYe TOAUHU ChC
win 6e3 JokazaTencTsa 3a npeaunrHa napekust cbec SARS-CoV-2.

I[OH’LJ'IHI/ITCJ'IHO CIWH MMOArPYIOB aHAJIN3 Ha IbpBHUYHATA KpaﬁHa TOYKa IIOKa3Ba CXOJHH OLICHKH Ha

TOYKaTa 32 PUKACHOCT MPH IPYNUTE MO MOJ, STHUYECKA MPUHAISKHOCT ¥ YUYACTHUIIHA ChC
CBITBTCTBAIIM 3a00JIsIBAHUS, CBbP3aHU C BUCOK PUCK OT Texkka hopma Ha COVID-19.

[lemaTpryna momyJIamus

EBpomneiickaTa areHIys 1o jJekapcTBara oTiara 3a1bJKEHHETO 3a IPEJ0CTaBsiHe Ha Pe3yJITaTuTe OT
npoyusanusita ¢ Comirnaty B nexuaTpuyuHara nomysanus npu npeseHius Ha COVID-19 (Bxk.
Touka 4.2 3a ”HpOpMaLUs OTHOCHO YIOTpeOa B IEANATPHSATA).

To3u nexapcTBEH MPOAYKT € pa3pelieH 3a ynorpeda Mo T. Hap. CXeMa ,,pa3pelraBaHe Mo yCiIoBue®.
ToBa 03Ha4aBa, 4ye 3a TO3M JIEKAPCTBEH MPOAYKT CE OYaKBaT JOIIBJIHUTEIHHU NaHHU. EBponelickara
areHIysl 1o JIeKapcTBaTa e U3BbPIIIBA Mperiie]l Ha HoBaTa WH(POPMAIIUS 32 TO3H JIEKaPCTBEH MPOIYKT
MoHe BeJHbK roauiiHo U Ta3u KXII choTBETHO 11le ce akTyalu3upa.

5.2 @apmakoKHMHeTHYHH CBOWCTBA

Henpunoxumo.

5.3 TlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

HexnuHn4HMTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
IIPOYYBAHUS 3a TOKCUYHOCT IIPU MHOTOKPATHO NpHJIaraHe, pernpoiyKTUBHA TOKCUYHOCT ¥ TOKCUYHOCT

3a Pa3BUTUECTO.

O0111a TOKCUYHOCT

ITrpxoBe, Ha kouto Comirnaty e mpuiaraHa HHTPaMyCKYJIHO (TTOTy4aBaliy 3 BJIHH 03 33 X0pa
BEJIHBK CEIMUYHO, TEHEPUPAIIN OTHOCUTEIHO BUCOKH HUBA MPU IUTbXOBE MOPAAH pa3iIndusTa B



TEJIECHOTO TETJI0), TIOKa3BaT MaIbK OTOK M €PUTEM Ha MSICTOTO Ha MHXEKTUPAHE U YBEJIMUaBaHE Ha
OenuTe KPHBHHU KIETKH (BKIIOUUTETHO 6a30(Giin U €03MHO(IIN), ChOTBETCTBAIIM Ha Bh3MAINTEICH
OTrOBOp, KAKTO M BaKyOJIM3alHsl HA MOPTATHUTE XENaTOUUTH 0e3 TaHHM 32 YepHOAPOOHO yBpEKAaHE.
Benuku eextu ca Ounu oopaTumu.

TeHOTOKCHMYHOCT/KaHLIEPOTEHHOCT

He ca mpoBexxganu mpoydBaHUs HATO 32 TEHOTOKCHYHOCT, HUTO 3a KaHIeporeHHocT. He ce ogakBa
KOMIIOHEHTHTE Ha BakcuHara (yumuan U nPHK) na Mat reHOTOKCHYEH TOTEHIIHAIL.

PenpoaykTvBHA TOKCUYHOCT

PenponykTuBHaTa TOKCHYHOCT ¥ TOKCUYHOCTTA 33 Pa3BUTHUETO Ca U3CJIEABAHU IPH ILTbXOBE B
KOMOWHHMpaHO MpOoyYBaHe Ha (PEepTUIINTETa U TOKCHYHOCTTA 33 Pa3BUTUETO, ITpu KoeTo Comirnaty e
MpUJIarad HHTPaMyCKYJTHO Ha JKEHCKH TUTbXOBE Mpean Yi(TOCBaHE U TI0 BpeMe Ha TecTalust
(momy4aBainy 4 HJIHU T03H 33 XOpa, FTeHEPUPAIX OTHOCUTEITHO BUCOKH HUBA MPH TUTBXOBE MTOPaIn
pasIn4usATa B TEJIECHOTO TEIJIO0, B IEpHOJA MEeXIy JeH 21 npenu yndToCBaHeTO U reCTallMOHEH

nen 20). OTroBopu ¢ mosiBa Ha HeyTpanusupany anturena cpeiry SARS-CoV-2 uma mpu sKUBOTHUTE
MaiKH OT nepuoza npeau Y(ToCBaHETO J0 Kpas Ha IPOYUYBAHETO B IIOCTHATAJIEH AeH 21, KakTo u
npu peTycuTe U nmokojseHuero. Hsama cBbp3anu ¢ BakcuHaTa e)eKTH BbPXY (PepTHUIINTETA,
OpeMEeHHOCTTa M eMOPHUO(ETATHOTO Pa3BUTUE HITH PA3BUTUETO Ha MOKOJICHUETO. JIUTICBAT TaHHM 32
Comirnaty oTHOCHO IIpeMHUHABAaHETO HAa BaKCHHATA MPE3 TUIALICHTATA MM EKCKPELHUAITa B MIISKOTO.

6. DAPMAIIEBTUYHU JAHHHAU
6.1 Cnucbk Ha IOMOIIHHUTE BeLIeCTBA

((4-xunpoxcubyTrin)azaneaui )ouc(xekcan-6,1-aumn)ouc(2-xexcuinaekanoat) (ALC-0315)
2-[(momuerunenrikoi)-2000]-N,N-murerpanerminaneramus (ALC-0159)
1,2-nucreapoun-sn-riutepo-3-hochoxomun (DSPC)

Xonectepon

Kanues xnopun

Kanues nuxungporendocdar

Hatpues xmopun

HunatpueB pocdart quxumpar

3axapo3a

Bona 3a umkeknun

6.2 HecbBMecTHMOCTH

To3u nexapcTBeH NPOAYKT He TpsAOBa Jla ce CMecBa ¢ APYTH JIEKAPCTBEHU MTPOAYKTH, C U3KIIFOUEHUE Ha
[IOCOYEHUTE B TOUYKA 6.6.

6.3 Cpok Ha romHocT

HeotBopeu diakon

6 mecena mpu -90°C no -60°C

Bb3MorkeH e B Ipyr BapuaHT, IPH KOWTO HEOTBOpEHHUTE ()JIAKOHHU J1a CE ChbXPaHIBAT U TPAHCHIOPTUPAT
mpu -25°C 1o -15°C 3a nepuo oT 00110 2 CEAMUIIH, CIIe] KOETO MOXKE Jla C€ BhPHAT 00paTHO 3a
cbXxpaHeHue npu Temneparypa -90°C go -60°C.

Cren m3BakaaHe ot (hprzepa HEOTBOPEHUAT IaKOH MOYXKE J1a C€ ChXpaHsBa 3a TIEPUO JI0 5 THU TpU
2°C mo 8°C. B pamkute Ha 5-mHEBHUA CpoK Ha rogHocT npu 2°C mo 8°C 3a TpaHCHIOpTHPaHE MOXE 1a
ce u3non3ear g0 12 ygaca. [Ipeau yrmorpeda HeoTBOpeHUs (IIaKOH MOXKeE JIa C€ ChXpaHsBa JI0 2 Jaca
npu Temnepatypa o 30°C.
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Caen pazmpa3siBaHe BAKCMHATA He TPAOBa /ia ce 3aMpa3siBa OTHOBO.

Paboma npu memnepamypru omxkioneHus cied uzsasicoare om gpuzepa

JlaHHuTE 3a CTAaOMIIHOCT TTOKA3BaT, Y€ HEOTBOPECHUAT (DJIAaKOH € CTabuiIeH J0:

. 24 4aca, koraro ce chbxpaHsBa npu temmeparypa ot -3°C mo 2°C

. 00110 4 yaca, KoraTo ce cbxpaHssa npu temreparypa oT 8°C mo 30°C; ToBa BKItO4a 2-Ta yaca
npu Temnepatypa no 30°C, onmucanu mo-rope

Tazu naGOpManys e npeaHa3HadeHa /1a YII'bTH MEAUIIMHCKATE CIICIUAIICTH CaMO B CITydail Ha
BPEMEHHO TEMIIEPATypPHO OTKIOHEHHE.

Tpancegep na sampaszenu naxonu, coxpansisanu npu cepwvxuucka memnepamypa (<-60°C)

° [InuTkuTe KYyTHY ¢ (hJIaKOHU, KOWTO €A 3aTBOPEHU C Kalald, Chabpkamy 195 ¢uakoHa,
M3BAJICHH OT ChXpAaHEHHUE B 3aMPa3eHO ChCTOSIHUE MIPH CBPBXHKCKA TemrepaTypa (<-60°C),
MOTAaT JIa OCTaHaT Ha Temreparypa 10 25°C He moBeue OT 5 MUHYTH.

o [lnuTkuTe KyTHH ¢ QIaKOHU, Ha KOUTO KalaluTe ca OTBOPEHH HITH TE3H, KOUTO ChIbpKAT
mo-mMainko ot 195 ¢dnakona, cies KaTo ca U3BaJICHU OT ChbXPaHEHHE B 3aMPa3eHO ChCTOSHHUE TIPU
CBpBXHHCKa TeMIieparypa (<-60°C), moraT na ocrtaHat Ha Temrieparypa a0 25°C He oBeue OT
3 MUHYTH.

o Crnen kato KyTuuTe ¢ (JIaKOHU Ce BbPHAT 00OpaTHO 32 ChXpaHEHHE B 3aMPa3eHO ChCTOSHHE CIe]T
eKCIo3uIMs Ha Temrepatypa 1o 25°C, Te TpsiOBa Jla oCTaHAT Ha ChbXPaHEHHUE B 3aMPa3eHO
CHCTOSTHUE B MIPOJBIDKCHNE Ha Hall-MaJIko 2 Jaca, MPed Ja MOTaT Ja ObJaT u3BaJleH!u OTHOBO.

Tpancghep na 3ampasenu graxonu, coxpanssaru npu -25°C 0o -15°C

o ITnuTkuTe KyTHH ¢ QIakoHH, KOUTO ca 3aTBOPEHH C Kananu, Chabpxkan 195 diakona,
M3BAJICHN OT ChXpaHeHHue B 3aMpaseHo cherosuue (-25°C no -15°C), moraTt 1a ocTaHart Ha
Temrneparypa 10 25°C He noBede 0T 3 MUHYTH.

o ITnuTkuTe KyTHW ¢ QIakoHH, Ha KOUTO KalalUTe ca OTBOPEHH HIIH T€3H, KOUTO ChbpiKAT
no-Manko ot 195 dakona, cies KaTo ca U3BaJeHH OT ChXPaHEHUE B 3aMPa3eHO ChCTOSIHUE
(-25°C no -15°C), morat aa octaHat Ha Temneparypa o 25°C He noeye ot 1 MUHYTA.

Crient KaTo BeIHBXK JaJieH ()JIaKOH € U3BaJICH OT IUIMTKATa KyTHs ¢ (pJIakOHH, TOH TpsiOBa ja ce
pa3Mpasu 3a ynorpeoa.

Paspenen smexkapcTBEH IPOAYKT

Joka3ana e xuMuuHa 1 pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha ynoTpeba, BKIIOYUTENHO M0 BpeMe Ha
TpaHcIopTupane, 3a 6 yaca npu 2°C o 30°C ciexn paspexnane B HarpueB xsopua 9 mg/ml (0,9%)
WH)XEKIMOHEH pa3TBop. OT MUKPOOMOJIOTHYHA TJIeIHA TOYKA, MPOAYKTHT TPSOBA [1a Ce M3IONI3Ba
BeZiHara. AKo He ce U3I10J13Ba BeJlHara, BpeMeTO U YCIIOBUATA HA ChbXpaHEHUE 10 BpeMe Ha yrorpeba
ca OTTOBOPHOCT Ha MOTpeOuTeNsI.

6.4 Cneuua.mm yYdioBus Ha CbXpPaHCHUE

[a ce cpxpanssa BbB ¢pusep mnpu -90°C o -60°C.

Jla ce cbxpaHsBa B OpUTMHAJIHATa ONAKOBKA, 3a J1a C€ MPEANa3u OT CBETIINHA.

[lo BpeMe Ha cbXpaHEeHHE CBEJETE 10 MUHIUMYM M3J1araHeTo Ha CTaiiHa CBETJIMHA U U30sArBaiTe
u3JIaraHe Ha NpsKa CI'IbHYEBA CBETIMHA U YITPAaBUOJIETOBA CBETIMHA.

C pa3mpaseHuTe GrakoHH MOXe J1a ce pabOTH B YCIIOBUS Ha CTaliHa CBETIHMHA.

3a yclioBUsTa Ha CbXpaHEHHUE CIICN Pa3MpassiBaHe U pa3pekIaHe Ha JICKAPCTBEHUSI TPOIYKT BHKTE
TO4Ka 6.3.
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6.5 Bwuau chbabp:kaHHe HA ONMAKOBKAaTa

IIpo3pauen MHOTO1030B (hi1akoH (cThki0 THl |) 2 Ml cbe 3amymranka (CHHTETHYHA OPOMOOYTHIIOBA
ryma), ¢ alyMUHHEBa OOKaTKa M OTUYYIBAIIO CE TIACTMACOBO Karade. Beeku duakoH chabpka 6 103,
BH)KTE TO4Ka 6.6.

Bun omakoska: 195 ¢uakona

6.6 CrHenuajHu NpeINa3Hu MEPKH IPH U3XBbPJIsiHE U padoTa

Yka3zanusg 3a pabora

Comirnaty Tpsi0Ba 1a ce MPUrOTBU OT MEUIIUHCKHU CIICUATIMCT, KaTO C€ U3I0JI3Ba aCeNTUYHA
TEXHHKa, 3a JIa Ce TapaHTHpa CTEPHIIHOCTTA Ha IIPUTOTBEHATA TUCIICPCHS.

PASMPA3SIBAHE ITIPEJU PASPEXJIAHE

"\ |  MHOro030BHAT QIAKOH CE CHXPAHSBA
He moBeue ot 3aMpa3eH U TpsOBa Jia ce pa3mpasu
Ipeay pa3pexaane. 3aMpa3eHnuTe
2 gyaca Inpu (hnmaxonu TpsIOBa /a ce mpeHecar B cpea
cTaiiHa ¢ temneparypa 2°C no 8°C, 3a na ce
pa3MpassT; pa3Mpa3sBaHETO Ha eJlHa

TEMIIEpaTypa omakoBKa cbc 195 (akona moxe na

(HO 3ooc) oTHeMe 3 Jaca. BUT)3MO)KGH € ChUIO APYT
BapHaHT, IpU KONTO 3aMpa3eHnuTe

J (makoHu 1a ce pasmpasar 3a 30 MUHYTH
pu Temiepatypa g0 30°C 3a HezabaBHa
yrnoTpeoa.

e HeotBopeHuar ¢uiakoH Moxe Ja ce
ChXpaHsBa 3a nepuoA 10 5 1uu npu 2°C
1o 8°C. B paMkuTe Ha 5-THEBHHUS CPOK
Ha roaHocT 1ipu 2°C no 8°C 3a
TPaHCIIOPTUPAHE MOXKE JIa CE U3II0JI3BAT
1o 12 yaca.

e OcraBere pa3MpaszeHUT (IIaKoH Ja
JNOCTHTHE CTaliHa TeMIleparypa u
BHUMATEJIHO 1o 00bpHeTe 10 mbTH npeau
paspexaane. He pasknamaiite.

e llpenu pa3pexnane pasmpazeHara
JHCTIEPCHUST MOJKE J1a ChABPKa Oesu 110
OYTH OEIM HEMPO3pavyHu aMophHH
YaCTHIIH.
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PA3PEKJIAHE

1,8 ml narpues xaopua 0,9%
HUHIKEKIHOHEH Pa3TBoOp

Pa3mpasenara BakcuHa Tps0OBa Ja ce
paspe/ B HeWHUS opuruHalieH QIakoH ¢
1,8 ml matpues xnopun 9 mg/ml (0,9%)
WHXCKI[UOHEH Pa3TBOP, KaTo ce
u3noi3sa uria 21 G, wim no-ThHKa, U
acenTUYHA TEXHUKA.

H3rernere 6yraaoro o 1,8 ml, 3a
2 OTCTPAHUTE Bb3AyXa.

W3paBHeTe HaIsAraHETO BHB (IakoHa
npeau 1a U3BaIUTE UrJlaTa OT HEro, KaTto
n3terute 1,8 ml Bb31yX B U3Npa3HeHarTa
CIIPUHIIOBKA Ha pa3peuTes.
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Buaumarenno — 10 b1

J

Baumarenno oOspHETE pazpeacHaTa
nucnepcus 10 ometu. He pasknarmaiite.
Paspenenara BakcuHa TpsiOBa 1a
TIPEACTABIISIBA TIOUTH OsIJ1a JUCTICPCHSI
0e3 BuauMHu yacTuly. He uznosnssaiite
paspeqeHaTa BakCUHA MIPU HAJIMIUE HA
YaCTHUITU WIIA TTPOMSTHA B IIBETA.

Date / Time:

3anuere CbOTBETHUTE AT M YacC.
Jla ce u3mos3Ba B paMKuTe HA 6 yaca

CJIed paspexxaaHe.

Ha paspenenunte daakonu TpsaoBa na
Obaar oTOesI3aHN ChOTBETHUTE J1aTa U
yac.

Crnen paspexaase, CbXpaHsABalTe NpU
2°C no 30°C u u3moy3BaiTe B paMKUTe
Ha 6 yaca, BKJIIOUUTEIHO BPEMETO 32
TpaHCIIOPTUPAHE.

He 3ampa3zsiBaiite unu paskiamanre
paspeneHata gucrepcusi. Ako e oma
[IOCTaBEHA B XJIaJUJIHUK, OCTAaBETE
paspeneHaTa qUCIepcusi Ja JOCTUTHE
CTaliHa TeMIeparypa Mnpeau ynorpeoa.
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NMPUT'OTBAHE HA UHAUBUJYAJIHU 1031 COMIRNATY OT 0,3 ml

e Cuien paspexaane GpIakOHbT ChIbpiKa
2,25 ml, OT KOMTO MOTaT Ja C€ U3TETIIAT

0,3 ml pa3penena 6 xo3u 1o 0,3 ml.

BaKCHHA e Karo usnomnssare acentuyHa TEXHUKA,

MOYHCTETE 3aMmyliankaTa Ha (JIakoHa ¢

TAMITOH 3a eIHOKpaTHa yrnoTpeoa,

HAIIOEH C aHTUCETITHYEH Pa3TBOP.

e Msrermere 0,3 ml Comirnaty
Tps0Ba fa ce U3MON3BaT CIIPUHIIOBKU
W/WITH UTJIH C MaITbK MBPTHB
(Hem3non3BaeM) 00eM, 3a J1a Ce U3TETJISAT
[IeCT JO3H OT €UH (PIIaKOH.
KomOunHanumsTa OT CIPUHIIOBKA M UTJIA C
MaJbK MBPTHB 00eM TpsIOBa 1a IMa
MBPTHB 00€M HE MO-TOJISIM OT
35 Mukponurpa.

AKO ce U310J3BaT CTaHJAPTHU
CTIPUHIIOBKH M UTJIH, MOXE J1a HsIMa
JIOCTaThueH 00EM 3a M3TETIISIHE Ha IIeCT
JIO3M OT eIuH (hIaKoH.

e Bcska no3a tpsoBa na chabpika 0,3 mi
BaKCHHA

e AKO KOJHMYECTBOTO Ha OCTaHAJIaTa BbB
(hmakoHa BaKCHHA HE MOXKE JIa IOCTaBH
enHa 1si1a no3a ot 0,3 ml, u3xBepiere
(hbakoHa U UINULITHUS 00eM

e 3xBBpiieTe HEU3MOI3BAHATA BAKCHHA B
paMKuTe Ha 6 yaca clell pa3pexiaHe.

UsxBbpIIsIHE

Hewnsnon3panust JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO TpH6Ba Aa CC U3XBBPJIAT
B CbOTBECTCTBUEC C MCCTHUTC U3UCKBaHM.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

I'epmanus

ten.: +49 6131 9084-0

daxc: +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 ITBPBO PA3PEINIABAHE/IIOJJHOBSIBAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jlata Ha epBO paspemasane: 21 gexemspu 2020 T.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

ITonpo6Ha mH(pOpManHs 3a TO3H JeKapCTBEH MPOAYKT € MpeIocTaBeHa Ha yebcaiita Ha EBpomneiickara
areHIws mo jekapcraata http://www.ema.europa.eu.
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MNPUJIOKEHHE ||
MMPON3BOJUTEJIN HA BUOJIOT'NYHO AKTUBHUTE
BEIIECTBA U ITIPOU3BOAUTEJIN, OTTOBOPHU 3A
OCBOBOXKIABAHE HA ITAPTUAN

YCJIOBUSA NJIN OTPAHUYEHMUSA 3A TOCTABKA "
YIHOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJOBUA NJIN OT'PAHUYEHNS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AQABJIKEHUE 3A UBITBJIHEHUE HA MEPKH
CJIEJ -PA3PEIIABAHE 3A YIIOTPEBA 11O YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOI'MYHO AKTUBHUTE BEILIECTBA 1
INPOU3BOAUTEJIN, OTTOBOPHHU 3A OCBOBOK/IABAHE HA ITAPTHU /U

HMe u aipec Ha IPOU3BOAUTEINTE Ha OMOJIOTUYHO aKTI/IBHOTO(I/ITe) BeHICCTBO(a)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

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

35401 Marburg

I'epmannus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

I'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAII]

HMe u ajipec Ha IPOU3BOAUTEINTE, OTTOBOPHU 3a OCBOOOK/IaBaHE HA MAPTHUIUTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmannus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

IlewaTHaTa JTUCTOBKA Ha JIGKAPCTBEHMS MTPOAYKT TPIOBa J1a ChIbPrKa KMETO U ajjpeca Ha
MIPOU3BOAMTENS, OTTOBOPEH 32 OCBOOOXKIABAHETO Ha CHOTBETHATA TAPTHU/IA.

C OorJiea Ha JCKJIapupaHaTa CIICHIHOCT, CBbp3aHa C 06HI€CTBCHOTO 3ApaB€ OT MEXKIYHApPOIHO

3Ha4YCHUE, U 3a J]a C& OCUTYPH PaHHa JIOCTaBKa, TO3M JIEKaPCTBEH MPOAYKT € 00EKT Ha OrpaHMYEHO BHB
BPEMETO M3KIIIOUEHNUE, 1aBaIl0 Bb3MOXKHOCT 3a IPUEMaHe Ha aHAJIM3a 32 KOHTPOJ Ha MapTUINTE,

U3BBPIICH B perucTpupano(n) mscro(ecta) Ha MPOU3BOICTBO, JOKAIU3UpaHo(1) B TpeTa cTpaHa. Tosa
M3KJIIOUYEHHE MpecTaBa Aa Obae BamuaHo Ha 31 aBryct 2021 r. BbpBexkaaneTo Ha ycinoBus 3a 6a3upaH B
EC xoHTpoN Ha HapTHANTE, BKIIOYUTEIHO HEOOXOJUMUTE IPOMEHHU B YCIOBHSTA HA Pa3pEIICHUETO 32

ynorpe0a, TpsiOBa J1a ObaaT 3aBbpIIeHH Hall-KbCHO 10 31 aBryct 2021 ., B CbOTBETCTBHUE CHC

ChIVIACYBaHUS IJIaH 3a TO3M TpaHcdep Ha aHanu3a. Jlokinaam 3a mporpeca TpsaOBa Ja ObJaT MoJa/IcHH

1o 31 mapt 2021 r. u 1a OBAAT BKIIIOYCHH B TOAMIITHOTO 3asBJICHUE 32 TIOJJHOBSBAHE.

b. YCJI0OBUMA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHCaHHE.
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o O¢unuanHo ocBo0oKIaBaHe HA MAPTUAN

CeoriaacHo wi. 114 ot Hupekrusa 2001/83/EO odunnaaIHoTo 0cBOOOKIaBaHE HA TAPTHINTE CE
U3BBPINBA OT JbpPKaBHA J1a00paTOPHS WU Ta0OPaTOPHs, ONPE/ISIICHA 3a Ta3H LS.

B. JPYI'M YCJIOBUS U U3BNCKBAHUSA HA PASPEIHIEHUETO 3A YIIOTPEBA
. Ilepuoguyunu akTyaausnpanu aokaanau 3a oezonacuoct (ITAIB)

M3uckBanusTa 3a nonasane Ha [TAJIb 3a To31 JeKapCTBEH NPOAYKT Ca IOCOUYEHU B CUCHKA C
pedepentaute natu Ha EBponetickus cpro3 (EURD cnucek), npeasuaeH B wi. 1078, an. 7 ot
Hupektusa 2001/83/EO, 1 BbB BCUYKH CJICIBAIIM aKTyaJIN3alliH, TyOJUKyBaHH HA
€BPOIEHCKHUS yeOTopTal 3a JIeKapCTBa.

[Mputexatenst Ha pa3pemieHrero 3a ynorpeda (ITPY) tpsodsa na nogane nopBus [IAZIB 3a To3u
IPOAYKT B CPOK OT 6 Mecela Clie/l pa3peraBaHeTo 3a ynorpeoa.

. YCJI0OBHUA NN OTPAHUYEHUS 3A BE3OITACHA 1 EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT

. ILnan 3a ynpasijenue Ha pucka (ITYP)

[IpurexarensaT Ha pa3pemenneto 3a ynorpeda ([IPY) tpsadsa na u3BbpIBa H3UCKBAHUTE
JNEHHOCTH ¥ JCUCTBHS, CBBP3aHHU C MPOCIIE/ISIBaHE Ha JIEKapCTBeHATa 0€30MacHOCT, TIOCOYEHH B
onobpenust [TYP, npencrasen B Moayn 1.8.2 Ha pa3pelnenuero 3a ynorpeda, KakTo U BbB
BCHYKH CIIeBAIN O00peHH akTyanu3amuu Ha [[YP.

Axryanusupan [IYP TpsiOBa na ce moxasa:

° 1o uckaHe Ha EBponelickaTa areHuus 10 JeKapcTBaTa;

° BHHArW KOTAaTO CE M3MEHS CUCTEMAaTa 3a yIpaBlieHne Ha prUcKa, 0COOCHO B pe3ylTaT Ha
MoJTydaBaHe Ha HOBa MH(OpMAITHs, KOATO MOXKE Ja TOBEJIE 10 3HAYUMHU IIPOMEHH B
CHOTHOIIIEHUETO ITO0JI3a/PUCK, WITH CIIe] TOCTUTaHEe Ha BayKEH eTall (BbB BPh3Ka C MPOCIeIsIBaHe
Ha JIEKapCTBeHaTa 0€30MaCHOCT WJIU CBEXKIAHE HA PUCKA O MUHHMYM).

.  KOHKPETHO 3AABJKEHUE 3A U3II'BJIHEHUE HA MEPKH CJIE/]
PA3PEIIABAHE 3A YIIOTPEBA 110 YCJIOBUE

Toga e pa3pernieHue 3a yrnorpeda moj yciaosue u ceriacHo wi. 14-a ot Pernament (EO) Ne 726/2004 B
onpeneneHus cpok [IPY TpsOBa ga W3NBIHU CICTHUTE MEPKU:

Onucanune Cpox
3a 1a 3aBbPIUIM OXapaKTepU3UPAHETO HA AKTUBHOTO BEILECTBO M KpalHUs tomu 2021 r.
nponaykt, [IPY Tpsbsa ma mpenoctaBu JOMBIHUTEIIHA JaHHU. MexxauHan
JIOKJIQJIN:
31 mapt 2021 r.
3a 1a ce rapaHTHpa NOCTOSHHO KauecTBO Ha npoaykra, [IPY tps6sa na tomu 2021 r.
MPEeI0CTaBH IONBIHUTETHA HHPOPMAIHSA 32 3aCHIIBaHE HA CTPATEruaATa 3a MexauHHHI
KOHTPOJI, BKJIIOUUTEITHO CTICHU(HUKALNN HA aKTUBHOTO BEIIECTBO U KpaiHUs JOKJIa/Iu:
MPOJYKT. mapt 2021 1.
3a 1a ce MOTBBPAM CTaOMIIHOCTTA Ha Mpoleca Ha MPOU3BOACTBOTO Ha Kpaitaus | mapT 2021 r.
npoaykt, [IPY TpsbBa nmpegocTaBu TONBJIHATEIHHN TaHHU OT BAIUIAPAHETO.
3a ;1a ce MOTBbPAU NPOGUIBT Ha YUCTOTA U Ja C€ TapaHTUPa LJI0CTSH toau 2021 r.
Ka4yecTBEH KOHTPOJ ¥ MOBTOPSIEMOCT OT MapTUAA A0 MAapTUAA Npe3 LeHs
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Onucanue Cpox

YKU3HEH IUKBJ Ha KpaitHus npoaykt, [IPY tpsabsa na npenocrasu MexIuHHN

JOMBITHUTENHA HH(POPMAIIUS 32 IpoIieca Ha CHHTE3 U CTPATETUITa 32 KOHTPOIN | JOKJIATIH:

3a moMoiHoTo BemecTBo ALC-0315. saayapu 2021 r.
ampun 2021 r.

3a 1a ce mOTBbPAX IPOGUIBT Ha YUCTOTA U Ja C€ TapaHTUPa LJIOCTCH toau 2021 r.

Ka4ecTBEH KOHTPOJ U TIOBTOPSIEMOCT OT MapTH/Ia JIO MApTUIa Tpe3 Heus MexauHHI

KU3HEH IIUKbJ Ha Kpaituus npoaykr, [IPY Ttpsabea na npenocraBu JIOKJIaIu:

JOMBITHUTENHA HH(POPMAIIUS 32 Ipolieca Ha CHHTE3 U CTpaTerusTa 3a KouTpon | siuyapu 2021 T.

3a momoniHoTo Bemiectso ALC-0159. ampua 2021 r.

3a 5a ce moTBbpAU edukacHocTTa U Oe3omacHocTTa Ha Comirnaty, [TPY
TpsiOBa Jia mojaie OKoHYaTenHus JloKiiaa OT KIMHUYHO NMPOYYBaHE 32
PaHIOMU3HUPAHOTO, TIAIe00-KOHTPOIUPAHO, 3aCIIENIEHO 3a HaOIr0aTes
npoyuBane C4591001.

nexemBpu 2023 T.
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABbP/KA BTOPUYHATA OITAKOBKA

ETUKET HA KAPTOHEHATA KYTUA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

COMIRNATY KOHIIEHTpAT 32 HHXKEKITHOHHA TACTICPCHS
uPHK Bakcuna cpenry COVID-19 (Hykieo3uaHO MOTUPUIIIPAHA)

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Crnien paspexaane Bceku (irakoH chabpxa 6 go3u mo 0,3 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IHomomawm Bemecta: ALC-0315, ALC-0159, DSPC, xonecTepoi, KalnueB XJIOPHU/I, KalneB
muxuaporendocdar, HaTpUeB XJIOPHU, TUHATpUEB docdar TUXUAPAT, 3axXapo3a, BoJa 3a HHKEKIIUU

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

KoHmeHTpaT 3a MHKEKITMOHHA TUCTISPCHS
195 MHOr0/1030BH (h1aKoHa

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

NHTpaMyCKyITHO IPUIOKEHHE CIIe]] pa3perkaiaHe.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

Ckanupaiite QR kona 3a moBede nHPOpPMAIHSL.

Paspenere npenu ynorpeba: Paspenere Bceku diakon ¢ 1,8 ml narpues xmopua 9 mg/ml (0,9%)

HWHXXEKIUOHEH Pa3TBOP.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a C€ CbXpaHsABa HAa MACTO, HEJOCTHITHO 3a JICIIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
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9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

CopxpaHeHue:

IIpenu pazpexnane, na ce cexpansasa mpu -90°C o -60°C B opurnHaIHaTa OTIAKOBKA, 32 JIa Ce
npeArnas3y OT CBETJIHHA.

Crnen pa3pexaane, cbxpansaBaiTe BakcuHara npu 2°C go 30°C u 1 u3non3paiiTe B paMKUTe Ha 6 yaca.
U3xBBpIieTe HEU3NOI3BaHATA BAKCHHA.

10. CHELHAJIHU MPEANTASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJPEC HA TIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TAPTHUJAEH HOMEP

IMapt.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHMeE 12 He ce BKIOUM HH(popManms Ha Bpaiinosa a3oyka.

‘ 17. YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOP

‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'bPBUYHHU OITAKOBKH

ETUKET HA ®JTAKOHA

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

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

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

ITapT.Ne

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

6 no3u cien pa3pexiaHe

| 6.  JIPYTO

I[aTa/ qac 3a U3XBBPJIAHC:
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Comirnaty KoHIeHTpAT 32 HH(Y3NOHHA JUCTePCHs
uPHK Bakcuna cpemry COVID-19 (nykneo3ugno moauduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

vTo3n JICKapCTBEH MPOIYKT MOJICKH Ha AOMBIHUTEITHO HabmoaeHre. ToBa 1iie mo3Bou 6bp30TO
yCTaHOBSIBaHE HA HOBA HH(OPMAIIUs OTHOCHO Oe30macHoCcTTa. MoeTe Jia iajieTe CBOs PHHOC KAaTo
CHOOIIUTE BCSKA HEXXETaHa Peakilys, KOATO CTe MONTYYMIIHA. 3a HaUMHA Ha ChOOIIIaBaHe Ha HEeXeTaH!
peaKIy BIKTE Kpas Ha TouKa 4.

IIpoyeTeTe BHUMAaTEIHO LAJIATA JUCTOBKA, Mpeau A2 Bu 0bae npuiioikena Ta3u BaKCHHA, Thil
KaTo TH ChAbp:Ka BaxHa 32 Bac nundopmanus.

. 3amasere Ta3u JUCTOBKa. MoKe /1a ce HaJO0XH Jia sl IPOYEeTeTe OTHOBO.

. AKO UMaTe HSKaKBU JOIBIHUTEIHN BBIIPOCH, TIoNMTaiTe Bamms nekap, papmaneBT uin
MEIHIIMHCKA CECTpA.

. AKO TIOITyunTe HAKAKBU HEXKEJaH! peakini, yBegomere Bammst jgekap, hapMareBT wiu

MEIUIMHCKA cecTpa. ToBa BKIIFOYBA U BCHYKH Bh3MOXKHH HEXKENAHHU PEAKIIUU, HEOTUCAHU B
Ta3u JUCTOBKA. Bykre Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

Kaxkso npencrasnaBa Comirnaty 1 3a KakBO c€ U3I0JI3Ba

Kakso Tps6Ba na 3Haere, npeau na Bu 6bae npunosxen Comirnaty
Kak ce mpunara Comirnaty

BB3M0XHU HEXKETaHU PEAKIUU

Kak na cpxpansBatre Comirnaty

ChbrpprkaHre Ha OTIAKOBKATa U JOITBIIHUTEIHA HHPOpMALUs

Sk wnE

1. Kakso npeacrasiasasa Comirnaty u 3a KakBo ce H3M0JI3BA

Comirnaty e BakCHHa, KOSTO Ce M3M0JI3Ba 3a npena3sade ot 3adonsane or COVID-19, npuunneHo
ot Bupyca SARS-CoV-2.

Comirnaty ce mpuiara Ha Bb3pacTHH U IOHOIIM, Ha Bb3pacT 16 u nmoBede roanHu.

BakcuHaTa cTaBa MpuYMHa KIMyHHATa CHCTEMa (€CTECTBEHHUTE 3allIUTHH CHUJIA Ha OpraHH3Ma) 1a
MPOM3BEKA AHTUTENIA U KPBBHU KIIETKH CPEIly BHPYCa, KATO TAKa OCUT'YPsIBA 3aIllUTa CPEILy
3a0onsBane or COVID-19,

Toii kaTo Comirnaty He ChABPIKA BUPYCA, 33 1a Ch3/1a/Ic IMYHHUTET, TS HE MOXKE JIa IPHYUHU
3a0onsaBane or COVID-19.

2. Kakso TpsdBa na 3Haete, npeau na Bu 0bae npuiioken Comirnaty

Comirnaty He TpsA0Ba 1a ce mpuJiara
o aKo CTe aJleprU4HU KbM aKTHBHOTO BEIIECTBO WIJIM KBM HSIKOSI OT OCTAHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30POCHHU B TOUKA 6).

IlpenynpesxxaeHus ¥ npeanasHu MepKu

T'oBopere ¢ Bamms nekap, GpapManeBT uiu METUIIMHCKA CecTpa, pean 1a Bu O0b1e npuioxeHa

BaKCHHATA!

° aKO HIKOTa CTC UMAJIM Te)KKA alepTHYHa PEaKIIHsl HITH ITPOOJIEMH C TUTIIAHETO CIIE]]
WHKEKTHpaHe Ha HAKaKBa Apyra BaKCHHA MK cliel KaTo Bu e 6miaa npunoskena Comirnaty B
MMHAJIOTO.
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o aKO HSIKOTa CTE MPUTIAJAIH CJIe/ HIKaKBa HHXCKITUS C UTJIA.
. aKO MMaTe TeXKKO 3a00sIBaHe Wik MH(PEKIUS ¢ BUCOKA TemrepaTypa. Obaue Bue moxere na
ObJeTe BAKCHHUPAHU, aKO UMaTe JICKO MOBHIIICHA TEMIIepaTypa Wi Jieka HHPEKIHS Ha

TOPHUTE TUXATEITHH TBTHUINA, KATO HACTUHKA.

o aKo nMmate pobIieM ¢ KPbBOCHhCUPBAHETO, JIECHO TOTyYaBaTe CHHUHY HJIH U3TO0JI3BATE
JICKapCTBO 3a MPEJNa3BaHe OT MOsIBa HA KPHBHHU ChCUPEITH.
. aKo mMare oTciadeHa IMyHHa CUCTeMa Iopaan 3abolsBane, HanpuMep nHpeknms ¢ HIV, mm

IMPUECM Ha JICKAPCTBO, KaTO KOPTUKOCTECPOU A, KOCTO IMOBJIMABA UMYyHHATa Bu cucrema

KakTo Bcuuku BaKCHUHH, 2-ILO3OBI/I$IT BAKCHHAIITMOHCH KYPC C Cornirnaty MOXKEC Ja HE 3allIMTHU
HAaIlTbJIHO BCUYKH BaAKCUHUPAHU U HE € U3BCCTHO KOJIKO ABJITO IIE 6’BILGTG 33HII/ITCH(3).

Jeua v roHOIIN
Comirnaty He ce pernopbyBa MPH Jelia Ha Bb3pacT 1o 16 roguHu.

Apyru gexkapcrsa u Comirnaty
TpsiOBa na kaxxere Ha Bamus nexap win apMaieBT, ako U3M0I3BATE, HACKOPO CTE U3MOI3BATIU HIIH €
BB3MOKHO J1a U3I0JI3BaTe APYTH JIEKapCcTBa, WK Hackopo Bu e mpuiokeHa HAKakBa Jipyra BaKCHHA.

BpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHa WM KbPMHUTE, CMSTATe, Y€ MOXKe Ja CTe OpeMEeHHa WM TUIaHKpaTe OpeMEeHHOCT,
nochbBeTBaiTe ce ¢ Bamus nexap unu papmanesT npeau aa Bu Obae npunoxeHna Ta3u BakCHHA.

Ilodupane u padoTa ¢ MAIIMHU

Hsikou oT edpekTuTE HAa BAKCUHATA, YIOMEHATH B To4Ka 4 (Bb3MOXHHM HEXENaHHU PeaKiui) MOTaT
BPEMEHHO J1a MOBIHSAT criocoOHocTTa B 32 modupane nim padora ¢ mammnu. M3vakaiite, 1okato
Te3u e(peKTH OTIIYMST, MPeJIH Ja mopupaTe WK 1a paboTHTE ¢ MAITUHH.

Comirnaty cbabp:Kka KaJInii M HATPUH

Ta3u BakcHHa ChABPKaA MO-Mako ot 1 mmol kamwmii (39 mg) Ha /103a, T.€. MOXKe J1a Ce Kaxe, 4e
MPaKTUYECKU HE ChABPIKA KAJIHM.

Ta3u BakcHHa ChIBPKA MO-MaKo oT 1 mmol Harpwuii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
MPaKTUYECKU HE CHhABPIKA HATPUH.

3. Kak ce npuiaara Comirnaty

Comirnaty ce npuiara cien paspexaane kato umkekius ot 0,3 ml B MycKyI B ropHaTa 4acTt Ha
pbKara.

IIle Bu 6b1aT HapaBeH 2 WHXKEKITUH.

HpenothIBa CC€ BTOpara 103a OT ChIllaTa BaKCHHA J1a CC IMPUIIOKHU 3 CCIMUIIU CJIC ITbpBaTa 1034, 3a
Jla C€ 3aBbpIIN BaAKCMHALIMOHHUAT KYPC.

AKO MMaTe HSIKaKBU JOITBJIHUTEIHN BBIIPOCH, CBbP3aHH ¢ yrorpebara Ha Comirnaty, monuraiire
Bamms nekap, ¢papMareBT WM MEJUIIMHCKA CECTpa.
4. Bb3MOKHHU He:KeJIaHU peakuuu

Kakro Bcuuku BaKCHUHH, Comirnaty MOXKE J1a NPpCAU3BUKA HCKCIIaHU PCAKIINH, BBIIPCKH YC HEC BCCKU
T 1oJiy4daBa.

MHOro 4ecTH HeKeJAHU PeaKIMU: MOTaT Ja 3acerHar noseve ot 1 Ha 10 qymmu
) Ha MSCTOTO Ha MHXKCKTHPaHEe: 00JIKa, OTOK
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yMopa
raaBo0oIIHe

00J1Ka B MYCKYJIUTEBTPHCAHE
0OJIKa B CTABUTE

JTHAPHsT

MOBHIIICHA TEMITEpaTypa

YecTH HexKeJTaHH PeaKIUU: MoraT Jia 3acernat o 1 Ha 10 gymm

o 3a4epBsBaHE HA MSCTOTO Ha WHIKEKTUPAHE
o rajicHe
o MOBpBIaHEe

HeuecTu HeskesaHu peakuuu: Morat fa 3acertar 1o 1 #a 100 gymm
yroJeMeHn TUM(HU B3N

HEpasIoIoKeHHe

Oomka B ppKaTa

Oe3cpHUE

cbpOEK Ha MACTOTO HA HH)KEKTHPAHE

aJIeprUYHU PEaKIIui KaTo OOPUB WIIH CHPOEK

Penxu HexenaHu peakum: Morat ja 3acersat 1o 1 Ha 1 000 gy
. BPEMEHHO €THOCTPAHHO YBHCBAHE HA JIUIIETO
. aJIePTUYHHU PEaKIIMU KaTo YPTHKAPHUS WIIH [TOyBaHe Ha JTUIETO

C Heu3BeCTHA 4ecTOTA (OT HATMYHUTE TaHHU HE MOXKe J1a ObJie HallpaBeHa OIIEHKA)
° TEXKa aJlepruyHa peaKIus

Cpol0maBaHe HA HesKeJIAHH PeaKINU

AKO TIOJTyYnTe HAKAKBU HEXKEJIaHU JICKAPCTBCHH PEaKIMK, yBeroMeTe Barus nekap, hapManeBT Win
MeIUIMHCKa cecTpa. ToBa BKIIIOUYBAa BCUUKU Bb3MOXKHHU HEOIIMCAHU B Ta3M JINCTOBKA HEXKeJIaHH
peaknuu. MoxeTe ChIIO J1a ChOOIIMTE HEXKEIAaH! PEaKLUU TUPEKTHO Ype3 HAlMOHAJTHATA CUCTEMA 32
choOIaBaHe, mocoueHa B [Ipwioxkenne V, 1 1a BKIIOYHTE TAPTUIHUS HOMED, ako € HanmudeH. Kato
cboOIaBaTe HEXXEJIAaHU PEaKIIUK, MOXKETE J1a JaJIeTe CBOsI IPUHOC 3a M0JIydYaBaHe Ha M0BeYe
MH(OpMAaLUs OTHOCHO 0€30M1aCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansibate Comirnaty

Jla ce cpxpaHsBa Ha MSACTO, HEJIOCTHITHO 32 JCTa.

Cne;[BaLuaTa I/IH(l)OpMaL[I/I}I OTHOCHO CBbXPaHCHUCTO, CPOKA HA TOAHOCT U pa60TaTa € MpcJHa3Ha4YCHa 3a
MCIHUIIMHCKH CIICIHUAJINCTH.

He uznon3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOEsI3aH BbPXY KapTOHEHATA OMAKOBKA U
erukera cien "['ogen no:". CpoksT Ha TOAHOCT OTTOBAPSI HA MTOCIIEIHUS JIEH OT MTOCOYCHUS MECEIT.

[Ha ce cpxpansisa BbB (hpuzep mnpu -90°C no -60°C. B pamkuTe Ha 6-MecedHHsI CPOK HA TOTHOCT
HEOTBOPEHHUTE (DIIAKOHM MOXKE Jla C€ ChXpaHABaT U TpaHcnopTupar npu -25°C o -15°C 3a eauHuydeH
HEePHOJ 10 2 CEMUIIH, CIIe]] KOETO MOXKeE JIa C€ BhpHAT 00PAaTHO 3a ChbXpaHEHHE MPU

temneparypa -90°C mo -60°C.

Jla ce chXpaHsBa B OpUTHHAIHATA OMAKOBKA, 32 JIa ¢ MPENa3d OT CBETIINHA.
Tpancgep na sampaszenu naxonu, coxpanssanu npu cepwvxuucka memnepamypa (<-60°C)

. [auTkuTe KyTHH ¢ HIaKOHU, KOWTO €A 3aTBOPEHU ¢ Kallalld, ChAbpkaii 195 ¢iakoHa,
M3BaJICHU OT ChXPaHEHUE B 3aMPa3CHO ChCTOSHUE MPU CBPBXHUCKA TemrepaTypa (<-60°C),
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MOTarT JIa OCTaHaT Ha Temmeparypa 1o 25°C He moBeye OT 5 MUHYTH.

o [InutkuTe KyTHU ¢ HIAKOHH, HA KOUTO KalaluTe ca OTBOPEHH WM TE€3H, KOWTO ChIBPKAT
mo-mMaJiko oT 195 ¢makoHa, cires KaTo ca U3BaJAeHU OT ChXpaHEHUE B 3aMPa3eHO ChCTOSHUC TIPH
CBpBXHHUCKaA Temreparypa (<-60°C), morar aa ocTaHaT Ha Temneparypa 1o 25°C He moBeue oT
3 MUHYTH.

o Cren xato KyTuHTe ¢ (JIaKOHH ce BhPHAT 00paTHO 3a ChbXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CIIe]
eKCITO3UIH Ha Temreparypa 10 25°C, Te TpsOBa /1a OCTaHAT Ha ChXpaHEHHE B 3aMPa3eHO
CBCTOSIHUE B MPOIBIKCHUE HA Hal-MaJKo 2 Yaca, PE/IH Ja Morar Ja ObJaT H3BaJICHH OTHOBO.

Tpancehep na zampaszenu gaaxonu, coxpanseanu npu -25°C 0o -15°C

o [TnuTkKTe KyTHU ¢ QIaKOHM, KOMTO ca 3aTBOPEHHM C Kanauy, Chabpxkanm 195 diakona,
M3BaZIeHH OT ChXpaHeHHe B 3aMpaseHo cheTosuue (-25°C mo -15°C), MoraT a ocTaHar Ha
Temreparypa o 25°C He nmoBede OT 3 MHUHYTH.

o [InutkuTe KyTHU ¢ HIAKOHH, HA KOUTO KAMAIUTE Ca OTBOPEHH WU TE€3H, KOUTO ChIbPIKAT
no-Mainko ot 195 ¢nakoHa, cies KaTo ca M3BaJCHU OT ChbXPaHEHHUE B 3aMPa3eHO ChCTOSHHE
(-25°C 1o -15°C), morat aa octaHat Ha Temreparypa o 25°C He nmoBeye oT 1 MUHYTA.

Cren KaToO BEJHBK J1a/IeH ()IIaKOH € U3BAJICH OT IUIMTKATa KyTHs ¢ (hJIAaKOHU, TOH TpsiOBa 11a ce
pa3Mpasu 3a ynorpeoa.

Cren pa3MpassBaHe BakCHHATa TPsIOBa Ja ce pa3pear U Ja ce U3Ioi3Ba BeaHara. Bee mak nanHuTe 3a
CTaOMIIHOCT B MEpUO/ia HA M3II0JI3BaHE TTOKA3BaT, Ye Clie/l U3BaXKIaHe oT (ppusepa HepaspeaeHaTa
BaKCHMHa MOXe Jla ce ChbXpaHsiBa 3a nepuoa a0 S5 muu npu 2°C no 8°C. B paMkute Ha 5-1HEBHUSA CPOK
Ha rogHocT Tipu 2°C 1o 8°C 3a TpaHCHOpTHpaHe MOXKe Aa ce u3noi3Bar Ao 12 gaca. [Ipenn ymorpeda
HEOTBOpPEHATa BaKCHMHA MOXKE JIa C€ ChXpaHsiBa M0 2 "aca rpu Temmeparypa 10 30°C.

Crnen pa3pexkaaHe, CbXpaHsABalTe U TpaHcnopTupaiite BakcuHara npu 2°C 1o 30°C u s u3noa3BanTe B
paMkuTe Ha 6 yaca. V3xBbpieTe Hen3Moyi3BaHaTa BaKCHHA.

Cren usBakaane ot ppusepa u paspexxaane Bbpxy (akoHure TpsiOBa 1a ObIaT 03HAUCHH HOBUTE
Jata ¥ yac 3a u3xBbpisiHe. Ciiesr pa3MpassiBaHe BaKCMHATa HE MOXKE J1a CE 3aMpa3siBa IIOBTOPHO.

He u3non3BaiiTe Ta3u BaKCHHA, aKo 3a0€JIC)KUTE BUIUMH YaCTHIIA B Pa3peicHATa JUCTIEPCUS WITH
MPOMSHA B IIBETA.

He u3xBbpisiiTe nekapcTBara B KaHAIM3alMATa WIM KOHTEHHEpa 3a JoMalllHu otnaablu. [lonuraiite
Bamus ¢papmMarnieBT Kak 1a U3XBBPIIATE JEKapCcTBaTa, KOUTO Bede HE U3Moi3Bare. Te3n MepKH 1ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpejia.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHopManus

Kaxkso cbabp:ka Comirnaty

. AxtuBHo BemectBo: MPHK Bakcuna cpeury COVID-19. Cnen paspexaane GakoHbT ChIAbpiKa
6 no3u o 0,3 ml, Besaka ¢ 30 muxporpama uPHK.
. Hpyru cbcTaBku:
- ((4-xunmpoxcubyTrin)azaneanmn )ouc(xekcan-6, 1-mumin)ouc(2-XeKCHIIeKaHoaT)
(ALC-0315)

- 2-[(momuerunenriukoin)-2000]-N,N-murerpanemmianeramus (ALC-0159)
- 1,2-nucteapoun-sn-riunepo-3-hochoxonun (DSPC)

- XOJIECTEPOIT

- KaJIUEB XJIOPUJ

- KaJHueB AuXuaporeHdocdar

- HATPUEB XJIOPHT

- IUHATpUeB Gocdar AUXUIPAT

- 3axaposa

30



- BOJa 3a MHXKCKIIUHN

Kaxk m3rie:xxaa Comirnaty u KakBo ChIbp:Ka ONaKOBKAaTa

Bakcunarta e 6sa 1o mouts Ostta qucrepeuns (pH: 6,9 — 7,9), noctaBsHa B MHOTOZ030B (DJIaKOH C
6 mo3u — mpo3paveH (akon (cThkio THM |) 2 ml, ¢ r'ymMeHa 3anyIaigka U ¢ amyMHUHHEBA 00KAaTKa U
OTYYIBAIIO CE IUTACTMACOBO Karaye.

Bun omakoska: 195 ¢uakona

IIpuTe:kaTes Ha pa3pellleHHETO 32 YNOTpeda
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epmannus

ten.: +49 6131 9084-0

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

IIpousBoaurean

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

3a AonBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTABUTEN HAa MPUTEKATENs Ha Pa3pelIeHHeTo 3a yrnorpeda:

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

bnarapus Magyarorszag
[aiizep JlrokcemOypr CAPJI, Kion Pfizer Kft

Bwarapus Tel: +36 1 488 3700
Tem: +359 2 970 4333

Ceska republika Malta

Pfizer, spol. s r.o0. Vivian Corporation Ltd.
Tel: +420 283 004 111 Tel: +35621 344610
Danmark Norge

Pfizer ApS Pfizer AS

TIf: +45 44 201 100 TIf: +47 67 526 100
Deutschland Nederland

BioNTech Manufacturing GmbH Pfizer BV

Tel: +49 6131 90840 Tel: +31 (0)10 406 43 01
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Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EALGoa
Pfizer EAAGG A.E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Télf:+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

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

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35775

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

Romaéania
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

JlaTta Ha mocJieqHO Mpepa3rjexaane Ha gucropkata {MM/I'TTT?}

ToBa JilekapcTBO € pa3pelieHo 3a ynorpeda o T. Hap. CXema ,,pa3peniaBane mnoj ycinosue'. ToBa
03Ha4aBa, 4e 3a JIEKapCTBOTO CE OYAKBAT JONMBIHUTENHH JaHHN. EBponeiickaTa areHnus mo
JIeKapcTBaTa IIe U3BHPIIBA MPEriie/l Ha HoBaTa HHGOPMAIIUS 3a JEKAPCTBOTO IMOHE BEJHBK TOJIUIITHO

1 Ta3u JIMCTOBKA CbOTBCTHO IIC CC aKTyaJIN3Hpa.
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CkannpaiiTe Kofja ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJIYYHTE JINCTOBKATA HA PA3IIMIHA €3UITH.

URL: www.comirnatyglobal.com

ITonpoGHa mH(pOpManHs 3a TOBA JIEKapCTBO € MpeJocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
1o JiekapctBata http://www.ema.europa.eu.

Ta3u nmucToBka € HannyHa Ha Bcuuky e3unn Ha EC/ENII Ha yeOcaiita Ha EBporeiickaTta areHIus mo
JIeKapcTBara.

ITocouenara mo-xo0Jay I/IH(l)OpMaIII/IH € MpeaHasHavYeHa caMo 3a MCAUIIUHCKHA CIICHMUAJTUCTH:

[Tpunaraiite Comirnaty HHTpaMycCKyIJIHO ciell pa3pexaane kato Kypc ot 2 no3u (0,3 ml Bcsika) mpes
UHTEpBaI OT 3 CeaMULH.

[IpocneaumocTt

3a 1a ce moI00pH MPOCIEAUMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHU MPOJAYKTH, UMETO U TTAPTUIHUSAT
HOMEp Ha MPHUIIOKEHUS MPOTYKT TPsIOBa SCHO J1a CE 3arncBarT.

Yxka3anus 3a pabora

Comirnaty Tpr6Ba Aa C€ MPUTOTBU OT MCAUIINMHCKHU CIICHHUAJIMCT, KaTO C€ U3IIOJI3BA ACCIITUYHA
TCXHHUKA, 3a J1a CC€ rapaHTUpa CTCPUIIHOCTTA HAa NIPUT'OTBCHATA AUCIICPCHUSI.
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PABMPA3SBAHE ITPEJIU PASPEK/IAHE

) e  MHOrom030BUAT (IIAKOH ce
He noseue ot ChXpaHsBa 3aMpa3eH U TpsOBa Ja ce
pasMpasu npenu papexiaHe.
2 gyaca IpHu 3ampasenute (rakoHu TpsAOBa Ja ce
cTaliHa npeHoecaT B cpena ¢ remmneparypa 2°C
1o 8°C, 3a 1ga ce pa3MpassrT;
TEMIIEpaTypa pa3MpassBaHETO Ha elHa OIAKOBKa
(HO 300C) cbe 195 ¢urakona Moxe 1a OTHEME
3 yaca. Be3MorkeH e chIo npyr
J BapHUaHT, IPU KOMTO 3aMpa3eHHUTE

(makoHM Aa ce pa3mpassT 3a
30 munyTH IpH Temrepartypa 1o 30°C
3a He3abaBHa yrioTpeoda.

e HeotBopeHusT akoH MOXe 1a ce
ChXpaHsBa 3a MEepUoA 10 5 THU NpH
2°C no 8°C. B pamkure Ha 5-THEBHUS
cpok Ha rognoct mpu 2°C o 8°C 3a
TPaHCIOPTUPAHE MOXKE JIa ce
u3nossear jo 12 vaca.

e QOcraBere pazMpazeHUAT (IIaKoH Ja
JIOCTUTHE CTallHA TEMIEPATypa U
BHUMaTeNHO ro 00bpHEeTe 10 mbTH
npeau paspexnane. He pasknamaiire.

e [lpenu pa3zpexaane pasmpaseHara
JHCTIEpCUsl MOXKE /1a ChIbpyka Oesn 110
mouTH Oenu Henmpo3padyHu aMopQHH
YaCTHUIIH.

PA3PEXXJAHE

e Pa3mpaszenara BakcuHa TpsiOBa J1a ce
paspeny B HeHHSI OpUTUHAICH
¢naxoH ¢ 1,8 ml HaTpueB xmopu

/\ 9 mg/ml (0,9%) nHXeKIuoHeH
‘ pa3TBoOp, KaTo ce u3noi3sa uria 21 G,

WJIK ITIO-TBhHKA, N aCCIITUYHAa TCXHHUKA.

1,8 ml naTpues xsopua 0,9%
HHKEKIIHOHEH Pa3TBoOP
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H3reriere 6yranoro a0 1,8 ml, 3a
J1a OTCTPAHUTE BB3IyXAa.

N3paBHeTe HAMSATAaHETO BHB (ilakoHa
npeau Ja N3BaJAUTE UIJlaTa OT Hero,
karo m3tersmre 1,8 ml Bp3ayX B
U3Mpa3HeHaTa CIPUHIIOBKA Ha
paspenurerns.

Buumareano — 10

Baumarenno o0bpHeTE paspeneHara
nuctiepcust 10 metu. He pasknarmaiire.
Pa3penenara BakcuHa TpsiOBa 1a
nmpeacTaBjisiBa MOYTHU 651.]'[3 aucnepcu
6e3 Buaumu yactuuu. He uznoinspaiite
paspejicHaTa BakCUHA NIPY HAJTMYHE Ha
YaCTHUIHM HUJIU IPOMsHA B IBETA.




e Ha pa3penenute duakoHu TpsOBa ga
OBbJaT OTOENIA3aHN CHOTBETHUTE JaTa
M 4ac.

e Cien pa3pexaane ChbXpaHsIBalTe IpH
2°C nmo 30°C u u3noissaiiTe B
paMKuTe Ha 6 4aca, BKIIOYUTEITHO
BpPEMETO 3a TPAHCIIOPTHPAHE.

e He 3ampassBaiiTe unm paskiamanre
paspeneHaTa nucriepcus. Axo e Onia
IIOCTAaBEHA B XJIAJUITHUK, OCTABETE
paspeneHaTa TUCIIePCHs da TOCTUTHE
cTaifHa TemmepaTypa mpean yrnorpeoa.

Date / Time:

3anuiuere CbOTBETHUTE 1aTa U Yac.
Jla ce M3M0JI3Ba B paMKHTe Ha 6 yaca
cjel pa3pexaaHe.

MPUT'OTBSIHE HA UHANBUJYAJHHU 103U COMIRNATY OT 0,3 ml

e Cren paspexnane GpIaKOHbT ChIbpiKa
2,25 ml, oT KOMTO MOrarT jJa ce

0,3 mi pa3peneHa usreriar 6 gosu mo 0,3 ml.

BaKCHHA e Karo u3non3sare acenTUIHa TCXHHUKA,

MOYHCTETE 3alyIaikaTa Ha GiaKoHa

C TaMIIOH 3a eJHOKpaTHa yrnoTpeoa,

HAIOCH C aHTUCCIITUYCH Pa3TBOP.

e Usrermere 0,3 ml Comirnaty
TpsiOBa 1a ce U3MON3BAT CIIPUHIIOBKH
W/WJIH UTIIN C MalTbK MBPTHB
(Hemsmon3BaeM) obeM, 3a Ja ce
M3TETJIAT IIECT JI03U OT €IUH (PJIAKOH.
KomMOuHanusaTa oT CIpuHIIOBKA U UTJIA
C MalTbK MBPTHB 00eM TpsIOBA Ja UMa
MBPTHB 00EM HE MO-TOJISIM OT
35 mukponurpa.

AKO ce U3Mon3BaT CTaHAApTHH
CIIPUHIIOBKHY U UT'JIM, MOXKE J1a HAIMa
JOCTaThb4eH 00eM 3a M3TETJISHE Ha
6 1031 OT euH (rIakoH.

e Bcaka no3a tpsoBa aa ceabpika 0,3 ml
BaKCHHA

e AKO KOJHYECTBOTO HA OCTAHAJIATA BHB
(1aKkoHa BaKCHHA HE MOJXKE J1a
JIocTaBy efHa msuia go3a or 0,3 ml,
U3XBBPIIETe (ITAKOHA U M3ITHITHUS
obem

e 1I3xBBpieTe HEM3IMOM3BAHATA BAKCHHA
B paMKHTE Ha 6 Jaca ciie[
paspexaaHe.

HN3xBbpasine
Hewnsnon3BaHusT neKapCcTBEH MPOAYKT WU OTHAIBYHUTE MaTePHAII OT HETo TPsIOBa Ja ce U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUA.
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