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 JAUCTICPCHUS

nPHK Bakcuna cpeury COVID-19 (aykneo3unno Moguduuupana)

COVID-19 mRNA Vaccine (nucleoside modified)

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

ToBa e MHOT0030B (PJIAKOH M CHIBPKAHUETO My TPAOBa Ja ce pa3peau mpeau ynorpeoda.

Enmun ¢naxon (0,45 ml) chabprka 6 no3u mo 0,3 ml cnen paspexnane, Bixkre Touku 4.2 u 6.6.

1 no3a (0,3 ml) chapprka 30 mukporpama uPHK Bakcuna cperry COVID-19 (BkiroueHa B JIHITHIHH
HAHOYACTHIIN).

EnnoBepmxkHa, 5’-kenmpana napopmarnmonsa PHK (nPHK), npousBenena ¢ m3non3Bane Ha
Oe3kneThuHa IN Vitro tpanckpumims ot choTBeTHUTe JJHK-MaTpuim, komupanu BupycHus S (Spike)-
npoterH Ha SARS-CoV-2.

3a IBJIHUA CIINCHK HA [TOMOIIHUTE BEIECTBA BUKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

KonmeHnTpar 3a HHXEKIIMOHHA TUCTIEPCHUS (CTEpUIICH KOHIICHTPAT)

Bakcunara nipencrasiisisa Osuta 70 mouTu Osita 3amMpasena aucrepeust (pH: 6,9 — 7,9).
4. KJIMHUYHU JAHHHA

4.1 TepaneBTHYHM MOKA3AHMSA

Comirnaty e moka3aHa 3a aKTHBHA HMYyHHW3aI¥sl 3a IpeBeHIus Ha 3a0onsBaneTro COVID-19,
npudrHEeHo oT Bupyca SARS-CoV-2, Ha nuua Ha Bb3pacT 12 u moBeye roANHU.

Ynorpebara Ha Ta3u BakCHHA TPsIOBA 11a € B CHOTBETCTBHE C O(PUIIMATHNATE PENOPHKH.

4.2 ]Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Jluya na ev3pacm 12 u nogeue 200unu
Comirnaty ce mpuiara ”HTpaMyCKYJIHO ClIe/l pa3pexaHe kato Kype ot 2 no3u (no 0,3 ml Beska).
IIpemoppuBa ce BTOpaTa 1034 Jia Ce MPUIOKH 3 CEIMHUIIN CIIe IbpBara 103a (Bk. Touku 4.4 u 5.1).

JlurcBaT JaHHU OTHOCHO B3auMo3aMeHseMocTTa Ha Comirnaty ¢ apyru Bakcunu cpeury COVID-19 3a
3aBbpIUBaHE Ha BaKCHHALMOHHU Kypc. JInna, Ha kouto e npunoxena 1 goza Comirnaty, TpsOBa na
noxy4ar BTopa no3a Comirnaty, 3a /1a 3aBbpIIaT BaKCHHAIIMOHHMS KYPC.



Ileduampuuna nonyrayus
be3onacHocTTa U ehukacHocTTa Ha Comirnaty mpH MeUATPUIHN YIACTHUAIM HA BB3PaCT MO-MaJKO OT
12 ronuHY BCe OIlle HE ca yCTaHOBEHU. HamnvHM ca orpaHUYEHU TaHHU.

Tonynayus 6 cmapuecka 6vb3pacm
He ce nanara kopurupaHe Ha Jo3ata IpH JIMIA B CTapUecka Bb3pacT > 65 rojauHu.

Hauua Ha npusioxxeHue

Comirnaty TpsibBa 1a ce mpuiara UHTpaMyCKYJTHO Cliell pa3pex/ane (BxK. Touka 6.6).

Cren paspexaane ¢iakonute ¢ Comirnaty ChabpiKaT IiecT 031 Bakcuna o 0,3 ml. 3a ga ce
U3TETIIAT IIECT JIO3U OT eIWH ()JIaKOH, TPSAOBA J]a ce U3IMOI3BAT CIIPUHIIOBKH ¥/VITH UIJIH C MAITbK
(Hewsnon3BaeM) MBPTHB 00eM. KoMOMHAIMATA OT CIIPUHIIOBKA U UTJIa ¢ MATEK MBPTHB 00eM TpsiOBa
Jla IMa MBPTHB 00€M He TIO-TOJISIM OT 35 MUKPOJIHUTPA. AKO CE U3MOJ3BAT CTAHJAPTHU CIIPHUHIIOBKH U
UTJIH, MOXeE Jia HsIMa JI0CTaThueH 00eM 3a U3TETJIsIHE Ha IIECT JJ03U OT eauH (iakoH. HezaBucumo ot
BUJIa Ha CIIPUHIIOBKATA U UTJIaTa:

o Bcsika no03a TpsioBa na chabspxa 0,3 ml Bakcuna.

° AKO KOJIMYECTBOTO HA OCTaHallaTa BbB (pJlaKOHA BaKCHHA HE MOXe€ Ja JOCTaBH €IHa IIs1a 1032
ot 0,3 ml, usxBwpiere ¢akoHa U U3THITHUS 00EM.

° He cw0upaiite M3MUIIBIUTE BAKCHHA OT HIKOJKO (h1akoHa.

Hpe)_IHO‘II/ITaHOTO MACTO € ACITOUIHUAT MYCKYJI B TOpHATa 4aCT HA pbKaTa.
He HH)KGKTHpaﬁTe BaKCHMHATa MHTPABACKYJIApHO, IIOJKOXXHO WJIW UHTPAACPMATIHO.

Bakcunata He TpsOBa Jja ce cMecBa B €/IHA U ChIl[a CIPUHIIOBKA C JJPYTH BAKCUHH WX JIEKAPCTBEHH
MPOAYKTH.

3a mpeanasHuTEe MEPKU, KOUTO TPsOBa 1a OBAAT B3ETH MPEIN MPUI0KECHNE HA BAKCHHATA, BIXKTE
Touka 4.4.

3a yKkazaHHATa OTHOCHO pa3MpassiBaHeTo, paboTara U M3XBHPIITHETO HA BAKCHHATA BUKTE TOUKa 6.6.
4.3 TIIpoTuBONOKA3AHHUS

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

4.4  CpeuuajHu npeaynpe:kieHUst 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

NwMa cpoOienus 3a cr0uTHA Ha aHadrakcus. Bunaru TpsOBa a Ma Ha pa3oIOKESHUE TIOAX OIS0
MEAMIIMHCKO JICYCHHUE U HaOJII0ICHUE B Cydai Ha aHa(QUIaKTHYHA PeaKIys ClIe]] MPUIOKEHUE Ha
BaKCHHATAa.

[IpenopbuBa ce BHUMATEITHO HAOJIOJICHNE B ITPOIBIDKCHUE HA Hal-Maiko 15 MUHYTH cief
BakcHHanuATa. He Tps6Ba 1a ce mpuiara BTopa 103a OT BAKCHHATA Ha JINIIA, TOTYYMIN aHa(uIakcus
KbM IIbpBaTa j03a Comirnaty.



Peaxyuu, cevpsanu ¢ mpegoscrnocm

BBB Bpb3Kka ¢ BakCHHAIMATA MOTAT JIa Bh3HUKHAT PEAKINH, CBbP3aHH C TPEBOKHOCT, BKIFOYUTEITHO
Ba30OBarallHu peakinu (CUHKOM ), XUIIEPBEHTUIAINS WIH PEAKIINH, CBbP3aHU ChC CTPECca, KaTo
TICUXOTE€HEH OTIOBOP KbM HHXKEKTHPAHETO ¢ Uria. BaykHo e 1a ce B3emMar mpena3Hu MepKH, 3a /1a ce
MIPEeIOTBPATH HapaHSIBaHE OT MPHUITaJaHe.

Covnvmcemesauio 3abonssane

Bakcunanusra TpsiOBa 1a ce OTJIOKH IPH JIMLA, CTPAJAIH OT OCTPO TEXKO (HeOpHITHO 3a00 IsIBaHe
i octpa uHpekms. Hanmmurero Ha neka nH(EKIMS W/WIH HEBUCOKA TeMIlepaTypa He TpsiOBa 1a
CTaBa MPUYHHA 32 OTJaraHe Ha BAKCHHAIUATA.

Tpomboyumonenusi u HapyuieHus Ha KPb8OCHCUPBAHEMO

KaxkTo mipu qpyru H”HTpaMyCKYITHH WHKEKITMH BaKCHHATA TPSOBA J1a ce Mpriiara BHUMATEITHO MPH
JIUIa, TTOyYaBalld aHTUKOAryJIaHTHA Tepanus Wi JIUIa ¢ TPOMOOIIUTONICHHSI UM HAKAKBO
HapylleHne Ha KPhbBOChCUPBAHETO (KaTo XeMO(QWINs), Thi KaTO MPH TE3H JIHIIa MOTAaT J1a Bb3HUKHAT
KbpBEHE WM 00pa3yBaHe HA CHHHHU CJIe]] HHTPAMYCKYITHO MTPIIIOKEHUE.

Hmynoxomnpomemupanu auya

EdwukacHoctTa, 6€30M1acHOCTTa 1 IMyHOT€HHOCTTA Ha BAKCMHATA HE Ca OLICHEHH MPH
MMYHOKOMITIPOMETHPAHH JINIIA, BKIFOYUTEITHO TE€3H, OTy4YaBalld UMYHOCYIPECUBHA TepaIsl.
Edukacnocrra Ha Comirnaty MoXe Jia € MO-HHUCKA MTPH UMYHOCYIIPECUPAHH JIHIIA.

HpO()'b]l.?iCMm@]lHOCm Ha 3awumama

HpOI[’LH)KI/ITCJ'IHOCTTa Ha 3amuTaTra, NIpeaocTtaBsiHa OT BAKCHMHATa, HE € U3BCCTHA, THHU KaTo TS BCE omIe
CC OIpEAciid B TCKYIIIU KIIMHUYHHA IMTPOYyYBaAHUA.

OZPCZHMLleHMﬂ Ha e(j)eKmuGHocmma HA eakcunHama

Kakro mpu Bcsika BakcrHa, BakcuHanusaTa ¢ Comirnaty Moske J1a He 3alllUTH BCUUKU BAKCHHUPAHU.
Jluna Moxe 12 He ca HaITbJIHO 3aIUTEHH 10 7-MHs JCH Clle BTopaTta /103a OT BaKCHHATA.

ITomontHm BemecTBa

Ta3u BakcuHa ChIbpKa MO-MajKko oT 1 mmol xanuit (39 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
HPaKTUYECKU HE ChIbPrKa KaJuil.

Ta3u BakcuHa ChIbpKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1034, T.€. MOXKE Aa ce Kaxe, 4e
MIPAKTUYECKU HE ChABPIKA HATPHI.

4.5 B3aumoaeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHe
He ca npoBexxaanu npoy4yBaHusl 32 B3aUMOJIEUCTBUSATA.

CropreTBamoTo npuiiokenne Ha Comirnaty ¢ Ipyru BAKCHHH HE € IIPOYYEHO.

4.6 @epTHaANTET, GPEMEHHOCT U KbPMEHe

Bbpemennoct

Hma orpanudeH omut ot yrnotpebara va Comirnaty mpu 6pemernu sxenu. [IpoyuBanusiTa mpu
JKUBOTHH HE MOKa3BaT MPEKU WJIH HEMPEKH BPeIHU e(DEKTH, CBhP3aHU ¢ OPEMEHHOCTTA,
eMOPHOHATHOTO/(hETATHOTO pa3BUTHE, PAKIAHETO MITH MIOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
IMpunoxenne Ha Comirnaty o Bpeme Ha OGpeMEHHOCT TpsiOBa 1a ce 00CHXKIa, CaMoO KOraTo
MOTEHIMATTHUTE MOJI3M HAJIBUIIIABAT BCIKAKBHU MOTCHI[MATHHE PUCKOBE 32 Maikara u ¢eTyca.



Kspmene

He e m3BectHOo manmu Comirnaty ce ekckpetupa B KbpMaTa.

DepTunuTer

IIpoyuBaHUATA TPH KUBOTHH HE TIOKA3BAT IPEKH WITH HEMIPEKH e(DEKTH, CBbP3aHH C PEMPOIYKTHBHA
TOKCHYHOCT (BK. Touka 5.3).

4.7 Edextu BbpXy cnoco0HocTTa 32 IogupaHe u padora ¢ MAalIUHA

Comirnaty He moBIUsIBA HJIH MOBJIKSABA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a 1odupaHe U paboTa ¢
MaluHy. Bee mak HsIKou oT eeKTHTe, MOCOUYeHH B ToUKa 4.8, Morat BpeMEHHO J1a TOBIHUSST
CHoCOOHOCTTA 3a mopupaHe WiK padoTa ¢ MaLIHHU.

4.8 Hexkenanm JiekapcTBeHH peaKuH

Pesrome Ha mpoduiia Ha 6€30MacHOCT

Besonacnoctra Ha Comirnaty e olieHeHa IPH YYaCTHUIM Ha Bh3pacT 12 u moBeye roguHu B

2 KIMHUYHU M3MTUTBAHMs, B KOUTO ca BKiItoYeHH 22 875 ydacTHuum (BkiarouBamm 21 744 ydacTHUIN
Ha BB3pacT 16 u moeue roguuy u 1 131 ronommu Ha Bb3pact 12 10 15 rofauHm), MOXYyYHIN TIOHE €Ha
no3a Comirnaty.

Oo6mmsT npodui Ha GezomacHocT Ha Comirnaty mpu roHoIM Ha Be3pacT 12 10 15 roaunu € mogobeH
Ha HaOJIIOTaBaHMS TIPH YIACTHUIIA Ha BB3pacT 16 u moBeye TOauHM.

Yuacmuuyu na év3pacm 16 u noseye o0unu

B Ilpoyusane 2 0610 21 720 yyacTHHIIM Ha BB3pacT 16 Wil MoBeYe TOAMHHU Ca MOIYUMIHN [TOHE

1 noza Comirnaty u o6mo 21 728 yuacTHUIM Ha Bb3pacT 16 nin nmoBeve roAMHH ca MOTyYHITN
riane6o (BrirountenHo 138 u 145 ronomu Ha 16- 1 17-roguinHa Bb3pacT CbOTBETHO B rpyIaTa Ha
BaKCHHATa ¥ rpynara Ha miaie6o). O6mo 20 519 yuactHunu Ha Bb3pacT 16 mim moBeve rouHu ca
nonyuwiu 2 no3u Comirnaty.

KM MomeHTa Ha aHanu3a Ha IIpoyusane 2 o6mro 19 067 (9 531, momyuwmmu Comirnaty, u 9 536,
MOJTYYHJIH TUTane00) yJacTHUIN Ha Bh3pacT 16 U moBeye rofiMHU ca OLIEHEHH 32 0e301IacHOCT B
NPOIb/DKCHUE Ha Hal-MaJko 2 Mecelia ciiest Broparta jo3a Comirnaty. Tosa BkirouBa o61o 10 727
(5 350, momyunu Comirnaty, u 5 377, moay4niu miane60) ydacTHHIM OT 16- 10 55-roqumniHa
BB3pacT 1 0610 8 340 (4 181, momyuwau Comirnaty, u 4 159, moayunnu miane6o) y4acTHHIH, Ha
BB3pacT 56 1 moBeye roJHH.

Haii-yectnte HeXxenaHu peakluy [P yYacTHUIIMTE HA Bb3pacT 16 u moBedve ronuHu ca 0oJKa Ha
MSCTOTO Ha umxkektupane (>80%), ymopa (>60%), riaBobomnue (>50%), muanrus u srpucane (>30%),
aptpairus (>20%), mupeKcus ¥ MoyBaHe Ha MSICTOTO Ha MHkekTupane (>10%) 1 0OMKHOBEHO ca
JIEKW WM YMEPEHH 110 WHTEH3UTET U OT3BYYaBaT B PAMKHUTE Ha HSIKOJKO JHHU CIIE/l BAKCUHALIUATA.
Martko mo-maika 4ecToTa Ha ChOUTHATA Ha PEaKTOTCHHOCT C€ CBBP3Ba C MO-TOJIsIMa Bh3PacT.

[IpoduabT Ha OGe30macHOCT mpu 545 y4acTHUIM Ha BB3pacT 16 U moBeve TOAWHN, BAKCHHUPAHH C
Comirnaty, xouto ca 6mnu ceponozuTrBHU 32 SARS-C0V-2 Ha W3X0AHO HUBO, € MOJI00CH Ha
HaOII0JaBaHM P 00IIaTa MTOMYTANHS.

FOnowu na ev3pacm 12 0o 15 200unu

[Tpu ananu3 Ha [IpoyuBane 2, 6a3upaH Ha JaHHUTE 0 JaTaTa Ha 3aKII0OYBaHe Ha JaHHUTe 13 Mapt
2021, 2 260 ronomu (1 131, Bakcunupanu ¢ Comirnaty, u 1 129, Bakcunupanu ¢ riaie6o) ca Ha
Bb3pact 12 1o 15 rogunu. Ot tsax 1 308 oo (660, Bakcurupanu ¢ Comirnaty, u

648, BakcuHUpaHH ¢ TUIae00) ca MPOCIeIeHN B MPOABDKECHIE Ha HAl-MaIKo 2 Mecela Clie/l BTopara
no3a Comirnaty. Omnenkara 3a 6e3omacuoct B [IpoyuBane 2 npoabiiKaBa.



Haif-gyecTuTe HeKeIaHU peaKIy MPY FOHOIHN Ha Bb3pacT 12 mo 15 roxuam ca 601Ka Ha MICTOTO Ha
umkekrupane (>90%), ymopa u riaBodonue (>70%), muanrus u Brpucane (>40%), aprpanrus u
nupekcus (>20%).

CouchK Ha HEXXEJIAHU PEaKIMK OT KIMHUYHHA MU3IUTBAHUS M OT TOCTMAPKETHHTOBHS OTIHT, IIPH JIAIIA
Ha BB3pacT 12 1 moBeye roJiHu, B TA0JHYEH BUI

Hexenanute peakiuy, HabII0aBaHM 110 BpeMe Ha KIIMHUYHUTE MTPOYYBaHUs, ca W30POSHH MO-0ITy,
CBIJIACHO CICIHUTE KaTETOPUH M0 YECTOTA!

MHoro gectn (>1/10),
Yectu (>1/100 mno <1/10),

Heuectu (>1/1 000 mo <1/100),
Penaxu (>1/10 000 mo <1/1 000),

Mpuoro peaku (<1/10 000),

C HeM3BECTHA YECTOTA (OT HaJIMYHUTC JaHHHU HC MOXKE aa 6’1»}.16 HaIrpaBCHa OL[GHKa).

Ta6auma 1:  HekesiaHU peakluu OT KJIMHUYHHUTE NMpoyuBanus Ha Comirnaty u ot
MOCTMAPKETHHIOBHSI OMUT MPH JIMIA HA BB3pacT 12 U noBeye roinHu
CucreMo-opratHeH Kjiac MHuoro YecTn Heuectn Penxn C Heu3BecTHa
4yecTH (=1/100 go |{(=1/1 000 xo| (>1/10000| wuecrora (oT
(=1/10) <1/10) <1/100) | mo <1/1000) wHammyHUTE
JaHHM He
MoxKe 1a 0bjae
HaNpaBeHa
OIICHKA)
Hapymenns Ha kxppBTa 1 Jlumdane-
nuMmdHaTa cCUCTeEMa HOTIATHUS
Hapymienns Ha uMyHHaTa Peaxrumn Anadumakcus
cucTemMa Ha CBPBX-
YYBCTBU-
TEJIHOCT
(mamp.
00puB,
HIpYpUTYC,
ypTUKapus,?
aHruoegem’
[IcuxuyHu HapylIeHHS be3cpHue
Hapymienus Ha HepBHaTa | I'maBobomme Octpa
crcreMa nepudepHa
TUIeBa
napainmza’
CromamHo-4peBHI Huapus® lanene;
HapYIICHUS [ToBprbiane”
Hapymienus Ha ApTpanrus; boinka B
MYCKYJIHO-CKeJIeTHaTa Muanrust KpaiHuK"
cucTema u
ChEIMHUTEIHATA ThKaH




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)
OO HapymeHus 1 Bonka Ha 3auepssBane| Hepasno-
e(eKTH Ha MSACTOTO Ha MACTOTO Ha | Ha MACTOTO | JIO)KEHHUE;
MIPUIIOKEHHE WHXEKTH- Ha urkekTu- [Ipypuryc
pame; pane Ha MSICTOTO
Ymopa; Ha UHXEK-
Brpucane; TUpaHe
[upexcus;”
OTtok Ha
MSICTOTO Ha
WHKEKTH-
paHe

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

6 Ilpe3 nepuona Ha mpociensIBaHETO 3a 6E30IIaCHOCT Ha KIMHUYHOTO NpoyuBane, 10 14 nHoemBpu 2020 1.,
ocTpa nepudepHa JInieBa napajinsa e CboOIIeHa 0T YeTHpuMa ydacTHULH B rpynaTa Ha ”PHK Bakcunara
cperry COVID-19. ITosBara na nurieBa nmapanmsa e Ha [len 37 cnex oza 1 ([lo3a 2 He e npuiioxeHa Ha
yuactauka) u au 3, 9 u 48 cnen [lo3a 2. Hama cro0mmenns 3a cirydan Ha ocTpa nepudepHa JUIeBa
rapajmsa B TpynaTa Ha 1mianeoo.

B. Hexenana peakuusi, ycTaHOBEHaA cJie]] pa3pelaBaHe 3a ynorpeoa.

OrtHacsi ce 3a pbKara, Ha KOSITO € TIOCTaBeHa BaKCHHATA.

[Mo-ronsiMa yecToTa Ha MUPEKCHUs € HaOIII01aBaHa Ciie]l BTopara J103a.

= 4

C’B06H_IaBaHe Ha 11OJ03MpPaHu HECXKCJIaHU PCAKITNH

CpoOmraBaHeTo Ha TOI03UPAHH HEXKEIIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BaykHO. ToBa m03BOJIsIBA /1a IPOABIDKY HAOIIOICHUETO Ha ChOTHOLICHHETO T10J13a/PUCK 32
J€KapCTBEHUS MPOIYKT. OT METUIMHCKUTE CIIEIHAINCTH C€ M3UCKBA J]a ChOoOIIaBaT BeAKa
HOI03MpaHa HEe)KEJIaHa PeaKIys uype3 HaIllMOHaIHa CHCTeMa 3a ChoOIIaBaHe, MOCOYeHa B
[punoxkenne V u 1a BKIIOYAT NAPTUAHUS HOMED, aKO € HAJTUUCH.

4.9 Ilpeno3upane

Vima Hanu4YHU TaHHY 32 TIpeo3upaHe IpH 52-Ma yYaCTHHIH, BKIIOYCHH B KIIMHUYHOTO U3IHUTBAHE,
KOUTO MOPAJIH IPelIKa B pa3pekaaHeTo ca noyqmia 58 mukporpama Comirnaty. Bakcunupanure He
cb0OIIaBaT 3a MOBUILICHA PEAKTOTCHHOCT WJIN HEXKEJIAaHN PEaKIIUH.

B ciydaii Ha ipezjo3upane ce npernopbyBa NPOCIieiiBaHe Ha )KU3HEHUTE (QYHKIUH U Bh3MOXKHO
CHUMIITOMATUYHO JICYUCHUC.

5. ®APMAKOJIOTTYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOiiCcTBa

dapmakoTepaneBTHYHA rpya: BaKCUHH, Apyru BupycHU Bakcunu, ATC koz: JO7BX03

MexaHU3bM Ha IEWCTBUE

Hyxneosugno mogudunupanara nnpopmaunonsa PHK B Comirnaty e noa ¢opmara Ha aunuaHu
HAHOYACTHILIM, KOETO MO3BOJISIBA JOCTaBsiHETO Ha Hepemuiupama ce PHK B knetkure
TFOCTONPUEMHHIIH, 3a J1a HACOYM MPeXoaHaTa ekcrpecus Ha S anturena Ha SARS-CoV-2. uPHK



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

KoaHpa MeMOPaHHO 3aKOTBEH, ITBIHOBEpIKeH S (Spike) mpoTenH ¢ ABe TOYKOBH MyTaIlK B
IIEHTpaJIHAaTa YacT Ha crmpaiara. Myranusra Ha Te3U JJB€ aMUHOKHUCEIMHH JI0 TIPOJIMH CTa0MIIN3Hpa
S (spike) mpoTenHa B aHTUT€HHO MpEANOYMTaHa MPedy3nOHHA CTPYKTYpa. BakcHHATa IpeTM3BHKBA
KaKTO TMPOM3BOICTBO HA HEYTPAIM3UPAIH AHTUTEA, TaKa U KJICThUYEH HMYHEH OTTOBOP KbM S
(spike)-anTHrena, KoeTo MOXe Ia AomprHece 3a 3ammra cperry COVID-19.

EdwukacHoct

[IpoyuBane 2 € MHOTOLIEHTPOBO, MHOTOHAITMOHATHO, PaHIOMHU3UPAHO, I1a1e00-KOHTPOIUPAHO,
3acjerneHo 3a HaOmoaaTens npoyuBade (aza 1/2/3 3a ycraHoBsBaHe Ha 103aTa, CEIEKIUS Ha
KaHAMJATH 32 BaKCHHA U €UKACHOCT MPH YYaCTHUIIM Ha Bb3pacT 12 u moBeye rouHu.
Pannomuzanusra e crparuduiupana mo Bb3pact: 12- 1o 15-roauiinHa Bb3pacT, 16- 10 55-roauiiHa
BB3pACT, WM Ha Bb3pacT 56 u nmoBeue roguau, ¢ MUHUMYM 40% OT yyacTHULIUTE B IpynaTa

>56 ronuan. OT NpOyYBaHETO ca U3KIIOUEHH YYaCTHHUILIN, KOUTO Ca UMYHOKOMIIPOMETHPAHH, U
YUYACTHUIIM C TIPEIUIIIHA KIMHIYHA WK MEKpoOuoiornyHa auarnosa 3a COVID-19. Bkirouenu ca
YYacTHHIIM C BE€Ye CHINECTBYBAIO CTAOMITHO 3a00sBaHe, ONpPeAETIeHO KaTo 3a00JIsBaHe, KOETO HE
HaJiara 3HauuMa MpoMsIHa B TEPAIUATa WIN XOCITUTAIN3aLMUs IOPaaH BIOIABAHE Ha 3a00JsIBAHETO
npe3 6-Te CeAMUIIM PEH BKIIOUYBAHETO, KATO YYACTHHIIN C U3BECTHA CTA0MITHA HH(EKITHS C YOBEIIKH
umyHoaedunurer supyc (HIV), Bupyca na xenarur C (HCV) wim Bupyca na xenatut B (HBV).

Egurxacnocm npu yuacmuuyu va evspacm 16 u nogeue 200unu

B gacrra (a3za 2/3 Ha [IpoyuBane 2, Ha 6a3ara Ha HaTpymnaHu AaHHu 10 14 HoemBpu 2020 r.,
pubam3uTenHo 44 000 ygacTHUIM ca paHAOMU3HMPAaHH IOPaBHO U TPsIOBa na nmomydar 2 mo3u uPHK
BakcuHa cpenry COVID-19 wiu mianedo, ¢ naTepBan 21 nHu. AHaIU3bT 32 e(hUKACHOCT BKIIOYBA
YYaCTHHIIM, HA KOUTO BTOpaTa BAaKCUHAIIMSA € HalpaBeHa B paMKkuTe Ha 19 mo 42 nHu cien mypBaTta
BakcuHanus. [Toseuero (93,1%) BakcuHMpaHu ca moay4drin Bropara no3a 19 no 23 nuu cnen Jo3a 1.
[Inmanupano e ygacTHunuTe fa ObAaT npocueasBanu 1o 24 mecena cnex Jlosa 2 3a OLleHKa Ha
oe3omacHoctTa 1 ehukacHocTTa cperry COVID-19. B k1mHMYHOTO MpOydYBaHe OT YYaCTHUIIUTE CE €
W3UCKBAJIO Ja ChOII0IaBaT MHTEPBA OT MUHUMYM 14 THU Mpelu U clie MPUIOKEHHETO Ha
MIPOTUBOTPUITHA BaKCHHA, 3a Aa nonydaT win mwianebo, uinn nPHK Bakcuna cpemry COVID-19. B
KIMHUYHOTO MPOYYBaHE OT YYACTHULUTE C€ € U3UCKBAIIO [1a ChOII01aBaT HHTEPBaAJI OT MUHUMYM

60 mHYM peau WK Cclies KaTo ca UM OMITH MPHUIIOKEHU KPBBHH MPOLYKTH/TIPOAYKTH OT KPbBHA IIa3Ma
WM IMYHOTJIO0YJIMHY B PAMKUTE Ha BPEMETO JI0 3aBbpIIBaHE HA MPOYYBAHETO, 32 J1a TOIy4YaT WK
mwiane6o, wn nPHK Bakcuna cperry COVID-19.

[Nomynanwmsra 3a aHaTM3 Ha TBPBUYHATA TOYKA 3a eUKacHOCT BKItOYBa 36 621 ydyacTHUIN Ha
BB3pacT 12 u noseue roaunu (18 242 B rpymara va n”PHK Bakcunara cpenry COVID-19 u 18 379 B
rpymnara Ha miane6o), 6e3 JaHHu 3a npeauniHa nHdeknus cbe SARS-CoV-2 10 7 1HU cief BTopaTta
no3a. JlombiautenHo uma 134 ydactHunm Ha Bb3pacT Mexkay 16 u 17 ronunu (66 B rpynara na uPHK
BakcuHata cpenry COVID-19 u 68 B rpymata Ha ruiaie6o0) u 1 616 ygactHunm - Ha Bb3pacT 75 u
noseue rogunu (804 B rpymarta Ha ”PHK Bakcunara cperry COVID-19 u 812 B rpynata Ha uiaie6o).

KbM MOMEHTa Ha MBPBUYHUS aHATH3 32 €DUKACHOCT YYACTHUIMTE Ca MPOCIICICHHU 32 CHMITOMHU Ha
COVID-19 3a o6mo 2 214 yosekoronuuu B rpynara Ha ”PHK Bakcunara cpenry COVID-19 u 06110
2 222 4OBEKOTOMHY B rpyIaTa Ha 1ane0o.

Hsma kITMHHYHO 3HAYMMH Pa3IHKH B 00IIaTa e()UKaCHOCT Ha BAKCUHATA TIPH YYACTHUIIHA C PUCK OT
texka popma Ha COVID-19, BrarounTeHO Te3u ¢ 1 WM moBede ChIIbTCTBAINN 3200 ISIBAHMS, KOUTO
yBeIMuaBat pucka ot Texka popma na COVID-19 (nanp. actma, nHnekc Ha TeiaecHata maca (MTM)
>30 kg/m?, xpornuHo 6en0apoOHO 3a60sABaHe, 3aXapeH AUA0ET, XUIIEPTOHUS).

HHupopmarusaTa 0OTHOCHO e(hUKACHOCTTA Ha BaKCHHATA € IpeacTaBeHa B Ta0uia 2.



Tadauna 2:

EduxacHocT Ha BakcuHaTa — mbpBa nosisa Ha COVID-19 ot 7-mMust aeH cJien

Ho3a 2, 1o Bb3pacTOBH NOATPYNH — yYACTHHIM 0e3 TaHHU 32 MH(peKI U npean
7-mus e cien Jloza 2 — oueHuma nomysanus 3a epukacuoct (7 q1uu)

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

3abenexka: [loTBBbpCHHTE CiTyyau ca ONpEesICH! Ype3 ToJIMMEpa3Ha BEpHKHA peakiys ¢ 00paTHa
tpanckpunrasa (Reverse Transcription-Polymerase Chain Reaction, RT-PCR) u nione 1 cummnTom,
cpotBercTBail Ha COVID-19 [*Onpenenenne 3a ciryyaid: (moHe 1 oT) moBHIIeHa TeMIIEpaTypa, HOBOTIOSIBUIIA
Ce WJIN 3aCUIIeHa KallUIHIa, HOBOIIOSIBUII C€ MJIM 3aCHJICH 3a/lyX, BTPUCaHe, HOBOIIOSIBUIIA CE MJIM yBEIMYeHa
00JKa B MYCKYJIUTE, HOBOIIOSBIJIA CE 3ary0a Ha BKYC HJIM MHUPHC, Bb3MAICHO I'bPIIO, THAPUS UITH

HOBPBIIAHE. |
*

B ananm3a ca BKIIOYCHH YIaCTHHITN 0€3 CEPOIOTHYHHU M BUPYCOJIOTHYHH JaHHU (TIpean 7-MHS ACH Clie]
NPUIOKEHUE Ha MOCIeHaTa 103a) 3a MuHaaa nHpeknus cb¢ SARS-COV-2 (T.e. OTpHIIATEIHN 32 aHTHTEA
¢ N-cBpp3Bane [cepym] Ha Busnta 1 n Heotkpur SARS-CoV-2 ¢ Tect 3a ammmndukanus Ha HyKISHHOBA
kucenuna (nucleic acid amplification tests, NAAT) [nasanna HaTpuBka] Ha Busuru 1 u2) u ¢
orpumnateneH pesyntat oT NAAT (Ha3anmHa HaTpHUBKA) IPH BCSAKA HETUTAHMpPaHa BU3UTA TIPEIH 7-MHUS I€H

caen Jlosa 2.

a. N = Bpoii yuacTHHIIM B TOCOUYEHATA TpyTMIa.

o

Nl = Bpoii yyacTHHIM, OTTOBAPSILM Ha ONPEAEICHUETO 3a KpaiiHaTa ToUKa.

B. OO nepuox Ha HaOmoxeHue B X (1 000) yoBekoroanHM 3a JajaeHara KpaiHa To4Ka IpU BCUYKH
Y4YacTHMIM BbB BCSIKA PUCKOBA IPyIa 3a KpaliHaTa Touka. BpeMeBHAT epro/ 3a HAaTpyNBaHe Ha CIIydau Ha
COVID-19 e ot 7-mus neH cien [o3a 2 10 kpasi Ha meproia Ha HaOIIIOCHUE.

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

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

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

COVID-19 ot 7-mus aeu ciex o3za 2, B cpaBHeHHE ¢ 1anedo, e 94,6% (95% noBeputenieH HHTEpBAI

ot 89,6% 1o 97, 6%) npu yyactHun Ha 16 1 OBeYe rouHM ChC WU Oe3 JoKa3aTeICTBa 3a
npenuniHa napeknus cbe SARS-CoV-2.

JIOTTBITHUTEITHO €IMH TTOATPYIIOB aHAIN3 HA MbPBUYHATA KpalfHa TOYKA IOKa3Ba CXOJHN OILICHKU Ha
TOYKAaTa 32 e(UKACHOCT NP TPYNUTE TI0 M0JI, ETHUYECKA PHHAUIEKHOCT M YIaCTHHUIIN ChC
CBITBTCTBAIIY 3a00JIIBaHMA, CBHP3aHU C BUCOK PHCK OT Texkka ¢opma Ha COVID-109.

Eduxacnocm u umynocennocm npu onowu na év3pacm 12 0o 15 2oounu

[Ipu ananu3 Ha [IpoyuBane 2 npu r0HOMIK Ha Bb3pacT 12 10 15 roauuu 0e3 JaHHM 3a IPEIUIIHA
nHbpeknys, Hsama ciydan npu 1 005 ygacTHuIM, MOTyYrIN BakcuHaTta, 1 uMa 16 cinydas npu

978 yuactauny, momydnny mianebo. ToukoBara orenka 3a eukacuocT e 100% (95% nosepuresen
unrepsain 75,3; 100,0). [Tpu yyacTHunm che mim 6e3 qaHHH 3a npeauiiHa nHpekuus uma 0 ciydas
npu 1 119-te yyacTHHIM, MOMTyYnIn BakcuHaTa, 1 18 cinyvas npu 1 110-te yyacTHHUILIN, TOTYIHIIH



mare60. ToBa chINoO MOKa3Ba, Ue TOUKOBaTa oneHKa 3a epukacHoct € 100% (95% mosepurenen
untepsan 78,1; 100,0).

B IlpoyuBane 2 e mpoBe/eH aHANIN3 Ha TATPUTE Ha HEYTPAIM3UPALIUTE aHTUTENA CPELLy
SARS-CoV-2 1 mecen cien Jo3a 2 npu u30paHa Ha ClIydacH MPUHIIMII MOATPYIa y4aCTHHIINA O0e3
CEpOJIOTMYHH WJIM BUPYCOJIOTHYHH JaHHU 3a MuHana nHdpexus cbc SARS-CoV-2 no 1 mecen cnen
Jo3a 2, cpaBHsBaIl OTTOBOPA NPH FOHOIIM Ha Bb3pacT 12 no 15 roxunu (N = 190) ¢ To3u npu
y4acTHHIM Ha Bb3pacT 16 1o 25 rogunu (n = 170).

CHOTHOLIICHUETO Ha CPeTHUTE TeOMeTpHYHM TUTpH (geometric mean titres, GMT) npu Bb3pacToBara
rpyna 12 no 15 roguau cripsiMmo Be3pacrosara rpymna 16 no 25 rogunu e 1,76, ¢ 2-ctpanen 95% 1
1,47 no 2,10. CriegoBaTeIHO € JOCTUTHAT KPUTEPHAT 32 HE MO-Majika e(h)UKaCHOCT, KOWTO €
cpoTHOIIEHHE 1,5 , Thil KaTo monHaTa rpanuua Ha 2-ctpanHust 95% JIU 3a cpeJHOTO reOMETPUIHO
cpoTHoIeHue (geometric mean ratio, GMR) e >0,67.

[lenuarpuyna nomnyianus

EBporeiickaTa areHiys o jekapcTBaTa oTJiara 3aIbDKEHHETO 3a MIPEIOCTaBsIHE Ha Pe3yJITATUTE OT
npoyuBanusTa ¢ Comirnaty B neimaTpuuHara nomynanus npu npesernus Ha COVID-19 (Bx.
Touka 4.2 3a nuH(popMaLus OTHOCHO YHOTpeda B IeAUATPUATA).

To3u nekapcTBEH MPOAYKT € pa3pelieH 3a yrnorpeda 1o T. Hap. CXeMa ,,pa3peraBaHe Mo yciIoBHue".
ToBa o3HavaBa, Y€ 3a TO3M JEKAPCTBEH MPOAYKT CE OYaKBAT AOMBJIHUTENHH NaHHU. EBponeiickaTta
areHIys 10 JIeKapcTBaTa e U3BBPIIBA MPEriie]l Ha HoBaTa WH(POPMAIIUS 32 TO3H JIEKAPCTBEH MPOIYKT
MOoHE BeIHbK roauitHo U Ta3u KXII choTBETHO 11I€ ce aKkTyaau3upa.

5.2 @apmMakoKHHeTHYHHM CBOWCTBA

Henpunoxumo.

5.3 IlpeakJIVHUYHYU JaAHHU 32 0€30MACHOCT

HexnuHnvHuTE JaHHU HE MOKa3BaT 0COOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
MPOYYBaHUS 32 TOKCUYHOCT NPU MHOTOKPATHO MpHUJIaraHe, PernpoayKTUBHA TOKCHYHOCT M TOKCUYHOCT

3a pa3BUTHETO.

OO0111a TOKCUYHOCT

[TrpxoBe, Ha kouto Comirnaty e mpuiiaraHa HHTPAMyCKYJTHO (IIOJTydaBaliy 3 ITBJIHH I03H 33 X0pa
BEJIHBK CEIMUYHO, T€HEPUPALI OTHOCUTETHO BUCOKH HHBA MIPH IUTBXOBE MOPAAH PA3INYMITA B
TEJIECHOTO TErJI0), OKa3BaT MAIbK OTOK U €PUTEM Ha MSCTOTO Ha MH)KCKTHUPAHE U yBEJIMYaBaHe Ha
Oenute KPBbBHU KJIETKH (BKIFOYMTETHO 0230 1 €03MHODHIN), ChOTBETCTBAIIN HA BB3MATUTEICH
OTrOBOp, KAKTO U BaKyOJIN3aLMsI HA MOPTATHUTE XENaTOUUTH Oe3 TaHHM 3a YepHOAPOOHO yBpEKAaHE.
Benuku edextr ca Omim oOpaTuMu.

FCHOTOKCI/I‘lHOCT/KaHHCD OT'CHHOCT

He ca mpoBexxmanu Ipoy4YBaHMsI HUTO 32 TCHOTOKCHYHOCT, HUTO 3a KaHIleporeHHocT. He ce ouakBa
KOMITOHEHTHTE Ha BakcuHara (yumuan 1 nPHK) na uMat reHOTOKCHYEH TOTEHITHAIT.

PenponykTuBHA TOKCHYHOCT

PenponykTHBHATA TOKCHYHOCT M TOKCHYHOCTTA 32 PAa3BUTHETO Ca U3CIICABAHU TPH IUTHXOBE B
KOMOWHHUpPAHO MPOyYBaHe Ha PEPTHIUTETA M TOKCHYHOCTTA 332 Pa3BUTHETO, pu koeTo Comirnaty e
MpUJIaraH UHTPAMYCKYJIHO Ha dKEHCKH ILThXOBE MpeaIn Yu(TOCBAHE U 110 BPEME Ha recTarus
(nmonyyaBaiy 4 HJIHU 103U 3@ XOpa, FTEHEPUPAIY OTHOCUTEITHO BUCOKY HUBA MPH ILTHXOBE MOPaTH
pasnuuusTa B TEJIECHOTO TETJI0, B IEpHoJa MEXIY JcH 21 mpeu YyuTOCBaHETO U reCTallMOHCH
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nen 20). OTroBopH ¢ MosBa Ha HeyTpanu3upaiiy aatutena cpenry SARS-CoV-2 nMa mpu )KHBOTHHTE
Ma#KH OT mepuoja mpeau YuhTOCBAHETO 0 Kpas Ha MPOYUBAHETO B MOCTHATAJICH JACH 21, KakTo U
npu peTycuTe U mokoseHneTo. HiMa cBbp3aHu ¢ BakcuHaTa eeKTr BbpXy HepTHIINTETA,
OpeMeHHOCTTa Wi eMOPHO(ETATHOTO PA3BUTHE UITH PA3BUTHETO HA MOKOJCHUETO. JIMIICBAT TaHHU 3a
Comirnaty OTHOCHO PEMHHABAHETO HA BAKCHHATA MPE3 TUIAIIEHTATA WU EKCKPEIHATA B MIISIKOTO.

6. OAPMAIIEBTUYHU JAHHHA
6.1 CnuchbK Ha IOMOIIHHUTE BEIIECTBA

((4-xunpoxcubyTmiT)azaneanmi )ouc(xekcan-6,1-numn)ouc(2-xexcmwigekanoat) (ALC-0315)
2-[(mommerunenriukoin)-2000]-N,N-muterpanermnaneramus (ALC-0159)
1,2-mucteapoun-sn-riuiiepo-3-pochoxomun (DSPC)

XonecTtepon

Kanues xnopun

Kanues nquxuaporendocdar

Hatpues xnopug

Junarpuer pocdat auxumpar

3axaposa

Bona 3a umxekuuu

6.2 HecbBMECTUMOCTH

To3u nexapcTBeH NPOAYKT He TpsiOBa Jla ce CMecBa ¢ APYTH JIEKAPCTBEHH MPOAYKTH, C U3KIIIOUEHUE Ha
[IOCOYEHUTE B TOUKA 6.6.

6.3 Cpok Ha rogHocT

HeotBopen duakon

3ampazen praxon

6 mecera npu -90°C o -60°C

B pamxwuTe Ha 6-MecedHHs CPOK Ha TOJAHOCT HEOTBOPEHUTE (IIAKOHH MOXKE JIa C€ ChbXpaHABaT U
TpaHncnoptupart npu -25°C 1o -15°C 3a eqHOKpaTeH nepruos A0 2 CEAMULH, CIIEA KOETO MOXKeE J1a ce
BBPHAT 00PaTHO 3a chXpaHeHue npu Temneparypa -90°C go -60°C.

Pasmpazen ¢pnaxon

1 mecen pu 2°C o 8°C

B pamkuTe Ha 1-MecedHust Cpok Ha TOJHOCT HpH ycioBusATa Ha cbxpaHenue ot 2°C mo 8°C, 3a
TpPaHCIIOPTUPAHE MOXKE J1a Ce U3Mo3BaT 10 12 vaca.

[Ipenun ynotpeba HEOTBOpEHHAT IIAKOH MOXKeE Jja c€ ChXpaHsBa 0 2 yaca IpH Temreparypa 1o 30°C.

Cuen pasMpassiBaH€¢ BaKCHUHaTa HE TpﬂﬁBa aa ce 3amMpa3siBa OTHOBO.

Paboma npu memnepamypru OmkioHeHUsl Cle0 u3eaxcoare om gpuzepa

JlanHMTE 3a CTAaOMIIHOCT TIOKa3BaT, Ye HEOTBOPEHUAT (UIAKOH € CTabuIeH 10!

o 24 yaca, xoraTo ce cbXpaHsBa npu Temneparypa ot -3°C no 2°C

o 00110 4 yaca, Korato ce cbxpanssa npu temneparypa ot 8°C no 30°C; Tosa Bkiroua 2-ta yaca
pu Temiepatypa o 30°C, onucanu no-rope

Ta3u nHpOpMaIUs e npeTHa3HaueHa Ja YII'BTH METUIIMHCKUTE CIICIIMAIMCTH CaMo B CITydail Ha
BPEMEHHO TEMIIEPATYPHO OTKIOHEHHUE.

Tpanceep na s3ampazenu raxonu, coxpansasanu npu cepwvxuucka memnepamypa (<-60°C)
. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamaly, Chabpikamu 195 ¢urakona,
M3BaJZIeHH OT ChXPaHEHHUE B 3aMPA3€HO ChCTOSHHUE MIPH CBPBXHHUCKA Temreparypa (<-60°C),
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MOTaT Jia 0OCTaHaT Ha Temreparypa 10 25°C He moBeue OT 5 MUHYTH.

o [lnuTkuTe KyTHH ¢ (hIaKOHU, Ha KOUTO KalalluTe Ca OTBOPEHH HITH TE€3H, KOWTO ChIIBPKAT
nmo-mMaiko ot 195 ¢akoHa, cies KaTo ca U3BaJICHU OT ChXPAaHEHUE B 3aMPa3cHO ChCTOSIHUE TIPH
CBpBXHHUCKa Temneparypa (<-60°C), morar aa octanaT Ha TeMnepatypa a0 25°C He moBeue OT
3 MUHYTH.

o Cren xato KyTHHTE ¢ (IIAKOHH Ce BhPHAT 00PAaTHO 32 ChXpaHEHUE B 3aMPa3eHO ChCTOSIHUE CIIe]]
SKCITO3UIIMs Ha Temmeparypa 10 25°C, Te TpsAOBa J1a OCTaHAT Ha ChbXPAaHCHHE B 3aMPa3cHO
CBCTOSIHUE B MIPOJIBIKEHUE HA Hal-MaJIKO 2 Yaca, IPEe/IH J1a MOorar Jia ObJIaT H3BaJJIeHH OTHOBO.

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

. [InuTkuTe KyTHU ¢ IaKOHH, KOUTO ca 3aTBOPEHU C Kamalld, Chabpikamu 195 ¢urakona,
M3BaZIeHH OT ChXpaHeHHe B 3ampaseHo cherosaue (-25°C mo -15°C), MoraT 1a octaHat Ha
Temmeparypa o 25°C He nmoBeve OT 3 MUHYTH.

o [MnuTkuTe KyTHH ¢ HIAKOHH, HA KOUTO KAMAIUTE Ca OTBOPEHH WIIH TE€3U, KOUTO ChIABPIKAT
mo-MaJiko ot 195 ¢makoHa, clie/l KaTo ca U3BaJCHU OT ChXPAaHEHHE 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 (DJIaKOH € U3BaJIeH OT ITUTKATa KyTHs ¢ ()JIaKOHH, TOH TPpsAOBa Aa ce
pasMpasu 3a yroTpeoa.

P a3pCACH JCKAPCTBCH NPOAYKT

Joka3zana e xuMu4Ha 1 GU3NYHA CTAOMITHOCT TI0 BpeMe Ha yrnoTpeba, BKIIOYUTENHO M0 BpeMe Ha
TpaHcIopTupane, 3a 6 yaca npu 2°C no 30°C ciex paspexnane B HarpueB xsopua 9 mg/ml (0,9%)
MHXEKINOHEH pa3TBop. OT MUKPOOHOJIOTMYHA TJI€HA TOYKA, OCBEH aKO METOABT Ha pa3pekIaHe
U3KIII0YBA PUCK OT MUKPOOHA KOHTaMHMHALNS, IPOAYKTHT TPAOBa Ja ce M3M0a3Ba BeaHara. AKo He ce
M3M0J13Ba BeJHAra, BpeMEeTO 1 yCIOBUsATa Ha ChXpaHEHHEe N0 BpeMe Ha yroTpeba ca OTTOBOPHOCT Ha
moTpeOuTeNs.

6.4 CneuuaaHu ycja0BUs HA CbXpPaHEHHe

Ja ce cpxpansiBa BbB (hpusep mpu -90°C no -60°C.

Ja ce cpxpaHsiBa B OpUTHHAIHATA OTAKOBKA, 32 1a CE MPE/IIa3h OT CBETIHHA.

ITo Bpeme Ha ChXpaHEHUE CBEETE 10 MUHUMYM H3JIaraHeTo Ha CTaifHa CBETJIMHA U H30srBaiiTe
u3JIaraHe Ha Ipsika CI'IbHYEBa CBETIUHA U YITPABUOJICTOBA CBETIIUHA.

C pa3mpasenuTe GrakoHH MOXKE J1a ce pabOTH B YCJIOBHSI HA CTaliHa CBETIIMHA.

3a ycioBusATa Ha ChXPAaHEHHUE CIIE/ pa3MpassBaHe U pa3pexkIaHe Ha JCKApCTBEHUS MPOTYKT BIDKTE
TO4YKa 6.3.

6.5 Buau cpabprkaHne Ha ONMAKOBKATAa

ITpo3pauen MHOT0/1030B (uakoH (cThK0 THI |) 2 Ml cbe 3amymanka (cuHTeTHYHA OPOMOOYTHIIOBA
ryma), ¢ alyMHHHEBa 0OKaTKa M OTYYIBAIIO Ce IUIACTMACOBO Karaue. Beeku ¢uiakoH chabpika 6 1o3m,
BHDKTE TOUKa 6.6.

Bun omakoBka: 195 ¢pmakona

6.6 CnenuajHu npeanasHu MepPKH NPHU U3XBbPJIsiHEe U padoTa

Vkazanus 3a pa60Ta

Comirnaty TpsibBa 1a ce€ IPUTOTBH OT MEIUITMHCKH CIICITHAIKCT, KaTO C€ M3IT0JI3BA aCENITHIHA
TEXHUKA, 33 JIa CE FApaHTUPa CTEPHIIHOCTTA HA IIPUTOTBEHATA JIUCTICPCHS.
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PASMPA3ABAHE IIPEJIN PA3PEKJIAHE

"\ | « MHOro030BHAT HIAKOH CE ChXPAHSBA
3aMpa3eH U TpsiOBa Jia ce pa3Mpasu npeau
He noseue ot paspexmane. 3ampa3eHuTe QIIaKOHH TPSOBa
2 yaca Inpu Jla ce TpeHecar B cpena ¢ temmneparypa 2°C

cTaliHa 1o 8°C, 3a ga ce pa3Mpassit;
pa3Mpa3sBaHETO Ha eHA ONAKOBKa ChC
TEMIIEpAaTypa 195 ¢pnaxona moxe 1a oTHeMe 3 Yaca.
(Il 0 30°C) BT,?MO)KCH € CBIIO JPYT BapUaHT, IPU
KOITO 3aMpa3zeHnTe (hIakoHH Jia ce
J/ pasmpaszsr 3a 30 MUHYTH TIpH TEeMIepaTypa

1o 30°C 3a He3abaBHA ymoTpeoa.

e HeoTBOopeHHUAT (i1akoH MOXKE J1a ce
chXpaHsBa 3a nepuop 1o 1 mecerr mpu 2°C
1o 8°C. B pamkure Ha 1-MecedHHS CPOK Ha
TOJHOCT MIPY YCJIOBHSITA Ha CbXPAaHEHUE OT
2°C po 8°C, 3a TpaHCHIOPTHpAHE MOXKE Ja
ce u3noiasBart 1o 12 yaca.

e OcraBere pa3Mpa3eHUT (IakoH Ja
JOCTHTHE CTaiiHa TeMIeparypa u
BHUMATEJIHO IO 00bpHeTe 10 mbTH mpeau
paspexnane. He paskiainaire.

e [lpenu pa3pexaaHe pazMpaszeHaTa
JHMCIepCHs MOKe Ja ChABbpKa Oenun 10
o4ty O6eau Hempo3pauyHu aMopPHU
JaCTHIIN.

PA3ZPEX/IAHE

e Pa3mMpa3scHara BakcHHA TpsIOBa J1a ce
paspenu B HEHHHS OpUTHHAICH (DJIAKOH C
1,8 ml narpues xmopun 9 mg/ml (0,9%)
/\ HMH)KEKI[MOHEH Pa3TBOP, KaTO Ce M3IO0JI3Ba
‘ uria 21 G, Wi no-TbHKa, U acenNTUYHa

TCXHHKA.

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

W3paBHeTe HANATAaHETO BHB (DakoHa mpeu
Jla U3BAUTE UIJIaTa OT HETo, KaTo
u3rernute 1,8 ml B31yX B U3Mpa3HEeHATa
CTIIPUHIIOBKA HA Pa3peIuTeIs.

Baumareano — 10 nnTH

BuuMareHO 00bpHETE paspeacHara
muctiepcust 10 mptr. He paskiarmaiire.
Pazpenenara BakcuHa TpsiOBa 1a
MIPEJICTaBIISIBA MTOYTH Osiia quctepcus 0e3
BUIMMH YacTUIH. He n3non3saiite
paspezieHaTa BaKCHHA TP HAJTHIHE HA
YaCTHIIM WM IPOMSHA B IIBETA.
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Date / Time:

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

Ha paspenennte pnakonu tpsaoBa na ObaaT
oT0ensI3aHN CHhOTBETHUTE JaTa U Jac.
Crnen pa3pexxaane, cbxpanspaiite mpu 2°C
1o 30°C u u3no3BaiiTe B paMKUTE Ha

6 "aca, BKITIOYUTEITHO BPEMETO 3a
TpPaHCIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamiante
paspeneHaTa nucriepcus. Axo ¢ Ona
MOCTaBEHa B XJIAIUITHUK, OCTaBETE
paspeneHaTa JUCIepcusi 1a JOCTUTHE
CTaifHa TemmepaTypa mpean yrnorpeoda.

HNPUI'OTBAHE HA HTHAMBUJIYAJIHA JO3HU

COMIRNATY OT 0,3 ml

0,3 ml paspenena
BAaKCHHA

Cren paspexnane GpIakoHBT ChIbPKa

2,25 ml, oT KOUTO MOraT Ja ce U3TErsAT

6 go3u mo 0,3 ml.

Karo m3nona3Bare acenTHYHa TEXHUKA,
MOYUCTETE 3aIlylajKaTa Ha (JIakoHa ¢
TaMIIOH 3a €HOKpaTHA yrnoTpeda, HaIlloeH C
AHTHUCETITUYCH Pa3TBOP.

Uzrernere 0,3 ml Comirnaty

TpsiOBa Ja ce U3MON3BAT CIPHHIIOBKH W/WITH
UTJIA ¢ MaTBK MBPTHB (HEU3ITOI3BAEM)
o0eM, 3a J1a ce U3TETJIAT IIECT 03U OT eIUH
(hnaxon. KomOWHaIMATa OT CIPUHITOBKA U
UTJIa C MaTbK MBPTHEB 00eM TpsiOBa J1a MMa
MBPTHB 00EM HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce M3M0I3BaT CTaHAAPTHH CIIPHHIIOBKH
Y WIJIK, MOKE J1a HAMa JIOCTaTh4eH 00eM 3a
M3TETJISIHE Ha IECT 03U OT eIUH (DIIaKoH.
Bcesika no3a tpsioBa n1a ceabpxa 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO Ha OCTaHA/IaTa BbB
(h1akoHa BakCHMHA HE MOKE J1a TOCTaBH
eaHa 1s1a qo3a ot 0,3 ml, u3xBbpere
(hy1aKoHA U U3JTHIITHUS 00eM

U3xBBprieTe HEU3MOI3BaHATa BAKCHHA B
pamkuTe Ha 6 yaca cies pa3pekaaHe.

UsxBbpasiHe

Hewnznons3BanusT nexapcTBeH NPOAYKT WU OTHAABYHATE MaTepHalId OT Hero TpsiOBa Ja ce M3XBBPIIAT

B CBOTBCTCTBUEC C MCCTHUTC N3HUCKBAHU.
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7. NHNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

T'epmanus

ten.: +49 6131 9084-0

daxc: +49 6131 9084-2121

service@biontech.de

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/20/1528/001

9. JATA HA ITBPBO PASPEIHIABAHE/ITIOJHOBSBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jara Ha epBO paspemanane: 21 gexkemBpu 2020 .
10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[TonpoGHa nHOpManUs 3a TO3M JCKapPCTBEH MPOAYKT € MPeI0CTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 1o Jiekapcraata http://www.ema.europa.eu.
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HPUJIOKEHHE |1
MMPON3BOJUTEJIN HA BUOJIOI'NYHO AKTUBHUTE
BEIIECTBA U ITIPOU3BOAUTEJIN, OTTOBOPHHU 3A
OCBOBOXKIABAHE HA ITAPTUIN

YCJIOBUS NJIKM OTPAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA N UBNCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NN OTPAHUYEHUS 3A BE3OITACHA 1
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

KOHKPETHO 3AABJI’KEHUE 3A UBITbJIHEHUE HA MEPKHN
CJIEJ -PASPEIIIABAHE 3A YIIOTPEBA IO/ YCJIOBUE
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A. NPOU3BOIUTEJIN HA BUOJIOT'MYHO AKTUBHUTE BEIIECTBA 1
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA ITAPTHU/IA

Hme n aapeC HAa MPOU3BOAMTCIINTE HA OHOJIOTUYHO aKTI/IBHOTO(I/ITe) BCH_ICCTBO(a)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'epmanus

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

35401 Marburg

I'epmanus

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

I'epmanus

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

CAIII

Hme u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOXKAAaBaHE HA HAPTHINTE

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmanus

Pfizer Manufacturing Belgium NV
Rijksweg 12
2870 Puurs

benrus

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

C orJjiel Ha ACKJIapupaHaTa CIICHIHOCT, CBbp3aHa C 06H_IeCTB€HOTO 3ApaBC OT MCXKAYHAPOJHO

3Ha4YCHUE, U 32 J]a Ce OCUTYPH PaHHA JIOCTaBKa, TO3H JIGKAPCTBEH MPOAYKT € O0CKT Ha OrPaHHYCHO BHB
BpPEMETO M3KIIOUCHHE, IaBaIl0 Bh3MOKHOCT 3a TIPHEMaHe Ha aHAJIM3a 32 KOHTPOJI Ha MMapTUIINTE,

U3BBPIICH B perucTpupano(n) Msicto(ecta) Ha MPOM3BOICTBO, JOKATU3MpaHo(u) B TpeTa cTpaHa. Tosa
M3KIIIOUEHHE MpecTaBa Aa 0b1e BayinaHo Ha 31 aBryct 2021 r. BeBexkaaHeTo Ha yciaoBus 3a Oa3upaH B
EC xoHTpOJ Ha MapTUIUTE, BKIIOYUTEIHO HEOOXOAMMHUTE MPOMEHHU B YCIIOBHUSATA HA Pa3peLICHUETO 3a

ynotpeba, TpsioBa 1a ObAaT 3aBbpIIeHH Hal-KbcHO 10 31 aBryct 2021 1., B ChOTBETCTBHE CHC

ChIJIaCyBaHUS IIJIAH 3a TO3U TpaHC(bep Ha aHalin3a. I[OKJ'Ia,I[I/I 34 rporpeca Tp$I6Ba Ja 6’B,I[aT nogJaaCcHH

1o 31 mapt 2021 r. u 1a ObAAT BKIIOYCHU B TOAMIITHOTO 3asIBJICHUE 3a MIOHOBSBAHE.

b. YCJIOBUS WJIN OTPAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MIPOAYKT CE OTITyCKa I10 JIEKAPCKO NPEAIIUCaHuE.

18



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 crucek), mpensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, n BbB BCHUKHU CJIEABALIM aKTyaJIN3aLNH, TyOJIHMKYBaHH Ha
EBPOTICHCKHUS yeOIopTal 3a JeKapCTBa.

[IpurexxatensaT Ha pasperienuero 3a ynorpeda (IIPY) Tpsdsa na nogane nepus [TAZLD 3a To3u
IPOLYKT B CPOK OT 6 Mecella clle/l pa3pellaBaHeTo 3a yrnorpeoa.

r. YCJI0BUA WJIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT

. Ilnan 3a ynpasiaenue Ha pucka (ITYP)

[Ipurexatensar Ha pa3pemennero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE
JIEHHOCTH U ACHCTBHS, CBBP3aHHU C NIPOCIICASIBAHE HA JIEKAPCTBEHAaTa 0€301acHOCT, IIOCOYEHH B
onobpenus [1YP, npeacrasen B Moayn 1.8.2 Ha pa3perienuero 3a ynorpeda, KakTo U BbB
BCUYKH CJICABAIIN OJ00pEHH akTyanu3aiuu Ha [TYP,

Axrtyanmmsupas [IYP tps6Ba na ce mogasa:

o 1o uckaHe Ha EBponelickaTa areHuus 1o JeKapcTBaTa;

. BHUHArW KOTaTO C€ U3MEHS CHCTEMAaTa 3a yIpaBJicHHE Ha pUCKa, 0COOCHO B pe3y/ITaT Ha
noJiyyaBaHe Ha HOBa MH(OPMAITHUs, KOATO MOXKE Ja TOBE/IC 10 3HAUMMU MPOMEHU B

CbOTHOILICHHUETO HOH3a/pI/ICK, I CJIEA JOCTUTAHC Ha BaXXCH €Tall (BT:»B BPB3Ka C IpocCiieaaBaHe

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

A. KOHKPETHO 3AABbJKEHUE 3A U3IIBJIHEHUE HA MEPKMU CJIE/]
PA3ZPEIIIABAHE 3A YIIOTPEBA 11O YCJIOBUE

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

onpexaenenus cpok [IPY TpsOBa 1a U3IIBIHN CIIETHUTE MEPKH:

Onucanue Cpok
3a f1a 3aBBPIIKM 0XapaKTePU3UPAHETO Ha aKTUBHOTO BEIISCCTBO U KPalHUs toau 2021 r.
npoaykt, [IPY TpsabBa na npenocTaBu JOITBIHUTEIIHY JTaHHU. MexauHan

JOKJIa TH:

31 mapr 2021 .
3a ;a ce rapaHTHpa MOCTOSHHO KauyeCTBO Ha mpoaykTa, [IPY tpsora na toau 2021 r.
NPEI0CTaBU JOMBIHUTETHA HHPOPMAITHS 33 3aCHIIBAHE HA CTPATETUATA 32 MexauHHI
KOHTPOJI, BKIFOUUTEITHO CIICIM(HUKAIINN HAa aKTUBHOTO BEIIECTBO U KpaiHUs JOKJIaJu:
MPOAYKT. mapt 2021 r.
3a fa ce MOTBBPAU NPOPUIBT Ha YMCTOTA U JIa CE rapaHTHPA ISUIOCTCH toau 2021 r.
Ka4eCTBEH KOHTPOJ U TIOBTOPSIEMOCT OT MapTHAA J0 MAapTHAA TPE3 HEIHs MexauHHI
JKU3HEH IUKBJI Ha KpaiHusg npoaykT, [IPY tpsbBa ga npegocraBu JTOKJIAJN:
JOMBIHUTETHA HH(pOPMAIIHS 3a ITPoLieca Ha CHHTE3 M CTpaTeruaTa 3a KOHTpoJ 3a | ssuyapu 2021 r.
romorHoTo Benrectso ALC-0315. anpun 2021 r.
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Onucanue Cpox

3a fa ce MOTBBPAU NPOGUIBT Ha YMCTOTA U J1a CE rapaHTHPA ISUIOCTCH toau 2021 r.
Ka4eCTBEH KOHTPOJI U IOBTOPSIEMOCT OT NMapTUAA A0 NapTUAA IPe3 LeHs MexauHHI
JKU3HEH LHUKbJ Ha KpaitHusg nponykr, [IPY TpsOBa ga npempocraBu JOKIAIN:
JOIIBJIHUTENHA HH(OpMAIKS 3a Tpolieca Ha CHHTE3 U CTpaTerusTa 3a KOHTpol 3a | ssHyapu 2021 r.
nomoIiHoTo Beriectso ALC-0159. anpui 2021 r.

3a nma ce moTBBpAU epukacHOCTTa 1 Oe3omacHocTTa Ha Comirnaty, [IPY tps6Ba
Jla mofia/ie OKoH4aTeHus Jlokiaa OT KITIMHUYHO MTPOyYBaHe 3a
PaHIOMHU3UPAHOTO, THIAIe00-KOHTPOIMPAHO, 3aCTICTIEHO 32 HAO0AATeIs
npoyuBade C4591001.

nexemBpu 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
uPHK Bakcuna cperry COVID-19 (aykneo3unno Mmoauduirpana)

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Cren paspexaane Bceku (GakoH chabpska 6 mo3u mo 0,3 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomorrau BemectBa: ALC-0315, ALC-0159, DSPC, xoecTepoi, KalueB XJI0pH I, KajIueB
quxuaporenpocdat, HaTPHUEB XJIOPHI, TUHATPUEB PocdaT AUXUAPAT, 3aXap0o3a, BOAA 33 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 PUIOKEHUE CIIe]] pa3pexkKaaHe.
ITpenn ynotpeba mpoyereTe INCTOBKATA.

Ckanmpaiite QR koza 3a moBede uHpopmarms.

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

WHXCKIIMOHCH pa3TBOpP.

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

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Cpoxk Ha rogaoct nipu 2°C 10 8°C: .....oeveeei.
(MaxcumyM 1 Mecell; HanpaBeTe MPEAUIIHKUS CPOK Ha TOTHOCT HEYCTIINB)
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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
MpPeTa3y OT CBETIINHA.

Crnen pazpexxaane, cbxpansaBaiite 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 NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME 1 AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/20/1528/001

13. TTAPTHUJAEH HOMEP

[TapT.Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItoUM HH(opMarus Ha bpaiinosa 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 JIEKAPCTBEHUA 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/gac 3a U3XBBPIISHE:
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Comirnaty KOHIeHTPAT 32 HHY3NOHHA TUCTIePCHs
uPHK Bakcuna cpeury COVID-19 (aykneo3nnno Mmoguduuupana)
COVID-19 mRNA Vaccine (nucleoside modified)

vTOSI/I JICKaPCTBEH IMPOAYKT IOICKH Ha JOMBJIHUTEIHO HaOmoaeHue. ToBa 1i1e o3B0oIH OBP30TO
yCTaHOBSIBaHE HA HOBa MH(OPMAITHI OTHOCHO Oe30macHoCTTa. MOXKeTe 1a JaeTe CBOSI IPUHOC KaTo
CHOOIIUTE BCSKA HEXKETAHA PeaKIlHs, KOSTO CTE MOJYyYWId. 3a HAaYWHA Ha ChOOIIaBaHe Ha HEXEIaHU
peakuuu BUXKTE Kpasi Ha Touka 4.

IIpouyeTeTe BHUMATEIHO LSIJIATA JJUCTOBKA, peau 1a Bu 0bae NpwioskeHa Ta3u BAKCHUHA, Thil
KaTO T CbAbP:Ka BaxkHa 3a Bac nudopmanus.

. 3amazere Ta3u JMCTOBKA. MoJKe /1a ce HaJIOXKH JIa sl MPOYETETE OTHOBO.

. AKO MMaTe HAKaKBH JTOITBIHUTETHN BBIIPOCH, TONTMTaiiTe Bammms iekap, hapMareBT mwim
MEIULMHCKA CecTpa.

. AKO TIOJTyYHTe HAKAKBU HEXKEJIaHU PeaKIluu, yBeJoMeTe Baius nekap, GpapManesT uiu

MCIOUIIMHCKA CECTpa. ToBa BKII0YBa ¥ BCHYKH BB3MOKHHU HEXKEIIaHU p€aKknnun, HEOIMMCaHU B
Ta3u JUCTOBKa. BrkTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnsgsa Comirnaty u 3a KakBO ce W3I0J3Ba

Kakso Tps0Ba na 3Haere, npeau n1a Bu 6bae npunoxen Comirnaty
Kak ce nmpunara Comirnaty

BB3MOXHHN HEXeTaHU peakun

Kak na cpxpansBate Comirnaty

ChabpkaHue Ha ONAaKOBKATa M JOIBIHHUTEIIHA HHPOPMAIIUS

BRI .

1. Kaxkso npeacraBiasgsa Comirnaty u 3a KakBO ce H3M0J13Ba

Comirnaty e BakCHHa, KOSITO C€ M3MOJ3Ba 3a Ipemna3Bane ot 3abomsaBane or COVID-19, npuunaeHo
ot Bupyca SARS-CoV-2.

Comirnaty ce npuyiara Ha Bb3pacTHHU M FOHOIIIM, Ha Bb3pacT 12 1 1oBeYe rOuHM.

Baxcunara craBa mpuunHa IMyHHATa cucTeMa (eCTECTBEHHUTE 3alllUTHU CHJIM Ha OpraHu3Ma) aa

MPOM3BEIKa AHTUTENIA ¥ KPBBHHU KIIETKH CPEIIy BHPYCa, KATO TaKa OCUTYPsIBa 3aIllUTa CPEIIy
3abomaBane or COVID-19.

Toit kaTo Comirnaty He ChABPKa BUPYCa, 3a 1a Ch3[a/le IMyHUTET, TS HE MOKE JIa MPUYUHU
3abomaBane or COVID-19.

2. Kakso TpsadBa na 3Haete, npeau na Bu 0b1e npuiioxked Comirnaty

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

IIpexynpeskaenusi M npeAnasHu MepKU

I'oBopere ¢ Bamms nekap, papmalieBT Wiv MEAULIMHCKA cecTpa, peau aAa Bu 0bae npunoxeHa

BaKCHHATA!

. aKO HSKOTra CTe MMaJIM TEeXKa aJepriiHa peakys WIK NPo0JIeMH ¢ IUIIAHETO CIIe]
MHXEKTHpaHe Ha HAKAaKBa Ipyra BaKCHHA WM clie] Kato Bu e Ouna npuioxxena Comirnaty B
MUHAJIOTO.
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o aKo HSKOTa CTE MPUIAIAIH CJIE]] HIKAKBa WHXKEKITHS C UIJIa.
. aKo MMaTe TeKKO 3a00sIsiBaHe Witk HHQEKIIKS ¢ BUCOKa TemrepaTypa. Obaue Bue Moxkere na
ObJieTe BAKCHHUPAHH, aKO UMaTe JIEKO MOBHIIICHA TEMIIepaTypa HilK Jeka HHPEKIns Ha

TOPHUTE TUXATEITHH TBTHUINA, KATO HACTUHKA.

L aKoO uMarte np06neM C KPBBOCBCUPBAHCTO, JICCHO MMOJYYaBaTC CUHUHU WUJIX U3IOJI3BATEC
JICKApCTBO 3a MMpCAIa3BaHe OT MOABa HAa KPbBHU CbCUPCIIU.
L aKo uMaTe oTciadeHa HMYHHA CUCTEMa Imopaaun 3a6OH}IBaH€, Harmpumep I/IH(l)GKLII/ISI C HIV, NI

IMPUCM Ha JICKAPCTBO, KaTO KOPTUKOCTCPOU, KOCTO IMOBJIMABA UMYHHATa Bu cucrema

KakTo Bcuuku BaKCHHU, 2-Z[O3OBI/I}IT BAaKCHUHAIIMOHCH KYypC C Comirnaty MOXKE Ja HE 3allIMTHU
HAITbJIHO BCUYKH BAKCUHUPAHU U HE € U3BCCTHO KOJIKO ABJITO IIC 6’BI[CTC 3aH_II/IT€H(a).

Jena
Comirnaty He ce pernopb4Ba MpH Jela Ha Bh3pacT 1o 12 roguHu.

JApyru nexapcrBa u Comirnaty
Tps6Ba na kaxere Ha Bamms nexap wim GapmawneBT, ako U3MOI3BaTe, HACKOPO CTE W3MOI3BANIN HITH €
BB3MOKHO J1a U3M0JI3BaTe APYTH JIEKapCTBa, WIIM Hackopo By e mpuioxkeHa HAKakBa JIpyra BaKCHHa.

BpemMeHHOCT M KbpMeHe
AKko cTe OpeMeHHa MM KbPMHUTE, CMSTATe, Y€ MOXKeE Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap wiu gpapmanesT npeau na Bu Ob1e npritoskeHa Ta3u BakcHHA.

Ilo¢upane u padoTa ¢ MAIIMHHA

Hsikom ot edpekTuTe HAa BAKCUHATA, YIIOMEHATH B ToUKa 4 (Bb3MOXKHHM HEXENIaHU PEaKLUK) MOraT
BpPEMEHHO J1a TIOBJIHSIAT criocoOHocTTa BU 32 modupane nnn padota ¢ mammau. M3vakaiite, J0KaTo
Te3u epeKTH OTIIYMSAT, IpeaH Ja mopupaTe Win 1a paboTHTE ¢ MAILIUHH.

Comirnaty chabp:ka KaJauil 1 HaTPUii

Ta3u BakcHHa ChIBPKA MO-Mayko oT 1 mmol kanwmii (39 mg) Ha 103a, T.€. MOXKE Ja Ce KaxKe, ue

MPAKTUYECKU HE ChIbPIKa KaTHH.

Ta3u BakcHHA ChIBPKA MMO-Mako 0T 1 mmol Hatpuit (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTUYECKU HE ChbPKa HATPHUH.

3. Kak ce npusiara Comirnaty

Comirnaty ce npuiiara cjien pa3pexaane kato umxeknus ot 0,3 ml B Myckyi B ropHaTa 4acT Ha
pbKaTa.

Ille Bu 6b1aT HantpaBeHN 2 WHIKEKITUHL.

I[IperoppuBa ce BTOpaTa /103a OT ChIlaTa BAKCHHA J1a C€ TPHIIOKH 3 CEIMHIM CJIe/ TbpBaTa 103a, 32
Jla ce 3aBBPIIN BAKCHHAIIMOHHHSAT KyPC.

AKO MMaTe HSKAKBU JOMBIHUTEIHHA BBIIPOCH, CBBp3aHH ¢ yrorpedara Ha Comirnaty, monuraiite
Bamus nexap, papManeBT WM MEJULIMHCKA CECTpa.
4, Bb3MOKHH HexKeTaHU peaKIuu

KakTo Bcuuku BaKCHHH, Cornirnaty MOIXKE 1a IPCAU3BHUKA HECKCIIAHU PCAKIINN, BHIIPEKH Y€ HE BCCKU
THU oJry4aBa.

MHOro0 4ecTH HeKeJIaHU peakmum: MOorar Jia 3aCerHar 1moBe4e oT l1nall Ay
L Ha MSACTOTO Ha MHXXCKTHUPAHEC: 60J1Ka, OTOK
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yMopa
raaBoOoIIHe

0osKa B MyCKYJIUTE
BTpHCaHE

00JIKa B CTaBUTE
auapus

MOBHILIEHA TEMIIEPaTypa

Hsxou oT Te3u HEXENaHU PEaKIiy ca MAJIKO [TO-4ECTH TIPH I0HOMH Ha 12 10 15 ToguHu, OTKOIKOTO
IIPY Bb3PACTHHU.

YecTu HeKeJIaHU PeaKIMM. MOTaT J1a 3acerHat a0 1 va 10 gymm

L4 3a4CPBABAHC HA MACTOTO HA MHIKCKTUPAHC
L4 raacHe
o MOBPBIIAHC

HeuecTu He:kelaHu peakiuu: Morat aa 3acerHat Ao 1 va 100 gymm
yroyieMeHu JIMM(GHU Bb3IIH

HEPA3MOI0KCHHE

0oJKa B pbKaTa

0e3chHHe

ChpOEX HA MACTOTO HA HHXKEKTUPAHE

ANePTUYHY PEaKI[U KaTo OOPUB WIIH ChPOEK

Penku Hexxenanu peakuum: Morat ja 3acersat i0 1 #a 1 000 gymm
. BPEMEHHO €IHOCTPAaHHO YBUCBAHE Ha JIUIETO
. AJIePrUYHM PEaKI[UU KaTo YPTUKAPHUs WM TIOyBaHE Ha JIUIETO

C Hen3BeCcTHA YecTOTA (OT HATUYHUTE JAHHU HE MOXeE J1a Ob/Ie HallpaBeHa OIICHKA)
° TEXKKa aJlepruyHa PeaKIus

Cho0maBaHe Ha HeKeJaHU peaKInu

AKO MoNTyynTe HSIKaKBU HEKEJIaHH JISKapCTBEHU peaklyy, yBegomere Bamus nekap, GpapmaneBT nim
MEIUIMHCKA cecTpa. ToBa BKIIIOUYBAa BCUUKU Bb3MOXKHU HEOIIMCAHU B Ta3U JIMCTOBKA HEXeJaHH
peakii. MokeTe ChII0 a ChOOIIUTE HEXKENAaHH PEaKIUU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 32
cboOIIaBane, mocoueHa B [lpuioskenue V, u 1a BKIIOYUTE TapTHIHUA HOMED, ako € HainveH. Karto
cboOIIaBaTe HeXXEJAHU PEaKK, MOXKETe Jla JaieTe CBOS MPUHOC 3a MOJyyaBaHe Ha OBeYe
nH(OpMAIIST OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Comirnaty

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

Crenariata nHGOpPMAIlHSI OTHOCHO ChbXPaHEHHUETO, CPOKA Ha TOHOCT M paboTaTa e MmpeHa3Ha4YeHa 32
MEUIUHCKU CTICIIUATUCTH.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEIsI3aH BEPXY KaPTOHEHATA ONAaKOBKA H
erukera cien "['ogen no:". CpoksT Ha TOAHOCT OTTOBAPSI HA MOCIIECIHUS JIEH OT MTOCOYCHUS MECEIT.

[a ce cpxpanssa BbB (hpuzep npu -90°C no -60°C. B pamkure Ha 6-Mece4HUSI CPOK HA TOJHOCT
HEOTBOpPEeHUTE (DIIaKOHHM MOXKE J]a ce ChXpaHsBaT u TpaHcrnopTupar npu -25°C g0 -15°C 3a enuanueH
NepuoJ 10 2 CEAMUIIH, Clie]l KOETO MOXKeE Jia C€ BbPHAT 00paTHO 3a ChbXpaHEeHHUE MpU

temneparypa -90°C mo -60°C.

)Ia CC CbXpaHsBa B OpUTMHAIHATa OIIAaKOBKa, 3a Aa CC MpEAIasu OT CBCTIINHA.
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Tpancep na sampazenu rakonu, Coxpanasanu npu cepvxuucka memnepamypa (<-60°C)

o [InuTkuTe KyTHU ¢ HIAAKOHH, KOUTO ca 3aTBOPEHH C Kalali, Chabpkam 195 ¢nakona,
M3BAaJICHU OT ChXPAHEHHUE B 3aMPA3CHO ChCTOSHUE MPU CBPBhXHHUCKA Temmepatypa (<-60°C),
Morar Jja OcTaHatT Ha TemrepaTtypa Ao 25°C He nmoBede OT 5 MUHYTH.

o [lnuTkuTe KyTHH ¢ (hIaKOHU, Ha KOUTO KalalluTe Ca OTBOPEHH HITH TE€3H, KOWTO ChIBPKAT
mo-maiko ot 195 ¢nakoHa, cies KaTo ca U3BaJICH! OT ChXPaHEHHE B 3aMPa3eHO ChCTOSHHE TIPU
CBpPBXHHCKa Temreparypa (<-60°C), moraT ma octaHat Ha Temmeparypa o 25°C He moBeye oT
3 MUHYTH.

o Cren kato KyTHHTE ¢ (IAKOHH Ce BhPHAT 00PAaTHO 3a ChXPaHEHUE B 3aMPa3eHO ChCTOSIHUE CIIe]]
eKCTIO3UIHS Ha TeMriepaTypa a0 25°C, Te TpsOBa ga ocTaHaT Ha ChXPAaHCHHE B 3aMPa3eHO
CHCTOSTHHUE B MPOIBIDKEHNE Ha HAall-MaJko 2 Jaca, MPear Aa MoraT aa ObJaT u3BaJleHHu OTHOBO.

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

. [InuTkuTe KyTHU ¢ GIaKOHH, KOUTO ca 3aTBOPEHU C Kamald, Chabpkamu 195 ¢urakona,
M3BaZIeHH OT ChXpaHeHHe B 3ampaseHo cherosaue (-25°C mo -15°C), Morart 1a ocraHat Ha
Temmeparypa o 25°C He nmoBeve OT 3 MHUHYTH.

o [MnutkuTe KyTHU ¢ HIAKOHH, HA KOUTO KAMAIIUTE Ca OTBOPEHH WIIH TE€3U, KOUTO ChIABPIKAT
mo-MaJiko ot 195 ¢makoHa, ciies1 KaTo ca U3BaJCHU OT ChXPaHCHHE 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 (DJIaKOH € U3BaJIeH OT ITUTKATa KyTHs ¢ (JIAaKOHH, TOH TPpsOBa Aa ce
pasMpasi 3a yrorpeoa.

Crnen pa3mpassiBaHe BaKCHHATa TPsOBa J1a ce pa3peu U Jia ce U3I03Ba BeqHara. Bee mak maHauTe 3a
CTaOMIIHOCT B MEpUO/a Ha U3II0JI3BaHE MTOKA3BaT, Y€ Clie/l U3BaXKIaHe OT pusepa HepaspeaeHaTa
BaKCHMHa MOXe Jla ce chbXpaHsBa 3a nepuon a0 1 mecen npu 2°C go 8°C. B pamkute Ha 1-Meceunus
cpok Ha rogaocT npu 2°C mo 8°C 3a TpaHCTIOPTHPAHE MOKE 11a ce u3MmosBat a0 12 gaca. [Ipeaun
ynorpeba HeoTBOpeHaTa BAaKCHHA MOXKE Jla Ce ChXpaHsBa 10 2 yaca npu temieparypa mo 30°C.

Cren pa3pexaane, CbxpansBaiiTe u Tpancnoptupaiite Bakcunarta mpu 2°C o 30°C u s m3mo3BaiTe B
pamkuTe Ha 6 yaca. M3xBbpreTe HEM3MOI3BaHATA BAKCHHA.

Cne;[ HU3BaAXIAaHE OT (1)p1/13epa U pa3pCiKaaHC BbpPXY q)HaKOHI/ITe Tpi[6Ba Ja 6’]:)_'[aT O3HA4YCHH HOBHUTC
JaTa 1 9ac 3a USXBBPJIAHE. CJICI[ pa3MpassaBaHC BaKCMHATa HE MOXKEC a CC 3aMpassiBa ITIOBTOPHO.

He uznon3Baiite Ta3u BakCHHA, aKO 3a0€JIeKNUTE BUIMMH YaCTHIIA B Pa3peicHaTa AUCTIEPCHS WITH
MpOMSIHA B IIBETA.

He u3xBbpIisiiTe nekapcTBaTa B KaHAIM3aLUATa WM KOHTEHHepa 3a JoMallHu oTnaabuu. [lonuTaiite
Bammst papmartieBT Kak J1a M3XBBPIIATE JIEKApCTBaTa, KOUTO Beue HE M3MON3BaTe. Te3u MEepKH 1ie
CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATa cpeja.

6. Cbm)pmaﬂne Ha OIMAKOBKAaTa U JOIIbJHHUTEC/IHA I/IH(l)OpMaIII/IH

KakBo cbabpaxa Comirnaty

. AxtueHo BemectBo: MPHK Bakcuna cpenry COVID-19. Cnen pa3pexnane (akoHbT ChIAbpiKa
6 no3u mo 0,3 ml, Beska ¢ 30 mukporpama nPHK.
. Hpyru cbcTaBku:
- ((4-xumpoxcubyTmn)azaneAnm )onc(xekcan-6,1-1nuumm)ouc(2-XeKCHIIICKaHOAT)
(ALC-0315)

- 2-[(momuetmnenriukoin)-2000]-N,N-murerpagermnaneramus (ALC-0159)
- 1,2-nucreapou-sn-rimiepo-3-pochoxomun (DSPC)

- XOJIECTEPOIT

- KaJIMEB XJIOPHUJT
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- KaJiueB auxuaporendocdar
- HATPUCB XJIOPHU]I

- nuHaTpueB docdar AUXUapaTt
- 3axaposa

— BOJIa 32 MHXKEKIIUU

Kaxk m3riaexxaa Comirnaty u KakBo ChIbp:Ka OMaKOBKaTa

Bakcunara e 0stma 1o nmoutu Osuta mucnepeus (PH: 6,9 — 7,9), nocraBsiHa B MHOT0030B (DJIAKOH €
6 1o3u — po3payeH ¢uakoH (cTbkio Trn 1) 2 ml, ¢ rymMeHa 3amymanka u ¢ aryMHHUEBa OOKaTKa 1
OTYYTIBAIIO CE INIACTMACOBO Karaye.

Bup onakoska: 195 ¢makona

IIpuTe:kaTes Ha pa3pellleHHETO 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

IIpousBoauTenn

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epmannus

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

benrus

3a JOIBJIHKUTETHA HHGOPMALUSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPXKETE CE C JIOKATHHS
HPEICTaBUTEN Ha PUTEKATENs Ha pa3pelIeHreTo 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

Boarapus Magyarorszag
[aiizep JlrokcemOypr CAPJI, Kion Pfizer Kft

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

Ceska republika Malta

Pfizer, spol. sr.0. 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
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Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

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

Espafia
Pfizer, S.L.
Tel:+34914909900

France
Pfizer
Tél +33 158 07 34 40

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

Ireland

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

Island
Icepharma hf
Simi: +354 540 8000

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

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

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35 775

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
Laborat6rios Pfizer, Lda.
Tel: +351 21 423 5500

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

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

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

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

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

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

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

JlaTa Ha mocJieaHo mpepasriexaane Ha gucropkara {MM/I'TTT}

ToBa nexkapcTBO € pa3pelieHo 3a ynorpeda o T. Hap. cXema ,,pa3periaBane nox yciosue'. Toa
03HayaBa, 4e 3a JICKapCTBOTO CE OYaKBaT JOIIBJIHUTENIHYU JaHHU. EBponeiickaTa areHIus o
JIeKapcTBara 1€ U3BbPIIBA IIPErJiel Ha HoBaTa HH(GOpMaLus 3a JEKapCTBOTO IIOHE BEAHBX I'OAUIIHO
Y Ta3M JIUCTOBKA CHOTBETHO WIE C€ aKTyaJIu3upa.
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CkanmpaiiTe Koza ¢ MOOMIIHO YCTPOMCTBO, 32 JIa TIOJTYYHTE JINCTOBKATA HA PA3INYHU €3UITH.

URL: www.comirnatyglobal.com

IToapoGHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
1o JiekapcrBata http://www.ema.europa.eu.

Ta3u nucroBka e HainuyHa Ha Bcuuku e3uii Ha EC/EUIT Ha yeOcaiita Ha EBporieiickara areHIus mo
JIEKapCTBaTA.

ITocouenara mo-a0Jy I/IH(l)OpMalII/lﬂ € NIpeIHasHa4YeHa caMO0 3a MCIUIIUHCKHA CIICHIHATUCTH:

[Ipunaraiite Comirnaty HHTpaMyCKYJIHO CJIe[ pa3pexaane kato kype ot 2 no3u (0,3 ml Besika) npes
WHTEPBAI OT 3 CEMUIIH.

IIpocnenumoct

3a Ja ce HOI[O6pI/I MMpoCICAMMOCTTA Ha OHOJIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMCTO U MMAPTUAHUAT
HOMCP Ha IMPUJIOKCHUS TPOAYKT TpSI6Ba SICHO Ja C€ 3aIlricCBar.

Yxkazanus 3a padora

Comirnaty TpsibBa J1a c€ IPUTOTBH OT MEIUITMHCKH CIICITHAIICT, KaTO C€ M3IT0JI3Ba aCENITHIHA
TEXHUKA, 33 J]a CE TAPAHTUPA CTEPHITHOCTTA HA IIPUTOTBEHATA JIUCTICPCHSI.
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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
pa3MpassiT; pa3Mpa3sBaHETO Ha e/lHa
omakoBKa ckC 195 ¢makoHa Moxe n1a
otHeMe 3 yaca. Bp3MoskeH e ChIIo Ipyr
BApUAHT, IPU KOHUTO 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 mecen npu
2°C mo 8°C. B pamkute Ha 1-MeceuHust
cpok Ha roaHoct pu 2°C no 8°C 3a
TPAaHCIOPTUPAHE MOKE J1a CE U3I0I3BAT
1o 12 gaca.

OcraBete pa3MpaseHHAT QIaKOH A2
JOCTUTHE CTaiHa TeMmIeparypa u
BHUMATEJIHO TO 00bpHETE 10 mbTH
npenu paspexnane. He pasknamaiire.
[Ipenu paspexnane pasMpaseHaTa
JHCTIEpCUst MOXKE J1a ChIbpyKa Oesn 10
Ho4uTH OeH Herpo3padyHyu aMoOphHU
YaCTHULIH.

PA3PEX/TAHE

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

Pa3mMpasenata BakcrHa TpsOBa Ja ce
paspeau B HEWHUS OpUrHHANICH (JIaKkoH
¢ 1,8 ml marpues xmopua 9 mg/ml
(0,9%) nHXEeKIMOHEH pa3TBOP, KaToO Ce
n3noi3Ba uria 21 G, Wiu mo-ThHKA, U
acenTUYHa TEXHHUKA.
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H3rerere oyraaoro a0 1,8 ml, 3a
J1a OTCTPaHUTE Bb3AyXa.

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

Buumareano — 10 nbTH

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

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

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

Crnen pa3pexaaHe ChbXpaHsBalTe Ipu
2°C no 30°C u u3non3BaiTe B paMKUTE
Ha 6 4yaca, BKJIFOUUTEITHO BPEMETO 32
TPaHCIIOPTUPAHE.

He 3ampazsiBaiiTe win paskiamante
paspezneHaTa nucriepcusi. Ako e Ona
MOCTaBEHA B XJIAINITHHUK, OCTABETE
paspezieHaTa JUCIepCHs 1a TOCTUTHE
cTaifHa TeMIeparypa npeau ymnorpeoa.

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 UITJIN C MaTbK MBPTHB
(memsmon3BaeM) obeM, 3a J1a Ce U3TETIIAT
HIECT JIO3M OT eAuH (pIaKoH.
KomOuHnanusTa OT COpMHIIOBKA U UTJIa C
MaJIlbK MBPTHB 00eM TpsiOBa J1a uMa
MBPTHB 00€M HE MO-TOJISIM OT

35 Mukponutpa.

AKO ce U3MON3BaT CTAHAAPTHH
CTIPUHIIOBKHU M UTJIH, MOXE J1a HsIMa
JIOCTaThueH 00eM 3a U3TErJIsIHE Ha

6 103 OT euH (JIAKOH.

Besika mo3a tpsaoBa ga ceaspxka 0,3 ml
BaKCHHA

AKO KOJIMYECTBOTO HA OCTAHAIATA BHB
(hakoHa BakCHHA HE MOJKE J1a TOCTaBH
eana 1siia no3a ot 0,3 ml, u3xebpriere
(hrakoHa ¥ U3TUITHAS 00eM
U3xBBbpIieTe HEU3MOI3BaHATA BAKCHHA B
paMKuTe Ha 6 "aca 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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