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JOJATOK I

KOPOTKA XAPAKTEPUCTHKA JIIKAPCBKOI'O 3ACOBY



' Lle# nikapcekui 3acif nignsrae 4OJATKOBOMY MOHITOPHHIY. Lle nacTh 3MOry LBHAKO BUSABIATH
HOBY iHdopmatiito 3 Ge3nexd. Meau4YHHX MpaliBHUKIB NMPOCATH MOBIAOMIATH npo Oy Ab-AKi nigospioBaHi
noOivni peakuii. Indopmaiiio 11010 MOBiAOMIEHHS Npo no0ivHi peakuii A4B. y po3aini 4.8.

1 HA3BA JIIKAPCHKOI'O 3ACOBY

KomipHati, KOHUEHTPAT A/ IPHIOTYBAHHS AUCTICPCil s 1H €Ki
COVID-19 MPHK Bakuuna (Hykieo3sua-moandikosaHa)

2 SKICHMM I KUIBKICHHA CKJIAJ
Lle 6aratono3oBuil PpraKoH, BMICT AKOro C/Tijl pO3BECTH NMEPE/l 3aCTOCY BAHHAM.
Oxun dnakos (0,45 ) mietuTs 6 703 o 0,3 M micss pozseaeHHs (auB. po3ainu 4.2 Ta 6.6).

1 noza (0,3 ma) mictuts 30 Mkr BakuuH# 1u1s podinaktuku COVID-19 Ha ocHosi MPHK (BOyn0oBaHO
B JIiMiAHI HAHOYACTHHKH).

Lle ognonanorosa 5'-ken marpuuna PHK (MPHK), otpumana mnsxoM Ge3kmiTHHHOT TPAHCKPU LT
in vitro 3 Bignosianux ma6aonis JIHK, ski koxytoTs BipycHuii munonoaiGuuii 6inok (S-6i10k)
Bipycy SARS-CoV-2.

[ToBHuUIT CTUCOK TOMOMDKHUX PEYOBHH HaBeJeHO B po3aini 6.1.
3 JIIKAPCBKA ®OPMA

KoHUEHTpAT /1S IPHroTYBaHHA AMCTIePCii A1 iH €KLIH (CTEpHIBHHI KOHLIEHTpAT).
BakuuHa siBise coboio 3amMoporkeHy aucnepeito Big 6iioro ao maitke 6inoro konsopy (pH 6,9-7,9).

4 KJITHIYHI XAPAKTEPHCTHKHA
4.1 TIlokazanus

Jlikapcekui 3aci6 KomipHati mokazaHuil 4715 akTHBHOI iMyHi3auii wis npoditakTHKH iHGpeKLil
COVID-19, suknukanoi Bipycom SARS-CoV-2, B oci sikom Bia 12 pokiB.

Lxo BaKUMHY CITil 3aCTOCOBYBATH BiAMOBIAHO 10 odilliiHUX peKoMeHaaLiit.

4.2 Cnoci0 3acTocyBaHHS Ta J03H

QOB}{B&HHH

Ocobu sixom 6id 12 pokie

Bakuuny KoMipHarti niciisi po3BeaeHHs BBOAATh BHYTPILIHBOM S30BO Y BHIIAAI Kypey 3 2 103

(no 0,3 mn Ko)kHa). PekoMeH10BaHO BBOAUTH APYTY 103V 4Hepe3 3 THIKHI Micsis nepiuoi 1034 (JuB.
po3ainu 4.4 Ta 5.1).

Hapasi Hemae 1aHHX 11010 MOKIHBOCTI B3a€MO3aMiHHOCTI BakUMHH KomipHaTi 3 IHIIMMH BaKUHHAMH
s npodinaktikyd COVID-19 nns 3aBepiueHHs Kypey BakuuHauii. Ocobw, ski orpumanu 1 go3y
npenapary KomipHari, BakuuHyBaTucs Bapyre (U1 3aBeplleHHs Kypcy BaKLMHALIT) TAKOXK MOBHHHI
npenapatoM KomipHari.

Hinu
besneynicTe Ta eheKTUBHICTB JiKapchkoro 3acoby KomipHati y aiTe#t Bikom 10 12 pokiB MOKH
He BcTaHoBnaeHi. JlocTynHi oOMeskeHi 1aHi.



Tayienmu aimnvoco 6ixy
KopuryBanusa 1034 17151 3acTOCYBaHHA B 0ci0 NiTHLOTO BiKY = 65 pokKiB He NOTpiOHE.

Crnocib 3acTocyBaHHA

KomipHati BBOAATH BHYTPILUHLOM 30BO MiC/1s PO3BEACHHS (AMB. po3aia 6.6).

ITicna po3senenns dnakonu KomipHati MicTaTs wicTs 103 Bakuuuu 1o 0,3 mi. 11106 nabpary wicts
J103 3 OJIHOTO ()/1aKOHA, C/TiJl BAKOPHCTOBYBATH LIMPULIK Ta/ab0 roIKK 3 MaJIMM MEPTBUM 06°eMOM.
3aranbHuil MepTBHit 00°€M LINpHLA | TOJNIKK MOBHHEH CKJIanaTH He Oinblue 35 M. Skiio
BHKOPHCTOBYBATH CTAHAAPTHI LUMPHUIM i rosike, 00’ eMy npenapaty Moxke OyTH HEIOCTATHBO T
HaOHpaHHA WOCTOT 103 3 oaHOro GakoHa. HezanexHo Big THITy [INpPHLA H FOIKH:

. KOJKHA 7034 NoBHHHA MicTHTH (0,3 M1 BAKLIMHU;

. AKIIO KIJIBKICTh BAKLIMHM, L0 3/THIIAETHCS Y (hIakoHi, HEAOCTATHS I OTPHMAHHS MOBHOT
n1034 0,3 M, cain yTuaizyBaTi GuakoH i HaJUTHIIKOBUH 06°eM;

. He cJ1iJ1 00 €/IHYBAaTH B OJIHY /103y HA/UTHIIKOBY BaKLHMHY 3 KilIbKOX (hr1akoHiB.

PekomeHoBaHe Miclie BBEACHHA: Ae1bTOMOMIOHMH M A3 BEpXHBOT KiHIIIBKH.
He ci1it BBOAMTH BaKLMHY BHYTPILIHLOCY IMHHO, MiAWKIPHO 200 BHYTPILIHBOIIKIPHO.

He cnin 3miuryBaTi BakLMHY B OHOMY LUMPHLI 3 OyAb-AKUMH iHIIMMH BaKLIMHAMHU ab0 JiKapCbKMMH
3acobaMmHu.

3acTepeskHi 3aX0/M, SKHX CJIiJl BAKHBATH MiJl 4ac YBeJeHHS BaKLMHH, OMMCAHO B po3aini 4.4,

[HCTpYKUIT 111010 pO3MOPOKYBAHHA BAaKLIMHH, MOBOLKEHHA 3 HEIO Ta il yTHii3auii HaBeeHi B
po3aii 6.6.

43 IlporannoxkazanHs

[inepuyTnuBicTs 10 Ai040i peyoBHHH ab0 10 Oy/b-SKOi 3 JTONOMIKHUX PEYOBHH Mpenapary,
3a3HayeHHX y po3aini 6.1.

4.4 OcobauBocTi 3acTOCYBAHHSA

BiacTexyBaHicTh

3a/u1d MOKpalLeHHA BiACTEeKYBAHOCTI Oi0ONOriYHHX MEAMYHHMX Npenapartis Tpeba TOUHO BKa3yBaTH
B IOKYMEHTaLil Ha3By H HOMep cepii nmpenapary, 1110 BBOJHTHCA.

3aranbHi peKoMeHaalLii

Tinepuymaugicme i anagpinaxmuuni asuya

[Tosinomisnocs npo aHadiTakTHYHI ABHLIA. 3aBXKAK CTial GyTH FOTOBMMH 10 HallaHHSA HAJIEKHOT
MEIM4YHOT JOTIOMOTH Ta Harisay B pasi BHHHKHEHHS aHadiTaKTHYHOT peakuii micas BBeIeHHS
BaKLHHH.

[Ticis BakLMHALIT peKOMEHJIYEThCA YBAKHUH HArMIS YIPOAORK LoHakmeHwe 15 xsuaun. He crig
YBOJMTH JIpYTY /103y BaKUMHU THM, y KOrO BHHHK/IA aHa(QUIAKTHYHA peaKLlis Ha Nepury 103y
Kowmipnari.

Pearyii, nos azami 3 mpusozorw
Peakuii, nop’a3aui 3 TpHBOroro, 30KkpeMa Ba3oBarajibHi peakiiii (CHHKONE), rinepeHTHsLIA abo
peakuii, NoB’A3aHi 3i CTPECOM, MOKYTh BHHHKATH Y 3B’ A3KY 3 BAKIIMHALI€IO K MICMXOreHHa BiAMOBiIb



Ha IH’€KII0 roTKok0. BaskaMBO BAKHTH 3aCTepeskHHUX 3aX0/1iB, 100 YHHKHYTH TPaBM 4Yepes BTpaty
CBIZIOMOCTI.

Cynymus xeopoba

SIKIo nawieHT cTpaykaae Bia rocTporo TKkoro GpebpuipHOro 3axsoproBants abo roctpol iHdekLii,
BaKLMHALLIKO caij BiakiacTi. HasBHicTh He3sHauHOT iH(ekiT Ta/abo He3HauHE MiJBUILEHHS
TEMIEpaTypH He € MiJCTaBOIO /1A Bi/IK/1aJICHHA BaKLIMHALLil.

Tpomboyumonenia ma nopyuteHus 320pManis Kposi

Sk 1 B iHIIMX BUNAJKax BHYTPIMIHBLOM' A30BUX iH'€KLiH, BaKLUMHY cJ1i1 o6epeskHO BBOAMTH ocobaM,
AKI OTPUMYIOTB @HTHKOATyJISIHTHY Tepanito, abo nauieHTaMm i3 MopyMweHHAMH 3ropTaHHA KPOBi (AK-0T
reMoQii€elo), OCKiIbKA MOKe BUHHKHYTH KpoBOTe4a a00 CHHLI Mic/is BHYTPiLIHBOM 'S30BOTO
BBE/JICHHA TAKHM 0co0aM.

Ocobu 3 ocnabneHum iMyHimemom

EdekTusHicTs, Ge3neynicTh Ta iMyHOreHHICTh BAKLIMHH He OLIIHIOBaNMCcS B 0ci0 3 iMyHHHMH
NOpYLIEHHAMH, BKJTIOHaI04H 0¢ib, Ki OTPHMYIOTh iIMyHOCYNpecHBHY Tepaniio. EQekTHBHICT
Kowmipnari B 0ci6 3 ocrabneHHM iIMyHITETOM MOKe OyTH HHKYOH.

Tpusanicme 3axucmy
TpuBanicTs 3axucTy, 110 3a6e3neyyeTbes BAKLIMHOKO, HEBIIOMA i BU3HAYAETHCS 0C 3@ JONIOMOIO
KJTiHIMHHX JOCTiIKeHb, AKi TPHBAIOTh.

Obmesncennn egpekmusHocmi 8aKyyunu

Ak iy Bunasaky 3 Oy/1b-9KOKO 1HILOK BaKIMHOO, iMyHi3auis npenaparom KomipHari Moxe

He 3a6e3nmeynTH 3aXHCT yeix perumnieHTiB. Ocobu MoKy Th OyTH HE MOBHICTIO 3aXHLICHI, JOKH HE
CIUTMHYTH 7 AHIB Mic/sA APYTol 03 BaAKLIMHH.

JlonoMizkHI pe4OBHHH

Lls BaKLMHA MICTHTbL MeHIIe 1 MMOJIb Kanito (39 Mr) Ha oHy 103y, TOOTO MPAKTHYHO «HE MICTHUTH
Kasioy.

L{# BakuMHa MiCTHTH MeHLIE | MMOJIb HaTpiro (23 Mr) Ha OHY 103y, TOOTO PAKTHYHO «HE MICTHTB
HATpiro».

4.5 Bsaemogis 3 iHIIHMH JiKapcbKHMHA 3aco0amMHu Ta iHwi gopmu B3aemouii
JocnijkeHHs B3aeMOil He MPOBOUITHCS.

OnnouyacHe BBeaeHHA KoMipHaTi 3 iHIIHMH BaKUMHAMH HE J0CIIDKYBAIOCH.

4.6 ®DeprTHaAbHiCTH, BAriTHICTD i JaKTANIA
BariTHicTb

€ obmesxenuit nocsin Bukopuctanua KomipHari y BaritHuX siHok. JIocnipkeHHs Ha TBapuHaX He
BKa3yloTh Ha NpAMHH abo noGiunui WKiIMBKHIT BIUTWB Ha BariTHICTH, PO3BHTOK eMOpioHa/muona,
nosork abo nocTHaTanbHUH po3BuToK (AuB. posain 5.3). Veenenus KomipHari nig yac aritHocTi
CITi/1 pO3ITIAaTH, TINBKH AKIIO NOTEHLiHHI nepeBary GinbIui 3a MOTeHUIHHI PU3HKH 719 MaTepi i
nIo/a.

["pyaHe BUroa0BYBaHHA

Heeizomo, un euainserses KomipHati B skiHOYE rpyaHe MOJIOKO.

DepTUIBLHICTL



JlocniukeHHS HA TBapWMHAX HE BKa3yrOTh Ha NpaMuil abo noOiuHMi IIKIUTMBHH BIUIMB Y BHIIIAAI
PENPOAYKTHBHOT TOKCHYHOCTI (KB, po3ain 5.3).

4.7 3parHicTh BININBATH HA WBH/KICTH Peakuii NpH KepyBaHHI aBTOTpaHcnopTom ado
iHIIHMH MeXaHisMaMu

Komiphari He BruiBae abo maiike He BIUIMBAE HA 3/1aTHICTh KepyBaTH TPAHCTIOPTHUMH 3acobamu
Ta npairoBartH 3 Mexanizmamu. OpHak, aeski edekTi, BKazaHi B po3aiii 4.8, MOXKYTh CrIpaBIsSTH
TUMYACOBHI BIUIMB HA 3/IaTHICTh KEPYBATH TPAHCTIOPTHHUMH 3acobamu abo MpaLFoBaTH 3 MEXaHi3MaMHu.

4.8 IloGiuni peaxnii

Pestome mpodinto Ge3neyHocTi

Beaneunicte nikapcekoro 3acoby Komipharti ouiHioBand B oci® BikoMm Big 12 pokiB y 2 KJIIHIMHHX
JIOCTIKEHHAX, 10 AKHX Oyno BKaroyeHo 22 875 yyacHuKIB (3 Hux 21 744 yyacHHKH BikoM Bia 16 pokiB
i 1131 y4qacHuk — Bikom 12-15 pokiB), 1o oTpumany npuHaiiMHi oaHy 103y Komiphari.

3aransHHi npodiae Ge3nedHocTi nikapeskoro 3aco0y KomipHari B miamiTkie BikoM 12—15 pokis OyB
noAiGHuit 10 npodito, 1o cnocTepiraBes B y4aCHUKIB BikoM Bin 16 pokiB.

Ocobu eixom 6io 16 pokis

VY nocnimxenni 2 zaranom 21 720 yyacHHKIB BikoM Big 16 pokiB oTpumany moHakiMeHwe 1 go3y
nikapebkoro 3aco0y KomipHari i 3aranom 21 728 yyacHHKIB BIKOM BiJ 16 pokiB oTpuMYyBanH uianeto
(BxmovHo 3i 138 Ta 145 nignitkamu BikoM 16 i 17 pokiB y rpynax, 1o oTpHMYBaIH BiANOBIIHO
BakiMHy ¥ riaue6o). 3aranom 20 519 yuacHukiB Bikom 16 pokiB abo cTapiiie oTpuMaiu 1o 2 1034
KomipHari.

Ha mMomeHT aHani3y naHux aociimpkenHs 2 3aratoM 19 067 yyachukis (9531 oco6a y rpyni npenapaty
Kowmiphati Ta 9536 oci6 y rpyni niaue6o) BikoM Big 16 pokiB i cTapuie NPOXOAHIN OLIIHKY
GesneyHOCTI IOHAMMeHIIIe Yepes 2 MicsALll Mic/as BBeAeHH: Apyroi 103 BakuuHd Komipuari. 3arasom
Byno Brmoueno 10 727 yyacuukis (5350 no rpynu Komipaati ta 5377 no rpynu nsaue6o) BikoM Bi
16 no 55 pokis, a Takox 3aranom 8340 yuacHukis (4181 mo rpynu Komipnari ta 4159 go rpynu
raue6o) BikoM 56 pokiB i crapiue.

Haiibinbi yacTimMy noOivHMMH peakiisMH B YH4aCHHKIB BiIKOM Big 16 pokiB i ctapuie Oyau Oinb

y micui in’ekuii (> 80 %), mijBuieHa BToMIOBaHIicTEb (> 60 %), rososHmi 6inb (> 50 %), Mianris Ta
03100 (> 30 %), aptpanris ( > 20 %), nipekcis Ta Habpsak y micui v’ exuii (> 10 %): sx npasuio, yci
aeHIA Oy1H Jerkoi abo MoMipHOT IHTEHCHBHOCTI Ta MHHAIH Yepes AeKiJIbKa AHIB Mic/a BaKLHHALLI,

Jlewio HWK4a YacTOTA ABHIL peakTOreHHoCTi Oy/a NMoB’13aHa 31 CTapLIHM BIKOM,

[Tpodine 6e3neunocti B 545 yuacHUKIB Bikom Bia 16 pokiB, ski otpumysand KomipHati Ta Oynu
cepono3uTHBHUMH 10 SARS-CoV-2 Ha BuxiaHoMy piBHi, OyB noaibHuii a0 npodimo, mo
criocTepiraBcs B 3arajibHiH nomysasuii.

ITionimku gixom 12—15 pokie

B ananisi nocnimpkenns 2, 6a3youdch Ha JaHUX Ha aaty 3akputTs 6asu 13 Gepesus 2021 p., 2260
nianitkiB (1131 3 rpynu nikapeskoro 3aco6y KomipHari ta 1129 3 rpynu nnaue6o) 6y Bikom 12—
15 pokie. 3 Hux 3a 1308 mianiTkamu (660 3 rpynu aikapebkoro 3aco6y Komipnati Ta 648 3 rpynu
nnaie6o) croctepirany wWoHaHMeHIIe MTPOTATOM 2 MICALIB MMic/as oTpUMaHHs aApyroi ao3u KomipHari.
Ouinka Ge3nekH B JOCAIDKEHHI 2 TPUBAE.

HaiivacTiluumu noGidHMMH peakiisMH B MiUTITKIB BikoM 12—15 pokiB 6y Gink y micii iH ekl
(> 90 %), sToma Ta ronoeHui 6inb (> 70 %), mianris Ta 03HOG (> 40 %), apTpanris Ta mipekcis
(> 20 %).



[1o6iuni peakiiil, BUABICH] I1iJ1 Yac KIIHIYHHX JOCTKEHD TA MCIsApeccTpalliiiHoro
3acTOCYBaHHA B 0ci0 BikoM 12 pokiB i cTapiie

[To6iuni peakwii, 1o crocTepiraaucs nij Yac KIHIYHHX 10C/iKEeHb, NepeslideHi HUKYe 3a TAKHMH
KaTeropisiMi 4acTOTH:

ay#xe dacro (= 1/10),

yacto (Big > 1/100 o < 1/10),

HeyacTo (Big > 1/1000 mo < 1/100),

pinko (Bix = 1/10 000 no < 1/1000),

ayxe piako (< 1/10 000),

4acTOTA HEBiJOMa (HEMOXK/IHBO BCTAHOBHUTH HA MiICTABI HASIBHUX JaHHX).

Ta6muus 1. [Mo6iuni peaxuii, mo cnocTepiranues miz 4ac KIiHIYHAX JOCHIIDKEHDb Ta
nicngpeecTpaniiHoro 3actocysanus Komipuati B ocib Bikom 12 pokiB i cTapie

Yacrora
K Pinko HeBizoMa
) Jdyxe Yacro Heuacto (Bin (HEMOKIHBO
g wacro | (Bix>1/100 | (Bia>1/1000 10 | >1/10 000 | BeTaHOBHTH Ha
cﬂ;ﬂ; a::r‘;“is >110) | a0<1/10) <1/100) 10 nixcrasi
<1/1000) HASIBHHX
AaHHX)
IMopywenns 3 JlimbaneHonarid
boky
KPOBOHOCHOI Ta
aimbaTuiHOT
CHCTEM
[Nopyenns 3 Peakuii AmnadinakTuuHa
6oky iMyHHOT rinepuyTauBocTi (y peakuis
CHCTEMH TOMY YUl BHCHII,
cBepOiK,
KPOIHB’ THKa®,
aHTiIOHEBPOTHYHMH
HaOpaK®)
I[leuxiaTpuuni Besconus
po3naau




Yacrora
Piako HeBiToMa
Kuaae S
AR Hyxe .‘iaCTO . Heuacto (Bix (HEeMOKJIHBO
fri— 9acTo (Bix > 1/100 (Bin > 1/1000 no | = 1/10 000 BCTAHOBHTH Ha
cmerem oprasis (=1/10) a0 < 1/10) < 1/100) 710 nijgcrasi
< 1/1000) HASIBHHX
JAHHX)
[Mopyiienrs 3 lNonosHwuit lNoctpuit
Goky HepBoBOi | DOinb nepudepu
CHCTEMH YHHH
napaniy
o6nuyus’®
Ulnynkoso- Hiapes® Hynora;
KHLIKOBI OoBaHHA"
po3Jau
INopyiueHHs 3 Aprpasnris; Bine y KiHLiBOi"
6oky onopHo- Mianriga
PYXOBOTO
anapary Ta
3’€AHYBaNBHOT
CITOTYYHOT
TKaHWUHH
3aranbHi Biney [Touepronin | HezmyxaHHs;
po3naau Ta Micii Hs B Micui cBepOixK y MicLi
CTaHH B MiCLL iH eKwLit; iH €KLt 1H €KLt
BBEJEHHS yTOoMa;
03H0G;
nipekcis®;
Habpsk y
Micii
iH’exuii
a. Kareropis 4acToTH BHHHKHEHHA KPOMHMB’IHKH Ta aHMOHEBPOTHYHOIO HAOPAKY — «piakon.

6. ITporaroM nepioay kxoHTpomo 6e3nexu B KJIiHIYHOMY nocHilkeHHi ctaHoM Ha 14 nucronana 2020 p.
noBigomasIocs npo roctpuit nepudepuyHuii napaniy o6JHY4A B HOTHPLOX YHYACHHUKIB i3 rpyMu BaKLIHHU
COVID-19 mRNA. IToyaTok OyB Ha 37-i neHs nicns 1-i 103M (Y4acHHK He OTpHMaB 103y 2) i Ha 3-i, 9-i Ta
48-ii nHi micns 2-1 go3u. [Ipo BUNaakyu rocrporo nepudepHIHOro mapanidy oGnuy4s B rpymi ranebo He

MOBIAOMJIAIOCH.

B. [ToGiuHy peakuito 3a¢ikcoBaHi y mocTpeecTpauiiHOMy 10CBili 3aCTOCYBAHHA.
r. BizHocuTsCs 10 pyKH, B AKY BBOJWIH BAKLIMHY.
1. ITicng apyroi 103y cniocTepiranacs BUILA YACcTOTA Mipekcii.

[ToBitoMIeHHS PO Mi103pIOBaHi MOGiIYHI peakLlii

[ToBizomneHHs npo migo3proBaHi nobiuHi peakiii micas peecTpauii Tikapcbkoro 3acody € BaXIHBUMM.
Lle nae 3mory 3aificHioBaTH Oe3nepepBHHIA MOHITOPHHT CITIBBIAHOLICHHA KOPHCTI Ta PU3HKY
3aCTOCYBaHHA JiKapcbKoro 3acofy. MeauyHHX npaiiBHUKIB MPOCATH NOBiIOMIATH Npo Oy ab-AKi
nigo3proBaHi nobiyHi peakiii yepes HallioHATBHY CHCTEMY 3BITHOCTI, 3a3Ha4eHy B Jlogatky V,

Ta 3a MOXJTMBOCTI 3aB/K/IM BKa3yBaTH HOMep cepii/mapTii npenapary.

4.9

ITepenosysanns

Jani npo nepeno3yBaHHs AOCTYNHI BiZl 52 yHaCHHKIB, BKIIOYEHHX 10 KITiHIYHOTO JOCHTiIKeHHS, AKi
yepes NOMUIIKY po3BeleHHs OTpHMaiH 103y 58 Mkr KoMipHati. ¥ UMX y4acHHMKIB He CriocTepiraiocs

301/1bIICHHA PEaKTOreHHOCTI ad0 YacTOTH BUHUKHEHHS NMOOIYHHMX peakiiii.




V pasi nepe1o3yBaHHA PEKOMEHIYETHCS MOHITOPHHT MOKA3HHKIB JKHTTEBO BAAUIMBHX (DYHKLIH Ta,
SIKIIIO HEOOX1IHO, CHMIITOMATHYHE .nil{yBaHHsI.

5.  ®APMAKOJIOTTYHI BJACTHBOCTI
5.1 ®apmakoxuHaMika

@dapmakoTepaneBTHYHA IpyIa: BaKIIMHK, HII BipycHi BakUMHH, koa ATX: JO7BX03

Mexanizm il

Hykneosua-moaudikosara marpuyHa (indopmauiiina) PHK y npenapari Komiphari B6yaosana

B JIiMiIHi HAHOYACTOYKH, L0 Ja€ MOAJIMBICTB AocTaBnaTH PHK, 1o He penumikytoTscs, Y KIITHHH
oprasi3my-xassiiHa JiJ1s npsMoi TpaH3ieHTHOI ekcrpecii S-anturedy Bipycy SARS-CoV-2. MPHK
KOJLye 3aKpiruieHuii Ha MemOpaHi aHTHreH S MOBHOT JJOBXKHMHHM 3 IBOMA TOYKOBUMH MYTallisMU B
Mexax LUeHTpaibHOT cripati. MyTallis HMX JABOX aMiHOKHMCIIOT Ha NpoJliH 6710Kye S B aHTUI€HHO
ontHManbHiN npedysiiinii kondopmauii. Bakuuna iHIYKye SK yTBOPEHHS HEHTPANizyIOuHX aHTHTIN,
TaK 1 KJIITHHHY IMyHHY BiINOBib 40 @aHTHTeHY — IOBEPXHEBOro wunomnoaidHoro 6iaka (S-6inok)
Bipycy, 1o Moxke crpuaTd 3axucty Bix COVID-19.

EdeKkTHBHICTB

JocnimkenHs 2 — ue GaraTtoueHTpoBe, OaraToHallioHalbHe paHAOMi30BaHe M1aleb0-KOHTPOIbOBaHe
crine 715 cnocTepirayiB aocnimkenHs ¢as 1/2/3 ang Bubopy BaKUMHK-KaHAM1aTa, BH3HAYEHHA J03H
i eheKTHBHOCTI B y4acHHKIB BikoM Bij 12 pokiB i crapue. Pannomizauia 6yna crpatudikosana 3a
BiKOM yuacHHMKiB: Big 12 10 15 pokis, iz 16 10 55 pokie abo Bia 56 pokis i crapiue; npuHaimui 40 %
YYaCHHKIB MPEeICTaBIIAIHN BIKOBY rpyimy > 56 pokis. Jlo y4acTi B AoC/iKeHHI He A0MycKaaH ocid 3
ocnabaeHuM iMyHiTeTOM Ta ocif, y Akux paniwe OyB aiarnoctopanuit COVID-19, niaTeepaxeHuni
K/1iHI4HO ab0 MikpobiosnoriyHo. OcodH 3 yiKe iCHYIOUMM cTablIbHUM 3aXBOPIOBAHHAM, SKe
BU3HAYAIOCA AK 3aXBOPIOBAaHHA, 110 HE MOTpedye 3Ha4YHMX 3MiH Y Tepanii abo rocniranizauii 3
MPHUBO/LY 3arOCTPEHHS 3aXBOPIOBAHHS MPOTATOM 6 THXKHIB /10 BKJIFOYEHHS B J0OCIIIKEHH,
JIOTTYCKAJIMCA J10 Y4acTi B JOC/iIKeHHI, K i 0cOOH 3 BITOMHMH cTabilbHHUMH iHDEKIISMH Bipycy
imyHoaediuuty moaunu (BUI), Bipycy renatury C (BI'C) a6o sipycy renatuty B (BI'B).

Egexmusnicme 6 yuacnuxie éikom 16 pokie i cmapue

Y vactuHi ¢asu 2/3 nocnipkeHHs 2, Ha MiACTaBi JaHUX, HAKOMHYEHHX CTAaHOM Ha 14 nucronana

2020 p., 6m3bko 44 000 yvacHukis Oy/u paHIOMi30BaHi B PIBHHX CHIBBIAHOIICHHSX Ha ABI IPYITH,
oaHa 3 AKMX oTpuMyBaia 2 no3u MPHK-Bakuman ans npodinaktukn COVID-19, a inwa — 2 go3u
rutaue6o 3 inTepeanoM 21 neHb. AHali3u eEeKTHBHOCTI BKITIOYAIH YHaCHHMKIB, AKi OTPUMYBATH JAPYTY
BaKLMHALIIO BOpoaoRK BiA 19 no 42 axiB micns nepinol BakumHauii. ¥ 6insiocti Bunaakis (93,1%)
JpYTy 103y BakUKHHHU Oys10 oTpuMaHo yepes 19-23 ani micas 1-1 1034, 3a yHacHUKaMH [JIaHYETHCA
criocTepiraTd npoTsaroM 24 Micauis nicas 2-1 1034 418 OUiHKA 6e3reyHocTi i e(peKTHBHOCTI BAKLIMHU
ans npodinaktuky COVID-19. ITia yac kNiHIYHOrO JOCI/DKEHHS Bil yYaCHHKIB BUMarajiu
BUTPUMATH MiHIManbHUHA iHTepBan 14 qHiB 10 H micas BBeACHHA BaKLMHH A1 NPO(IIaKTHKH FPHITY,
o6 orpumatu abo naauebo, abo MPHK-sakuuny ans npodinakrukn COVID-19, ITia yac kiiHivHOro
AOCTIUKEHHS BiJl Y4aCHHKIB BUMArajii BATpMMATH MiHiManbHHH inTepBan 60 aHis 10 abo micas
OTPUMaHHS NPOAYKTIB KpoBi/Miasmu abo iMyHOrno0y1iHiB 10 3aKiHYEHHS JIOCIIKeHHS, 1100
otpumaru abo nnauebo, abo MPHK-Bakiuny aist npodinaktuky COVID-19.

TMomynauis ans aHanizy NepBHHHOT KIHLEBOI TOYKH OLLHKH edeKTHBHOCTI BKIOYana 36 621 yyacHuka
BikoM Bix 12 pokiB i ctapiue (18 242 yyachuka B rpyni MPHK-Bakumunu ans npodinaxruxu COVID-
19 i 18 379 yuacHukiB y rpyni niaue6o), y skux He Oyno nokasie iHdikysanns Bipycom SARS-CoV-2
B MHHYJOMY 1 10 7 IHiB micng oTpuManHs apyroi 1o3u. Kpim toro, 134 yuacuuku Oynu Bikom 16—

17 pokis (66 y rpyni, mwo orpumysana MPHK-sakumny ans npodinakruxkn COVID-19, i 68 y rpyni
raue6o), a 1616 yuyacHukie Oyau Bikom 75 pokiB i ctapiue (804 y rpyni, wo orpumysana MPHK-
BaKkuuHy s npodinakrukun COVID-19, i 812 y rpyni nnaue6o).



[1ia yac nepBUHHOrO aHani3y eGeKTUBHOCTI 3a YYaCHHKAMH CTIOCTEPIrain /718 BUABICHHA BHIA/IKIB
cuMnToMatHyHoro nepebiry indekuii COVID-19 nporarom 3arasnom 2214 naiieHTo-pokiB y rpyrmi
MPHK-pakumnn ans npodinaxruku COVID-19 i npotarom 3aranom 2222 nauieHTo-pokis y rpyni
mianebo.

He cnocrepiranocs CTaTHCTHYHO 3HAUYIHX KJIHIYHHX BiIMIHHOCTEH 111010 3aranbHoi e)eKTHBHOCTI
BAKIIMHU B YYACHHKIB i3 MiZIBULIIEHHM PH3HKOM TshKKOro nepebiry 3axsopiosands COVID-19,
BKJIFOHAI04HM 0¢i0, AKi Maiu ofiHe abo JeKiIbKa CyITyTHIX 3aXBOPIOBaHb, 110 30LIbLIYIOTH PH3HK
Tskkoro nepebiry COVID-19 (nanpuknaz, GposxianbHa actMa, inaexke macu tina (IMT) > 30 kr/m?

» ] —_ »
XpOHIYHe 3aXBOPIOBAaHHSA JIereHb, IyKpoBHH aiabeT, apTepiaibHa rinepreHsis).

Indopmauito npo edeKTHBHICTh BaKLIHHK HaBeISHO B Tabuii 2.

EdekTHBHICTE BAKUHHHA — nepuie BUHUKHeEHHA COVID-19 uepes 7 aHis nicas 2-
1 JIO3H, 3a BIKOBOK NMiArpyNoOK — YYacHMKH 0e3 03HaK 3apaskKeHHA 10 7 JHIB micas 2-

Tabmunsa 2.

1 1034 — NOMyJsLls A8 OliHIoBaHOI edbekTuBHOCTI (7 AHIB)
Mepme Bunukuaenus COVID-19 uepes 7 aniB micas 2-i 1034 B YYACHHKIB 0€3 03HAK
nonepeansoro lapaxkenns SARS-CoV-2*
mMPHK-Baknuna ITnaue6o
COVID-19
N*=18 198 N*=18 325 EdexTupnicts
HMiarpyna Bunaakis Bunaakis BAKIHHH
n1f n1® % (95 % AD)*
Yac cnoctepiranusa® Yac cnoctepiranns®
(n2°) (n2)
Vei yuacHHKH 8 162 )
2214 (17 411) 2,222 (17 511) 95,0(90,0;97.9)
16-64 poku 7 143 _
1,706 (13 549) 1,710 (13 618) 95,1 (89,6; 98,1)
65 pokiB i cTapiie 1 19 )
0,508 (3848) 0,511 (3880) 98,7.000,13 38,7
65-74 poku 1 14 .
0,406 (3074) 0,406 (3095) §2,9(33,1;99,8)
75 poxiB i cTapiue 0 5 .
0,102 (774) 0,106 (785) R SR IS

[TpumiTka. [TigTBepakeHi Bumaaku Oy i BH3HAYEHI 32 ZOMOMOTOI0 MOiMepasHOT IaHIKroBOT peakwii 3i
3popoTHolo TpaHckpumnitieto (3T-TUIP) i mpuuativui 1 cumnromom COVID-19. [¥ Buznauenns BUnagky:
(npuHaiiMHi 1 i3 TAKMX CUMNTOMIB) TUXOMAaHKa, MOABa a0 MOCHIeHHS KauLUmo, nossa abo nocuieHHa
3a/MIIKH, 03H00, nossa abo nocuneHHs Gomo B M’A3aX, yTpaTa cMaky abo HioXy, Oinb y ropni, aiapes aGo
OmoBaHHs. ]
*  VyacHHMKH, y AKHX He OYJIO CEpOIOTiYHOI0 YK BipyCOMOriMHOTO MiATBEpKEHHS (10 3aKkiHueHHA 7 AHIB
miciA OTPHMaHHA OCTaHHBLOT 1031) MUHY 0T iHdekuil SARS-CoV-2 (To6To HeraTHBHUII pe3yibTaT Ha N-
3B’A3yK04e aHTUTINO [y cupoBaTwi] min yac Bisuty 1 i BiacyTHicTs Bu3HaueHoro SARS-CoV-2 3a
JI0TIOMOT010 TecTiB MeToaoM aMIutidikauii HykieTHoBIx kucroT (MAHK) [HasansHuii Ma3ox] mig yac
Bi3uTiB | i 2) Ta aki mamu HeratuBuuit MAHK (HazanbHuil Ma3ok) nig yac 6y/1s-AKOTO He3arIaHOBAHOTO
Bi3UTY 110 TOTO, AK CILTHAIHA 7 OHIB micng 2-1 1o3u, OyNH BKIIOYEH] 10 aHamisy.
N — KiJBKICTb Y4acHHUKIB y 3a3Ha4eHii rpyTii.
nl — KinbKiCTh Y4aCHHKIB, 110 BiINOBi1al0Th BU3HAYEHHIO KiHUEBOI TOUKH.
B. 3aranbuuii yac crioctepiradsa B 1000 ocoGo-pokax ans 3a3HaueHOl KiHLIEBOT TOYKH U151 BCIX YYaCHHKIB Yy
KOucHil rpyni 3 pusukoM U1 KiHuesoi Toukn. Yacosuii nepion wns sunagky COVID-19 HapaxoByeTsces i3
7 nuiB nicns 2-1 7034 [0 KiHLA Mepiojy CoCTepiraHHA.
r. n2 — KiIbKICTh Y4aCHHKIB i3 pU3HKAMHU [UIA KiHIEBOT TOYKH.
Hosipunii intepsan (JII) ans edexkTHBHOCTI BaKIMHK OTpHMaHO Ha ocHOBI MeToy Kitonnepa — ITipcona,
CKOPHIOBAHOIO 33 yacoM crioctepiranus. JIl He kopuryBamy Ans BpaxyBaHHA MHOXKHHHOCTI.

S

Edexrupnicts MPHK-Bakunnu 11 npodinakriuku COVID-19 y nonepeaskenHi nepioro
suHHKHeHHA COVID-19, nounHarouH BiJUliK 3 4aCOBOT TOUKH 4Yepe3 7 AHIB MiC/A BBEACHHA N03H 2, Y
NOPiBHAHHI 3 My1auedo, craHoBuna 94,6 % (95 % noeipunii intepean Bia 89,6 % a0 97,6 %) B
V4aCHHKIB BikoM 16 pokiB i crapiie 3 1okazamu abo 6e3 10ka3iB nonepeaHsoi iHQeKILii, BUKIMKAHOL
BipycoM SARS-CoV-2.



Kpim Toro, aHani3 nepBHHHOT KiHLEBOT TOYKH e¢DeKTHBHOCTI 3a MiArpynaMu nokasas noaiGHi OLiHKH
e()eKTHBHOCTI /11 y4aCHHUKIB 000X CTaTeH, yCiX €THIYHHUX IPyN Ta THX, XTO MA€ CYIYTHI
3aXBOPIOBAHHS, MOB'A3aH1 3 BACOKMM pH3HUKOM Baskkoro nepebiry COVID-19.

Eghexmuenicme ma imynozennicme y nionimxie eixom 12-15 poxia

B ananisi gocnimkenHs 2 y mianitkiB Bikom 12-15 pokis Ge3 gokasie nonepeanboi iHdekuii He Gyo
3apeECTPOBAHO HKOIHOI0 BUNAJIKY 3aXBoproBaHHs cepea 1005 yyacHMKIB, SKi OTPUMYBAIN BAKLHHY, i
Oyno 3apeecTpoBaHo 16 Bunankis cepen 978 yyacHukiB, ski oTpuMyBanH miauebo. Toukosa ouinka
eextuBHocTi cranoBuTh 100 % (95 % nposipunii intepean Big 75,3 mo 100,0). B yuyacHuKiB i3
Joka3aMu nonepeaHboi iHdekuii abo Ge3 Hux 6yn0 3apeectpoBaHo () BUMA/KIB 3aXBOPIOBAHHA CEpel
1119 y4acHuKiB, fKi OTPUMYBAJIH BaKUKHY, i 18 Bunaakis cepen 1110 y4acHHKIB, SIKi OTPHMYBaIH
raue6o. Lle Takoxk Bkasye Ha Te, 1110 TOYKOBA OLliHKA eeKTHBHOCTI cTaHoBUTL 100 % (95 %
noeipuuii inTepsan Bin 78,1 no 100,0).

VY mocniuKeHH] 2 TpoBOAMBCA aHali3 THTPiB HedTpaizanii SARS-CoV-2 yepes | micaup nicas
BBEJCHHS J03H 2 YV BUNAAKOBO BUOpaHiH MiArpyni YYacHHKIB, Y AKHX He OyJI0 cepo/IoTi4HHX UM
Bipycosoriunux aokasiB iHgekuii SARS-CoV-2 y munynomy fo 1 micsus nicng BBeJeHHS J03H 2, 3
MOpiBHAHHAM BiANOBiAl y mianiTkis BikoM 12—15 pokis (n = 190) i yyacHukiB Bikom 16-25 pokis
(n=170).

CniBBifHOWeHHS cepeaHix reomeTpuuHux TUTpiB (CI'T) y Bikosiii rpyni 12—15 pokie 10 BikoBOT
rpynu 16-25 pokis cranosuino 1,76, 3a asoctopornsoro 95 % I sin 1,47 no 2,10. Orxke, 1,5-
KpaTHHH KpuTepid He MeHLIOoT eheKTHBHOCTI OYB BHKOHAHWH, OCKITBKH HHAKHA MeKa
JBOCTOPOHHBOTrO 95 % JII Ans criBBiAHOWEHHS reoMeTpudHuX cepeanix (CI'C) cranosuna > 0,67.

JliTH

€BporneiicbKe areHTCTBO 3 JIIKAPCHKUX 3ac00iB 103BOIMIIO 3a9BHUKY BiATEpPMIHYBaTH 30008’ A3aHHS
HaJlaBaTH pe3y/IbTaTH JAOC/IIKEHb i3 3acToCcyBaHHs npenapaty KoMipHaTi B maLieHTIB AUTAYOrO BiKy
s npodinaktuku COVID-19 (indopmauiio npo 3acTocyBaHHA B AiTeH AuB. ¥ po3aini 4.2).

Lle# nikapcbkui 3acib Oys10 3apeccTpOBaHO 3a TaK 3BAHOKO CXEMOIO «YMOBHOTO yXBaseHHA», Lle
03Ha4ae, 1O OYIKYOThECA MOa/bLIl JOKA3HU /11 LBOT0 JIIKapehKOro 3acoly. €BponelcbKe areHTCTBO 3
JKapchKHX 3aco0iB mepeBipaTHME HOBY iH(MOpPMALiIO Mo LeH Jlikapebkui 3acif mwoHalimeHIe
KOKHOT'O POKY, 1 LI KOPOTKa XapaKTepUCTHKA JIIKapCchKOro 3aco0y Oyae oOHOBI/IIOBAaTHCA B pasi
norpedu.

5.2 ®apmakokiHeTHKAa

He 3actocoByernes.

53 Jdowkniniumi gami 3 6e3nevHocTi npenapary

JoxniniuHi gaHi, OTpMMaHi B X0 CTAHAAPTHHX JOCTIIKEHb TOKCHYHOCTI, 30KpeMa pernpoayKTHBHOT
TOKCHYHOCTI Ta eMOpIOTOKCHYHOCTI, GaraTopa3oBHX 103, CBiYaTh MPO BiACYTHICTE 0COOIHBOT

He0e3neKkH /Ui TIOAUHH.

3aranpHa TOKCHYHICTh

Y nauokis, skuM yBoaunu KoMipHaTi BHYTPILIHBOM 53080 (AKi OTPHMYBaJIH 3 MOBHI 1034 114
JIOJIMHH OJIHH Pa3 WOTHHA, IO CTBOPIOBAIO BiIHOCHO BHII PiBHI B MALIOKIB Yepe3 PI3HMLIIO MIX
MacamH Til), crnocTepiranucs HaOpsAKK i epuTeMH B Miculi 1H €KILiT, @ TaKoX 301TbIIYBATTHCS
neHKoUnTH (30Kkpema, 6aszodinu i eo3uHodinm), 11O BIANOBIAAE 3anaibHii peakuii Ta Bakyosizaiii
NOpPTaIbHUX renaTouMTIB 6€3 03HAK MOLIKOMKEHHSA NMeHiHKH. Y ¢l peakiii 0yH 0o00pOTHHMH.

[ eHOTOKCHYHICTh/KaHLEPOIr€HHICTh
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JlocipKeHHs P HOTOKCHYHOCTI Ta KAHLEPOreHHOCTI He NpoBo M. OUikyeThbed, IO KOMIOHEHTH
pakiuHy (ninigu ta MPHK) He MaroTh reHOTOKCHYHOIO MOTeHLiany.

PenpoavkTHBHA TOKCUYHICTh

PenpoaykTUBHY TOKCHUHICTB T2 eMOPIOTOKCHYHICTD AOCTILKYBATH Ha MALIOKaX i1 yac
KOMOIHOBAHOTO JIOCITIIKEHHS PENPOLyKTHBHOT TOKCHYHOCTI Ta eMOPIOTOKCHYHOCTI, KOJIH CAMHUIIAM
BBOAMIH KomipHaTi BHYTPIlIHBOM 430BO 10 CIIAPOBYBAHHA Ta i/l 4ac BariTHOCTI (BOHH OTPUMYBAIIH
4 MOBHI 03K /15 JIFOHHH, 1110 CTBOPIOBAIO BiIHOCHO BHILI PiBHI B [ALIFOKIB YEPE3 PI3HHIIIO MK
MacaMu TiJl, iHTepBal yBeleHHA CKaaas Bia 21-ro aHs 10 cnapoByBatHs A0 20-r0 AHA BariTHOCTI).
Bignosiai y Bursai aHTtHTiA, wo Helirpanisyiote SARS-CoV-2, cnoctepiranucs y caMHllb Bij
nepioy A0 cnapoBYBaHHS 0 3aBeplLIeHH:A A0CIDKeHHA Ha 21-H nocTHaTanbHHH eHb, 4 TAKOXK Y
nioaax i norometsi. He cnocrepiramucsa edbexTH, mos’s3aHi 3 BAKUHHOIO, 110 BIUJIHBANH O Ha
bepTUnbHICTB, BariTHiCTh 60 po3BHTOK eMOpioHIB/MI0AIB YK noTomeTsa. JlaHi 1010 M1aLUEHTAPHOTO
nepeHeceHHa BaxkuuHA KoMipHari abo i1 BUAIEHHS B MOJIOKO BiZCYTHI.

6. PAPMAIEBTHYHI XAPAKTEPUCTUHKH
6.1 CnHcok 10NOMiKHHX pe4OBHH

((4-rinpoxcubyTrin)asauaiin)bic(rekcan-6,1-1iin)Gic(2-rekcunaexanoar) (ALC-0315)
2-[(monierwienrnikons)-2000]-N, N-quretpaneumnaueramia (ALC-0159)
1,2-nucTeapoin-cH-rainepo-3-pocpoxonid (DSPC)

XonecTepuH

Kanito xnopun

Kanito purigpodocdat

Harpiio xyopua

Huuatpiro docdart auriapar

Caxaposa

Bopa ans in’exuii

6.2 HecymicnicTs

Lleii nikapcbkui 3aci6 He MOKHA 3MIIITYBATH 3 iHIIMMM JTIKAPCHKUMH 32C00aMH, 338 BUHATKOM THX, IO
BKa3aHi B po3aiji 6.6.

6.3 Tepmin npuaaTHoCTI

HesiakpuTHii diakon

3amopooicenut gpaaxon

6 micsuiB 3a Temnepatyp Bia -90 no -60 °C.

BripoaoBx 6-MicS4HOro TepMiHy NPHAATHOCTI HEBIAKPHTI (JIAKOHKM MOJKHA 30epiraTu Ta
TPaHCMOPTYBATH 3a TemnepaTypH Bia -25 °C 1o -15 °C npoTaroM €IMHOro Nepiofy TPHBATICTIO /10
2 THIKHIB, MiC/IA YOro iX MOJKHa MOBEPHYTH 0 yMOB 36epiranns Bia -90 °C no -60 °C.

Posmopooicenuti haaxkon

1 mMicsaup 3a Temnepatyp# Bia 2 °C go 8 °C, 3 sikux e Outbiie 12 roaus Mozxke OyTH BHKOPHCTAHO 1A
TpancnopTyBanHs. [lepe ] BUKOPHCTAHHAM HEBIAKPUTY BaKLIMHY MOKHa 30epirati He 6inblie 2 roauH
3a Temmnepatypu a0 30 °C.

POZMDPOHCQH}' BAKIHHY 3aﬁoponacrbca 3aMOpOXKYBATH MOBTOPHO.

Konusanns memnepamypu nicis 6WIy4eHHA 3 MOPO3WIbHOT kKamepu
Jasi 3i cTaGinbHOCTI BKA3yIOTh Ha Te, 10 HEBIAKPUTI (/IaKOHH 3a/IMLIAKOTHECH CTablIbHHUMHU:

. 110 24 roauH npu 36epiranHi 3a Temneparypu Bia -3 °C go 2 °C;
. cyMapHo 4 roguHH npu 30epiraHHi 3a Temnepartypu Big 8 °C 1o 30 °C BrIrOuaryu onucaHHii
BULLIE Mepioj 10 2 roaunu 36epiranHs 3a Temnepatypu ao 30 °C.

1



Llieto indopMarielo NOBUHHI KepyBaTHCs NPaLiBHHKKA cepH 0XOPOHH 310pOB’s JIHLle y pasi
THMYACOBUX KOJIMBAHb TEMIIEPATYPH.

Ilepemiygenna 3aMOpPONHCEHUX IIAKOHIE MidIC cepedosuyamu 3 YIbMpPAanUsbkoio memMnepamypoio (< -

60 °C)

e  3akpuTi KpuiuKaMK GOKCH, IO MICTATH 195 (rakoHiB, BHHHATI 3 MOPO3HIBHOT KAMEPH 3
YABTPaHU3bKOIO TeMneparyporo (< -60 °C), moxyTb 30epiratucs 3a Temnepatypu 10 25 °C He
Oinblue S XBHIMH.

e  Dokcw 3 BigkpuTHMH KpHLKaMu abo GokcH, 110 MicTATh MeHIue 195 dnakoHiB, BHIHATI 3
MOPO3HJIbHOT KAMEPH 3 YJIBTPAHH3BKOIO TeMnepatypoto (< -60 °C), MokyTh 30epiratucs 3a
TemneparypH 10 25 °C He 6inblue 3 XBHIHH.

e  Konu 6oked 3 GrrakoHaMHy, 110 3a3HaIM AiT TemnepatypH 10 25 °C, noBepHyTh A0 MOPO3HIBHOL

KaMmepH, BOHM MaloTh 30epiraTucs B MOPO3M/IbHIii KaMepi BIPOAOBK LOHAHMEHLIe 2 TOIUH,
nepu Hik X MoskHa Oyzie BHHHATH 3HOBY.

Hepemiwgenns 3amopodicenux gaaxonis, wo 3bepicaruca 3a memnepamypu 6io -25 °C 0o -15 °C

= 3akpuTi KpuLikamH GOKCH, 1O MicTATh 195 dakoHiB, BUHHSATI 3 MOPO3WILHOT KaMepH (BIT -
25 °C no -15 °C), MoxKyTb 30epiraTics 3a Temneparypu a0 25 °C e Ginblue 3 XBHIHH.

. BokcH 3 BiIKpUTHMU Kpullikamu a6o Gokceu, 1o MicTaTh MeHIIe 195 dnakoHiB, BUHHATI 3

MoposunsHoi kamepH (Big -25 °C po -15 °C), moxyTs 36epiratics 3a Temnepatypt a0 25 °C He

Ouiblue 1 XBHIIMHH,

Skuo dnaxkon Buay4eHo 3 6okca s haakoHiB, HOro ciia po3MOPO3UTH U1 BHKOPHCTAHHS.

Poszeejenuii nikapcekui 3acib

XiMiuny i pisuuHy cTabiNbHICTB MiJ Yac BUKOPHCTAHHS Ta MPH TPAHCIOPTYBaHHI 6y110
NPOAEMOHCTPOBAHO BIPOJOBK 6 roauH 3a Temneparypi i 2 °C no 30 °C micns po3seeHHs B
pozuuHi HaTpiio xaopuay 9 mr/mi (0,9 %) ans iH’ekuiif. [3 MikpoGioaOTi4HOT TOUKH 30pY, SKILO
METO/1 PO3BE/ICHHS HE BUK/IIOMAE MONUIMBY MiKpOOHY KOHTaMiHauio, ikapcbkuit 3acib cnia
BUKOPHCTATH HeraiHo. ko 3aci6 He Gyae BUKOPHCTAHO HEraHoO, 3a Yac i yMoBH 30epiraHHs
BIPOAOBK BUKOPHUCTAHHA BiZIMOBiJa€ KOPHCTYBaH.

6.4 OcoGausi 3an06ixHi 3axoaH npu 30epiranni

36epiraTi B MOPO3HJILHHKY NpH Temneparypi Bix -90 °C go -60 °C.
30epiraTu B 3aBOACHKIH YNaKOBL IS 3aXUCTY BiJ CBiTIA.

ITix yac 30epiranHa HeOOXIAHO MIHIMI3yBAaTH BIUIMB KIMHATHOTO CBIT/Ia Ta YHHKATH MOTPAIUIAHHA
NPSIMHUX COHSYHHX MpOMeHiB i ynbTpadioneTy.

3 po3MOpOKEHUMH (DIAKOHAMM MOKHA MPALFOBaTH B YMOBAX OCBITJIEHHSA B NPUMILIEHHI.

YMoBH 30epiraHHs mic/is po3MOpOAYBaHHA Ta pO3BeeHHS JIKapcbKoro 3acofy HaBe1eHo B
po3aini 6.3.

6.5 Tun Ta BMicT NnepBHHHOI YNIAKOBKH

ITpo3opwuii 6ararogo3oBuit drakoH 06’emom 2 M (3i ciia Turty 1) 3 npo6Koro (i3 CHHTETHYHOTO
6poMOyTHIKaYUyKY) Ta MIACTUKOBHM KOBMAYKOM 3 BiIKMAHOWO KpuLIkoto Tumy flip-off, 3
amoOMiHiEBUM 00HUMHHM KinblieM. KokeH ¢akoH MicTHTB 6 103, AMB. po3ain 6.6.

Posmip ynakosku: 195 dnakonis.

6.6  Oco0.mBi 3an100iKHI 32X01H NMiA Yyac yTuaizanii npenapary i iHumi BKa3iBKH mo10
MOBOAKEHHS 3 IpenapaTrom

[HeTpYKLIT 3 IOBOAZKEHHA
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KomipHaTi Mae roTyBaTi MeU4YHHI NPaLliBHHK, BAKOPUCTOBYIOUH aCENTHUHY TEXHIKY, 1100
3a0e3MeynTH CTePHIBHICTE MPHIOTOBAHOT AHCTIEPCIT.

PO3MOPOKYBAHHS IMEPE/I PO3BEJEHHSIM
Y\ | e Bararonozosnii ¢nakoH 36epiraeTscs B

He 6ib1me 3aMOPOKEHOMY CTaHi, HOro ciia
PO3MOPO3HUTH Mepesl PO3BEICHHSIM.
2 roauH 3a 3amMopokeHi (IaKOHHU CTiMl MepeHecTH
KiMHaTHO'l‘ B CEPEeIOBHLIE 3 TEMIIEPATYPOLO Bill
2 °C 10 8 °C 111 pO3MOPOAKYBaHHS,;
TemMnepaTrypH ynakoBka 3i 195 ¢naxoHaMu Moxke
(}]O 30 °C) PO3MOPOXKYBATHCA 3 TOAHHH.
) AnbTEpHATHBHHM crioci6: 3aMoposKeHi

(h1aKOHH MOYKHA PO3MOPO3HTH 33
30 xBunuH 3a Temneparypu a0 30 °C
JU1S HeraiHoro 3acTOCYBaHHS.

e Hesinkpurhii ¢akoH moxHa 3Gepiratu
He Oinblue 1 Micsls 3a TeMnepatypu
Big 2 °C no 8 °C, 3 AkMx He Binbwe 12
roauH Mose 6yTu BUKOPUCTaHO AnA
TPaHCNOPTYBAHHA.

e 3ayekaiTe, MOKH PO3MOPOIKEHHH
(hnaKkoH HarpieTbes 10 KiMHATHOL
TeMIeparypu, Ta o6epeskHo
nepeBepHiTh Horo 10 pa3iB s
posseaenns. He ctpymryiite.

e [lepen po3BeaeHHAM PO3MOPOKEHA
AHCHIEPCis MOKE MICTHTH HEMpo3opi
amMop(Hi YaCTHHKH Biz 6isoro 1o
Matixe 6L10T0 Konbopy.

PO3BEJEHHS

e Po3BeniTh pO3MOPOKEHY BaKLIMHY B
OpHUriHATBHOMY (BJIAKOHI PO3UHHOM
HATPIiIO XJIOpHAY A4 iH €Kil 9 Mr/mMn
(0.9 %) o6’ emom 1.8 M,
BHKOPHCTOBYIOUH TOJIKY Kaiopy
21 abo By»K4y Ta acenTHYHY TEXHIKY.

1,8 mur maTpiro xmopuay 0,9 % nas
iH’ exuiii




Burtsaruite nopmens Ha 1,8 mu,
mo6 BHIAIHTH NOBITpA 3
¢prakona,

BupiBaaiTe THCK Y G1akoHi, nepiu HiK
BHIMATH rosiky 3 KpHiIKH (IakoHa.
JLnst uporo BTaArHiTh 1,8 M1 noBiTps B
NOPOXHIH IUMPULL JUIsi PO3BEACHHA.

ObepexHO nepeBepHiTh pO3BeIEHY
aucnepcio 10 pasis. He cTpyuryiite.
PosBesena BakuMHa Mae BUIIAIATH AK
Maitke Oia gucrniepeis 6e3 BHIUMHX
YACTHHOK. SIKII0 BHAHO YacTHHKH ab0
KOJIip iHILIMH, He BUKOPUCTOBY#TE
pO3BEICHY BaKLMHY.
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¢ 3anumits Ha rakoHax i3 po3BEIEHOIO
BaKLMHOIO BIANOBIAHY JaTy H vac.

e [licns po3BeneHHs 30epiraiite 3a
TemnepaTypH Bia 2 °C no 30 °Cta
BUKOPHCTAIiTe NPOTAroM 6 rojiuH,
BKJTIOYAIOYH 4ac TPAHCIIOPTYBAHHS.

e He 3amoposyiiTe # He cTpyuryiTe
po3BeaeHy aucriepciio. Y pasi
30epiraHHs B XOJOAWILHHKY
3auekaiite, MOKH PO3Be/ieHa JUCTIEpCis
HarpieTbes 10 KIMHATHOI TeMIepaTypH,
rnepil Hik BAKOPHCTOBYBaTH.

3anumiTe BiANOBIAHY AaTYy i 4yac.
BukopucTaiiTe Bipoaos:k 6 roaus
Hic/JIsl pO3BeIeHHSA

NIATOTYBAHHA OKPEMHX 103 KOMIPHATI 0,3 M.

0,3 M1 po3BeIeHoi e [Ticna po3peieHHA GJIAKOH MICTHTD

BAKIHHH 2,25 mJ1, 3 AKMX MOKHA OTpUMaTH 6 103
no 0,3 mi.

e  3aCcTOCOBYKYH aceNTHYHY TEXHIKY,
npoaesindikyiiTe KpHILKY d1akoHa
OJHOpPa30BHM aHTHCENITHYHHM
TaMIIOHOM.

Bin6epits 3 paakona 0,3 M
Kowmipsarti. LLlo6 orpumaru 6 103 3
onHoro ¢iakoHa, caig
BUKOPUCTOBYBATH IIMPHLHA Ta/abo
FOJIKM 3 MATHM MEPTBUM 00’ €MOM.
3araneHHI MepTBHIi 06’eM wNpHLa i
FOJIKHM MOBUHEH CKJIaJaTH He Oinbiue
35 mka. Y pasi BUKOPHCTAHHA
CTaHJapTHHX IINPHLIB i ro0K 06°eM
rpenaparty mMoxe OyTH HeIOCTaTHIM
[UIS OTPUMAHHSA LLOCTOT J03H 3 0JIHOTO
(hnakoHa.

¢ Koxna g03a nosuHHa MicTtutH 0,3 mMa
BaKLHHH.

e Skuo o6’eM BakIHHH, IO
3aIMILAETHCA Y (h1akoHi, HEIOCTaTHIN
[ OTpUMaHHsA noeHoi ao3u 0,3 mu,
yTHI3y#Te 1aKOH | HAUTHIIKOBHMA
00’em.

e YTUni3yiTe HEBUKOPHCTAHY BaKLUMHY
yepe3 6 rOAWH Micas PO3BEIEeHHS.

Yrunizauis

Byib-skHii HEeBHKOPHCTAHMI JTIKAPCLKHI 3aci0 Ta BIAXOMM CiI YTHIII3YBaTH 3T1IHO 3 MICLIEBUMH
BUMOraMH.

7. BJIACHUK PEECTPAIIMHOI'O MOCBIJTYEHHS
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BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Himeuunna

Ten.: +49 6131 9084-0

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

8. HOMEP PEECTPAIIMHOI O(-UX) TOCBITYEHHS(-Hb)

EU/1/20/1528/001

9. JATA OTPUMAHHA NEPIIOI'O PE(—?CTPA].[]fIHOTQ MOCBITYEHHS/
NOJAOBKEHHS TEPMIHY UUHHOCTI PEECTPAIIIMHOI'O ITIOCBLIYEHHS
Jlata oTpumaHHs nepuioro peectpauidHoro noceiaueHHs: 21 rpyaus 2020 p.

10. JATA OCTAHHBOI'O IIEPETJIAAY TEKCTY

JeraneHa indopmauis npo ueit nikapebkuit 3acib gocTynHa Ha BeG-caiiTi €pponeHcskoro areHTcTBa
3 nikapchkux 3acobiB: http:/www.ema.europa.cu.
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B. JUCTOK-BK/IAJTKA
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JIucrok-BRIaAKa: indopmanis 118 KOpHCTYBAYa

Komipuari, KOHIEHTPAT /ISl NPHTOTYBAHHSA AHCHepCil Aas i’ exuii
Bakuuna na ocuosi MPHK aus npoginaktuks COVID-19 (nykaneosna-moandikoBana)

v].Ieﬁ JiKapchKHid 3aci6 nmiidrae 104aTKOBOMY MOHITOpHHTY. Lle nacTh 3MOry LWBHAKO BUABIATH
HoBY iHbopMaltito 3 Ge3nexu. Bu MoskeTe 10MOMOITH B LIbOMY, AKLIO NMOBIOMHTE PO MOOIYHI
edekTH, AKi MOI/IH Y Bac BHHHKHYTH. [HopMaLlis 11100 TOro, K i KOMy MOAHA NOBIIOMHTH PO
noGiuli edekTH, HapeaeHa HaNpHKiHLI po3aity 4.

YBaHO NPoYHTAIiTE NOBHICTIO el JHCTOK-BKJIAAKY, IePII HiZK OTPHMAETE L0 BAKIHHY,
OCKIJIbKH BiH MiCTHTh Bak/auBY A1 Bac indopmauniio.

. 30epexiTh Lel JMCTOK-BKIAAKY. BiH Moyke 3HanoOutHes Bam y MaiiOyTHbOMY.
® Slkimo y Bac BHHHKHYTH 10/1aTKOBI 3aMUTaHHS, 3BEPHITHLCS J10 JTiKaps, GapMalesTa 4i MeICECTPH.
. Skwo y Bac BuHuKHYTH 6y/1b-ski no6ivHi edekTH, 3BEpHITLCA 10 CBOrO Jlikaps, (hapmauesTa

abo meacectpu. e ctocyerbes Oy ab-KUX MOMKITHBHX MOGIYHHX e(eKTiB, He BKA3aHHUX Y LLOMY
aueTky-Briaaaui. J{us. posain 4.

Axy indopmanio MicTHTE nell THCTOK-BKJIAIKA

. Ilo rake npenapar KomipHari i /U1 4Oro BiH 3aCTOCOBYEThCH.

[1lo noTpi6HO 3HATH, MepLI HiXK BU [OYHeTe OTpuMyBaTH npenapat KomipHari.
SIk 3acTocoByBat npenapar KomipHari.

Mosknei noGiuHi peaxuiii.

Sk 3Gepiratu npenapat KomipHari.

. BwmicT ynakoeku Ta iHia iHpopmaris.

1. [0 Taxke npenapar Komipuari i 1718 90ro BiH 3aCTOCOBYEThCSH

KomipHaTi — ue BakuuHa ans npodinakteku 3axsopiosaina COVID-19, ske suximkae sipyc SARS-
CoV-2.

Jlikapcekuit 3aci6 KomipHati npu3Hadenuii 1/1s J0poc/auX i miniTkiB BikoM Bia 12 pokis.

BaE{L].HHa NPH3BOUTH /0 TOTO, 1O iMyHHa cHcTeMa (II]JPI]JO)],HPIH 3aXHCT OpraHismy) YTBOpIOE
aHTHTINA Ta KJITHHHM KPOBI, LII0 MPALFOIOTE MPOTH BIpyCy H, TAKMM YMHOM, 3axHiatots Bix COVID-
19.

Ockineku KomipHaTi He MIiCTHTE Bipycy ANs BUpOO/IeHHS IMyHITeTy, Lieii npenapar He Mosxe
npu3secTH A0 iHdikyBanus COVID-19,

2.  Ilo norpiGuo 3naTn, nepm Hizk B mounere orpumysaTn npenapar Komipnari

Ipenapat Komipaari He ¢/1i1 3acTOCOBYBATH B HACTYIHOMY BHOAAKY:
. 3a HasBHOCTI areprii Ha Ailo4vy pedoBHHY abo Oyab-AKi iHUII KOMIIOHEHTH LBOTO Npenapary
(nepeniveHi B po3aii 6).

3acrepesxenns Ta 3anobixui 3axoqH
[Nopanbtecs 3 nikapem, papmaneBToM abo MeICECTPOIO, MEpLI HiK 3aCTOCOBYBAaTH BaKLIMHY, AKILO:
. y Bac 6y/1b-k0/1M BUHMKATH aniepriyfi peakuil abo yTpyAHeHHS AUXaHHS micas i’ exuii Oy ab-
AKOT iHIOl BakUMHKU abo micna iH’exuii KoMipHati pasiue;
Bu Gy1b-KOJIM BTpayaiy CBiZIOMICTE Mic/g FONIKOBOT iH’ €KLiT;
y Bac HasiBHe BakKke 3aXBoproBaHHA abo iHdeKLis 3 nifBUILIeHOO Temneparyporo Tina. [Tpore
Bu MokeTe MPOHTH BaKIMHALI, AKLIO Y Bac He3sHauHe migBUILEeHHS TeMnepaTrypH Tina abo
iH(eKIlig BEpXHIX IUXANbHHX IIIAXiB, AK-OT 3aCTya;

. y Bac BuHHKaIOTH KpOBOTEUI, JIErKO YTBOPIOIOTBCA CHHLI abo Bu npuiimMaeTe nikapchkui
npenapar s 3anobiraHHs yTBOPEHHIO TpoMOiB;

. y Bac ocnabneHa iMmyHHa cucTeMa, Hanpukiaa yepe3 BUI-indekuito 4u iHwy xsopoQy, abo
akio Bu npuiMaere sikapebki 3aco0H, SK-0T KOPTHKOCTEPOI/IH, IO BIUIHBAIOTE HA IMyHHY
CHCTEMY.
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Sk iy BUnaaky 3 Oyab-SKMMH iHIIMMH BaKIIMHAMH, Kypc BakuHauii Komipuari 3 2 103 Moke He
3a0e3MeYUTH 3aXUCT VCIX MALEHTIB, AKi 1T OTPUMATH; TAKOXK HEBIJOMO, YIIPOAOBK AKOro uacy Bu
Oyzere 3axMILEHI.

Jdirn
KoMmipHaTi He peKOMEH/Iy€ThCS 3aCTOCOBYBATH JiTAM BikOM 10 12 pokiB.

Inwi gikapeski 3aco6u i npenapar Komipnari
Axwo Bu npuiimaere, HeaaBHO npuiiMany abo MoxkeTe NpUHHATH Oyab-aKi iHwi niku, abo Bu
HELI0JABHO OTPUMATTH Oy/ab-AKy 1HIIy BaKLIMHY, MOBIZIOMTeE NPO Lie jikapio abo dapmaresTy.

BariTHicTh Ta rpyiHe BUro10ByBaHHSA

BariTHi nauieHTKH, a TAKOXK NMaLiCHTKH, AKi FOAYIOTh PYAII0, BBAXKAIOTH, L0 MOXKYTh OYTH
BAriTHAMH, a60 MIAHYIOTh HAPOJMTH ANTHHY, MEPII Hi 3aCTOCOBYBATH LII0 BAKLUHY, MOBUHHI
3BEPHYTHCSA 3a MOPAJIOr 10 CBOro Jiikaps abo dapmatiesTa.

KepyBanus TpaHCHOPTHHMHE 3acobaMH i poGoTa 3 MexaHisMaMu

Jesiki eextH BakLMHALT, 3a3Ha4eHi B po3aini 4 («Moxiuei nobiuni peakiiii»), MOXKyTh THMYACOBO
BIUTWBATH Ha Baury 3paTHicTh KepyBaTH TpaHCIOPTHAMH 3acobamu ab0 NpaLoBaTH 3 MEXAHIZMAMH.
3auekaiite, NokH 1i e)eKTH 3HUKHYTH, TEPIL HiK KePYBATH TPAHCTIOPTHUMH 3acobamu abo
NpaLOBaTH 3 MEXaHI3MaMH.

IIpenapat Komiprari micTuTs kaJjiii i HaTpii

[1a BakiHa MicTHTh MeHIIe | MMonb Kasiro (39 Mr) Ha oiHy 7103y, TOOTO MPAKTHYHO «HE MICTHTH
KaJIio,

Lls BakuMHa MicTHTbL MeHLIE | MMOJIB HaTpirO (23 Mr) Ha OAHY 03y, TOOTO MPAKTHYHO «HE MICTHTh
HaTpiIo».

3.  S$xsacrocoByBatu npenapar Komipuari
Komipnari BBOAATE Mic/is po3BeIeHHA Y BUIJIAAL il eKuil B 4031 0,3 M y M’s13 rureya.
Bu orpumacre 2 i’ exuil.

PexoMeHTy€eTECA OTPHMATH APYTY 403y Tiel camol BAKLMHH 4Yepe3 3 THXKHI mic/s nepiioi 103H, 106
3aBEPIIMTH KypPC BaKLMHAaLIl.

Sxmo y Bac e 6yap-siki JoaaTkoBi 3anMTaHHs OO 3aCTOCYBaHHs npenapary KomipHari, 3BepHiThes
710 cBOro Jlikaps, ¢papmarieBra abo MececTpH.

4.  Moxausi nobivni peakuii

KomipHari, sk i Bci BakLIMHH, MOJKe BHKIHKATH NoGiyuHi peakiiii, X04a BOHH PO3BHBAIOTHCA
He B KOXKHOTO Malli€HTa.

Hy#e qacrti nobiuni peaknii (MoxyTs BUHHKaTH Ginbun Hixk B 1 3 10 0ci6):
6inb, HAOpsAK y Micui i1’ eKLiT;

BTOMJTFOBAHICT;

rOJIOBHHI 0i/b;

Oinb y M’A3ax;

03HO0;

6ine y cyrnobax;

Jiapes:;

MiZIBULIIEHHS TeMIIEpaTypH.

Heski 3 unx noGiyHuX peaxuii 6y M Jelo YacTinmMMH B MATITKIB Bikom 12—15 pokiB, Hixk y
JOPOCITHX.
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Yacri nobiuni peakuii: MoxyTb BUHHKaTH B 1 3 10 0Cib:

. MOYEPBOHIHHA B MiCLIi iH €KL,
© HYy10Ta;
. OnroBaHHA.

Heuacri noGiuni peakuii (MoxxyTh BuHMKaTH He Oinbi Hik B 1 3i 100 oci6):
30ibLIeH S 1iIMGOBY3/TiB;

noraHe caMono4yTrs;

Gine y KiHLIBLI;

6e3coHHs;

cBepOLK y MicLi 1H"eKLil;

aneprivxi peakuii Ha KIITanT BUCHITY abo cBepOexy.

Piaki nobiuni peaknii (MoxxyTs BUHHKaTH He Ginbi Hixk B 1 3 1000 ocib):
. TUMYaCcOBHH OAHOOIYHHIH napaniy JHLLOBOrO HepBa;
. anepriyHi peakuii Ha Kwtant BUCHITy abo HaOpAKy oOnuyus.

Hegizomi (HEMO#UTMBO OLIIHWTH 3a IONOMOrol0 HasiBHHX JaHMX):
. TAIKKA ajlepriyHa peaxuis.

IloBizomnennst npo nodivni pearmii

Skuto y Bac BuHmKHYTH Gy/1b-siKi M0GI4Hi peakilii, 3BepHiTbCS 10 CBOTO Nikaps, papmauesTa abo
mezicecTpH. Lle cTocyeThes Oyab-AKHX MOAUIMBHX NOGIMHHX PeaKiiif, He BKa3aHHX y UbOMY JHCTKY-
BKIaAUl. By Takoxk Moxkere noamommu npo Oynb-iKi no6GiuHi peakit GGSHOCepCIlHBO yepes
HaliOHA/IbHY CHCTEMY 3BiTHOCTI, 3a3Ha4Y€HY B Honatky V, 12 32 MOMUIMBOCTI BKa3aTH HOMep
cepii/naprii npenapaty. IToBizomnstoun npo noGiuHi peakuii, Bu Moxkere gonomMortu orpumaru
Ginbure iHdopmarii mpo Ge3neyHicTs LBOro AIKapCLKOro 3acoby.

5.  $k36epiraTu npenapat Komipnari
36epiraiiTe Leii TikapcbKHii 3aci6 y HeIOCTYMHOMY /1St [iTe# Micii.

Hagenena nmxkye iHpopmatis moao 36epirans, CTPOKY NPUAATHOCTI, BUKOPHCTAHHA Ta NMOBOKEHHS
MPH3HAYaE€ThCA A1A MEOHYHHX HpaﬂiBHHKlB.

He BuxopucToByiiTe Liei Tikapcbkuii 3acib mics 3akiHueHHs TePMiHy NNPHAATHOCTI, BKa3aHOro Ha
YMaKoBIi Ta eTukeTHi nicns cnir «[Ipunatanii 1o». Tepmin npunarHocTi BiANORIAAE OCTAHHEOMY
JHK BKA3aHOro MiCHuﬂ.

36epiraTi B MOPO3HIIBHHKY NpH Temmnepatypi Bia -90 °C 1o -60 °C. BripoJosk 6-MicS4HOro TepMiHy
NPUAATHOCTI HEBIAKPHTI (riakoHH MoxkHa 30epiraTi Ta TPaHCNOPTYBATH 3a Temrepatypu Bin -25 °C
10 -15 °C npoTArom €1MHOro nepiojay TPUBAIICTIO 40 2 THXKHIB, ITIC/A YOro X MOXHA [MOBEPHYTH J10
ymoB 36epiranns sig -90 °C o -60 °C.

30epiraty B 3aBO/ICBKIN YNAKOBLI /14 3aXHCTY Bij CBITJIA.

[epemiwyenns 3aMopodcenux raxownie Mixc cepedosuyamu 3 Yibmpanusbkoo memnepamypoio (< -
60 °C)

*  3akpuri KpUIIKaMK GOKCH, 110 MicTATb 195 daakoHiB, BUAHATI 3 MOPO3KMIIBHOT KAMEPH 3
YIBTPaHH3EKOK TemnepaTypolo (< -60 °C), MoxyTs 30epiraTics 3a TemnepatypH jo 25 °C He
Ginblre 5 XBUIHH.

®  BoKcH 3 BIIKPUTUMH Kpulikamu abo GokeH, 1o mictats menure 195 dnakonis, BuiinaTi 3
MOPO3H/IBHOT KAMEPH 3 YJIbTPAHU3BKOIO TeMnepaTypolo (< -60 °C), moxkyTs 30epiraTucs 3a
Temnepatypu A0 25 °C He Oinblue 3 XBUIHH.

e Konu 60kcu 3 diakoHamH, 1O 3a3HaNM ail Temnepatypu o 25 °C, MOBEPHYTH 110 MOPO3HIBLHOT
KaMepH, BOHH MaloTh 36epiraTHCs B MOPO3HIIbHIH Kamepi BIIPOOBK LIOHakMeH1Le 2 FoIHH,
rnepLl Hix IX MoykHa Oy/1e BAHHATH 3HOBY.

Hepemiwenna samopodicenux gaaxonis, o 36epiearuca 3a memnepamypu 6io -25 °C oo -15 °C
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° 3akpuTi kpuinkamMu 60KkcH. 110 MicTaTh 195 dnakoHiB, BUHHATI 3 MOPO3WILHOT Kamepy (Bif -
25 °C no -15 °C), MmoxyTb 30epiratues 3a Temneparypu 10 25 °C He Ginblue 3 XBHIHH.

+ Boken 3 BiAKpuTHMH KpHilikamu abo GokcH, 1o MicTaTh MeHiue 195 ¢iakoHiB, BUAHATI 3
MOpO3HIBHOT KamepH (Bin -25 °C mo -15 °C), moxyTh 36epiratucs 3a Temneparypu 110 25 °C ne
Ginbiue 1 XBHINHH.

Sximo dnaxon BuityueHo 3 Gokca s (IakoHiB, HOro Cia pO3MOPO3UTH JUIS BHKOPUCTAHHS.

ITicna posmopokyBaHHsA BaKLUHY CJIiZl pO3BeCcTH i 0apa3y BHKopHeTaTH. OHaK AaHi oo
cTabUIbHOCTI MiC/IS PO3KPHTTA YIIAKOBKH BKA3yHOTh, IO Mic/Is BUHMAHHA 3 MOPO3HJIBHOT KaMepH
HEpPO3BECHY BaKLMHY MOXKHa 30epirati nporarom | micsus npu temneparypi 8ia 2 °C no 8 °C abo
70 2 roaus npu Temneparypax 10 30 °C nepen 3acToCyBaHHAM.

[Ticna possesieHHs BakLuHYy cnift 36epirati npu Temmneparypi Bia 2 °C g0 30 °C ta sukopucTati
MPOTAToM 6 rouH. Byab-aKi HEBUKOPHCTaHI 3AIMIIKH BaKLIMHH CI1iJl YTHIi3yBaTH.

[Ticnist BUHHATTA 3 MOPO3MILHUKA i PO3BEI€HHS HA (MIAKOHAX CIIiJ 3a3HAYMTH HOBY /ATy i 4ac yTuIi3alii.
[Ticis po3MOpOJXKYBaHHS BAKLMHY HE MOXKHA 3aMOPOXKYBATH MOBTOPHO.

He cniz 3acTocoByBaTH 1110 BaKIMHY, SKIIO Mic/s Po3BeeHHS POo3uMHy BH NOMITHIH B HEOMY
CTOPOHHI YacTO4KH 260 3MiHY KOIBOpY.

He BukunaiiTe nikapceki 3acobu B kaHanizauiro abo pazoM i3 nobyToBum cMiTTAM. 3anuTaiite y cBoro
dapmanesTa, skuM unHOM cniizl mosbaBnsTHeA BiA HenoTpiGHUX npenapartis. Lli 3axoau AonomMoxyTs
3aXMCTHTH HABKOTHIHE Cepe/IOBHIILE.

6.  BwmicT ynakoBkH Ta inma indopmanis

KomnonenTn npenapary Komipnari

. Hirouoro peyouHoo npenapaty € MPHK-Bakumna ans npodinakruku COVID-19. ITicns
pozBeacHHs GaakoH MicTUTE 6 103 1o 0,3 M, KoxkHa 3 aKkuX MicTuTh 30 Mxr MPHK.

® ITpenapat Tako MICTHTb 1HIII KOMITOHEHTH:

((4-rigpoxcubyTun)azanaiin)dic(rekcan-6, 1 -aiin)bic(2-rexcungekadoar) (ALC-0315);

2-[(nonierunenraikone)-2000]-N,N-quterpageunnaneramin (ALC-0159);

1,2-nucreapoin-cH-raiuepo-3-docdoxonin (DSPC);

XO0JIECTEPHH;

KaTiio XJIOPHI;

Kasiro aurigpodocdar;

HaTPIilo XJIOPHA;

auHatpito docdar auriapar;

caxaposa;

BOJA [UIA iH €KUiH.

O

O0O0OO0ODO0OO0OODOO

3osnimniil BHrasa npenapaty Komiprarti Ta BMicT ynakoBku

Bakuuna asnse coboro aucniepciro (pH 6,9-7,9) Bia Ginoro ao matixke 6inoro konsopy, 1o
nocrayaeTees y 6araTono30BHX (akoHax, no 6 103 y npo3opHx ¢uiakoHax 06’emom 2 mi (3i ckia
Uy ), i3 npobkoro 3 KayyyKy Ta NJIaCTHKOBHM KOBIA4YKOM 3 BIAKHAHOK KpHILKOw Tuiy flip-off,
3 ATIOMiHI€BUM 00XKHMHHM KiTbLIEM.

Poamip ynakoBku: 195 dnakonis.

BiiacHuk peectpaniiinoro nocBig4eHHs
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Himeyunna

Ten.: +49 6131 9084-0

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

Bupobunku
BioNTech Manufacturing GmbH
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Kupferbergterrasse 17-19
55116 Mainz
Himeuunna

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Benbria

3a indopmatiero npo weil TikapchKUH 3aci6 3BepTaiiTecs 10 MICLIEBOTO NpeICTABHHKA BIACHHUKA

peecTpaLiifHOro NoCBigueHHs:

beawris//Tiokcembypr
Pfizer S.A/N.V.
Teél/Tel: + 32 (0)2 554 62 11

Boarapis

[daiizep JTiokcembypr CAPJI, Kiion
Bonarapis

Ten.: +359 2 970 4333

Yexin
Pfizer PFE, spol. sr.0.
Ten.: +420 283 004 111

Hamnis
Pfizer ApS
Ten.: +45 44201 100

Himeuunna
BioNTech Manufacturing GmbH
Ten.: +49 6131 90840

Ecrtonin
Pfizer Luxembourg SARL Eesti filiaal
Ten.: +372 666 7500

I'penis
Pfizer EALGc A.E.
Ten.: +30 210 6785 800

Icnanin
Pfizer, S.L.
Ten.: +34914909900

Dpanuis
Pfizer
Ten.: +33 1 58 07 34 40

Xopsaris
Pfizer Croatia d.o.o.
Ten.: +385 13908 777
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JIurea
Pfizer Luxembourg SARL filialas Lietuvoje
Ten.: +370 52 51 4000

Yropmuna
Pfizer Kft
Ten.: +36 1 488 3700

ManeTa
Vivian Corporation Ltd.
Ten.: + 35621 344610

Hopsgeris
Pfizer AS
Ten.: +47 67 526 100

Hinepnanan
Pfizer BV
Ten.: +31 (0)10 406 43

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

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

ITopryranis
Laboratorios Pfizer, Lda.
Ten.: +351 21 423 5500

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

CuiioBeHis

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podroéja
farmacevtske dejavnosti, Ljubljana

Ten.: +386 (0) 1 52 11 400



Ipaannin

Pfizer Healthcare Ireland

Ten.: 1800 633 363 (Oe3koITOBHKH)
+44 (0)1304 616161

Icnanain
Icepharma hf
Ten.: + 354 540 8000

Irania
Pfizer S.r.l.
Ten.: #3906 33 18 21

Kinp
Pfizer EA)dg A E. (kinpepka dinis)
Ten.: +357 22 817690

JlaTBin

Pfizer Luxembourg SARL filiale Latvija

Ten.: +371 670 35 775

CroBayyuHa

Pfizer Luxembourg SARL,
organizac¢na zlozka

Ten.: +421 2 3355 5500

Dinaauaia
Pfizer Oy
Ten.: +358 (0)9 430 040

I Benisn
Pfizer AB
Ten.: +46 (0)8 550 520 00

Beanka Bpuranis (ITisniuna Ipaanais)
Pfizer Limited
Ten.: +44 (0) 1304 616161

Jara ocranHbOl nepeBipkn nboro Jucrka-skaaaka {(MM/YYYY}

[lei#i nikapcbkui 3aci0 MpoMIIOB «YMOBHY peecTpaulito». Lle o3Hauae, 1110 04iKyHOThCA MOJaNbIIi
JI0Ka3M Ul UbOTo JiKapchKoro 3acody. €Bporieiickke areHTCTBO 3 JliKapesKUX 3ac00iB neperipsiTuMe
HOBY iH(opMmaLito npo ueH nikapebkui 3acib LoHalMeHIIe KOYKHOTO POKY, i el JIMCTOK-BKIaaKa

OyJ1e OHOBNIOBATHCA B pa3i moTpebH.

Binckanyiire Koz 3a 10noMoror MOOUIBHOIO MPHCTPOIO, 11100 OTPHMATH LIeH JTHCTOK-BKJIAZKY

piI3HHMH MOBaMH.

URL: www.comirnatyglobal.com

HeraneHa indopmaulis npo uei jikapebkuid 3aci6 qoctynHa Ha BeOcaiiTi €BponeiicEKOro areHTCTEa

3 JiKapchKUX 3aco6iB: http://www.ema.europa.eu.

Le#t aucrok-Briaajaka goctyniui veima mosamu €C/EE3 na rebcaiiti €pponeiichKOro areHTCTRA 3

JIKapCHKHX 3ac00iB.

A et b

Hactynua indopmanis npuzHadeHa TLILKH 118 MeTHYHHX NPaniBHHKIB.

Komipnati ci1in yBOAHTH BHYTPIlIHBOM 430BO MIC/Is pO3BeAeHHS AK Kypce i3 2 103 (0,3 M kosxkHa) 3

IHTepBaIOM 3 THIKHI.

BincreKyBaHICT




[1{o6 noninuuTi BiacTexyBaHicTh Gi0NOriYHMX NiKapchbKUX 3acobiB, CJIi/ YiTKO 3aMMCYBATH Ha3BY M

HOMeEp cepii BBEIECHOro npernapary.

TaeTpykuii 3 moBoKeHus

KoMmipHati nOBHHEH roTyBaTH MeIMYHHIT NPalliBHAK, 3aCTOCOBYIOYH ACENTHYHY TEXHIKY, 11100

3a6e3ne4nTH CTEePHILHICTD MPUrOTOBAHOT AHCIIEPCil.

PO3MOPOKYBAHHS IEPE/J] PO3BEIEHHSM

He Oinpie
2 roaMH 3a
KIMHATHOI
TeMIepaTypH
(10 30 °C)

J

bararo030BHii ¢uiakoH 36epiraeTbes B
3aMOpPOKEHOMY CTaHi, Horo cia
PO3MOPO3HTH nepe]| PO3BeICHHIM.
3amoposkeHi (IaKOHHM CITil IEPEHEeCTH
B CEPEIOBHILE 3 TEMIIEPATYPOIO Bif

2 °C o 8 °C u1d po3MOpOIKYBaHHS;
yrnakoBka 3i 195 gnakoHaMn Moxke
PO3MOPOKYBATHUCS 3 TOJHHH.
AnbTepHaTHBHHH criocib: 3aMoposkeHi
(h1aKOHH MOYKHA PO3MOPO3HTH 3a

30 xBuIMH 3a TeMnepatyps 10 30 °C
JUISl HEraiHOro 3aCTOCYBaHHS.
Hesiakpuruii pnakon moxkHa 36epiratu
He Oinewie | Micaud 3a Temneparypu
Bin 2 °C no 8 °C, 3 axux He Oinbie 12
roAAMH Moske OYTH BUKOPHCTAHO IS
TPaHCIIOPTYBaHHS.

3ayekaiiTe, MOKH PO3MOPOKEHHH
(1akOH HarpieTbCsA A0 KIMHATHOT
TEMIIEPaTypH, Ta 00epeskHO
nepeBepHiTh Horo 10 pazis ans
po3seneHHs. He cTpyuyire.

Iepen po3eeneHHAM pO3MOpOKEHa
JMcnepeis MoXe MiCTUTH Henpo3opi
aMopdHi yacTMHKH Bij Oinoro g0
Maifxke 01710ro Konsopy.

PO3BEJIEHHA

1,8 mu1 HaTpir xaopuay 0,9 % nas
in’ exuiii

Po3BeliTh pO3MOPOKEHY BaKLIUHY B
opMriHanbHOMY (IaKOHI PO3UHHOM
HaTPIIO XJIOpUAY Ans 1H €Ki 9 mr/mn
(0,9 %) 06’emom 1,8 mu,
BHKOPHCTOBYIOUH FOJIKY Kamibpy

21 abo By)K4y Ta aCenTHYHY TEXHiKY.
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Bursirnite mopmens Ha 1,8 mu, mod
BH/IAJIUTH NOBITPA 3 p1akona,

BupiBHsiiTe THCK ¥ (hIaKoHi, nepIr Hixk
BUIMATH rOJIKY 3 KPHUIKH (JI1akoHa.
Jns usoro srarHite 1,8 ma nositps B
MOPOKHIH WINPHIL U1 PO3BEACHHS.

ObepexHO NepeBepHITE PO3BEACHY
nucnepcito 10 pasis. He cTpymyiite.
Po3BesieHa BaKkUMHA Mae BUITIAIATH SK
Mmaibke Gina aucnepcis 63 BUAMMMX
YACTHHOK. fKIIO BUIHO YacTUHKU abo
KOJTip IHIIHH, He BUKOPUCTOBYHTE
PO3BE/IEHY BAKLHHY.
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g1

\ 8 i >,
3anumiThL BIANOBIAHY 12

Bukopucraiite Bnpoaoszk 6 roaux
nmicJig po3BeJeHHSA

3anuiiTh Ha (rakoHax i3 pO3BEIEHOI0
BaKLIMHOO BiINOBiJHY JaTy i vac.
ITicns po3seneHHs 3Gepiraiite 3a
TemneparypH Bia 2 °C 10 30 °Cta
BMKOPHCTaliTe NMpoTAroM 6 rojuH,
BKJIFOYAKOYH Yac TPaHCIOPTYBAHHS.
He 3amopoyiiTe i He cTpyuryiite
po3eezeHy aucriepeito. YV pasi
36epiraHHs B XOIOAMIBHHKY
3ayeKaiiTe, MOKH PO3BeeHa AUCNepCis
HarpieThes 10 KIMHATHOT TeMIepaTypu,
nepi Hi’k BAKOPUCTOBYBATH.

MNIAN'OTYBAHHS OKPEMHMX 103 KOMIPHAT

10,3 MJI

0,3 M
po3BeaeHol
BaKIIHHH

[Ticns po3BeneHHs GrakoH MiCTHTE
2,25 M1, 3 AKHX MOXHA OTPUMAaTH 6 103
no 0,3 M.

3acToCOBYIOUH AceNTHYHY TEXHIKY,
npoaesindikyite KpuKy uakoHa
OHOPA30BHM AHTHCETTHYHHM
TaMIIOHOM.

BinGepits 3 ¢nakona 0,3 mi
KomipHari.

1106 oTpuMaTH 6 103 3 oHOTO
(nakoHa, ciifi BUKOPUCTOBYBATH
LINPHIKM Ta/ab0 rONIKH 3 MaJTuM
MepTBUM 00’ eMOM. 3arajlbHUi MepTBHii
06’€eM MIMpHLIA i FOJKH NMOBHHEH
cxiaaat He Oibuie 35 MK

V pasi BUKOpHCTAaHHS CTaHIAPTHHX
LIMPHILB i rosIok 06’ eM npenapary
MoOKe OyTH HeOCTATHIM TS
OTPHMAaHHA LIOCTOT 103 3 OAHOIrO
(pnakoHa.

Koskna no3a nopuHHa mictut 0,3 M
BaKIHHH.

JKiro 06’ eM BaKLMHH, 110
3aIHIIAacThes Y GIaKoHI, HeOCTAaTHIM
A7 OTpHMaHHA MOBHOT 1034 0,3 M,
YTHIIi3yiiTe GIaKoH i HaTMIIKOBMI
o0’em.

YTHni3y#Te HEBUKOPHCTaHY BaKIIHHY
yepe3 6 roMH Mic/s po3BeeHHS.

Vrunizanis

Byab-akui HeBUKOpHCTaHHH JTIKapChKHid 3aci6 Ta BIAXOAM C/Tij yTHAI3yBaTH 3riHO 3 MiCLIEBUMH

BHMOI'aMH.
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