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' et nikapcekuii 3aci6 miansarae 1o1aTKOBOMY MOHITOPHHTY. Lle JacTh 3MOry 1IBHAKO BHABJIATH
HOBY iHdopMaLilo 3 6e3nexu. MeAUYHNX NPaLiBHUKIB IPOCATE MOBIAOMIATH PO Oy 1b-sKi Mi103proBani
noOiuni peaxuii. [ndopmauio 1woa0 nosigzomneHHs npo nodiuni peakuii AuB. y po3ini 4.8.

1 HA3BA JIIKAPCBKOT'O 3ACOBY

KomipHaTi, KOHIEHTPAT 1N IPUTOTYBAaHHA JUcnepeil Juis 11 eKiii
COVID-19 MPHK BakuuHa (Hykneo3ua-mMoaudikoaHa)

2 SIKICHMH I KUIBKICHHAHM CKJIAJ
Lle 6aratono3oBuii GprnakoH, BMICT AKOTO CIIi/I PO3BECTH MePe]l 3aCTOCY BAHHAM.
Onun daaxon (0,45 M) MicTuTh 6 103 1o 0,3 MIT micns po3seaeHHs (AMB. po3ninu 4.2 Ta 6.6).

1 no3a (0,3 mm) mictuTs 30 MKT BakUHHH 4714 npodinakrtiuku COVID-19 Ha ocnosi MPHK (86ynosano
B JIiNiAHI HAHOYACTHHKH).

Lle onHonaniorosa 5'-ken Matpuuna PHK (MPHK), otpumaHa nisxoM 6e3kiTiTHHHOT TpaHCKpPHITLIT
in vitro 3 BingnosigHux wabnonir JJHK, ki KoAyOThs BipycHRii wmnononiGuuii 6inok (S-6i10k)
Bipycy SARS-CoV-2.

[ToBHMIl CTMCOK JOMOMIXKHHX PEYOBHH HaBeJEHO B po3aidi 6.1,
3 JIKAPCBKA ®OPMA

KonnenTpat ang npuroTyBanHs aucnepcii ans iH’eKuiil (CTepuIbHUH KOHLEHTPAT).
Baknuna saease coboto 3amMoporkeHy Ancrepcito Bij Gisoro o maibxke Ginoro konsopy (pH 6,9-7.9).

4 KJIIHIYHI XAPAKTEPUCTHKH
4.1 TIlokazauus

Komipnari noka3aso 1 akTHBHOI iMyHi3auii ans npodinakruku indekuii COVID-19, BuknnkaHoi
Bipycom SARS-CoV-2, B oci BikoMm Bix 16 pokiB i crapiue.

Llro BakUMHY CJIiJ1 3aCTOCOBYBATH Y BiAMOBIAHOCTI 10 0DiLiiHUX peKOMEH AL,
4.2 Cpoci0 3acTocyBaHHA Ta J03H

EOB){B&HHH

Ocobu gixom 6id 16 poxis i cmapue

Bakuuny KomipHarti mic)isi po3Be/ieHHs BBOJATh BHYTPIlIHBOM S30BO Y BHUIUISI Kypey 3 2 103
(0 0,3 ma xoxHa). PekoMeHI0BaHO BBOAMTH APYTY [03Yy Yepes 3 THKHI nicns mepuioi 1031 (AKB.
po3ainu 4.4 Ta 5.1).

Hapasi HemMae JaHHX IOI0 MOKIIHBOCTI B3a€EMO3aMiHHOCTI BakunHM KoMipHati 3 iHINMMH BaKIMHAME
ans npoginaktukn COVID-19 nas 3apepiueHHs Kypcy BakunHauii. OcoGu, ski otTpumanu 1 o3y
npenapaty KomipHarti, BakiMHYyBaTHCs BAPYTe (U1 3aBepLIeHHS KypCy BaKLMHAILliT) TaKOXk TOBHHHI
npenaparom KomipHari.

Himu
besneunictk Ta edexkTHBHiCTE penapaty Komipuati B aiteii i mianiTkiB Bikom Monozaue 16 pokis
MOKH He BCcTaHOBNeHI. JlocTymHi oOMekeHi JaHi.
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Iayienmu nimuvozo sixky
Kopurysanns 103u 114 3acTOCyBaHHA B 0cib iTHBLOrO BiKy > 65 pokiB He noTpitHe.

Cnocib 3acTocyBaHHs

KoMipHati BBOAATE BHYTPILIHBOM I30BO Mic/A PO3BeASHHSA (JIUB. PO3in 6.6).
Tp

Ilicns po3seneHns (rakonn KomipHati MicTaTh mictk 103 Bakuuuu o 0,3 ma. [llo6 HaGparu wicTs
7103 3 OJHOTO (IaKOHa, CJIiJl BAKOPHCTOBYBATH LIMPULM Ta/ad0 NOIKHM 3 MATUM MEPTBUM 06’ €MOM.
3aransHuit MepTBHIf 00" €M LINpHLA | TONKK TOBMHEH CKJIAAaTH He Ginbme 35 Mk, SKo
BHKOPHCTOBYBAaTH CTAHJAPTHI WINPHULM i roku, 06’ eMy npenapaty Moxke 6yTH HeJOCTATHBO s
HaObUpaHHs LWOCTOT 103K 3 01HOro ¢iakoHa. HesanexHo Bia THMy WnpHuA if FOJKK:

. KO2Ha /103a MOBUHHA MIiCcTUTH 0,3 MJI BAKLIMHMU;

. AKIIO KiBKICTh BAaKUMHM, L0 3ATHIIAETHCS Y (NAKOHI, HEOCTATHS /15 OTPUMAHHS OBHOT
no3u 0,3 M, cnig yTunisyBaTH (GIakoH i HaAIMIIKOBHUIT 06°eM;

. He 111/ 00’ €1HyBaTH B OJHY 7103y HA/UIHIIKOBY BAKLMHY 3 KilIbKOX (IaKOHiB.

PexoMen10BaHe Micle BBeGHHS: IENLTOMOMIOHNI M’ 13 BEPXHBOT KiHLIiBKH.
He cutiz BBOAMTH BAaKUMHY BHYTPilIHBOCY AHHHO, MAWIKIPHO ab0 BHYTPILIHBOIIKIPHO.

He cnin smityBsaru BakunHy B 0HOMY WNpui 3 Oy Ib-SKHMH (HIIHMH BaKIMHAMU a60 TiKapchbKUMHU
3acobamu.

3acTepeskHi 3aX0AH, AKUX CITiJ BXHBATH ITi] Yac yBeeHHs BAKLMHH, OMMCAHO B po3aini 4.4,

[HCTPYKUIT IO/10 PO3MOPOXKYBAHHS BaKLIMHH, TOBO/IKEHHS 3 Helo Ta il yTunisauii HaBeeHi B
po3zaini 6.6.

4.3 IIpoTunoxa3aHHs

inepyyTmuBicTs A0 Aifouoi peyoBuHH ab0 10 6yIB-AKOi 3 JONOMIKHUX PEUOBHH Npenapary,
3a3HaueHux y po3ai 6.1.

4.4 OcodIHBOCTI 32CTOCYBAHHSA

BiacrexysaHicTh

3amns MOKpalUeHHs BiACTexXyBaHOCTI GioNoriYHUX MeAMYHUX Npenapartie Tpeba TOuHO BKa3yBaTH
B JIOKyMeHTalii Ha3By i HOMep cepil Ipenapary, 10 BBOIUTHCA.

3aranbHi pekoMeHaalii

Iinepuymausicmu i anaginaxmuuni asuwa

[Tosinomunsinocs npo aHadinakTH4HI ABHILA. 3aBXKAH CNia 6yTH FOTOBUMH [0 HAJAHHS HANEKHOT
MEIM4HOI IONOMOIH Ta HArAAY B Pasi BUHMKHEHHS aHadinakTHUHOT peakuil nicns BBeeHHA
BAKLUHU.

[Ticns BakunHAUiT peKOMEHTY€ThCS YBaKHHIT HAMIAA yIPOAOBK IoHaiiMenwe 15 xeumun. He crin
YBOJUTH IpYTy A03Y BaKUMHH THM, Y KOTO BUHHKIIA aHa)ilaKTHYHa peaklis Ha mepiuy 103y
KomipHari.

Pearyil, noe sizani 3 mpusozoio
Peakuil, nos’s3ani 3 TpUBOr010, 30KpeMa BazoBaraibHi peakiil (CHHKOIIE), rinepBeHTHIALIS abo
peaxuii, 0B A3aHi 31 CTPeCOM, MOXKYTh BUHMKATH Y 3B’3KY 3 BAKIMHALIECI AK ICHXOreHHA BiANOBinb
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Ha IH’EKLIIO FOKO. BaxIMBO BXXHTH 3aCTEPEKHHX 3aX0iB, MO0 YHHKHYTH TPAaBM Yepe3 BTpaTy
CBI1ZJOMOCTI.

Cynymus xéopoba

SIKI1O nauieHT cTpakaae Bill FOCTPOro TAKKOro GedpHiIbHOro 3axBoproBanHs abo rocTpoi indekuii,
BaKIMHALlio ciia Binknactu. HasBHicTh He3HauHOT iH(eKii Ta/abo He3HauHe MiABHIeHHS
TEMIEpaTypH He € MiICTaBOK IS BiJAKIIaJeHHA BaKIWHAIl]i.

Tpomboyumonenis ma NOPyuIeHHA 320pMAania Kpogi

SIK i B IHLUMX BUTIa/IKaX BHYTPIiIIHEOM A30BHX IH €KL, BAKWMHY CJ1i1 06epexHO BBOANTH 0cobaM,
SIKi OTPUMYIOTh aHTHKOArY IAHTHY Tepanito, abo MauieHTaM i3 MopyLeHHAMHU 3rOPTAHHA KPOBI (SK-0T
reMoQini€ro), OCKiNbKH Moe BUHHKHYTH KpPOBOTe4a ab0 CHHL Mic/1s BHYTPIlIHEOM ' 130BOTO
BBEJIEHHS TakuM ocobam.

Ocobu 3 ocrabaenum imyHimemom

EdexTnBHiCTb, Ge3neyHicTs Ta iMyHOreHHICTE BaKIIMHH He OLIHIOBATHCSA B OCI6 3 IMyHHUMH
TMOPYIICHHAMH, BKIIKOYAK0YH OCi0, AKi OTPUMYIOTE iIMYHOCYTIpeCcHBHY Tepanito. EdekTHRHICTE
KowmipHari B oci6 3 ocrabneHnM iMyHiTETOM MOke 6YTH HHKUOTO.

Tpusanicmo 3axucmy
TpusanicTs 3axucTy, wo 3abe3nevyeThes BaKUMHOK, HEBIIOMA i BU3HAYAETHCA JOCI 32 ZOMIOMOTO0
KJIIHIYHUX JIOCJIi0KeHb, AKi TPHBAOTh.

Obmesicenns epexmueHocmi 8aryun

Sk iy Bunamky 3 6yae-AKOlO iHLIOO BAKUMHOW, iMyHi3auis npenaparom Komiphati Moxe

He 3a0e3Me4uTH 3aXHUCT yCiX peumienTiB. Ocobu MOKyTh OyTH He MOBHICTIO 3aXHIIEeH], JOKH He
CIUTHHYTE 7 IHIB Mics ApYrol J03H BaKLHHH.

JonoMixkHi pe4yoBHHU

Lls BakuMHA MICTHTE MeHILe | MMOJIB Kasio (39 Mr) Ha OIHY 103y, TOOTO MPAKTHYHO «HE MiCTHTE
Kaion.

LLst Baki{Ha MiCTHTEL MeHIIe | MMOb HaTpifo (23 Mr) Ha OJHY A03Y, TOOTO MPAKTHYHO «HE MICTHTH
HaTpito».

4.5 Bsaemogin 3 iHBMH JiKapcsKuMu 3ac00aMHu Ta iHW GopmMu B3aeMoail

HocnimxeHHs B3aeMOIT HE MPOBOJUIIHCA.

Opnuovacne sBenenna KomipHati 3 iHIINMK BakUMHAaMK He 10CTi/KyBanocs.

4.6 @epTUALHICTH, BATiTHICTD i JaKTaLiA

BaritHicTe

€ obmexennii noceia Buxopucranus KomipHari y BariTHuX xiHok. JJoC/i/keHHs HA TBAPUHAX He
BKa3ylOTb Ha NpsAMHi 200 nobiunuil IKIATHBUI BIUIMB HA BariTHICTB, PO3BUTOK eMOpioHa/mIoxa,
nonory abo NOCTHATaILHUI PO3BUTOK (1HB. po3ain 5.3). Veenenns KoMipuari nix uac aritHocti
CITi/{ PO3IJIsIAATH, TiBKH KO NOTEHNiHi nepeBaru GiibLui 3a noTeHUiliHi pU3MKH JU1s MaTepi i

jioaa.

['pyaHe BUrOI0BYBaHHS

Hesinomo, 4n Buningerses KomipHati B skiHOYe rpyaHe MOJOKO.

DeprunbHicTL

e
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JlocnimkenHs Ha TBapMHAX HE BKasylTh HA NPAMMH ab0 noGivHMil WKILTMBKI BIUIMB Y BHITIAIL
penpo/yKTHBHOT TOKCHYHOCTI (MB. po3ain 5.3).

4.7 31aTHicTH BILIMBATH HA WIBHIKICTH PeaKLii NPH KePYBaHHI ABTOTPAHCIIOPTOM 260
IHIIHMH MeXaHI3MaMH

KomipHaTi He BNMBae abo Maiike He BIUIMBAE HA 3/1aTHICTb KEPYBATH TPAHCIIOPTHIMH zacobamu
Ta paloBaTi 3 MexanizMamu. OJIHaK, JesKi epeKTH, BKaszaHi B po3aini 4.8, MOXKYTb CIpaBaATH
THMYacOBHil BIUTHB Ha 31aTHICTh KepyBaTH TPAHCTIOPTHUMHU 3ac00aMu abo NaliioBaTH 3 MeXaHi3MaMH.

4.8 Tlobiuni peakuil

Pesiome 1 QO@iJ’IIO 0e3meyHoCTi

Besneunicts npenapary KoMmipHari OUiHIOBaIH B y4acHUKIB BikoM 16 POKiB i cTapuie y 2 KIiHIYHHX
NOCTDKEHHAX, 710 AKUX OyJio BKmroueHo 21 744 yuyacHHKH, IO OTPUMATH NpUHAIMHI OHY 103y
KomipHari.

V mocmikenni 2 3aranom 21 720 yuacHuKiB BikoM Bi 16 pokiB i cTapiue oTpiManu moHalHMeHIe
1 no3y npenapaty Komipuari i 3aramom 21 728 yyacHuxis Bikom Bia 16 POKIB i cTaplue OTpHMYBaJIH
nnaue6o (BKmouHO 3i 138 Ta 145 nigniTkamu Bikom 16 1 17 pokiB y rpynax, 110 OTPHMYBaIH
BifMOBiHO BakLMHY i nuane6o). 3aranom 20 519 yuacHukie Bikom 16 pokie abo cTapiue OTpUMATH
no 2 no3u KomipHari.

Ha MoMeHT aHani3y JaHuX AociimkeHHs 2 3aranom 19 067 yuachukis (9531 ocoDa y TpyIi mpenapary
Komiprari Ta 9536 ocif y rpymni miaue6o) Bixom Bia 16 pokiB i cTaplie MpoXoauny OLIIHKY
Ge3neyHocTi MoHaliMeHIle yepes 2 MicsLi nicns BBeASHHA ApYroi 1031 BaKLUMHH Kowmipnari. 3aranom
6yio Bkmoyeno 10 727 yyacHukis (5350 no rpynu Komiphari ta 5377 o rpynu niaie6o) BikoM Bif
16 10 55 pokiB, a Takox 3aranoM 8340 yuacuukis (4181 1o rpynu Komiphati ta 4159 no rpynu
nnaue6o) BikoM 56 POKiB i cTapiue.

Haii6imb1 YacTHMH noGidHMMY PeaKLisMi B yYacHHKIB BikoM BiZl 16 pokis i cTapiue 6y 6ib

y Micui i’ ekuii (> 80 %), niaBuiEeHa BTOMIIOBaHICTE (> 60 %), ronoBHMUi 6ine (> 50 %), Mianris Ta
03H06 (> 30 %), aprpanris ( > 20 %), mipekcis Ta HaOpsK y Micui in’ekuii (> 10 %); AK npasuIIo, yci
ABHIIA OYJTH Jerkoi a60 MoMipHOT IHTEHCHBHOCTI Ta MHHAITH Yepe3 JeKLIbKa AHIB Mic/s BakLMHALIT.

Jlelo HHsKYa 9acTOTa SABHII PeakToreHHoCTi Gy1a MoB’A3auHa 3i CTapLIMM BIKOM.

PFAT
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Ta6nuuunii CNHCOK MOOIYHNX peakliii, BUSBISHHUX MMiJ Yac KIIHIYHUX J0CHI/UKEeHb Ta
nicJasipeecTpalliiiHoro 3acTOCYBaHHS

[Mo6iyHi peakuii, 10 CHOCTepiranucs mia vyac KIiHIYHUX AOCIIIIKEHb, Iepe/lideHi HHKYE 3a TAKUMH
KaTeropisiMu 4acTOTH:

ayxe gacto (= 1/10),

yacTo (Big > 1/100 no < 1/10),

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

piako (ig > 1/10 000 o < 1/1000),

oysxe pigko (< 1/10 000),

4acToTa HeBigoMa (HEMOIKIIMBO BCTAHOBHTH Ha MiJcTaBi HasBHUX AaHHX).

Tadnuus 1. Iodiuni peakuii, mo cnocrepiraancs mig yac KIIHIYHHX A0CTI/KEHb Ta
nicasipeccTpaiiiinoro 3acrocyeanusa KomipHari

Yacrora
Pinxo HeBioMa
Kaac :
ypanenHs dyxe .‘Iacm ‘ Heuacto (Big (HEMOKIHBO
d—y YacTo (Bin > 1/100 (Bin >1/1000 1o | > 1/10 000 BCTAHOBHTH Ha
cHETeM OpraMis (= 1/10) o < 1/10) < 1/100) a0 micTaBi
< 1/1000) HASIBHHX
JAHHX)
[Topyiuenns 3 Jlimbanenonatis
Ooky
KPOBOHOCHOI Ta
niMpaTHyHOT
CHCTEM
[Nopyenns 3 Peaxuii Anadinakrnuna
00Ky iMyHHOT rinep4yTauBocTi (y peakuis
CHCTEMH TOMY YHCIi BUCHII,
crepOixK,
KpOIHUB’AHKa?,
AHTIOHEeBPOTHYHUIA
HaOpak®)
IMeuxiatpuuni BescoHnsa
posnanu




1.35

YacroTta
Pinxo HeBiToOMa
Knac i
i Hyxe Yacto Heuacro (Big (HEMOKJIHBO
}pa:\l{e!:ll{"il 4yacTo (Big > 1/100 (Bin > 1/1000 7o >1/10 000 | BCTAHOBHUTH HA
c“c‘;‘e’;“‘;’lﬁa‘ﬂm G 1/10) | n0<1/10) < 1/100) 10 mizeTasi
< 1/1000) HasiBHHX
JAHHX)
[Topyuienns 3 T"onoeHMii TocTpuii
00Ky HepBOBOT (57513 nepudepn
CHCTEMH HHHi
napaniy
0bnuyus®
HInyHKkoBO- Hiapes® Hynora;
KHIIKOBI 6nroBaHHA®
posnaau
[Nopy1ueHHs 3 Aprpanris; Bine y kiHuisui”
6oky onopHo- Mianris
PYXOBOTO
amaparty Ta
3’ €HYBATbHOT
CIIONTYUHOT
TKaHHHH
3araneHi Bine y [Mouepsonin | Hesnyxanus;
pos3naam Ta micmi Hs B Micui cBepOix y Micui
CTaHH B MicLi 1H’ €KLiT; iH’ ekl 1H eKuil
BBeIeHHA yTOMa;
03H00;
nipekcia®;
HabpsK y
MicIti
iH’ exwii

a. Kateropis 4acTOTH BHHHKHEHH: KPOIUB’ AHKH Ta aHTIOHEBPOTHYHOTO HaOPAKY — «pPilKOY.

6. [IpoTsiroM nepiofy KOHTPOIIO Oe3MeKH B KIIHIYHOMY AocnikeHH] ctaHoM Ha 14 nucronana 2020 p.
MOBIAOMIIANOCA MPO FOCTPHit nepudepuyHuil napaniy o6aUY4s B HOTHPLOX YHACHHKIB i3 IPYMH BAKLIKHH
COVID-19 mRNA. Tlouatok 6yr Ha 37-if nenr nicag 1-i 1o3u (y4acHUK He OTpUMAR 103y 2) i Ha 3-if, 9-ii Ta
48-it oui micna 2-1 no3u. I1po Bunaaku roctporo nepudepuyHoro napativy obnanyuys B rpyni miauedo He

MOBIIOMJIAJIOCH.

B. [To6iuHy peakuiro 3adikcoBaHi y NocTpeecTpalifiHOMY TOCBiIl 3aCTOCYBaHHI.
r. BITHOCHTBCSA 110 PYKH, B AKY BBOIHIH BAKLMHY.
4. Ilicns apyroi 103u criocTepiranacs BHILA YACTOTa Mipekcii.

[Mpodine Ge3neky B 545 yyacHMKiB, 110 oTpuMyBany KomipHati Ta 6y/ii cepono3uTUBHUMH [11d
SARS-CoV-2 na BuxiaHoMy piBHi, OyB noaiduuii o npodinro, mo cnocTepirages B 3aranbHii

MOMy AT

[MorigoMIeHHA Mpo MiZ03PIOBaHI NoOiYHiI peakitii

[TosizomiienHs npo nizo3pioBani nodiyHi peakuil nicas peecTpauii nikapcbkoro 3acoly € BaKITHBHMH.
Lle nae 3Mory 3aiiicHioBaTH Ge3nepepBHUI MOHITOPHHT CMiBBIIHOLIECHHA KOPHUCTI Ta PU3HKY
3acTOCYBaHH: JikapcbKoro 3acody. MeauyHnuX npauiBHUKIB MPOCATH MOBIIOMIATH Npo Oy ab-gki
nigo3proBani mobiyHi peakuii yepes HalliOHANBHY CHCTEMY 3BITHOCTI, 3a3Haveny B Jlogatky V,

Ta 3a MOK/IMBOCTI 3aB#IM BKa3yBaTH HOMep cepil/napTii npemnapary.

4.9 TIlepexosyBaHHS
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Jani npo nepeaosyBaHHs A0OCTYIHI BiJ 52 yUacHHKIB, BKIIOYEHHX 0 KIHIYHOIO JOCIIIKEHHS, AKi
uepes NOMUIIKY po3BeieHHs oTpuMany 103y 58 mkr KomipHarti. ¥ 1uX yyacHHKIB He criocTepiranocs
301/IbLIEHHS PEaKTOreHHOCT ad0 4acTOTH BUHUKHEHHA NOOIYHMX peakiiii.

VY pasi nepeno3yBaHHs PEKOM@HAYETHCA MOHITOPHHT NOKA3HHUKIB XKUTTEBO BAXIUBHX (QyHKII Ta,
AKILO HeoOXiJHO, CHUMIOTOMATUYHE NiKyBaHHS.

5. DAPMAKOJIOI'TYHI BJTACTHBOCTI
5.1 <dapmakoauHaMika

dapmakoTepaneBTHYHA IPyNa: BaKLMHY, iH1I1 BipycHi BakuuHy, kog ATX: JO7BX03

MexanizM mii

Hyxneo3uzn-moaudikorana MatpuyHa (iHdopmauiiina) PHK y npenapari Komipaari BOynosana

B JiNiJIHI HAHOYACTOYKH, 11O A€ MOKIUBICTh focTaBnaTH PHK, 110 He penuikyioThes, y KIITHHY
opraHi3amy-Xa3diHa And npsMoi TpaH3ieHTHoI ekcnipecii S-antireny Bipycy SARS-CoV-2. MPHK
KOJlye 3aKpinieHuii Ha MeMOpaHi aHTUTeH S MOBHOT IOBAKMHH 3 BOMA TOYKOBUMH MYTallisiMH B
MesKax LeHTpanbHOl cripani. MyTalisa nux ABOX aMiHOKHICIIOT Ha NpoiH O6Jokye S B aHTUIeHHO
onTUManbHifl npedysiinii kondopmalii. BakiyHa iHAyKy€ 9K YTBOPEHHS HEHTPali3yrOUHX aHTHTLII,
Tak i KITHHHY IMYHHY BifIIORiNB 10 aHTHTeHY — MOBEPXHEBOTO IWHITONOAiIOHoro Oinka (S-0i10K)
Bipycy, 1110 MOXKe CIIPHATH 3axucTy Bix COVID-19.

EdeKkTHBHICTD

Hocnixenns 2 — ne OaratoleHTpoBe, OaraToHalioHaIBHE paHA0Mi30BaHe Miauebo-KOHTPOIbOBaHE
chine And crocTepiradiB qocmimxeHHs gasz 1/2/3 nna Bubopy BakiMHU-KAHIW1aTa, BU3HAYEHHA 1031
i epeKTHBHOCTI B y4aCHHKIB BikOM BiJl 12 pokiB i crapiue. Pannowmizauis 6yna ctpatudikoBana 3a
BIKOM yuyacHUKiB: BiJ 12 1o 15 pokiB, Bix 16 1o 55 pokiB abo Bixg 56 pokis i cTapiue; npuHaiiMui 40 %
YYacHHKIB NPeJICTaB/sIM BiKOBY Ipymy = 56 pokiB. Jlo yyacTi B JOCiUKeHHI He JOmycKanu ocif 3
ocnabieHuM iMyHiTeToM Ta oci, y sikux paHiue 6yB niarnoctoBanuit COVID-19, ninTeeprxeHuii
KiHiYHO abo Mikpobionorigno. Ocobu 3 yxe icHyIouUMM cTabilbHUM 3aXBOPHOBAHHAM, SKe
BHM3HA4anocs siKk 3aXBOPIOBaHHA, 1110 He NoTpedye 3HAYHUX 3MiH y Tepamii abo rochitamisauii 3
NPHBOIY 3arOCTPEHHA 3aXBOPIOBAHHA MPOTATOM 6 THXKHIB /10 BKIIOYEHHS B JOCIIIIKEHHS,
JOMYyCKaIKCs 10 YYacTi B JOCIIIKEHHI, AK i ocoOH 3 BinoMumu cTabinbHumu iHdekuismMu Bipycy
imynonediunty moaunun (BIJI), Bipycy rematuty C (BI'C) ao Bipycy renatuty B (BI'B). Ha momeHT
aHani3y JlaHuX J0ciimkeHHs 2 Oyna 1ocTynHa iHhopMallig 1S yJacHHKIB BikoM BiJ 16 pokiB i
cTapure.

EdexTHBHICTE B VUaCHHKIR BikoM 16 pokiB i cTapiie

V uyactuHi ¢asu 2/3 pocnimkenHs 6auspko 44 000 yuacHHKiB OyIH paHAOMI30BaHi B PIBHUX
CIiBBIJHOIIEHHAX Ha JIBi FPYIH, O/IHA 3 AKMX OTpUMyBana 2 1o3u MPHK-Bakuuuu ans npodinakTiku
COVID-19, a inma — 2 no3u mnaue6o 3 intepsanoM 21 aeHb. AHali3u eeKTHBHOCTI BKIIOYAIH
YYacCHHKIB, AKI OTPHMYBaIlH APYTY BaKLMHaLlilo BIPOAOB:K Bix 19 1o 42 aHiB micns nepiuoi
BakuuHaUii. ¥ 6inswocTi Bunaakis (93,1%) npyry no3y Bakuusu 6yno oTpuMano yepes 19-23 aui
nicaa 1-1 1o3u. 3a y4acHMKaMH TIaHYETRCA CIIOCTEpiraTi npoTaroM 24 Micauis micis 2-1 4o3u ans
ouiHkM Oe3neqHocT il eeKTHBHOCTI BakuMHM 11 npodinaktuky COVID-19. Ilia yac kaiHi4HOrO
JOCTiKEHHs BiJl y4aCHHKIB BUMarajiu BUTPUMATH MiHiMalbHui inTepBan 14 auis 1o it micns
BBE/IEHHSA BaKUMHH U1 TPODIiNakTHKU IPpUITy, 11106 oTpuMmaTy abo miaue6o, abo MPHK-sakunny ans
npodinakrukn COVID-19. ITix yac kIiHi4HOro JOCTiAXKEHHS BiJl y4acHHKIB BUMAralld BUTPUMATH
MiHiManbHuil iHTepBan 60 OHIB 10 ab0 nicis OTPUMaHHS NPOAYKTIB KPoBi/miasMmu abo

iMyHOr/100y 1iHIB 10 3aKiH4eHHA JOCTiKeHHs, o6 oTpuMatH abo ruiauebo, abo MPHK-pakuuny ans
npodinaktuku COVID-19.

[Momynsuis AN aHanizy NepBMHHOI KiHIEBOT TOUKH OIIHKH e)eKTHBHOCTI BKIIOYana 36 621 yyacHuka
BikoM Bifl 12 pokiB i crapiue (18 242 yyachuka B rpyni MPHK-Bakuunu ans npodinaktuks COVID-

i
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19 i 18 379 yuacuukiB y rpymni maue6o), y skux He 6yno gokasiB iHdikyBanHs Bipycom SARS-CoV-2
B MHHYIIOMY 1 10 7 AHIB micns oTpuManHa aApyroi 1o3u. Kpim toro, 134 yyacHuxu 6ymnu Bikom 16—
17 pokiB (66 y rpymi, wo otpumyBana MPHK-akuuny nns npodinaxtuku COVID-19, 1 68 y rpymi
ninane6o), a 1616 yyacumukis 6ynu BikoM 75 pokis i crapue (804 y rpyni, wo orpumysana MPHK-

Bakuuuy i npodinakrukn COVID-19, 1 812 y rpyni nnaueto).

Edextunicts npodinaktuku COVID-19

[1ig yac mepBHHHOIO aHani3y eQeKTHBHOCTI 3a yYacHUKaMH CIIOCTEPIrany A BUABIEHHA BUMALKIB
cumntomaTuyHoro nepediry indekuii COVID-19 npotsrom 3aranom 2214 nauieHTo-pokiB y rpymi
MPHK-Bakuunu ansa npodinaktuku COVID-19 i nmpoTtsrom 3aranom 2222 NanieHTO-poKiB y rpyIi

manebo.

He criocrepiranocs cTaTHCTHYHO 3HAYYLIMX KJATHIYHUX BiIMIHHOCTeI! 1110710 2arankHol eeKTHRHOCTI
BAKIMHU B YUACHMKIB i3 MiIBUILICHUM PH3NKOM TAKKOTO nepebiry 3axpoprosanus COVID-19,
BKJIIOMAI04YHN 0cif, siki Manu oaHe abo JaekinbKa CymyTHIX 3aXBOPHOBaHb, O 3011BIIYIOTE PU3UK

6iry COVID-19 0 i i ina (IMT) = 30 kr/m?
TAKKOro nepediry (nanpuxnaj, GpoHXianbHa acTMa, IHAEKC MacH Tina ( ) = 30 kr/m”,

XpOHIUHE 3aXBOPIOBAHHS JIeTeHb, LIyKPOBHii AiabeT. apTepiaibHa rinepreHsis).

[HdopMauito npo edekTHBHICTE BAKLMHN HaBeeHO B Tabnuui 2.

Taoanus 2. EdexTuBHicTs Bakuuuu — nepuie BuHukHenuss COVID-19 yepes 7 auiB nmiciis 2-

i 10311, 32 BiKOROIO MIATPVIIOK — YYACHHKH O3 03HAK 3apakeHHst 10 7 AHIB micas

2-1 1034 — nonvJsilig JJd oliHoBaHol edekTHBHOCTI (7 IHIB)

nomnepeHLoro 3apaxeHis SARS-CoV-2*

Mepie euankHeHns COVID-19 yepes 7 anie micas 2-1 103 B y4acHHKIB Oe3 03HaK

mPHK-Bakuuna ILaauedo
COVID-19
*=18198 N® =18 325 EdexrupHicTh
Miarpyna Bunaakis Bunaakis I —
nl® nl® % (95 % JII)°
Yac croctepiranss® Yac cnoctepiranns®
(n2%) (n2")
Vei nauieHTH" 8 162 )
2,214 (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 cTapuie 1 19 .
0.508 (3848) 0,511 (3880) 94,7 (66,7; 99.9)
65-74 poxu 1 14 .
0.406 (3074) 0,406 (3095) 92,9 (53,1;99,8)
75 pokiB i cTapiue 0 5 o

I[Tpumitka. [TinTBepmkeHi Bumanaku Gyau BH3HaYeH] 3a 1OMOMOTO0 NOJiMepa3HOl NaHLIOToBoT peakuil 3i
3BOpOTHOR TpaHckpunuieto (3T-IVIP) i npunaiiMui 1 cumnromom COVID-19. [* BusHaueHHA BUMALKY:
(mpunaiiMHi 1 i3 TAKHX CHMITTOMIB) THXOMaHKa, TT0sBa 200 MOCHNIeHHS KalLTo, MosBa abo MocUNIeHHs
3a[UIIKH, 03HOO, NosBa abo NocHieHH: GOm0 B M 43aX, yTpaTa cMaky ado Hioxy, Oisb y ropai, aiapes abo

6nroBaHHA. ]

*  V4acHHKH, y AKHX He Oy/10 CEpoIOrivHOro 4 BipyCONOriHHOrO MiATBEPKEHHA (10 3aKiHYeHHA 7 OHIB
ic/is OTPUMAHHS OCTaHHBOT 103K) MuHynol inpekuii SARS-CoV-2 (tofto HeratusHuii pesynsTar Ha N-
3B’A3y104e aHTUTINO [y cupoBatui] mix yac Bi3uTy | i BiACyTHicTh BH3HaveHoro SARS-CoV-2 3a
JONOMOrOK TecTiB MeToaoM ammidikauil HykieiHoBux kucinot (MAHK) [HazansHuil ma3ok] nig yac
Bizutie 1 1 2) Ta aki manu Heratusauil MAHK (HasaneHuil Mazok) nix yac Oyap-AKOro He3arlaHOBaHOTo
BIZUTY /10 TOTO, SIK CIJITMNK 7 AHIB nicns 2-1 1o3u, OyJIH BIIHOUEH] J0 aHami3y.

a. N — KINBKICTb YUacHHKIB Yy 3a3HaqeHil rpymi.
nl — KiJIbKICTh YYaCHHMKIB, 1110 BiNOBIIal0Th BU3HAUEHHIO KiHLIEBOT TOUKH.

B. 3aranbHui yac crioctepiranus B 1000 ocobo-pokax s 3a3Ha4eHol KiHUEBOT TOYKH [ BCIX MAUI€HTIB y
KOKHIH rpyni 3 pu3HKOM Ana KiHuesoi Toukd. Yacosui nepioa ana sunaaky COVID-19 napaxoByeTbes i3

7 nuie micns 2-1 1034 A0 KiHUA Nepio/ly criocTepiranus.

A
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r. n2 — KUIBKICTb IALIEHTIB i3 PU3HKAMH U1 KiHIIEROT TOYKH.
He inenTndikoBaHo miaTBepKeHNX BUNAAKIB B Y4acHHKIB Bikom 12—15 pokis.

e. Jloeipyuii intepsan (1) ans edexTHBHOCTI BAKLMHH OTPHMAHO Ha ocHOBI MeToxy Knonnepa — Ilipcona,
CKOPHIOBaHOTO 32 4acoM crocTepiranss. J{I He KOpUryBanu Anst BpaxyBaHHS MHOKHHHOCTI.

3a pesynbTatamu pyroro nepBMHHOIO aHanisy, edexrueHicts MPHK-sakunuun juis npodinaktuku
COVID-19 y nonepekeHHi nepioro BuHukHeHHs COVID-19, noynHarouy BiIiK 3 4aCOBOI TOUKH
yepe3 7 JIHIB Mic/s BReACHHS 1031 2, y NOpiBHAHHI 3 nnauebo, ctanoruna 94,6 % (95 % nosipuuii
intepsan Bix 89,9 % no 97,3 %) B yyacHUKIB BikoM 16 pokiB i cTapuie 3 nokasamu abo Oe3 1okasis
nonepeAnboi iHdekuii, Buknnkanoi sipycom SARS-CoV-2.

Kpim Toro, anani3 nepBHHHOI KiHUeBOI TOYKH e(eKTHBHOCTI 3a NiArpynamu nokasas MoAioHi oLiHKH
e)eKTHBHOCTI [UIA Y4aCHUKIB 000X cTaTeil, YCiX eTHIYHMX IPYT Ta THX, XTO Mac CymyTHi
3aXBOPIOBAHHSA, MOB'A3aHI 3 BHCOKUM PU3UKOM Baxkkoro nepebiry COVID-19.

IiTH

€Bporneiickke areHTCTRO 3 JIIKapChKHUX 3ac00iB JO3BONHIIO 3aABHHKY BIATEPMiHYBaTH 30008’ A3aHHA
HajaBaTH pe3y/IbTaTU AOCIIKeHb i3 3acTocyBaHHA npenapaty KomipHari B mauieHTiB AMTA4O0r0 BiKy
i npoginaktukn COVID-19 (indopmauiro npo 3actocyBaHHs B AiTell A4B. y po3aini 4.2).

Lleii nikapchkuii 3aci0 0yJ10 3apeecTPOBAHO 3a Tak 3BAHON CXEMOK «YMOBHOIO yXBaneHHs». Lle
03HAYae, O OYIKYIOTHCSA MOAAMBILI JOKa3H s IBOTO TiKapchKoro 3acody. €Bporneiicbke areHTCTBO 3
nikapchkHX 3aco0iB nepeBipATHMe HOBY iH(GoOpMaLito npo Ueil nikapcbkuii 3acid moxaliMeHIe
KOXKHOT'O POKY, 1 Ll KOPOTKa XapakTepHUCTHKa Jikapcbkoro 3aco0y Oyae oHORMIOBATHCA B pasi
norpedu.

5.2 @dapmMaKoKiHeTHKa

He 3acTocoByeTbeA.

5.3 JoxniniyHi aHi 3 GesneyHocTi npenapary

JoxniHiuHi gaHi, OTpUMaHi B X011 CTaHAAPTHHX J0CHIKeHb TOKCHYHOCTI, 30KpeMa penpoayKTHBHOI
TOKCHYHOCTI Ta eMOpioTOKCHYHOCTI, 6aratopa3oBHx 703, CBiAYaTh Mo BiACYTHICTE 0COOIHBOT

Hebe3nexky IS NIOIUHH.

3araibHa TOKCHYHICTE

V nautokiB, skuM yeoauau KoMipHaTi BHYTPIIUHEOM S20B0 (SKi OTPUMYRaIN 3 MOBHI J03M 114
MIOJMHY OZIMH pa3 LIOTHIKHSA, L0 CTBOPIOBANIO BiJHOCHO BUILI PiBHI B NALIIOKIB Uepe3 Pi3HHLIO MIXK
MacaMH Tijl), cocTepiranucs Habpsaku it epuTeMH B Micui iH’ekuil, a Takox 30iMbIIyBanucs
nelKoIHTH (30KpeMa, 6azodiny if eo3uHodinu), IO BiAMOBIAAE 3anabHil peakuil Ta Bakyonizauii
TTOPTANBEHHX IenaTolnTiB 0e3 03HaK NOMKOAKEHHA Neuinku. Yci peakuii 6yau o00pOTHUMH.

'€ HOTOKCHYHICTE/KaHLIEPOreHHICTh

JlocnimKkeHHs reHOTOKCHYHOCTI Ta KaHLepOreHHOCTI He MpoBoAHIH. OYiKY€ETBCH, 110 KOMIIOHEHTH
BakuuHH (iniau ta MPHK) He MatoTk reHOTOKCHYHOTO MOTEHILialy.

PenpoayKTHBHA TOKCHYHICTE

PenpoayKTHBHY TOKCHYHICTE T2 eMOPIOTOKCHYHICTE JOCTiIKYBAIH Ha NalloKax Mij yac
KOMOIHOBAHOTO NOCHIIKEHHA penponyKTHBHo'l' TOKCHYHOCTI Ta eM6pi0Toxc1mHO0Ti KOJIM CaMHLAM
BBOAMIIM KoMipHaTi BHYTPiLIHBOM S30B0O J10 criapoByBaHHA Ta IiJ 4yac BariTHOCTi (BOHH OTPHMYBalH
4 NOBHI T03H U1 NIOAMHH, L0 CTBOPIOBAJIO BiZIHOCHO BHLI PiBHI B NALIOKIB Yepe3 Pi3HULIO MikK
MacaMH TiJl, iHTepBan yBeJeHHs cKkianas Bij 21-ro aHs 10 cniapoByBaHHs A0 20-ro JiHs BariTHOCTI).
Bianoeiai y BUrsai aHTUTIA, o HeifiTpanisyiors SARS-CoV-2, crocrepiranucs y caMulb Bij
nepio/ly 10 CapoBYBaHHS J0 3aBeplUeHHs JOCHiKeHHs Ha 21-if MocTHATANLHUE JIeHE, 8 TAKOXK Y
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mwiojax i noromctsi. He crioctepiramucs edexTy, nos’s3aHi 3 BAKUMHOM, 110 BIIMBAIN O Ha
(hepTunbHicTh, BariTHicTs abo po3UTOK eMOPiOHIB/MIIOAIB Ui NOTOMCTRA. JlaHi 010 MIaleHTapHOro
nepeHeceHHs BakinHu KomipHati abo 1f BUAITEHHS B MOJIOKO BiZICYTHI.

6. DAPMANEBTUYHI XAPAKTEPUCTHKH
6.1 Cnncok 10NOMIKHHX pe4OBHH

((4-rippoxcubytin)azangiin)bic(rexcan-6, 1-1iin)6ic(2-rexcungexanoar) (ALC-0315)
2-[(monieTunenrnikons)-2000]-N, N-guterpazenunauetamia (ALC-0159)
1,2-nucteapoin-cH-riainepo-3-gocdoxonin (DSPC)

XonecTepHH

Kanito xnopun

Kanito aurizpodocdar

Hatpiro xnopun

Junatpito docdat quriapar

Caxapo3sa

Bona ans in’exkuii

6.2 HecymicHicTb

Lle#t nikapcekuii 3aci He MOJKHA 3MiLYBaTH 3 IHIIMMU TiKapchbKUMH 3ac00aMH, 32 BHHATKOM THX, L0
BKa3aHi B po3ini 6.6.

6.3 Tepmin npuaaTHocTi

Hesiakputuii daakon

3amoposcenun ghnaxon

6 MicauiB 3a Temnepatypu Big -90 mo -60 °C.

Bripo1oBk 6-MicSYHOro TepMiHy NMPHIATHOCTI HEBIAKPHUTI (PJ1akoHM MOXKHA 30epirat Ta
TPaHCMIOPTYBAaTH 3a TemnepartypH Bia -25 °C 1o -15 °C npoTaroM €1MHOro nepiogy TPHBAIICTIO 10
2 THHIB, Imic/s yoro IX MOXKHa MOBEPHYTH 10 yMOB 30epiranus Big -90 °C 1o -60 °C.

Posmopooicenuii praron

1 Micsip 3a Temnepatypu Bia 2 °C a0 8 °C, 3 akux He 0inpuie 12 roauH Moxe OyTH BUKOPHCTAHO IS
TpaHcrnopTyBaHHs. [Tepe]l BAKOPUCTAHHAM HEBIAKPUTY BaKLMHY MOXKHa 30epirati He Ginblue 2 rofnH
3a Temnepatypu go 30 °C.

Po3MopokeHy BaKIHHY 3200POHAETHCH 3AMOPOKYBATH NIOBTOPHO.

Konusanns memnepamypu nicia UIYYeHHA 3 MOPO3WILHOI Kamepu

Jani 3i cTabibHOCTI BKa3yOTh Ha Te, L0 HEBIAKPUTI (IAKOHH 3aTHLIAIOTLCA CTa0lIbBHHMH:

. 10 24 ronun npu 36epiranHi 3a TeMneparypu Bizg -3 °C o 2 °C;

. cyMapHO 4 roguHu npH 30epiranHi 3a Temnepatypu Bia 8 °C no 30 °C Br/IOYAYK ONHCAHHI
BHILE mepioz 40 2 roguHu 30epirans 3a Temnepatypu 1o 30 °C.

Lliero indopmali€ro NOBHHHI KepyBaTHCs NPaliBHUKH chepy OXOPOHHM 30POB’ s IUIIE y pasi
THMYACOBUX KOJIHBAHb TEMIIEPATYPH.

Iepemiyenns 3aMoporceHux GRaKorie Mixc cepedosuyamy 3 yIbmpanu3bKoio memMnepamypoio (< -

60 °C)

e  3axkpuTi KpHIIKamMu BOKCH, 110 MicTATE 195 ¢akoHIB, BHITHATI 3 MOPO3MIBHOT KaMepH 3
yIBTPaHN3bKOK TeMnepaTypolo (< -60 °C), MoxyTs 30epiraticsa 3a remneparypu a0 25 °C ne
Oinplue 5 XBHIMH.

e  BokcH 3 BiIKpUTHMH KpHIDKaMu abo GOKCH, IO MIicTATh MeHlIe 195 ¢guakoHie, BUHHSATI 3
MOpPO3UJILHOT KAMEPH 3 YNBTPaHH3BKOI TeMnepaTypoto (< -60 °C), MoxyTh 30epiraTucs 3a
TemneparypH 10 25 °C He 6inblue 3 XBUINH.

e Konu 0okcu 3 uiakoHaMu, 1o 3a3Hanu Aii Temnepatypu 1o 25 °C, NoBepHYTb 10 MOPO3H/IBHOT
KaMepH, BOHH MaloTh 30epiratics B MOPO3HIIbHIH KaMepi BIIPOJIOB:A LOHalMeHILe 2 TOAUH,

MepIl Hix X MoskHa Oye BUITHATH 3HOBY.
/ ’/
Z -~
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Iepemingenns 3amopoxcenisx aaxonie, wjo sdepizanics 3a memnepamypu 6io -25 °C 90 -15 °C

° 3aKPUTI KPUIDKAMH OOKCH, 1110 MicTsTh 195 drakouis, BUITHATI 3 MOPO3UILHOT KaMepH (Bi -
25 °C g0 -15 °C), MoxyTh 36epirarucs 3a Temneparyph 10 25 °C ne Ginbiue 3 XBHIHH.
B BoKCH 3 BiZIKDHTHMM KpHILKaMH a6o GokcH, o MicTaTh MeHle 195 dnakoHiB, BUAHATI 3

MOpO3HITBHOT Kamep (Bia -25 °C 10 -15 °C), MoxyTh 36epiratucs 3a Temnepatypu 1o 25 °C He
Oinbiue 1 XBUIHHH,

Sxuto Grakod BHIy4YeHO 3 Gokca Ans GnakoHiB, HOro ¢iil pO3MOPO3UTH JIIA BHKOPUCTAHHS.

Po3penenuii nikapchkuii 3acid

Ximiuny i disuuny cTabinbHICTL MiJ Yac BUKOPHCTAHHA Ta IPU TPAHCNOPTYBaHHi 0y10
IPOJIeMOHCTPOBAHO BIPOAOBIK 6 rojuH 3a Temneparypi Bia 2 °C g0 30 °C miciis po3Be/ieHHA B
po3unHi HaTpiro xmopuay 9 mr/mi (0,9 %) s iv’exiii. I3 Mikpo6ionoriuHoi TOYKH 30py, AKLIO
METO/l pO3Be/IeHHs He BUKIIIOYAE MOXKIMBY MiKpOOHY KOHTaMiHaLilo, NikapehbKuil 3acib cin
BUKOPHCTATH Heraiino. SIkio 3aci6 He Oy/e BHKOPHCTaHO HeTaiiHo, 3a 4ac i yMOBH 30epiraHHs
BIIPOIOBXK BUKOPUCTAHHS Bi/ATIOBIJa€ KOPUCTYBaY.

6.4 Ocobangi3anobixHi 3axoau npu 30epirani

36epiraty B MOPO3WILHUKY Npy Temnepatypi Bia -90 °C o -60 °C.
36epiraTi B 3aBOJCHKII YITaKOBIi A 3aXHCTY Bil CBiTIA.

[Tix yac 36epiranHs HeoOXiTHO MiHIMi3yBaTH BIIMB KIMHATHOIO CBITJIa TA YHHKATH TIOTPArUIAHHA
NPAMHX COHAYHHMX NPOMEHIB H yneTpadioneTy.

3 po3MopoKeHUMH (JIIAKOHAMH MO3KHA IPALIOBATH B yMOBaX OCBIT/IeHHs B MPUMIlIEHHI.

VmoBu 30epiranHs micis po3MOPOXKyBaHHA Ta PO3BEACHHA TIKapChKOro 3acoly HaBeJCHO B
po3aimi 6.3.

6.5 Tun Ta BMIiCT NEPpBHHHOI YNIAKOBKH
ITpo3opuii 6aratono3oBuii Grakon 06’ emoM 2 M (3i ckaa THny I) 3 npobKoro (i3 CHHTETUYHOTO

GpomOyTUIKay4yKY) Ta MIACTHKOBAM KOBMAYKOM 3 BiIKMIHOI KpHiukow THiy flip-off, 3
anoMiHieBUM 00KUMHUM KinbleM. Koxken ¢nakoH MicTHTb 6 103, IMB. po3in 6.6.

Po3zmip ynakosku: 195 ¢naxoHis.

6.6 Ocob.1uBi 3an006iKHiI 32aX0/14 NI Yac yruaizauii npenapaty if iHwi BKa3iBKM 1010
NOBOKEHHS 3 MpernapaToM

[HCTPYKILT 3 MOBOMKEHHSA

KomipHati Mae roTyBaTi MeAHYHHI NPaLliBHUK, BUKOPHCTOBYIOUH aCeNTHIHY TEXHIKY, 100
3a0€3MeulTH CTEPHIBHICTE MPUTOTORAHOT JUCHepcii.

12
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PO3MOPO’KYBAHHS IIEPE/I PO3BEJIEHHAM
<

e Bararono3oBuii guakoH 30epiraeTscd B

. 3aMOPOKEHOMY CTaHi, Horo i
He bianme PO3MOPO3UTH MEepe]] PO3BEAESHHAM.
2 roJAHH 3a 3amopokeH] GrakoHH i IepeHecTH
KiMHATHOL B CEpeOBHIIIE 3 TEMIEPATYPOLO Bil
2 °C 10 8 °C 414 pO3MOPOKYBaHHS;
TeMIepaTypu ynakoBka 3i 195 grakoHaMu Moxe
(J]O 30 °C) PO3MOpOXKyBaTHES 3 TOJMHU.
AnpTepHaTUBHUI crocib: 3aMopoxkeHi

s

(h1aKOHH MOKHA PO3MOPO3HTH 3a
30 xBuIHH 3a Temnepatypu o 30 °C
JUIA HeraifHoro 3acTocyBaHHS.

e Hepinkputuii ¢rakoH MoxHa 30epiratu
He Oinpre 1 MicAIs 3a TeMneparypH
Bix 2 °C mo 8 °C, 3 skux He Oinble 12
TOAMH MOe OYTH BUKOPHUCTAHO ANA
TPaHCIOPTYBaHHA.

e 3auyekaiiTe, IOKH PO3MOPOKEHUH
(hnakoH HarpieTbes 10 KIMHATHOI
TeMIepaTypH, Ta 00epe:kHO
nepesepHiTh #oro 10 paziB ans
po3BeneHHa. He cTpyuyiite.

e [lepen po3BeaeHHAM PO3MOPOKEHA
JMcnepeis Mojke MiCTHTH Henpo3opi
amopHi yacTHHKH Bia Ginoro go
Maibke BiJloro KOmsopy.

PO3BEAEHHA

e PozBeniTh pO3MOpPOXKEHY BAaKLHHY B
opuriHagbHOMY (hr1akoHi pO3YHHOM
HaTPilO XJIOpUay AN iH’exuiit 9 Mr/mn
(0,9 %) o6’emom 1,8 mn,
BHKOPHCTOBYIOYH [ONIKY Kanibpy
21 abo Byx#uy Ta aCENTHYHY TEXHIKY.

1,8 ma matpirw xaopuay 0,9 % ans
iH’exuii

13
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Bursarnite nopwens Ha 1,8 mu,
o0 BHAAJHTH MOBITPS 3
th1akona.

Bupisnsiite THCK Y (DIIaKOHI, MEPIT HizK
BUITMATH TOJIKY 3 KPHIIKH (TaKoHa.
JIis 1pOTo BTATHITH 1,8 MI MOBITpA B
MOPOAKHIN WIIPUIL 118 PO3BEICHHS.

O6epexHo, 10 pasis

B M ™

p 3 )
o e !

ObepeskHO nepeBepHiTh PO3BEAEHY
aucnepcito 10 pa3is. He cTpyunyiite.
Po3BesieHa BakIMHA Ma€ BUTTIAAATH K
Maiixke Bina qucnepcis 6e3 BUIHMHX
YACTHHOK. SIKII0 BHAHO YaCcTHHKH abo
KOIip iHIuiA, He BUKOPUCTOBYHTE
PO3BeJIeHY BaKIHHY.

14
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nmicas PO3BEACHHSA

3anumiTe BiANOBiAHY AaTy i yac.
BukopucraiiTe BnpoaoB:k 6 roauH

3anuiuiTe Ha drakoHax i3 PO3BEIEHOIO
BaKIIIHHOO BiAMNOBIAHY JaTy ii yac.
[Ticna possenenHa 30epiraiite 3a
Temneparyps Bia 2 °C no 30 °C Ta
BHKOPHCTAHTE NPOTATrOM 6 TOJNH,
BKJIFOHAFO4H 9aC TPAHCIIOPTYBAHHSL.
He zamopozxkyiiTe it He cTpyuyiiTe
po3BeneHy aucnepciro. Y pasi
30epiraHHs B XOTOIUIEHUKY
3a4ekaliTe, MOKU pO3BeAeHA AUCTIEPCis
HarpieTbCd A0 KiMHATHOI TeMIepaTypH,
nepul Hi’k BHKOPUCTORYBATH.

IIJIFrTOTYBAHHA OKPEMHX 103 KOMIPHAT

10,3 MJI

0,3 M po3BeeHol
BAKLUHHH

[Ticns po3BeaeHHA QaKOH MICTHTB
2,25 M1, 3 AKUX MOXKHA OTpPUMaTH 6 103
no 0,3 M.

3acTOCOBYIOUH ACENTHYHY TEXHIKY,
npoaesindikyiite kpuiuky drakoHa
OJIHOPa30BUM AHTHCEIITHYHUM
TaMIIOHOM,

Binbepirts 3 dnakona 0,3 mn
Kowmipnari.Illo6 oTpumatu 6 103 3
onHoro (uakoHa, ciij
BUKOPUCTOBYBATH LIMNPHIH Ta/abo
TOJIKH 3 MaJIUM MEPTBUM 00’ eMOM.
3aranbHuii MepTBUH 00’ eM mmpuna i
FOJIKM NMOBHHEH CKJIaZlaTH He Oinblie
35 Mru. Y pasi BUKOpHCTaHHA
CTaHJapTHHX LIMPHUILB i rOJIOK 00’ eM
npenapary mMoxe OyTH HelOCTaTHIM
J71s OTPMMAHHA IOCTOi JO3H 3 OJIHOIO
dnakoHa.

KoskHa no3a nosuuna mictutd 0,3 M
BaKI[HHH.

Skmo 06’eM BakLMHH, 110
3aUIIAETBCS Y (IIaKoHi, He10CTaTHI
JI1s1 OTpUMaHHA noBHoi no3u 0,3 M,
yTHNi3y#iTe (IaKkoH i HaJIMIIKOBHUIA
00’em.

YTunizyiite HeBUKOPUCTAHY BaKIMHY
yepes 6 FOJMH IiCHS pO3BEACHHS.

Vrunizamis

Bynb-sKuii HeBMKOpHCTaHuUil TikapchKHii 3aci0 Ta BiAX0AM ClIif yTHUi3yBaTH 3TiIHO 3 MiCLIEBUMH

BHUMOIaMH.

T BJACHHUK PEECTPALIHHOI'O INIOCBIJIYEHHS

LT
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BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Himevyuuna

Ten.: +49 6131 9084-0

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

8. HOMEP PEECTPAIIITHOI O(-X) IOCBIIYEHHSI(-Hb)

EU/1/20/1528/001

9. JIATA OTPUMAHHSA MMEPIIOIO PEECTPAIIMHOIO INOCBIJYEHHS/
INOJOBXEHHS TEPMIHY YHHHOCTI PEECTPAIIMHOI'O NIOCBIJTYEHHS

Jlara oTpuMaHHs niepLioro peectpauiiinoro nocsiguenHs: 21 rpyaas 2020 p.

10. JATA OCTAHHBOI'O HEPEI'JSALY TEKCTY

Hetanbha indopMaLis mpo ueii nikapebkuii 3aci6 nocTynHa Ha BeG-caiiTi €BponeicbKoro areHTcTBa
3 nikapchKHUX 3aco0iB: http://www.ema.europa.eu.
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JIncTrok-Braagka: iHdopmanist 1Jsi KOPHCTYBa4a

KomipHaTi, KOHIEHTPAT AJIsi NPHIOTYBAHHA AHCIepCil s iH’ €Ki
Bakuuua na ocsosi MPHK 11s npodinaktuxu COVID-19 (nykaeosna-moandikoana)

vueﬁ nikapenkuit 3aci6 miausrae 101aTKOBOMY MOHITOPHHTY. Lle 1acTh 3MOTY WIBHAKO BUABIATH
HOBY inQopMmaLito 3 Ge3neku. Bi MoXkeTe JONOMOITH B LbOMY, AKLIO MOBIIOMHTE NP0 no0ivHI
edekTH, SKi MOTTIH y BaC BUHMKHYTH. [H(popMaLlis 110710 TOTO, AK i KOMY MOsKHa MTOBIIOMHTH IIPO
no6ivHi edexTy, HaBeeHa HANPUKIHLI po3ainy 4.

YBaKHO NPOYHUTAIITE MOBHICTIO Hell THCTOK-BKIAKY, IIepUI Hik 0TPHMACTE W0 BAKLIHY,
OCKIJILKH BiH MicTHTh BaxauBy aus Bac indopmanizo.

° 36epexkiTh Ll THCTOK-BKIaAKy. Bin Moke 3Hanobutucs Bam y MaitOy THEOMY.
. Slxmio y Bac BUHMKHYTb JOATKOBI 3aMMTaHHs, 3BEPHITLCA 10 JiKaps, GapMaleBTa Ui MEACECTPU.
° Slkwo y Bac BuHHKHYTS Gyb-siKi 10GiuHi eeKTH, 3BEPHITRCA 10 CBOTO Jlikaps, hapMaleBTa

a6o Mencectpu. Lle cTocyeTses Oy ab-sSKUX MOAKIMBUX NOGIYHNX eeKTiB, He BKA3aHHX Y LILOMY
MUCTKY-BKAanui. us. po3ain 4.

Axy indopManiio MicTHTBL el THCTOK-BKIA/AKA

[1lo Take npenapar KoMipHarti i Ans 40Oro BiH 3aCTOCOBYETHCA.

LLlo noTpi6HO 3HATH, MEPLI HiX BY [IOYHETE OTPUMYBaTH Tpenapar KomipHari.
Sk 3acTocosyBatu npenapat KomipHari.

Mosxnusi mobiuni peakuii.

Slk 36epiraTn npenapart KomipHari.

BMicT yNakoBKH Ta iHlIa iHopmMallis.

S b

1. Ilo Take npenapat KomipHaTi i 115 4oro BiH 3aCTOCOBYEThBCH

Komipuati — 1ie BakiyHa Ans npodinaktiku 3axeopiosannsa COVID-19, ske Bukiukae Bipyc SARS-
CoV-2.

IIpenapat KomipHati npu3HadeHnil Ui A0POCIHX i NiANITKiB BikoM Bia 16 pokiB i cTapiue.
BakiiiHa IPU3BOMTE JI0 TOTO, L0 IMyHHA CHCTeMa (PHPOIHUIL 3aXUCT OPraHi3My) yTBOPIOE
AHTHUTINA TA KAITHHYM KPOBI, 1110 MPALIOIOTH POTH Bipycy i, TAKMM YMHOM, 3axHiaiTs Big COVID-

19.

Ockinbku KomipHati He MiCTUTB Bipycy Ui BUpoOIeHHs iMYHITETY, Lieil npenapar He Moxe
npu3BecTH A0 iHdikysanHa COVID-19.

2, II{o noTpi6Ho 3HaTH, Nepw Hix Bu nounere orpumysaTn npenapat KomipHari
IlpenapaTt KomipHaTi He cJ1i 3aCTOCOBYBATH B HACTYIIHOMY BHIIAIKY:
° 3a HasBHOCTI aeprii Ha Airouy pedoBuHY ado Oy/b-AKi iHIII KOMIIOHEHTH LFOTO Npenapary

(nepeniyeHi B po3aini 6).

3acTepexeHHs Ta 3aM00LKHI 3aX01H
ITopaasTecs 3 fikapeM, (apmaueBTOM ad0 MeJICECTPORO, MIEPLI HiXk 3aCTOCOBYBATH BaKLIMHY, AKUIO:

e y Bac 6yb-Konu BHHUKAH anepriui peakiii abo yTpyIHeHHs IMXaHHs nic/s iH’ekuii Oy ap-
ko iHLoT BakUMHK abo micna in’exuii Komipnarti paHilue;

° Bu 6y/1p-K0/IH BTpayajii CBiIOMICTb Mic/Is FOIKOBOI iH €KL,

. y Bac HasBHe Baxkke 3aXBOproBaHHs a0 iHdeKis 3 miaBUIIEHOK TeMrepaTyporo Tina. [Tpore

Bu MoxeTe MpoiiTh BakUMHALLi0, AKIIO y Bac He3HauHe MiABHILEHHA TEMIIEpaTypH Tina abo
indekIlis BepxHiX IUXaNbHUX LIIAXIB, AK-OT 3aCTY/;

° y Bac BUHHKaIOTE KPOBOTEUi, JIETKO yTBOPIOKOTHCS CHHIL a0o Bu npuiimaere nikapcbKuii
npemnapar s 3anodiraiis yTBOPEHHIO TpoMOiB;

. y Bac ocnabnena iMmyHHa cuctema, Hanpukiaz yepes BlJI-indekuiro uu inwy xsopoGy, abo
axio Bu npuiiMacTe nikaperki 3aco0H, AK-0T KOPTHKOCTEPOIAM, 1O BIUIMBAIOTE HA IMYHHY
CHCTEMY.

18
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AK 1y BHNAAKY 3 OyAb-KMMH IHIIHMH BaKLHHAMH, Kype BaKuuHaiii KomipHari 3 2 103 Moske He
3abe3nmeunTi 3aXNCT yCiX nauieHTis, ki il OTPHMANH; TAKOXK HEBiZOMO, YIpoaoBK AKOro yacy Bu
Oynere 3axulIeH].

Hiti Ta ninxitkn
KowmipHari He pekOMeHIy€eThes 3aCTOCOBYBATH y AiTeit BikoM 10 16 pokis.

Inwi xikapeeki 3aco6u it npenapat Komipuati
Axkmo Bu npuiimaere, nenapHo npuitMani abo MoxeTe IpUItHATH Gy ab-aKi iHII JikK, a60 Bu
HEIOIABHO OTPUMANH Oy b-siKy iHLIY BaKIHHY, IIOBIZOMTE TIPO Le Jikapio aGo papmaiesty.

BariTHicTk Ta rpy/iHe BUI010BYBaHHS

BariTHi nanienTky, a Takox MaLieHTKH, Ki FOAYIOTh TPYUII0, BBAXKAIOTH, 110 MOXKYTb OYTH
BariTHAMH, a0 MIaHYIOTh HAPOJAUTH JAUTHHY, MEPUI HiXk 3aCTOCOBYBATH LK BakKLUMHY, TOBHHHI
3BEPHYTHCA 3a NOPAA0I0 10 CBOTO nikaps ado papmalesTa.

Kepysaunsa TpaHcnopTHHMH 3aco6amu ii pooTa 3 MexanizsMaMu

Hesxi eexTn BakUMHALIT, 3a3Ha4eHi B po3aini 4 («Moskausi mo6iuni peakuii»), MoKy Th THMYaCOBO
BILIMBATH Ha Ballly 31aTHiCTE KepyBaTH TPaHCMIOPTHUMH 3acobamMu abo NMpPALIOBATH 3 MEXaHi3MaAMH.
3aueKaiiTe, 10KM 1i €eKTH 3HUKHYTh, TIEPLI Hik KepyBaTH TPaHCIIOPTHHMH 3ac06aMu ato
OpALOBaTH 3 MeXaHi3MaMHu.

Hpenapat KomipHaTi MicTuTe KaJiii i naTpiii

L1s BakuMHA MiCTUTE MeHIle | MMOIb Katiko (39 Mr) Ha OJHY 7103y, TOGTO MPAKTHYHO «HE MICTHTH
Kaion.

Lls BakiiHa MicTHTE MeHIIe | MMONE HaTpiio (23 Mr) Ha OJHY 103y, TOGTO IPAKTHYHO «HE MiCTUTE
HATPIIO».

3. SxsacrocoByBaTn npenapat Komipnari
KomipHati BBOAATE micna posBeseHns y BUMIAA]L iH ekuii B 1031 0,3 M1y M’A3 [U1eya.
Bu orpumaere 2 in’exuil.

PekoMeHAy€eThCs OTpUMATH APYTY 03y Tiel camoi BaKUMHH uepes 3 TIDKHI mic/s TepIuoi 1034, wob
3aBEPUIMTH KypC BaKLMHALI.

Skwo y Bac € 6yap-aKi J0AaTKOBI 3aNUTaHHS 11010 3aCTOCYBaHHS npenapaty KomipHari, 3BepHiThbCs
A0 CBOro Jikaps, apmaueBTa abo Me/ICecTpH.

4.  Moxangi mobiuni peakuii

Kowmipuari, sik i Bei BAKUMHH, MO3Ke BUKIMKATH NI0GI4HI peakwii, Xoua BOHH PO3BHBAIOTHCS
He B KOXKHOIO NauieHTa.

Ay#xe 4yacti nobiuni peakuii (MoXyTb BUHHKaTH 6inbm Hixk B 1 3 10 ocif):
Oink, HAOpAK y Micwi iH’ exil;

BTOMJIKOBAHICTE;

FOJIOBHUH OiB;

Oinb y M’s13ax;

03H00;

6inb y cyrnobax;

Iiapes;

MiABUILEHHS TEMIIEPATY PH.

e & o @ o o o o

Yacri noGiuni peakuii: MoxkyTh BuHuKaTH B 1 3 10 0cif:
° NOYEPBOHIHHA B Miclli iH €Ki}

7
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° HYJ0Ta;
. ONMIOBAHHI.

HeuacTi nobiyni peakuii (MoxyTb BUHHKATH He 6inbiu Hixk B 1 31 100 ocid):
30inbiIeHH TiM(OBY3MIB;

MOraHe camMoroyyTTs;

6ink y KiHLiBL;

Oe3coHH4;

ceepbixk y Miclli iH’eKmil;

anepriyHi peakuii Ha KIITAIT BUCHITY abo cBepOexy.

Piaxi mo6iuni peakuil (MoxyTh BUHIKaTH He Oinbl Hix B 13 1000 oci6):
. TUMYacoBHil 0JHOOIYHMIT napaliy TUIEOBOTO HEPBA;
e anepriuni peakuii Ha KIITanT BHcHMy abo HabpaKy oOIHYYA.

Hepinomi (HeMOXKIHBO OIIHUTH 33 JOMOMOTOI0 HAagBHUX JIaHHX):
. TAMKKA aNepriuHa peaxiis.

IoizomaenHst npo nodivni peakuii

Slkmo y Bac BHHHKHYTb Oyab-sKi MoGiuHi peakwii, 3BepHiTHCA 10 CBOTO Jikaps, papmaiesra abo
mencectpu. e cTocyeThes Oy ab-sKuX MOKTHBHX MOOIMHNX peakiliii, He BKa3aHHX y UbOMY JTHCTKY-
BKJIAqUi. B Takok MoxeTe NoBiZoMuTH 1po Oyab-AKi nobiuHi peakuii 6e3nocepeAHB0 Yepes
HaLliOHATbHY CUCTEMY 3BITHOCTI, 3a3Ha4eHy B JlogaTky V. Ta 3a MOKIMBOCTI BKa3aTH HOMEP
cepii/naptii npenapary. [ToBizomsioun npo no6iyHi peakuii, Bu MoxeTe Z0MOMOITH OTPUMATH
Ginbure iHdopManii npo Ge3neuHicTh UBOro TiKapchKOro 3acoby.

3. Sk 36epiraTu npenapat Komipnari
36epiraiite et nikapcbkuii 3aci6 y HeOCTYHOMY 14 JiTei Micui.

Hagenena Hukde indopmauis oo 36epirais, CTPOKY MPHAATHOCTI, BAKOPHCTAHHS Ta MOBOUKEHHA
TIPU3HAYAETHCS [T MEWYHUX TPaliBHHUKIB.

He BHKOpHCTOBYiiTe 1€t nikapchKuii 3aci6 micis 3akiHYeHHA TepMiHY NPUAATHOCTI, BKA3aHOTO Ha
yrakoBii Ta eTukeTui micas ciis «[Ipuaathuii 1o». TepMiH NPUIATHOCTI BiANOBIAA€ OCTAHHBOMY
[IHIO BKa3aHOro MiCALL.

36epiraTi B MOPO3UIBLHUKY Ny Temnepatypi ix -90 °C 10 -60 °C. Bnpomosx 6-Mica4HOr0 TepMiHy
NPUIATHOCTI HEBIAKPUTI (JIaKOHN MOsKHa 30epiraTH Ta TPaHCTIOPTYBaTH 3a TeMreparypu Bia -25 °C
110 -15 °C npoTAroM €AMHOro nepioy TPHUBATICTIO 10 2 THXKHIB, MiC/4 4Oro iX MOXHA IOBEPHYTH 10
yMoB 30epiranns Big -90 °C go -60 °C.

3GepiraTi B 3aBOACHKIl yNakoBLi A4 3aXHCTY BiA CBiTIA.

Ilepemiugents 3aMopONCeHUX GAAKOHIE MINC cepedosUamil 3 YTbMPAHU3LKOIO MeMnepanypoio (< -
60 °C)

e  3aKpuTi KpHIIKAMH GOKCH, 1110 MicTATE 195 dnakoHiB, BUITHATI 3 MOPO3HIIBHOI KAMEPH 3
YIbTPaHM3bKOI0 TeMIeparypoio (< -60 °C), MoxkyTs 30epiratucs 3a Temnepatypu a0 25 °C He
Oinblue 5 XBHIHH.

e  BoKcH 3 BLIKDHTHMH KpHIIKaMu abo O0KcH, 110 MicTATh MeHIe 195 dnakoHiB, BUiTHATI 3
MOPO3MIILHOT KaMEPH 3 YJIBTPaHH3BKO TeMrepaTypoto (< -60 °C), MoxyTh 30epiratucs 3a
TemmnepaTypu 10 25 °C He Oinbuie 3 XBUIUH.

e Konu Gokcu 3 hnakoHamy, 110 3a3HamM Aii Temnepatypu a0 25 °C, NoBepHYyTh 10 MOPO3H/IBHOL
KaMepH, BOHH MaloTh 36epiraTucsi B MOPO3MIBbHIH kamepi BMIPOJOBIK LMoHAHMEHLIE 2 FOUH,
nepiu Hixk iX MOxkHa OyZae BUIHATH 3HOBY.

Hepemiugenns 3amopodicenux graxonis, wjo 36epizanucs sa memnepamypu 6id -25 °C do -15 °C
@ 3aKkpHTi KPUIIKaMI GOKCH, 110 MicTaTh 195 dulakoHis, BHIAHSATI 3 MOpO3MIBHOT KaMepH (Bix -
25 °C po -15 °C), moxkyTs 36epiraTics 3a Temneparypu 10 25 °C He Ginblie 3 XBUIHH.
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. BoKcH 3 BiZIKDHTHMH KPHLIKAMH 260 GOKCH, 110 MicTATh MeHe 195 dnakoHis, BUHHATI 3
Mopo3unbHOT kamepn (Bia -25 °C 10 -15 °C), MokyTb 30epiraTics 3a TeMIeEpaTypH 10 23 ¢ Be
Ginblue 1 XBUITHHA.

SAxmo dnakoH sunyyeHo 3 6okca A GrakoHis, HOro ciif po3MOPO3UTH /1A BUKOPHUCTAHHA.

TTicis pO3MOpPOYXKYBaHHA BAKLKMHY CIliJi PO3BECTH i 0fjpasy BUKopHCTaTH. ONHAK JaHi 11010
cTabUIBHOCTI MMiC/IA PO3KPUTTA YIAKOBKH BKa3yOTh, LIIO ITic/is BUifMaHHA 3 MOPO3HJIBHOI KaMepu
Hepo3Be/IcHy BaKIMHY MOXHa 30epiratn npotsarom 1 micaus npu Temneparypi Bia 2 °C 10 8 °C abo
10 2 roauH npu Temneparypax go 30 °C nepel 3aCTOCYBAHHAM.

[licns po3BeaeHHa BakuuHy ciij 30epiratu nmpu Temnepatypi Bia 2 °C 1o 30 °C Ta BUKOpHUCTATH
npoTAroM 6 roauH. Byap-aKi HeBUKOPUCTAHI 3a/IMLIKY BaKLMHKA CJTiJ YTUITI3yBaTH.

ITic/1s BIHATTA 3 MOPO3M/TBHHKA if pO3Be/ieH s Ha ()IaKOHAX I/ 3a3HAUNTH HOBY JarTy ii 4ac yTHIlisaLil.
[Tics po3MOpoXyBaHHA BaKIIMHY HE MOXKHA 3aMOPO3KYBaTi MOBTOPHO.

He c71if1 3aCTOCOBYBATH K0 BAaKLMHY, AKLIO [ic/1A PO3BECHHA po3uuHy Bu NOMITHIH B HBOMY
CTOPOHHI 4acTO4KH abo 3MiHY KOJIBOPY.

He Bukupaiite nikapchbki 3acofu B kaHanizauiio abo pa3oM i3 noOyTOBHM CMITTAM. 3aMHTaiiTe y CBOro
dapMaleBTa, SKMM YMHOM CJIi 030aBIIATHES Bil HeMoTpiOHKMX npenaparis. L{i 3aX01H JONOMOXKYTh
3aXMCTUTH HABKOIHIIHE Cepe/IOBHILE.

6. BmicT ynakoBku Ta iHma indopmanis

Komnonentu npenapary Komipnari

. Jlirouoro peuoBuHO npenapary € MPHK-Bakuuna ang mpodinaktukn COVID-19. IMicns
po3BezieHHs (IIaKoH MiCTHTB 6 103 10 0,3 MI1, KOXKHA 3 AKHX MmicTuTe 30 Mxr MPHK.

. [Ipenapar TAKOX MICTHTb iHLII KOMIIOHEHTH:

((4-rinpokcubytin)asanaiin)bic(rexcan-6,1-aiin)6ic(2-rekcunaexanoar) (ALC-031 5);

2-[(nonietunenrnikons)-2000]-N,N-qurterpageuunaneramia (ALC-0159);

1,2-1ucTeapoin-cH-raiuepo-3-pocoxonin (DSPC);

XONIeCTepPHH;

KaJio XJI0pu;

Kanito gurigpogocdar;

HaTpilO XJIOPH;

nunatpir docdar auriapar;

caxapo3a;

BOJA A71s iH’ €Ki,

o]

Oo0OO0OO0OO0OO0OCOO

3oeHimHii BUraag npenapaty KomipHaTi Ta BMICT YIaKOBKH

Bakuuna sense coboro qucnepcito (pH 6,9—7,9) Bia 6inoro a0 Maitke 6i10ro Koasopy, 1o
MocTayacThes y 6araTo0308uxX (rakoHax, mo 6 103 y nposopux dnaxoxax 06’emom 2 M (3i ckna
tuny 1), i3 Npo6Kkok 3 KayuyKy Ta IIIaCTHKOBHM KOBIAYKOM 3 BiJIKMHOK kpHiukowo Tuny flip-off,
3 AMIOMIHIEBHM 00XKMMHHMM KiJIBLEM.

Po3zmip ynakoBku: 195 ¢rakoHiB.

BiiacHHK peecTpauiiiHOro noceigyeHHs
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

HimeuunHa

Ten.: 449 6131 9084-0

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

BupoOHHKH
BioNTech Manufacturing GmbH

Kupferbergterrasse 17-19
55116 Mainz
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Himeuunna

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

beneris

150

3a ingopMmawiero npo Leii Aikapcbkuii 3acib 3BepTaiiTecs 40 MiCLEBOTO NPEACTaBHUKA BIACHIKA

peECTpauiitHOro nocBiJYeHHs:

beasris//IrokcemOypr
Pfizer S.A/N.V.
Tél/Tel: + 32 (0)2 554 62 11

boarapis

[aiizep JTrokcemdbypr CAPJI, Knon
Bonrapis

Ten.: +359 2 970 4333

Yexis
Pfizer PFE, spol. s r.o.
Ten.: +420 283 004 111

Janisn
Pfizer ApS
Ten.: +45 44 201 100

Himeyunna
BioNTech Manufacturing GmbH
Ten.: +49 6131 90840

EcTonin
Pfizer Luxembourg SARL Eesti filiaal
Teun.: +372 666 7500

I'peuis
Pfizer EXAdg A.E.
Ten.: +30 210 6785 800

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

®paHuin
Pfizer
Ten.: +33 158 07 34 40

Xopearisa
Pfizer Croatia d.o.o0.
Ten.: + 38513908 777

22

JluTea
Pfizer Luxembourg SARL filialas Lietuvoje
Ten.: +370 52 51 4000

YropunHa
Pfizer Kft
Ten.: +36 1 488 3700

MaabsTa
Vivian Corporation Ltd.
Ten.. + 35621 344610

Hopgeris
Pfizer AS
Ten.: +47 67 526 100

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

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

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

HopTryranis
Laboratoérios Pfizer, Lda.
Ten.: +351 21 423 5500

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

CioBeHin

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podro¢ja
farmacevtske dejavnosti, Ljubljana

Temn.: +386 (0) 152 11 400

LT



Ipaanain

Pfizer Healthcare Ireland

Ten.: 1800 633 363 (Ge3komTOBHMIT)
+44 (0)1304 616161

Icnanpia
Icepharma hf
Ten.: +354 540 8000

ITanis
Pfizer S.r.l.
Ten.: +39 06 33 18 21

Kinp
Pfizer EALGG A.E. (kinpceka inis)
Ten.: +357 22 817690

JlaTBin

Pfizer Luxembourg SARL filiale Latvija

Ten.: +371 67035 775

151

CunoBayyHHa

Pfizer Luxembourg SARL,
organiza¢na zlozka

Ten.: +421 2 3355 5500

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

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

Beauxa Bpuranis (IliBriyna Ipaanain)
Pfizer Limited
Ten.: +44 (0) 1304 616161

Jarta ocTaHHLOI nepeBipKu nLoro AHcTKa-BKA2AKH {MM/YYYY}

Lleii nikapcekuit 3aci6 npoiiloB «yMOBHY peecTpauiio». Lle o3Hayae, 110 04iKyOThCS MoAaNbLLIi
J0Ka3H JUIs LBOTO JIIKapebKoro 3acoby. €sporneiichke areHTCTBO 3 JTiKapchbKuX 3aco0iB neperipaTume
HOBY iH(opMallito Npo el Nikapcekuii 3aci6 UoHaiiMeHIIIe KOKHOTO POKY, i 1ieii THCTOK-BKIaAKa

Oy/le OHOBIFOBATHCA B pasi moTpelu.

BinckaHyiite Koz 3a IONOMOroio MOGLILHOTO IPHCTPOIO, 106 OTPUMATH Ligit THCTOK-BKIAAKY

Pi3HUMH MOBaMH.

URL: www.comirnatyelobal.com

Hetanena indopmartis npo neit nikapcbkuii 3acié goctynHa Ha Be6eaiiti €BponelcbKOro areHTCTRA

3 NikapceKUX 3aco0iB: http:/www.ema.europa.eu.

Lleii nucToK-BRIaAKA JocTynHui yeiMa Mosami €C/E€E3 na pefcaiiTi €Bponeiichbkoro areHTCTRA 3

JiKapChKHX 3aco0iB.

Hactynua ingopmanis npi3HayeHa TIIBKH AJIs MeAHYHHX NPALIBHHKIB,

KoMmipnari ¢nia yBoauTH BHY TPillIHEOM ' 30BO Mic/Is PO3BEAEHHS K Kype i3 2 103 (0,3 M KOXKHa) 3

IHTEepBaJIOM 3 THXKHI.

BincTesxxyBaHicTh

A
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[1[06 MoMinIIUTH BiACTEXYBaHICTh GiONOriyHUX NiKapChKUX 3ac00iB, CNIij 4iTKO 3anucyBaTh Ha3By i
HOMep cepii BBeJIeHOro npemnapary.

IneTpykuii 3 NOBOKeHHS
KomipHaTi moBHHEH roTyBaTH MeAWYHUI NPALliBHHUK, 3aCTOCOBYIOUH aCeNTHYHY TEXHIKY, 100
3abe3NneYuTH CTEPUIBHICTE MPUIOTOBAHOI Aucnepcii.

PO3MOPOJKYBAHHS IIEPE/] PO3BEJAEHHAM
: e Bararono3oBuil dakoH 36epiraeTbes B

. 3aMOpOKeHOMy CTaHi, ioro ciig
He biabme PO3MOPO3UTH Mepe PO3BEACHHAM.
2 roJuH 3a 3amoporkeHi (pIaKOHH CIiJ1 epeHecTH
KiMHaTHOY B CEpPENOBHIIE 3 TEMIIEPATYPOIO Bif
2 °C o 8 °C i po3MOpOyBaHHS;
TeMiepaTypu ynaxkoBka 3i 195 ¢nakoHamMu Moxke
(10 30 °C) PO3MOPOKYBATHCS 3 FOMHH.
AnbTepHaTUBHUEA cnocid: 3aMopoxkeHi

P

(rakoHM MOKHA PO3MOPO3UTH 32
30 xBunuH 3a Temnepatypu 1o 30 °C
J71s1 HeraifHOro 3acToCyBaHHS.

e Hesigkputuii ¢pnakon MoxHa 3depiratn
He Oinplre 1 MicsaLg 2a TemMneparypu
Bix 2 °C no 8 °C, 3 skux He Oinpue 12
roJIMH Moske OYTH BUKOPHCTAHO [UIS
TPaHCIIOPTYBaHHS.

e 3auyekaiite, OKM PO3IMOPOKEHUI
(h1aKoH HarpieTbes 10 KIMHATHOT
TEMIIEPaTypU, Ta 00epexHO
nepeBepHiTE ioro 10 pasie ams
posBeaeHHs. He crpyluyiire.

e [lepen po3zseneHHAM pPO3MOpOYXKEHA
QMCIIepCis MOXKe MICTHTH HeNpo3opi
aMmop®Hi yacTHHKH BiJ1 6inoro go
Maiixe 0izloro KonLopy.

PO3BEJEHHSA
; e  Po3RefliTE POZMOpPOKEHY BAKIHHY B
OpPHTIHATEHOMY (JIAKOHI PO3YHHOM
HaTPio XIOPHAY s iH’e€KUiit 9 Mr/mn
(0,9 %) o6’emMomM 1,8 mn,
BUKOPHCTOBYIOUH IOJKY Kaniopy
21 abo By K4y Ta acenTHYHY TeXHIKY.

1,8 ma narpiro xaopuay 0,9 % nas
iH’ eKuii

24
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Burtsrnits nopuiens Ha 1,8 mu, mo6
BH/AJIMTH NOBITPH 3 d1aKkona.

Bupisusiite THCK ¥ dnakoHi, Nepul Hix
BUIIMATH FOJIKY 3 KPULIKH QIaKoHa.
Jlna uporo BTArHITE 1,8 M MORITPS B
TIOPOSKHI INPHIL /Ul PO3BEAEHHS.

O6epesxno, 10 pasis

O6epexHO NMepeBepHITh PO3Be/IeHY
nucnepcito 10 pazis. He ctpyyiite.
Po3BeeHa BaKLMHA M€ BUTTIAJATH K
Maiixe 6ina qucnepcis 6e3 BUAMMHX
YaCTHHOK. SIKUIO BHAHO YaCTHHKH abo
KOIip iHLINH, He BUKOPHCTOBYHTE
po3BeJeHy BaKUUHY.

25
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o i et s
FanuiTh BIANOBLIHY 12
Bukopucraiite BpofoBx 6 roanH
nic/is po3Be/IeHHSs

3anuite Ha GIaKoHax i3 PO3BEACHOIO
BaKLMHOK BiJIMOBIAHY JaTy # 4ac.
[Ticas po3BeaeHHs 30epiraiiTe 3a
temneparypu Bin 2 °C no 30 °Cta
BHKOpHUCTaiiTe TPOTATOM 6 FOINH,
BKJIIOYAIOYM Yac TPAHCIIOPTYBAHHS.

He zamoposkyiite i He CTpyLUYITE
poseeneHy aucrepciio. ¥ pasi
30epiraHHs B XOJIOAHIBHUKY
3ayekaiite, MOKH po3Be/ieHa AUCTIEPCis
HarpieThes 0 KIMHATHOI TEMIEPATy pH,
nepu! Hi’k BUKOPUCTOBYBATH.

NIIrOTYBAHHS OKPEMHX /103 KOMIPHATI 0,3 MJI

0,3 ma
pe3BeaeHol
BAKUHHH

[Ticns po3seaeHHs GNaKOH MiCTHTB
2,25 M1, 3 AKMX MOKHA OTpUMATH 6 103
no 0,3 mi.

3acTOCOBYIOYH aCeNTUYHY TEXHIKY,
npoaesiHdikyiiTe KpUlIKY prakoHa
OJJHOPA30BHM aHTHCENTHYHHM
TaMIIOHOM.

BinbepiTs 3 ¢naxona 0,3 ma
KomipHari.

11[o0 oTpuMaTH 6 103 3 OAHOrO
thnakoHa, clliJi BAKOPUCTOBYBaTH
IIMPHLM Ta/ab0 roNKH 3 Manum
MepTBUM 00’ eMOM. 3araabHuil MepTBHI
00’ €M LUMpHLA | TOTKH MOBUHEH
CKJIazaTH He Oinplue 35 MK

Y pazi BUKOPHCTaHHSA CTaHAApTHUX
LINPULIB i ronok 06’ eM npenapary
Moe OYTH HeJIOCTaTHIM 1S
OTPHMAHHA IIOCTOI 103H 3 OTHOTO
dnakona.

KosxHa 103a noBuHHA MicTUTH 0,3 MJI
BaKIHHU.

Skuo 06’ eM BaKLMHH, 1O
3anuIacThes y hnakoHi, HenocTaTHii
1T OTpUMaHHS moBHOT go3u 0,3 M,
yTHJi3y#iTe (1akoH i HaUTHIIKOBHI
00’eM.

VTHNi3yiiTe HEBHKOPHCTAHY BaKLHHY
yepes 6 roJIMH Mic/A PO3Be/IeHH .

Yruaizauis

By ab-Kuil HeBUKOPUCTaHMI Nikapebkuil 3aci® Ta Bi/IXOAM Clial yTUII3yBATH 3TiHO 3 MiCLIEBUMH

BHMOT'aMH.
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Comirnaty™

Concentrate for dispersion for injection

COVID-19 mRNA Vaccine (nucleoside modified)
Intramuscular use after dilution

195 multidose vials

(After dilution, each vial contains 6 doses of 0.3
mL.)

Storage: Prior to dilution, store at -90°C to -60°C in
the original package in order to protect from light.
After dilution, store the vaccine at 2°C to 30°C and
use within 6 hours. Discard any unused vaccine.

Dilute before use: Dilute each vial with 1.8 mL
sodium chloride 9 mg/mL (0.9%) solution for
injection.

Read the package leaflet before use.

Excipients: ALC-0315, ALC-0159, DSPC,
cholesterol, potassium chloride, potassium
dihydrogen phosphate, sodium chloride, disodium
phosphate dihydrate, sucrose, water for injections.

Biontech | Pfizer

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

Scan QR code for more information

EU/1/20/1528/001

KomipHati™

KoHueHTpar ans avenepcii Ans iH'ekuin

COVID-19 mPHK BakuuHa (Hykneosua
moaudikosaHa)

BHYTPILLHEOM'A30B€ 3aCTOCYBaHHS MICIA PO3BEAEHHS
195 MynbTUA030BMX (DNAKOHIB

(Micnst po3BeaeHHs koxeH nakoH MICTUTL 6 403 NO
0,3 mn1.)

3bepirannst: Mepen possegeHHsM 3bepiratv npu
Temneparypi Big -90°C no -60°C B opuriHanbHii
ynakoBLj Ang 3axucTy Bif ceiTna. llicns po3segeHHs
BaKLuHy 36epiratit npu Temnepatypi gig 2°C go 30°C
Ta cnig BUKOPUCTaTW NPOTAroM 6 roauH. YTuniaysatu
HEBUKOPUCTaHY BaKLMHY.

PossecTu nepep 3actocyBaHHsM: Po3BecTi BMICT
KOXHOTO (hniakoHa BYKOPUCTOBYKHM 1,8 M pO34MHY
Hatpito xnopuay 9 mr/mn (0,9%) ans iH'ekuin.
MpouuTainTe NUCTOK BKNaAULL NEpPes 3aCTOCYBaHHSIM.
HonomixHi pevosuHu: ALC-0315, ALC-0159, 1,2-
AucTeapoin-cH-rniuepo-3-gocdoxonik (DSPC),
XOnecTepon, Kanit xnopwa, kanit aurigpodocdar,
HaTpIl0 Xnopug, AuHaTpilo docdar aurigpar,
caxapo3a, Bogda Ans iH'ekwid.

BaroHTex | lNdaitsep

BarioHTex MeHrodekuypuHr MTmeX
AH pep lNonbarpybe 12

55131 MaitHy, HimeuumnHa

BinckaHyite QR kog Ans getanbHoi iHpopmaLji

EU/1/20/1528/001

Comirnaty™

Concentrate for dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified)
Intramuscular use after dilution

Expirydateat2°Cto 8 °C: ................
(maximum 1 month; make former expiry date
unreadable)

PAA165993

PC: 04260703260002
Lot/EXP/SN

KomipHari™

KoHueHTpar ans aucnepcii ans iH'ekuin

COVID-19 MPHK BakuuHa (Hykneosup
moaudikoeaHa)

BHYTPILIHLOM'A30B€ 3aCTOCYBaHHA NiCNA PO3BEAEHHS

(He Binblue 1 MicAUs; 3amanioiTe nonepeaH:o aary
TEPMiHY NpVAATHOCTI)
PAA165993

PC: 0426070326002 T
Cepis/lpug.0o/CH ‘




