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KOPOTKA XAPAKTEPHCTHKA JIKAPCBKOI'O 3ACOBY
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' Lleit nikapcbkuit 3aci6 nignarae nogatkosomy MoHiTopHHTY. Lle 1acTh 3MOIY WBHAKO BUABJISTH
HOBY iH(opMaLLito 3 Gesnekn. Meauuanux npauiBHukis MPOCATH MOBIAOMASTH Npo Gy/ab-sKi NinospioBai
nodiyHi peakuii. Inpopmauiro 11010 nosizomnenns npo noGivHi peakuii AuB. y po3aini 4.8.

1 HA3BA JIIKAPCBKOI'O 3ACOBY

KowmipHari, KoHueHTpar 118 npuroTyBans aMcnepeii A iH’exuiit
COVID-19 MPHK Bakuuna (HyK1eo3u-MoaudikosaHa)

2 SKICHUH I KUIBKICHUI CKJIAJL
Lle GaraTogo3oBuii haakoH, BMIiCT skoro ein PO3BECTH Nepej| 3aCTOCYBaHHAM.
Onun dnakon (0,45 ma) MicTHTs 6 103 MO 0,3 mn micas possenenns (aus. posninu 4.2 Ta 6.6).

1 noza (0,3 M) MicTuts 30 MKr BakuMHH 114 npodinaktuku COVID-19 Ha ocuosi MPHK (BOynoBaHo
B JIMIHI HAHOYACTHHKH).

Lle onHonaninorosa 5'-ken marpuuna PHK (MPHK), otpumana masxom Gesknituauol TPAHCKPHITLIT
in vitro 3 Binnosiauux wa6nouis JTHK, ki koxyroTs BIPYCHHH Mnonoi6Hui Ginok (S-6inok)
Bipycy SARS-CoV-2.

[ToBHuii ciMcok AOMOMIKHMX PEeHOBMH HaBEIEHO B po3aini 6.1.
3 JIIKAPCBKA ®OPMA

Kouuentpar mis npurorypanns aucnepeil A 6’ ekuii (crepunsHuii KOHLIEHTpAT).
BakuuHa siBnsie co6oro 3amoposkeny Aaucnepeiro Big 6inoro no Maibke 6ioro konsopy (pH 6,9-7.9).

4 KJITHIYHI XAPAKTEPUCTUKH
4.1 TIlokazauus

Jlikapcekwuit 3aci6 KomipHati nokasanmii 11s akTHBHOT IMyHi3awii s npodinakiku iHpexuii
COVID-19, BuksukaHoi Bipycom SARS-CoV-2, B oci6 Bikom Bix 12 POKiB.

Llto BakumHy cia 3acTocoByBaTH BiANOBiAHO 10 oditifHuX pexomeHaLiii.

4.2 Cnoci6 3acTocyBaHHs Ta 1030

QOB YBaAHHSA

Ocobu sixom 6id 12 poxie

Bakuuny KomipHari niciis possenenns Boasts BHYTDILIHBEOM 'S30BO y BUIJIAA] Kypey 3 2 703

(mo 0,3 ma koskHa). PexoMeHIOBaHO BBOANTH ApYTY 203y 4epe3 3 TusxHi mic/s nepuoi 1031 (KB,
posainu 4.4 ta 5.1).

Hapasi nemae nannx oo MosxHBocTi B3aeMo3aMiHHOCTI BakUMHKU KoMipHari 3 iHmiMy Bakimuuamu
Ans npoginaxkruku COVID-19 ana 3aBepuienns Kypey BakuuHauii. OcoGu, axi otpumanu 1 gosy
npenapary Komiphari, BakuuHyBaTHes BApyre (JUIf 3aBepLIEHHS KYPCY BAKUHHALIT) TAKOX MTOBHHH]
npenapatom KomipHari.

Himu
besneunicts Ta edexruenicrs nikapeskoro 3acoby Komipuari y niteii Bikom 10 12 pokis noks
He BcTaHoBIeHI. loctynHi o6mekeni aani.




Hayienmu nimnvoco sixy
Kopurysanns 103u s sacrocyBanns B 0ci6 nitHb0ro BIKY > 65 pokiB He notpi6e.

Crnocib 3acTocyBaHHs

KomipHari BBoxATE BHYTPilHBEOM 13080 nicis po3BeneHHs (auB. po3ain 6.6).

[icis possenenns gpnaxonn KomipHari mictsaTs micts 2103 BakuuHu 1o 0,3 mut. 11106 HabpatH ruicTs
1103 3 01HOrO (iiakoHa, cin BHKOPHCTOBYBATH LUNPHLIM Ta/ab0 rOIKHK 3 MAJTUM MEPTBHM 06’ €MOM.
3arasbHuit MepTBHIi 06’eM WNPHLA | roNKM NOBUHEH CKnanati He Oinblue 35 miu. Skiuo
BHKOPHCTOBYBATH CTAHNAPTHI LINPULM i ro/ky, 00’ eMy npenapary Moxe OyTH HeocTaTHEO 115
HaOMPaHHS LIOCTOT 1034 3 OAHOro dnakona. Hesanesxno Bin THITY LONPHLA i FOIKH:

. KOXHa 11032 MOBHHHA MiCTHTH 0,3 M/ BaKLIHHH:

. SIKILO KUIBKICTh BAKIMHH, 110 3Q/IHILAETHCS Y /1aKOHi, HEIOCTATHS A1 OTPUMAHHS TTOBHO]
nosu 0,3 ma, caig ytunisysatu ¢rnakoH i HaHIIKOBHIT 06" eM;

. He c1in 06’ enHyBaTH B Of1HY 103y HAJUTHLIKOBY BAKUMHY 3 KiJIbKOX (hIaKoHiB.

Pekomennoeane micue eeenens: AENBTONOAIOHNMI M 513 BEPXHBOT KiHIIBKH.
He cnin BBoanTH Bakumy BHYTPILIHBOCY IMHHO, MiALKipHO a6o BHYTDIUIHBOLUKIPHO,

He cnin smiurysatu BAaKUHHY B OTHOMY ILUNPHL 3 Oyab-SKMMH IHITMMH BaKLMHAMH 260 TMKapChKUMH
3acobamu.

3acTepeskHi 3aX01H, AKMX CITiJ1 BKMBATH [1ix yac YBEICHHA BAKLUHHH, OITHCAHO B po3xii 4.4.

IHeTpykuii wosmo posmoposkysanms BAKLIMHH, MOBOKCHHA 3 HEKO Ta il yTui3auii HapeaeHi
po3aini 6.6.

4.3 TIporunoxkasauus

FinepuyTnusicts 10 giroyoi PEHOBHHH 260 10 Byab-aKoT 3 JONOMIKHIX Pe4OBHH npenapary,
3a3HaYEHHUX y po3aini 6.1,

44  OcobauBocri 3aCTOCYBaHHA

BiacrexyBanicTs

3aa1s nokpaueHHs BIACTEKYBaHOCTI GiOMOriYHMX MeTHUHMX npenaparis Tpeba To4yHO BKa3yBaTH
B IOKyMeHTalii Ha3By i HOMep cepii npenapary, o BBOAMTECH.

3aranbHi pPEKOMEHIAIi{

Tinepuymausicme i anagpinaxmuuni A6uUNa

Iosinomnsnocs npo anadinaxtuuni seuwa, 3aBxau coizx 6yTH rOTOBUMH 10 HazaHHs HaIeKHOT
MEMYHOI IONOMOrM Ta HAITISAY B Pasi BAHMKHEHHS aHaQINAKTHYHOL peakwii mic/is BBeIeHHS
BaKIIHHH.

[Ticns Bakumnauii PEKOMEHIYETBCA YBAKHUIA HAMIISL yIIPOAOBsK LoHalMeHmIe 15 XBHIHH. He cnin
YBOAUTH YTy 103y BAKLIMHHA THM, ¥ KOTO BUHHKTA aHainakTH4HA peakLis Ha neputy 103y
Komipuari.

Miokapoum ma nepurapoum

Hyxe pinkicHi Bunagku MiOKapauTy Ta NEPHKAPANTY CHOCTEPIrannCs Micas BaKUMHALIT npenaparom
Kowmipnari. Lli Bunaaku s OCHOBHOMY TpAIUIAIHCA NPOTATOM 14 aHiB micis BaKUMHALIT, YacTile
Mic/s APYroi BakuMHAaLil, Ta 3 6LIbLWO0 HacToTOK Y HOMOBIKIB MOOAWIOro Biky. Hasphi nani



CBINAT, 110 NMepeir MIOKapauTy i NEPUKAPIAMTY MiC/S BAKIMHALIT He BiZPI3HACTLCA Bij nepeGiry
MiOKapanTy i NEPHKAPAHTY 3araaomM.

[pauisnnku chepu oxoponn 3710POB’S MAKOTh GYyTH MUABHI OO 03HAK Ta CHMITOMIB MiokapauTy
Ta nepukapauty. Cilil IpOIHCTPYKTYBATH BAKLIHHOBAHIX 0cib npo HeoOXinHiCTh HeraiiHoro
SBEPHEHHA 33 MEAHYHOIO IOMOMOIOKO Y pasi nosisu CHMITOMIB, SIKi CBi4aTh npo MiOKapauT abo
NCPHKAPIHT, TAKHX AK (rocTpHii abo TPHUBAINH) 6inb y rpy il KiTui, sanumka a6o BiUyTTs
cepuedHTTS mic/g BaKLMHALI{i.

[pauisnuku cepu oxopounu 3710POB’sl MAKOTh KEPYBATHCA BiAMOBIIHUMY NPOTOKOJIAMH JTIKYBaHHS
Ta/abo HanpasasTH ocib 10 MeTHUHMX CriewianicTiB BiANOBiaHOrO npodio Uist AiarHOCTHKH Ta
NIKyBaHHS TakKMX CTaHiB,

Pearyii, nos ‘s3ani 3 mpugozoio

Peakuii, nos’s3ani 3 TPHBOI'0I0, 30KpeMa Ba3oBaraibHi peauii (cuHKOME), rinepBeHTHAsLIS 460
PeaKLii, nos’s3aHi 3i crpecom (3amamopouens, BiguayTrs cepueduTTs, 36inbmenns yacToT CepLEBHX
CKOpOYeHB, 3MIHH apTepianbHOro THEKY, BITYYTTS MOKOJTIOBAHHS Ta TITAHBICTB, MOXKYTb BHHMKATH y
3B’A3KY 3 CAMHM MPOLIECOM BaKLHMHALL]. Peaxuii, nos’saHi si ctpecom, € Tumuacosumu 1 IpoXoasTh
camocriiiHo. Ocobam ciig MOpAZIMTH CTABMTH /10 BiIOMa JIIKAPiB LOA0 CHMITTOMIR U OLHKHM CTany
peaxuii. Basximso BxuTH 34CTEPEXKHHX 3aXONIB, 06 YHHKHYTH TpaBMm Yepes BTPaTy CBiIOMOCTI.

Cynymus xeopoba

Axwmo nawieHT crpaxkaae pin FOCTPOTO TKKOro heGpuibHOro 3aXBOpIOBaHHA abo rocTpoi ingekuii,
BaKIMHALIIO CiA Biakmactw. HaspHicTs HE3Ha4HOI iHdeKwii Ta/ab0 HezHaune NiABHLICHHA
TEMIICPATYPH He € MiACTABOK 414 BiAKIAICHHS BaKLIMHALIT.

Tpomboyumonenin ma NOPYUICHHA 320pManHA Kpogi

Sk i B iHIMX BUnagkax BHYTPILUHBOM 30BHX iH’ €Ki, BAKLIMHY CJ1iji 06epekHO BBOANTH ocobBawm,
SKi OTPUMYIOTD AHTHKOAryNsAHTHY Tepamito, abo mauientam i3 TOPYLICHHSMH 3rOPTaHHS KPOBi (AK-0T
reModinieo), ockinbku Moxe BHHHKHYTH KpoBoTe4a abo cHHLi miciis BHYTPIIIHEOM’ 430BOr0

BBEJEHHS TAKMM 0C00aM.

Ocobu 3 ocnabnenum ivynimemom

Edextusnicts, 6esneunicts a IMYHOrEHHICTh BaKUMHU He OLIHIOBAIHCSA B 0Ci6 3 IMYHHHMH
HOPYUICHHAMH, BKITIOHaI0uH 0Ci6, AKi oTprMyioTh IMyHOCYTIpECHBHY Tepaniio. EdextusHicts
KomipHari e oci6 3 oca6nennm IMYHITETOM MOXe 6YTH HHKYOKO,

Tpusanicme saxucmy
Tpuanicts 3aXHCTY, 110 3a0€3Ne4yEThCs BAKLMHOI, HeBigoMa ii BU3HauaeThCs 10ci 3a JI0NOMOT 010
KIHIYHHX 10CITi/KeHb, SKi TPHBAIOTS,

Obmedrcenns egpexmuenocmi BaKyuny

Ak iy Bunanky 3 6yas-sxoro iHwO0 BaKIMHOIO, iMyHi3awis npenapatom KomipHari mosxe

He 3a0e3neyuTH 3axucT ycix peuumienTis. Ocobu MOKYTb OyTH He noBHicTIO 3aXHUIUIEH], IOKH He
CILTHHYTE 7 IHIB Micas APYrof 103K BaKLMHK,

Lonomixkni peuosuuu

s BakumHa MicTHTE MeHwIe | MMOJIb Kanito (39 mr) Ha OIHY 103y, TOOTO MPAaKTHYHO «HE MICTHTH
Kauiom,

Lls Bakuuna Micture Menme 1 Mvons HaTpito (23 mr) Ha oaHy 1103y, TOOTO NPAKTHYHO «He MIiCTHTE
HaTPIO».

4.5 Bzaemonis 3 inmuvu MKAPCHEKAMH 3aco0amu Ta inumi tdopmn Baemonii
Hocnimkenns Bzaemonii He MPOBOHITHCA.

OnHouache BBeeHHs KomipHari 3 inumumu akumunamu ne JOCTI JUKY Baocs.

4




4.6 ®epruabHicTb, BariTHICTD i TakTanis
Baritnicts

€ obmeskenmii 10cBin BukopucTanns KomipHari Y BariTHUX kiHOK. Jloc/iuKeHHs Ha TBapHHAxX He
BKasyloTb Ha npAMUH a0o NoGIYHMH WKILIHBKIA BIIIMB Ha BAriTHICTD, PO3BHTOK eMOpioHa/mioa,
[I0JIOTH 00 NMOCTHATANIBHMI PO3BUTOK (IMB. PO31in 5.3). Veenenns Komipuari nix yac paritoeri
CIIiZ PO3IIIANATH, TUTLKHM SKILO MOTEHLiHHi nepesard GibLui 3a MOTEHUINHHI PU3MKK 1S Marepi i
IJjaoaa.

['pyiiHE BHTOIOBYBAHHS

Hesinomo, un Buninsetses Komiphari B sxinoue IpyJIHE MOJIOKO.

DepTHIBHICTE

Hocnimxenns Ha TBapuHax He BKasyloTb Ha npsMui abo noGivyuui WKiAHBMI BrAMB v BHrami
PENpOAyKTHBHOI TOKCHYHOCTI (uB. posain 5.3).

4.7 3naTHicTH BILIMBATH HA WBHAKICTH peakuii npn KepyBaHHi aBTOTpaHcnopToM abo
IHIIHMH MexanizMamu

Kowmiphari He Binusae a6o maiike He Brutieac na 3JaTHICTb KepYBaTH TPAHCMIOPTHHUMH 32C06aMH
Ta NpauroBaTH 3 MexaHisMaMu. O1Hak, Jeski eekTy, BKasanui B po3aini 4.8, MoKyTh cripaBisSTH
THMYaCcOBHH BIUIHB Ha 3/IATHICTh KEPYBAaTH TPAHCTIOPTHHMH 3ac06amu a6o NpaLiOBaTH 3 MEXaHI3MaMH.

4.8 IloGiuni peaxuii

PestoMe npodimo Gezneunocti

Besneunicts nikapcskoro 3acoby KomipHari ouinioBanu B oci6 sikom Big 12 POKiB y 2 KNiHiYHHX
JOCIIKEHHSX, 110 SKHX Gy10 BKIIOUeHo 22 875 YHaCHHKIB (3 HuX 21 744 yuacHuku BikoM Bix 16 POKiB
i 1131 yyacHuk — Bikom 12-15 POKiB), IO OTPHMAH NPHHANHMHI oaxy no3y Komipari.

3araneHuii npodine Gesneunocri nikapebkoro 3acoby KomipHari B miaitkis Bikom 12-15 pokiB 6yB
noniGHuii 10 npodimo, mo CIOCTepiraBcs B y4acHHKIB BikoM Big 16 POKiB.

Ocobu sixom 6id 16 poxie

V nocnimkenni 2 saranom 21 720 YHacCHHKIB BiKoM Bix 16 pokis OTPHMANH LIOHaHMeHwIe 1 mo3y
nikapcekoro 3aco6y Komipuari i saramom 21 728 Y4acHHKIB BIKOM BifT 16 pokiB oTpumyBanu niane6o
(BKOYHO 3i 138 Ta 145 nimritkamu sikom 16 i 17 POKiB y rpymnax, o OTPHUMYBAJIH BiINOBiAHO
BaKLMHY i naue6o). 3aranom 20 519 yuacuuxis sikom 16 PoKiB abo cTapiue oTpHMaH 1o 2 103K
Komipnari.

Ha momenT ananisy nanux nocnimkenns 2 saranom 19 067 yuacuuxis (9531 ocoBa y rpyni npenapary
KoMmiprari Ta 9536 ocif y rpyni mianebo) BikoM Big 16 pokis i CTapiie pOXOAHIH OLIHKY
GesneyHocTi moHaiimMeHIe 4epes 2 MicsLi mic/is BBeIeHHS APyrof 1034 BAKLMHK Kowmipnari. 3aranom
Oyi10 BrmoueHo 10 727 yuacuukis (5350 1o rpynu Komiphari ta 5377 a0 rpynu rauebo) BikoM Big
16 1o 55 pokis, a Takox 3aranom 8340 y4acHuki (4181 1o rpynu KomipHari ta 4159 J0 IpyIH
niaue6o) Bikom 56 pokis i crapure,

Haii6inbw yactumu nobiynmumu PeakLisMH B Y4aCHHKIB BikoM Bix 16 POKiB i crapuie 6ynu 6inp

y micui in’ekuii (> 80 %), ninsuinena BTOMJTIOBaHICTD (> 60 %), rofoBHHii Ginb (> 50 %), mianris Ta
03100 (> 30 %), apTpasris ( > 20 %), nipexcis Ta HaOpAK y Micui in’exuii (> 10 %); six npasuo, yci
ABHIIA OynH erkoi a6o NOMipHOT iIHTeHCHBHOCT Ta MHHAIIH Yepe3 IeKiIbKa JHIB I11ic/11 BaKLHHALILL,

Helo HiKkya YacToTa spun PeaKTOreHHocTi Oy.1a NOB’s3aHa 3i cTapuM BikoM.

[Ipodins Gesneurocti B 545 YYaCHHKIB BikoM Bix 16 poxis, ski orpumyBanu Komiphari ta Gynu
CCPONO3UTHBHHUMH 10 SARS-CoV-2 Ha BUXiZAHOMY piBHi, OyB moaiGuuii no npodimo, 1o
CrOCTepiraBes B 3aranbHii nomynsui.




ITionimxu gixom 12—15 poxis

B ananisi gocnimkenns 2, Gasyioumce Ha naHux Ha AaTy 3aKkpHTTA 6asu 13 Gepesns 2021 p., 2260
nignitkis (1131 3 rpynu JKapeBKOro 3acoby Komipnari ta 1129 3 rpynu nnauebo) Gyau Bikom 12—
15 poxkis. 3 Hux 3a 1308 nimnitkamu (660 3 rpynu nikapckoro 3aco0y Komiphari ta 648 3 rpyIu
n1auedo) cnocrepiranu monaiivenie npoTarom 2 Micsuis nicng OTpUMaHHs apyroi 1o3u Komiphari,
Ouinka Ge3neku B nocimkenn; 2 TpHBac.

Haituactimmmu no6iunmmmy PeaKUisMH B NiTTKIB Bikom 12-15 poxis Gy 6inb y micwi inexuii
(> 90 %), BTOMa Ta ronoBHwHii Ginp (> 70 %), mianris ta 03106 (> 40 %), aptpanris Ta nipekcis
(> 20 %).

IToGiyni peakmii, Busipen; 011 Yac KIiHiYaux JOCTIKEeHE Ta mic/asgpeecTpamiiftHoro
3dCTOCYBaHHA B 0cib Bikom 12 pokis i cTapime

[1o6iuni peakuit, uo CrocTepiranues nig yac KIiHIYHUX JIOCIILKeHB, Mepeiueni Hukye 3a TaKHMH
KaTeropisMu 4acToTy:

Ayxe yacto (> 1/10),

4acTo (Biz> 1/100 go < 1/10),

Heuacto (Big > 1/1000 xo < 1/100),

piako (Bix > 1/10 000 mo < 1/1000),

Ayxe piako (< 1/10 000),

4acToTa HeBi1oMa (HeMOKIHBO BCTAHOBMTH HA MiJCTABi HASBHHUX JaHHuX).

Tabmuus 1. [To6igni Peaxuii, mo croctepiramucs 1A 4ac KIHIYHAX 10CITirKens Ta
nicnspeecTpaniiinoro 3actocyBanns KomipHarti B oci6 sikom 12 pokis i crapiie

Yacrora
Knac Piako HeBizoma
Hyxe Yacro Heuacro (Bin (nemoxaHBO
3;"‘:_’;‘3:’;’:' Jacro | (8in21100 | (mix>1/1000 20 | >1/10 000 | BeranonuTy ng
mﬂgu opramin | @110 | x0<1/10) <1/100) 10 nizcrasi
<1/1000) HASIBHHX
AAHHX)
[opyiienns 3 Jlimpanenonaris
Hoky
KPOBOHOCHOI Ta
nimMbaTuanol
cHuCcTEM
[Mopymennus 3 Peakuii AHadinaktuuna
Ooky iMyHHOT rinepuyTinBocTi (y peakuis
CHCTEMH TOMY YHCJIi BHCHI,
cBepOiK,
KPOTIMB AHKa?,
aHTiOHEBPOTHYHMIi
Habpsx?)
[euxiatpuyni Besconns
| po3naau |




Yacrora
Pinko HeBixoMa
Konie Hyxe Hacro Heuacro (Bin (HemozHBO
ypamer'm?l 49acTO (Biz > 1/100 (BiZ>1/1000 10 | >1/10 000 | BeranoBuTH Ha
et | e | gee 1/10) <1/100) 10 nizcragi
SRR AP <1/1000) HASBHHX
JAHHX)
[lopyienns 3 lonoenwit locrpuii
OoKy HepBOBOT | Ginb nepudepu
CHCTEMH YHHI _
napaniy
06y’
[lopywenns 3 Miokapaut®,
Ooky cepist nepUuKapauT®
[IL1yskoBo- Miapes® Hynora;
KMILKOBi 6oBaHHA"
po3naau
Iopywenns 3 ApTparis; bine y kinuiswi*
6oky onopHo- Miasnrig
PYXOBOro
anapary Ta
3’€IHyBanbHOT
CIIONy4HOT
TKAaHUHH
3aranbHi Binp y Ilouepeonin- | Hesmyskanus; Ob6ummpuwuii
po3Jiaau Ta Mici HA B Micwi CBepOiK y Micui Habpsk
CTaHH B MicLi iH’eKuiT; iH exuit i’ ekwii KiHIIBKH, B Ky
BBEJeHHs yToMma; BBOJIHJTH
03HOO; BaKIHHY";
nipekcis®; Habpsk
Habpsk y obmnyus®
MicIri
1H eKuji

a. Kareropist uacToTn BHHHKHeHHS KpOMHMB’SHKH Ta aHriOHEBPOTHYHOrO HaOpAKy
0. IIpotsrom nepioay koHTposto Gesmeky B KITiHIYHOMY HOCTimkenHi cTanom Ha 1
NOBIIOMIIANIOCH PO rocTpHif nepuepuunmii napaniv o6auyys s YOTHPBOX Yy
COVID-19 mRNA. ITouatok OyB Ha 37-if news nics 1-i nos3m (yJacHHK He 0
48-i ni micna 2-i nosu. Ipo Bunamku roc

MOBIZIOMJISIOCS.,

B. [1o6iuny peakuiio 3adikcosani y noc
r. Crocyetses pykn,

A. [icns apyroi no3u cnocrepiranacs Buma yactora mipekcif.

¢. IIpo Habpsk o6anuys y OTPHMYBAaYiB BaKLUMHH,
HarMoBHIOBa4iB, MOBiOMAsNOCH y MOCTMAPKETH

4.9 Tlepenosypauns

peaxuii mi

— «pigKo»,
4 nucronaza 2020 p.
ACHHKIB i3 rpynH BaKUMHH

TPHMaB 103y 2) i Ha 3-i1, 9-ii ta

TpeeCTpauiitHoMy nocBizi 3aCTOCYBaHHA.
B AKY BBOJMIIH BAKLIMHY.

TPOTO NepHpepHIHOro napanivy o6muyys 5 rpymi mwiane6o He

B aHaMHe3i IKHX € BBEIEHHA IePMATOOTqHIX
Hrosiif dasi

[ToBigomeHus PO Ni03pioBaHi nobiywi peakuii

[osinomnenns npo ninosproeani noGiuni
He nae amory spiiickiosati Gesnepepsuumii MoHITO
3aCTOCY BaHHA JIIKAPCHKOTO 3aco0y,
Mi03pioBaHi MoGiuHi peakuii yepes
Ta 33 MOKITHBOCTI 3aBXK/IH BKA3yBaT

CJIsl peecTpauii Jikapcskoro 3ac00y € BayJIMBUMH.
PHHT CIIBBIAHOIICHHS KOPHCTI Ta PH3HKY
Mennunnx npanieaukis MPOCATH MOBIAOMISTH NIPO By ab-AKi
HaLliOHATbHY CHCTeMy 3BITHOCTI, 3a3HaYeHy B Honarky V,

¥ HOMep cepii/naprii npenapary.
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Jlani npo nepe1o3yBaHHA NOCTYNHI Bi 52 Y4acHUKIR, BKITIOUEHHX 710 KITIHIYHOTO NOCTILKEHHS, 5K
HEPE3 NIOMMIIKY pO3BEEHHA OTpumanu 103y 58 mxr Komipuati. ¥V uux YYaCHHKIB He crocTepiranocs
30LIBLICHHS PEAKTOrCHHOCTi a00 YACTOTH BHHUKHEHHS 1OGIHIX peaxiiii.

Y pasi nepenosysanns PEKOMEHIYETECS MOHITOPHHT MOKA3HHKIB HHTTERO BAKTUBHX (yHKLii Ta,
AKLIO HEODXIHO, CHMITTOMATHYHE JTiKYBaHHA.

5. ®APMAKOJIOTTYHI BJACTUBOCTI
5.1 ®apmakoaunamika

(DapMakoTepaneBTHYHA Ipyna: BaKLMHM, iHLI BipycHi BakuunH, koxq ATX: JO7BX03

Mexani3zMm nii

Hykneosna-moaudikosana marpuuna (indopmauiiina) PHK y npenapari KomipHari B6ynosana

B JIIIAHI HAHOYACTOYKH, 110 J1a€ MOMKIHBICTS noctaBaati PHK, wo we pennikyiorses, Y KIITHHHA
OpraHismy-XassiHa 1718 npsmoi TPaH3ieHTHOI eKkcnpecii S-antHreny Bipycy SARS-CoV-2. MPHK
KOJIy€ 3aKpirienHit Ha MeMOpaHi aHTHreH S TOBHOT 1OBKHHK 3 IBOMA TOYKOBHMH MYTALlisIMH B
MEXax LeHTpaibHOI cripati. MyTauis uux ABoX aMiHOKHCIIOT Ha npoJtiH 610kye S B aHTHreHHO
ONTUMaNbHIH npedysiiinii kondopmanii. Bakuuna IHIYKY€E SK YTBOpEeHHS HEUTPali3yroumuxX aHTHTI,
TaK i KIITHHHY iMyHHY BiaTOBiap 10 aHTHICHY — MOBEPXHEBOro WHNONoAiGHoro Ginka (S-6inok)
BIpyCy, 110 Mose cripuaTH 3axucty Bin COVID-19.

EdextupHicT

HJocnimxenns 2 — ne GararouenTpose, GaraToHauioHaTbHe PaH0Mi30BaHe NaLe60-KOHTPOIbOBaHE
cJline 1S CroCTepirayiB 10C/iakeH s da3 1/2/3 ana suGopy BaKIMHH-KAHAK1ATa, BU3HAYEHHS 103H
i ebeKTHBHOCTI B yyacHUKIB Bikowm Bix 12 POKiB i cTapine. Pangowmisauis Gya crpaTu(ikoBaHa 3a
BIKOM y4acHHKiB: iz 12 10 15 pokis, i 16 10 55 pokie a6o Big 56 pokis i CTapiue; npuHaiimui 40 %
YUaCHHKIB MPE/CTAB/ISIH BiKOBY rpymy = 56 pokie. JIo yuacTi B JociikenHi He Aonyckanu oci6 3
ociabneHnM iMyHiTeTOM Ta 0ci6, y sikix paHiie 6ys aiarnocrosanuii COVID-19, MATBEPIKeHUH
KJIiHIYHO a60 Mikpo6ionoriuno. Oco6u 3 YK€ ICHYIOUMM CTabibHUM 3aXBOPIOBaHHAM, AKe
BH3HAYAIOCH K 3aXBOPIOBAHHS, 1O HE NOTPe6ye 3HAYHMX 3MiH ¥ Tepanii a6o rocnitanizauii 3
MPHBO/LY 3aroCTPEHHSA 3aXBOPIOBAHHSA NPOTATOM 6 THIKHIB 0 BKIIOYEHHS B JOCiKEHHS,
AOMYCKATHCA 10 yHaCTi B AOCIKEHH, 5K i 0cO6H 3 BiIOMHMH cTabinbHUMH iHeKLisMuU Bipycy
iMyHozeiLmTy moxunu (BLT), Bipycy renatuty C (BI'C) a6o pipycy renatuty B (BI'B).

Edpexmusnicmn 6 ywacnuxie sixcom 16 POKi8 i cmapue

Y vactuHi dasu 2/3 nocnimkenns 2, Ha NiACTaBi JAHUX, HAKOMTHYEHHX cTaHOM Ha 14 nucTonana

2020 p., 6au3bK0 44 000 yyacHukis Oy paHnoMi3oBaHi B piBHMX criiBBiAHOWEHHAX Ha JBi IpyrH,
OAHa 3 AKHX OTpHMYyBana 2 103u MPHK-Bakumuu n1s npoginaxtuku COVID-19, a inma — 2 1o3u
niauebo 3 intepsatom 21 aens. AHanizu eQeKTHBHOCTI BK/IIOYATH Y4aCHUKIB, sIKi OTPUMYBAJIH ApYyTY
BaKLHHALLIIO BIPOAOBK Bia 19 10 42 nuiB micis nepuioi BakuuHatii. ¥ Ginbimocti Bunmankis (93,1%)
APYTY RO3Y BaKUMHHM OyIi0 oTpuMaHo yepes 19-23 nui micas 1-f A03H. 32 Y4aCHHKAMH L1aHYETECSH
CMoCTepiraTH NpoTarom 24 Micsuis micns 2-i 103u ANA OLHKHM Ge3neyHocTi i €()eKTHBHOCTI BaKLMHH
Ans npodinaktikn COVID-19. ITix yac kiinigHoro JOCIII/UKEHHS Bi/l YYAaCHUKIB BUMAraiy
BUTPUMATH MiHiManbHuil inTepBan 14 auiB 10 i micns BBEJICHHA BAKLMHH JUIS IPODiTaKTHKA rpHTy,
1106 oTpumary aGo nnaue6o, abo MPHK-Bakuuny s npodinakruku COVID-19. ITix yac kainivHoro
AOCIIPKEHHS Bi/l y4aCHHKIB BUMaraiu BATPUMATH MiHIMabHHit iHTepBan 60 aHiB 10 a6o micns
OTPHMaHHA NMPOAYKTIB KPOBi/mia3mu a6o IMyHOITI0Gy1iHIB 10 3aKiHYeHHs AOCTIKEHHS, 1100
oTpuMaTti abo nnaue6o, abo MPHK-Bakumny 11s npodinakrukun COVID-19.

Tonynsuis 1ns ananisy nepsunHOf KiHIEBOT ToUKH OLIHKH eeKTHBHOCTI BK/II0Yaa 36 621 Y4YacHHKa
BikoM Biz 12 pokiB i crapuie (18 242 yyachuka B rpyni MPHK-sakumnu s npodinakruku COVID-
19118 379 yuacuukis y rpyni 11auedo), y skux He 6y110 10kasis indikyBaHHs Bipycom SARS-CoV-2
B MHHYJIOMY i 10 7 HIB ic/1s OTpUMAaHHS Apyroi no3u. Kpim toro, 134 yyacuuxu Oynu Bikom 16—




17 pokiB (66 y rpyni, wo otpumysana MPHK-pakumuy a1s npodinaktuku COVID-19, i 68 y rpyni
niaie6o), a 1616 yuacHukis Gyu Bikom 75 pokis i crapuie (804 y rpyni, wo orpumysana MPHK-
BakuiHy 1uist npodinakruku COVID-19, i 812 y rpyni nnaue6o).

[Tin yac nepeMHHOro aHanizy edekTHBHOCTI 3a yuacHHKaMH CTIOCTEPIrasy /Uisi BUABICHHA BHIIAAKIB

cUMnTOMaTHYHOro nepediry indekuii COVID-19 n
MPHK-Bakuuuu ans npodinakrukn COVID-19 i i

nianeto.

POTATOM 3aranoM 2214 nalieHTo-pokis y rpymi
POTArOM 3aranom 2222 nauieHTo-pokis y rpymi

He cnoctepiranocs cratuernino sHauympx kiiniunmx BiaMiHsocTeid 1010 3aranbHoi edeKTUBHOCTI
BAKLMHH B YYaCHHKIB i3 MiIZIBUILEHHM PH3HKOM THKKOrO nepe6iry 3axsoptosanns COVID-19,

BiUTIOHatouM 0¢i6, ski Manu ofiHe aGo Aekinbka cymyTHIX 3aXBOPIOBAHB, 1110 36i
TsxKoro nepebiry COVID-19 (nanpuknan,
XPOHIYHE 3aXBOPIOBAHHA JIET€Hb, LlYKPOBHit

Indopmaniro npo edekrnHicTs BakiMHKM HaBeaEHO B TAGUL 2.

Tabauus 2.

ILUIYIOTh PH3HK
OpomxianbHa acT™a, iHzeke Macu Tina (IMT) > 30 Kr/m?,
aiaber, aprepianbHa rineprensis)

EheKTHBHICTD BaKLIMHH — nepile BUHUKHEHHS COVID-19 yepes 7 nuis micnsg 2-

1 103H, 3a BIKOBOIO MIArPYIOK — YYaCHHKH 6e3 03HAK 3apaxeHHd 10 7 nuiB micas 2-

11034

TONYJISLLIs JUIS OLLHIOBAHOT edexrnHoCTI (7 nnig)

nonepeaHboro 3apaxenna SARS-CoV-2*

Hepme Buankuennss COVID-19 uepes 7 anis micast 2-1 1031 B YYacHHKIB Ge3 o3nak

mMPHK-Bakuuna ILrane6o
COVID-19
"=18198 N*=18 325 EdexTusnicrs
Miarpyna Bunankis Bunaakis BaKIMHH
n1° n1 Y% (95 % JIT)"
Yac cnocrepiranus® Yac cnocrepiranns®
(n29) (n2")
VYei yuacHUKH 8 162 '
2,214 (17 411) 2,222 (17 511) R0G0; 975
16-64 POKH 7 143 '
1,706 (13 549) 1,710 (13 618) 93,1 (89,6; 98,1)
65 pokiB i crapure 1 19 .
0,508 (3848) 0,511 (3880) 94,7 (66,7; 99,9)
0,406 (3074) 0,406 (3095) 92,9 (53,1, 99.8)
75 pokis i cTapiue 0 5 .
0,102 (774) 0,106 (785) 100,0 (~13,1; 100,0)

[Tpumitka. ITinTepmkeni Bunaaky Gy.au BU3HAYCHI 33 JONIOMOI0IO nosmime
3BOPOTHOMK TpaHckpumnuiero (3T-ITIP) i npuraiimui 1 cummtomom COVID
(mpuHaiiMHi 1 i3 Takmx CHMIITOMIB) IMXOMAaHKa,
3aIHIIKH, 03HOO, nosABa abo nocunenus 6omo B M’s3ax,

OmroBaHHs. |
*

Pa3sHOI JIaHLIOroBOT peakuii 3i
-19. [* BusHaueHns Bunaaxy:
noABa abo NOCHICHHA KalLTO, N0SBa 260 NOCHIeHHS
YTpata cmaxy abo HioXy, 6inb y ropui, niapes a6o

Y4acHHKH, y AKHX He GYJI0 cepoIoriuHoro uu BIDYCOJIOFiYHOTO MiATBEpILKEHHS (110 3aKiHueHHs 7 AHiB
MC/IA OTPMMAHHS OCTAHHEOT 103H) MUHYTOT inpexuii SARS-CoV-2 (tofTo HeraTnsHmit pe3yJabTaT Ha N-
3B’A3yr04e aHTUTLIO [y cHpoBaTLi] mia uac Bi3uTy 1 i BincyTHicTb BH3HaueHOro SARS-CoV-2 3a
AOTOMOT0I0 TECTIB MeTONOM amITidikauii HyKkIeiHOBHX KHCIOT (MAHK) [Hasanenuit Masok] miz yac
Bi3uTIB 1 i 2) 1a AKi Manu HeratusHmi MAHK (HasanbHuit Ma30k) nia yac Gy Ab-1KOro He3amaHOBAHONO
BI3UTY /10 TOTrO, K CIUTMIM 7 aHiB micns 2-i 1034, GyTH BKIIOYeH] 10 aHaTizy.

o

N — KinbkicTh y4yacHuKiB y 3a3HaveHiit TpyIi.
nl — KiILKIiCTb Y4acHHKIB, 10 BiANOBIIAIOTH BUBHAYEHHIO KiHLIEBOT TOUKH.
B. 3aranbhuii yac cnocrepiranss 8 1000 0co00-pokax
KOXHIi rpyni 3 pU3HKOM 115 KiHLeBoT Touky. Yaco

BHIi N

7 nHiB micns 2-1 103u 10 KiHLs nepiony croctepiraHus.
I. N2 — KiIBKICTh YUACHHKIB i3 PH3HKAMHU N5 KIHUCBOT TOYKM,
JloBipunii inTepsan (JI1) wis e(peKTHBHOCTI BAKLIMHH OTPHMAHO HA OCHOBI metony Knonnepa — [Tipcona,

CKOPHIOBAHOTO 33 4acoM crioctepiranns. JII He KOPHIyBAH Ui BPAXYBAHHS MHOKHHHOCTI

Aunsl 3a3HA4€HOT KIHUEBOT TOUKH /1A BCIX y4aCHHKIB y
epion wwis Bunanky COVID-19 napaxosyetses i3




Edextusricts MPHK-akumum ans npodinaktuku COVID-19 Y NOnepe/KEHH] Nepuoro
BHHHKHEHHS COVID-19, nounnaroun Biiik 3 4acosoi Touku yepe3 7 AHIB NI/ BBEACHHS 1103H 2, y
NOPIBHAHHI 3 n1aue6o, cranosuna 94,6 % (95 % AoBipunii inTepsan Bia 89,6 % 10 97,6 %) B
YUYaCHHKIB BiKoM 16 pokiB i cTapine 3 gokazamu abo 6e3 10Ka3is nonepeaHboi 1HQEKLil, BUKIHKaHOT
Bipycom SARS-CoV-2,

Kpim Toro, ananis nepsunHOT KiHIEBOT TOUKH e(eKTHBHOCTI 3a MiArpynamMu nokasas noAiOHi owiHkK
eeKTHBHOCTI /U1 Y4acHHKIB 060X cTaTeii, YCIX eTHIYHHX IPYT Ta THX, XTO Mae CYMyTHI
3aXBOPIOBAHHS, TOB'A3aHi 3 BACOKHM PH3HKOM BAKKOIO nepebiry COVID-19.

Eexmusnicmy ma imynozennicmo y nionimxie eixom 12—15 PoKig

B ananisi nocnimkenns 2 y niznitkis sikom 12—15 Pokie 6e3 oka3is nonepeaHsoi iHdeKLii He byno
3apEECTPOBAHO JKOAHOTO BUMAJKY 3aXBOPIOBaHHs cepea 1005 yuacHukis, aki OTPHMYBAIIH BAKLIHHY, i
Oy:n0 3apeecTpoBano 16 Bunaakis cepent 978 yuacHHKiB, K oTpuMyBamH miane6o. Toukosa OLliHKa
edexTHBHOCTI cTaHOBHTH 100 % (95 % noBipunii inTepsan Bia 75,3 1o 100,0). B VUYACHHKIB i3
AOKa3amu nonepenHboi indekuii abo Ges uux Gyno 3apeecTpoBaHo () BUNA/KIB 3aXBOPIOBAHHA cepes
1119 yyacuukiB, siki orpumyBamu BaKUMHY, i 18 Bunankis cepen 1110 yuacuuxis, ki OTPHMYBAJTH
nnauebo. Lle Takox Bkasye Ha Te, 1110 TOYKOBA OliHKA edbexTHBHOCTI cTaHoBUTL 100 % (95 %
JOBipunii inTepsan Bix 78.1 1o 100,0).

¥ nocnizkenni 2 npoBoAuBCS aHATi3 THTPIB HerTpanisauii SARS-CoV-2 uepes | micaup micns
BBE/IEHHS 1034 2 y BUNAJKOBO BHOpaHiii miarpyni yyacHuxis, Y AKHMX He 6yJ10 cepoIoriuHmx uu
BipyconoriuHux aokasis indexuii SARS-CoV-2 Y MHHYJIOMY 10 1 micsus micis BBeieHHS 103H 2, 3
NOPiBHAHHAM BIANOBII y MiaiTKiB BikoMm 12—15 pokiB (n = 190) i yuachuxis Bikom 16-25 pokis
(n=170).

CriBBinHOWEHHS cepenHix reoMerpuunux TuTpis (CI'T) y BiKoBi rpyni 12—15 pokis 10 Bikosoi
rpyn# 16-25 pokiB cranosuno 1,76, 3a ABOCTOPOHHBOrO 95 % [ Bin 1,47 1o 2,10. Omxe, 1,5-
KPaTHHi KpUTEpiH He MeHof ed)eKTHBHOCTI OyB BUKOHAHMIL, OCKLTLKM HIKHS Meska
ABocToporHboro 95 % [II nns cniseiaHOWwEHHS reoMeTpuiHUX cepeanix (CI'C) cranoeuna > 0,67.

Hitu

€Bponeiceke areHTCTBO 3 TIKAPCHKUX 3aC061B 103BOTHIO 3asBHHKY BilTepMiHyBaTH 30608’ 13aHHS
HAlaBaTH PEe3yIbTaTH AOC/iLKEHB i3 3aCTOCYBaHHS npenapaty KomipHari B mauienTie aurauoro BIKY
ans npodinaktuku COVID-19 (indopmariio PO 3aCTOCYBaHHA B AiTeH OMB. y po3aini 4.2).

Llei nikaperkwii 3aci6 Gyno 3apEECTPOBAHO 32 TAK 3BAHOIO CXEMOIO «YMOBHOTO YXBATEHHS, Le
03Ha4ae, MO OYIKYIOTBCA MOAAIbLII JOKA3M IS LIbOTO JKapcbKOro 3acoly. €Bpomneiichke areHTCTBO 3
NiKapehkuX 3aco6iB nepesipaTHMe HOBY iH(OpMaLio Npo uei JiKapchbKkHit 3aci6 1oHaliMenme
KOJKHOIO POKY, 1 Lig KOPOTKA XapaKTepHCTHKA MiKapceKOro 3acoby Gyae OHOBMIOBaTHCS B pasi
noTpebu.

5.2 ®apmakokinernka

He 3actocosyetses.

5.3  JMoxaimiuni ani 3 6e3neunocri npenapary

Hoxninivni gaui, otpumani B xoni CTaHIapTHUX J10CTIKeHb TOKCHYHOCTI, 30KpeMa PENpOaYKTHBHOT
TOKCHYHOCTI Ta eMOpioTOKCHYHOCTI, GaraTopa3oBux 103, CBiTYaTH Tpo BiICYTHICTE 0COGHBOT

Hebesneku 11 TOaHHH.

3araibHa TOKCHYHICTD

Y nawokis, AkuM yBoaMIH Komipuati BHyTpiuiHBOM 53080 (5Ki OTPUMYBAIH 3 MOBHI 103H 118
MIOIMHM OZIHH a3 LMOTHAKHS, 110 CTBOPKOBAIO BiTHOCHO BHII PiBHI B NAIIOKIB Yepes Pi3sHULIO Mik
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Macamu Ti), crnocrepiraaucs HaOpsaxy i eputeMu B micui i’ ekuil, a Takox 30inbUTYBaTHCS
JICHKOUMTH (30kpema, Gasodinu i eosunodinm), wo sinnosizae sanansHiii peakuii Ta Bakyosizauif
NOpTaIbHUX FeNaTOLMTIB 03 03HAK NMOUIKOIKEHHS nevinky, Yei peakuii Oyau oGopoTHUMH.

'€ HOTOKCHYHICTB/KAHIIEPOTEeHHICTE

JlocnikeHHs reHOTOKCHYHOCTI Ta KAHLIEPOreHHOCT] He NpoBOAHIH. OUiKyeThCS, 0 KOMIIOHEHTH
BakuiHA (1iniau ta MPHK) He MaloTh reHoToKCcHYHOTO NOTEHLany.

PenpoaykrueHa TOKCHUHICTE

PenponykTieHy ToxcnunicTs Ta eMOPIOTOKCHYHICTB A0CIKYBAH Ha MALIOKAX M1i7 Yac
KOMOIHOBAHOI0 IOCTi/UKEHHS PeNpOIyKTHBHOT TOKCHYHOCTI T4 eMOPIOTOKCHYHOCTI, KOMTH caMHLAM
BBOM/IM KomipHarti BHYTPIlIHEOM® 53080 10 CMIapOBYBaHHA Ta Mijl Yac BariTHOCTI (BOHU OTPUMYBANH
4 MOBHi I03M 17151 JTIO/IMHH, 11O CTBOPIOBAJIO BIAHOCHO BHINi PiBHI B NALLIOKIB Yepes PI3HHIIIO Mixk
MacamH Tijl, iHTepBan yBeieHHs cknanas Bia 21-ro aus 10 CrnapoByBaHHA 10 20-T0 IHS BariTHOCTI).
Bianosini y Burnaai anturin, mo HeHTpanisyiotb SARS-CoV-2, cnoctepiranucs ¥ caMHULB Bij
nepiozy 10 CnapoBYBAHHA 0 3aBEPIICHHA J0CTIKeHHS Ha 2 1-i MOCTHATANIBHHH JIEHb, A TAKOK Y
niozax i norometsi. He cnocrepiranmcs e(exTH, MOB’M3aHi 3 BAKUMHOIO, 10 BIHBATH 6 Ha
(eprunbHicTs, BariTHICTH 260 po3BUTOK eMOpioHiB/mnonis un noromerea. Jani won0 TUTALEHTAPHOTO
nepeHecenna sakuuiu KomipHari a6o i1 BHaiIeHHS B MOJIOKO BiZICYTHI.

6. OAPMANEBTUYHI XAPAKTEPUCTUKHT
6.1 Cuucok 10NOMiKHNX pedoBHH

((4-rinpoxcu6ynm)asanniih)ﬁic(rexeaﬂ-ﬁ, 1-niin)6ic(2-rexcunnexanoar) (ALC-031 5)
2-[(nonietnnenrnikons)-2000]-N, N-auretpageunnaneramia (ALC-0159)
1,2-1mereapoin-cu-riniuepo-3-docdoxonin (DSPC)

XonectepuH

Kaniro xopua

Kauiio aurizpodocar

Hatpito xnopupg

Hunatpito pocdar aurigpar

Caxaposza

Bopa ans in’exniit

6.2 HecymichicTs

Lle# nikapcekwuit 3aci6 He MoskHa 3MILIYBATH 3 iHIIMMH 1iKAPCEKHMH 3aco6aMH, 38 BUHATKOM THX, 1110
BKa3aHi B po3fii 6.6.

6.3 Tepmin npuaarrocri

Hesigkpuruii brakon

3amopoocenuii praxon

9 Mmicsiwis 3a Temneparypu Bix -90 10 -60 °C.

Briposiossk 9-micsutoro Tepminy NPHIATHOCTI HEBIAKPHUTI BJIaKOHH MOXKHA 36epiratu Ta
TPaHCTIOPTYBaTH 3a TeMnepatypH Bia -25 °C 10 -15 °C npoTsrom eanHoro nepioy TpHBAiCTIO 10
2 THIKHIB, MIC/A YOro X MOKHA TIOBEPHYTH 10 YMOB 306epiranus iz -90 °C no -60 °C.

Posmopoowcenuii ¢praxon

I Micsiup 3a Temneparypu in 2 °C 1o 8 °C, 3 axux He Ginbiue 12 rogun Mosxe OyTH BUKOPHCTaHO ais
TpaHcnopTyBaHHs. [lepen BUKOpHCTaHHAM HEBIIKPHTY BaKLMHY MOYXKHA 36epiraTu He Ginbie 2 roaun
3a Temrieparypu o 30 °C.

Posvopoxeny Bakunny 3aGoponsierses 3AMOPOKYBATH OBTOPHO.

Konueanns memMnepamypu nicis UIVYeHHs 3 MOPOSWILHOI Kamepu
Hai 3i crabinbHocTi BKa3yioTs Ha Te, 110 HEBIAKPHTI (IAKOHM 3ATHINAIOTECS CTAGITBHUMH:
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. A0 24 roauu npu 36epiranni 3a Temnepatypu six -3 °C 10 2 °C:
. cymapHo 4 roaunu npu 36epiranni 3a Temneparyph Bia 8 °C 10 30 °C BKTIOYAKOUH ONHCAHHI]
BHLLE nepioa a0 2 roauHH 30epiranui 3a Temrepatypu ao 30 °C.

Lieto indopmanieio MoBMHHI KepyBaTHCs NpaLiBHAKK cdepu 0XOpoHH 310poB’a NHIIIE y pasi
THMYaCOBUX KOJIMBaHb TEMITEPATYpH.

Llepemiwgenna savopooicenux gnaxonie mixe cepedosuuyam 3 YImpanusbKow0 memnepamypor (< -

60 °C)

®  3aKpwTi Kpukamu GOKCH, WO MicTsTh 195 bnakoHiB, BHIiHST 3 MOPO3WIILHOT KaMepH 3
YABTPaHH3bKOIO TeMnepatyporo (< -60 °C), MoxyTs 36epiratics 3a TemnepaTypu 10 25 °C e
Ginblue 5 Xpuaumn.

*  bokcw 3 BiIKpHTHMH Kpuiukamu a60 Gokew, 10 MiCTSTb MeHuze 195 (nakowis, BuiiHsTI 3
MOPO3MIIBHOI KAMEPH 3 Y/IbTPaHH3bKOK TEMIEPATypPOoIo (< -60 °C), moxyThb 30epiraTHcs 3a
TeMIepatypu 110 25 °C He 6inbiue 3 xBunun.

*  Kouu GokcH 3 iakonamu, 1o 3asHany aii TemnepatypH 10 25 °C, moBepHyTh 10 MOPO3UILHOT
KamepH, BOHU MalOTh 30epiraTHes B MOPO3MIIBHIl kaMepi BIIPOAOBI MOHaMEHIIE 2 FOJIMH,
nepul HDK 1X MoXHa Oy/ie BUIMHATH 3HOBY.

epemiwenns samoposicenux gaxonis, wo 30epieanucs 3a memnepamypu 6io -25 °C 0o -15 °C

. 3aKpUTi KpHIKamu GokeH, Mo MicTsaTs 195 haakoHis. BUiHITI 3 MOPO3WJILHOT KamepH (Bij -
25 °C no -15 °C), MoxyTs 36epiratics 3a Temneparypu 10 25 °C He 6inbiue 3 XBuiuH.
® bBokeH 3 BiAKpUTHMH KpHrinkamu abo OOKCH, 1110 MiCTSTE MeHIe 195 (hnakoHiB, BUHHSTI 3

MOpO3MIbHOT KaMepH (Bia -25 °C 1o -15 °C), MoxyTh 36epiraTucs 3a TemnepatypH 10 25 °C ne
Ginbiue 1 XBUIHHK.

Aximio dprakon BuTydeHo 3 Gokca 119 GAaKOHiB, Horo ciix PO3MOPO3UTH 111 BHKOPHCTAHHS.

PospenieHnii nikapcbkuii 3aci

XiMiuny i disnuny crabinbHicTs nix yac BHKOPHCTaHHs Ta NPH TPaHCIOPTYBaHHi GyI10
MIPOAIEMOHCTPOBAHO BMPO/OBk 6 roauH 3a TemnepatypH Bix 2 °C 10 30 °C micis pO3BEe/ICHHA B
pO3unHi HaTpito x10pHay 9 Mr/ma (0,9 %) ans in’ekuii. I3 mikpoGionoriusoi Touku 30py, SAKILO
METO/ pO3BE/ICHHS HE BUKITIOHAE MOXKIHBY MiKpOGHY KOHTaMiHaLiiio, Tikapchkuii 3aci6 ein
BHKOPHCTATH HeraiHO. SIKIIo 3aci6 He Gy/e BUKOPHCTAHO HeraiiHo, 3a 4ac | YMORBH 30epiraHus
BIIPOJIOBK BUKOPHCTAHHS Bi/IMOBINa€ KOPHCTYRAY,

6.4  Ocobamsi 3anobixni 3axoan npu 30epiranni

3Gepirati B MOPO3HIBHUKY MPH Temneparypi Bin -90 °C go -60 °C.
36epiratu B 3aBoaCKKil ynakoBui A 3axXHCTY Bil cBiTia.

ITin vac 36epiranns Heo6XimHO MiHiMi3yBaTH BILIHB KiMHATHOTO CBIT/NIa Ta YHHKATH NOTPAILISHHS
NPAMHX COHAYHNX NPOMEHIB | yibTpadionery.

3 po3mMopoKeHHMH (BIaKOHaMH MOKHA TNPALOBATH B yMOBAX OCBITJIEHHS B NPHMilLIEHHI.

YMoBH 36epiranns micis PO3MOpO:KyBaHHSA Ta PO3BE/EHHS JTiKapChKOro 3acoby HaBEAEHO B
po3aini 6.3.

6.5 Tun Ta BmicT nepBunnoi YIAKOBKH

[Tpo3opwii GaraTono30BHit hriakoH 06 emom 2 M (3i ckna Ty I) 3 npo6koto (i3 curTeTHYHOrO
OpomOyTHIKAyUyKY) Ta TIIACTHKOBMM KOBIAYKOM 3 BiZIKMIHOIO KPHILKOK THITY flip-off, 3
AMOMIHIEBUM 00 HUMHMM KinbueM, Koxen (aakon micTuTs 6 103, 1B, po3ain 6.6.

Poamip ynakosku: 195 dnakonis.

6.6  OcobauBi 3anobiani 3axoam nix yac YTHai3auii npenapary ii inmi Bkaziskn moxo
NOBO’KEHHS 3 IpenapaTrom -
/
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IHCTPYKILIT 3 NOBOMKEHHS

KomipHari Mae roTyBaTi MeMuHHIT MPaUiBHUK, BUKOPHCTOBYIOUH acenTH4Hy TEeXHIKY, 1100

3a0€3MeUuTH CTEPHILHICT PUrOTOBAHOT AMCTIEpPCil.

PO3MOPOXYBAHHA NEPEA PO3BEAEHHAM

~
He Oinbiie
2 roauH 3a
KiMHATHOT
TemIepaTypH
(0 30 °C)
&

baratogo3osmit dnakoH 36epiraerbea B
3aMOPOXEHOMY CTaHi, loro cnig,
PO3MOPO3UTU Nepes po3seaeHHAM.
3amMoposkeHi pnakoHu cig nepeHecTu
B CEpEAO0BMLLE 3 TeMMepaTyporo Big,
2°C a0 8 °C Ana pO3MOpPOKYBaHHS;
yNnakoska 3i 195 ¢nakoHamu moxke
pPO3MOpOKYBaTUCA 3 rOAUHM,
AnbTepHaTUBHMIA CNOCI6B: 3aMOPOIKEHi
bnakoHn MOXHa po3MOpo3UTH 3a

30 xBunuH 3a Temnepatypu go 30 °C
ANA HerailHoro 3aCTOCYBaHHA.
HeBiakpuTuin dnakoH moxkHa 36epiratu
He Binbwe 1 micAus 3a Temnepartypu
8ia 2 °C go 8 °C, 3 akux He Binblwe 12
roAnH moxe 6yTu BUKOPUCTaHO ANns
TPAHCMOPTYBaHHA.

3auyeKaiiTe, NOKU PO3IMOPOIKEHMI
$nakoH HarpieTbcs 40 KiMHATHOT
TemnepaTypu, Ta obepeHo
nepesepHitb Woro 10 pasis ans
po3eeaeHHa. He cTpyuwyiiTe.

Mepep po3seseHHAM PO3MOPOXKEHa
AWCNepcia MoXe MiCTUTU Henpo3opi
amopdHi yacTuHKm Big, 6inoro Ao
Maixe 6inoro konbopy.
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PO3BELEHHA

¢ Po3BeAiTb PO3MOPOXEHY BaKLUHY B
opuriHanbHomy GnakoHi po3ynMHom
HaTpito xnopuay AnA iK' ekuin 9 mr/mn
(0,9 %) o6’emom 1,8 mn,
BUKOPUCTOBYIOYM rONKY Kanibpy 21 abo
BYKUY Ta aCeNTUYHY TEXHIKY.

1,8 M natpiro xaopuay 0,9 % s
iH’ excuiii

* BupiBHANTe TUCK ¥ GaKOHI, nepLu Hixk
BUMMATH roNKY 3 KPULLKK GraKoHa.
Ona uboro BTArHITSL 1,8 M nosiTps 8
MOPOXKHIN WNPUL, AN PO3BEAEHHA.

Butsarnite nopmens na 1,8 mu,
mo6 BHAAJIHTH NOBITPH 3
(pakona.
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O6epexHo nepesepHiTb po3BeaeHy
aucnepcito 10 pasis. He cTpywyiTe.
Po3segeHa BaKuMHa MAE BUTNAAATH AK
maike 6ina gucnepcia 6e3 BuaMMmmx
YaCTUHOK. AKLLO BUAHO YacTUHKK abo
KOAip iHWMKIA, He BUKOPUCTOBYIHTE
po3sefeHy BakLUHY.

3anumiTe BitnoBiany aary i yac.
Buxopucraiite Bnipogos:k 6 roaun
nicJIs po3BeeHHs

3anuwitb Ha dpnakoHax i3 po3BeaeHO0
BaKLWHOIO BIANOBIAHY AaTy i yac.
Micna po3seaneHHs 36epiraidTe 3a
TemnepaTypu Big 2 °C po 30 °Cra
BUKOPUCTaWTe NPOTATOM 6 rOAIMH,
BK/1K0YAK0YU Yac TPAHCMOPTYBaHHA.

He 3amopoyiiTe i He cTpywyiTe
po3ssefeHy gucnepciio. Y pasi
3bepiraHHa B X0N0AUNBHUKY
3ayeKaiiTe, NOKK po3BeaeHa gucnepcia
HarpieTbCA A0 KIMHATHOI TemnepaTypu,
nepuw HiXX BUKOPUCTOBYBATH.
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MIATOTYBAHHA OKPEMMX A,03 KOMIPHAT! 0,3 MA

0,3 M1 posBenenoi * [licna possegeHHA PNaKOH MICTUTB

BAKIHHH 2,25 Mn, 3 AKKUX MOXKHa OTPUMATH
6 n03 no 0,3 mn.

®  3aCTOCOBYIOUM ACENMTUYHY TEXHIKY,
npoaesiHdikyiTe KPULKY pnakoHa
OAHOPA30BUM aHTUCENTUYHUM
TaMNOHOM.

Biabepitb 3 dnakoHa 0,3 mn KomipHari.
Wo6 otpumatu 6 103 3 oaHOrO
$bnakoHa, cnip, BUKOpUCTOBYBATH
wnpuur ta/abo ronku 3 manum
MmepTeum 06’emom. 3aranbHuit
MepTBuMiA 06'€M WNPULA i FoKK
NOBUHEH CKnaaatu He 6inblwe 35 min.
Y pasi BUKOpPUCTaHHA CTaHAapTHUX
wnpuuis i ronok o6’em npenapary
Moxe ByTu HegocTaTHIM ans
OTPUMAHHA WOCTOT 103K 3 04HOrO
$nakoHa.

* Koxna n103a nosunna mictuty 0,3 M
BaKIIHHH.

* Jlxmo o6’em BakumHK, 110
3aJMIIAEThes Y rakoni, HenocTaTHil
A OTPHMaHHA noBHOT 03k 0,3 M,
YTHII3y#Te GNaKkoH i HaUTHIIKOBHI
o0’em,

®  YTunisyiite HeBUKOpHCTaHy BAKLIMHY
4epe3 6 rO/IUH Mic/s po3BeIeHHS.

YTunizauis

Byns-sxuii HeBukopucTanmii nikapebkuii 3aci6 Ta Bixxoau cnin YTHITI3YBATH 3TiIHO 3 MicLeBUMMU
BUMOTaMH.

7. BJACHHK PEECTPAIIIITHOTrO MOCBIIYEHHSI

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Himeuunna

Ten.: +49 6131 9084-0

®ake: +49 6131 9084-2121
service@biontech,.de

8. HOMEP PEE€CTPAUIHHOIO(-UX) INOCBITYEHHSI(-Hb)

EU/1/20/1528/001

9. IATA OTPUMAHHS IEPIIOTO PEECTPALITHOI' O ITOCBLIYEHHST/
IMMOAOBXKEHHS TEPMIHY YAHHOCTI PEECTPAILIIMHOIO HOCBITYEHHS
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Jlata oTpumanHs nepiioro peectpaitiiinoro noceiguenns: 21 rpyansa 2020 p.
10. JATA OCTAHHLOI'O NEPEILJIAY TEKCTY

Hetanbha indopmaltis npo uei nikapcbkuii 3aci6 10cTynHa Ha Be6-caiiTi €BpOTIEHCHKOrO areHTCTRa
3 iKapchKHX 3acobis: hitp://www.ema.europa.eu.
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B. JUCTOK-BKJIAIKA
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Jucrox-srnanka: indopmanis 118 Kopuerypaua

Komipuari, konuentpar 11s npurorysanus Aucuepeil aas in’exuiii
Bakuuna na ocnosi MPHK pas npoginakrukn COVID-19 (mykieosna-moaudikosana)

vL[eii Jlikapebkui 3aci6 niasrae nonaTkoBoMy MOHITOPHHTY. Lle 1acTh 3MOry IBHIKO BHAB/ATH
HOBY iHopMaLtilo 3 Gesreku. B1 MokeTe A0MOMOrTH B LBOMY, SKLLO MOBIIOMHTE PO nobiyHi
eexry, AKi MOIVIH y BaC BHHHKHYTH. IHopmauis w010 TOrO, SIK | KOMY MOXKHA MOBIAOMHTH npo
noOiuni edexTH, HaBeAEHa HANPHKIHL pozainy 4.

YBaxkHno npounTaiite NoBHiCTIO Neil JTHCTOR-BKJIANKY, HePUl HiZ OTPHMAETE 10 BAKIHAY,
OCKIJIbKH BiH MICTHTB BaxuBY 175 Bac indopmaniro.

. 30epexiTh Lieii THCTOK-BKNaAKY. Bin Moske 3Hano6uTHes Bam y ManbyTHBOMY.
. Akmo y Bac BUHMKHYTE I0/1aTKOBI 3anHTaHHSA, 3BEPHITBCA 110 JliKaps, apMaleBTa Y4 Me/ICECTPH.
@ Axwmo y Bac BuHuKHYTH 6yap-1Ki no6iyni e(eKTH, 3BEpHITBCA [0 CBOrO nikaps, apmanenTa

abo mexcectpu. Lle crocyeTses Gy ab-aKHX MOMKITHBHX NOGIYHUX eeKTiB, He BKA3aHUX Y LLOMY
JHCTKY-BKIaaui. JIus. posain 4,

SAxy indopmaniro MicTHTE neii THCTOK-BKIaTKA

Mo Take npenapat Komipsari i a1s yoro Bin 34CTOCOBYETHCS.

Lo notpi6Ho 3HaTH, nepi Hik BH MoyHeTe OTpHMyBatH npenapar Komipuari.
Sk 3acTocosysatu npenapar Komiphari.

Mowxinsi noGiuni peakuii.

Sk 36epirati npenapar Komiphari.

Bumict ynakoBky Ta inwa indopmaris.

ol i A

L o Take npenapar Komipnari i nas uoro Bin 3aCTOCOBYETHLCH

Komiprari — ue Bakumuna 11s npodinakruxs 3axBopioBanHs COVID-19, ske Brukinkae Bipyc SARS-
CoV-2.

Jlikapebkwuii 3aci6 KomipHari npussauenmii s AOPOCIHX | MiATITKIB BikoM Bia 12 pokis.
Bakuuna npussoauts 10 Toro, 1o IMYHHa CHcTeMa (PHPOIHMIA 3aXHCeT OpraHiamy) yTBOpIOE
aHTUTLIA Ta KJIITHHA KPOBI, 1O MPaLIoiTh MPOTH BipycCy i, TAKMM YHHOM, 3axuLuaioTs Bigx COVID-

19.

Ockinbku KomipHati He micTuts Bipycy s BHPOO/IeHHs iMyHiTeTy, Leli npenapar He Moxe
NpH3BECTH A0 iHdikyBanHs COVID-19.

2. Ilo norpi6no 3uatn, mepm Hix Bu nounere oTpumyBaTu npenapar Komipuari
IIpenapar Komipuari ne cain 3aCTOCOBYBAaTH B HACTYNHOMY BHNIAAKY:
. 32 HAABHOCTI aneprii Ha Nilovy peuoBnHy a6o Oynp-aKi iHLII KOMIIOHEHTH LLOTO npenapary

(nepeniueni B po3aizi 6).

3acrepexenns Ta 3anobixui 3ax01H
[TopaabTecs 3 nikapem, papmaiestom a6o MEJICECTPORO, MEpII HiK 3aCTOCOBYBATH BAKIHMHY, AKILO:

D y Bac Gyze-konu Bunnkanu anepriuni peakwii abo YTPYAHEHHS THXaHHS MiC/IA iH’eKLiT Gy 1b-
AKOT iHUIOT BakLMHM a60 micns iH’ ekl KomipHari panime;

. Bu Hepeyetecs yepes npotiec Bakuunanuii aGo Oyzb-K0/M BTpauanu cBizoMicTs mic/is ronkosoi
1H eKuii;

. y Bac HasBue Baxke 3axBoproBanHs a6o iHpeKwuis 3 ninBuIIeHOO Temneparyporo Tina. [Tpote

Bu moskeTe npoiith BakimHauio, akimo y Bac Heznaune niguienns TeMIepaTypH Tia aGo
iHEKLsA BEPXHIX ANXANbHUX LIAXIB, AK-OT 3acTyna;

. y Bac BuHHKal0TE KpOBOTEYI, 1ErKO YTBOPIOIOTECA CHHLI 260 B TNpHHMAaETe TikapchKuii
npenapar s 3ano0iraHHs yTBOPEHHIO TPOMGIE;
. y Bac ocnaGnena imynna cucrema, nanpuxnasn uepe3 BlI-indekuito un inury xsopoby, aGo

AKINO Bu npuitmaeTe sikapeski 3aco6u, sk-ot KOPTHKOCTEPOINH, LU0 BIUIHBAIOTH HA iMyHHY
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CHCTEMY.
Hyxe pinkicni Bunajku miokapauTy (3ananeHns cepueroro m’s3a) Ta NEepUHKAPAMTY (3ananeHHs
30BHILIHBOT 0GOIOHKH cepiis) Gy 3apeecTpoBaHi ic/s BaKLMHALLT npenaparom Komipuari. LI
BHIAAKH B OCHOBHOMY TpamIskcs NpoTarom 14 auis mic/is BakuMHaUii, YacTiule micis apyroi
BaKLMHALIT, Ta 3 Gi/IbLIOIO YACTOTOK Y 4OMOBiKiB MonoawOro Biky. [Ticns BakuuHanii By macte OyTu
MAJIbHI LOAO NOSBK 03HAK MiOKapAHTy a6o MEPHKAPIHTY, TAKHX AK 3aMLIKA, BITUyTTS cepueOuTTS,
Oink y rpyamii KaiTUi, Ta HeraiiHO 3BEPTATHCA 32 MEHUHOIO AOOMOIOK0 Yy pa3si iX BHHHKHEHHS,

SK 1y BUNanKy 3 Gy/ih-SKHMH IHIINMHA BAKLIMHAMH, Kypc BakuuHauii Komiprari 3 2 103 moske He
3a0e3neuuTH 3aXKCT YCiX NaLlieHTiB, AKi i OTPUMAJIH; TAKOXK HEBIIOMO, YTIPOJOBK SKOro Yacy Bu
Oyaete 3axuuieHi.

Hiru

Kowmipnari He pekomeHayeThes 3acTocoByBaTH iTAM Bikom 10 12 POKiB.

Inwi nikapceski 3aco6m i npenapar Komipuari
Axwo Bu npuiimaete, HenaBHO npuiiManu a60 MoskeTe NPHHHATH Oy Ib-AKi iHwi aiku, abo Bu
HELIONABHO OTPHUMANTH Oy/Ib-AKy iHIIY BaKLMHY, MOBIZOMTe Npo 1ie Jikapio a6o papmanesry.

BaritnicTs Ta rpyane BurogoByBanns

BariTni nauienTku, a Takok nauieHTKH, SKi royIOTh TPYIUIIO, BBAXKAKOTH, IO MOKYTh OyTH
BAriTHUMH, a60 MTAHYIOTh HAPOAMTH TUTHHY, NEpLI Hix 3aCTOCOBYBATH LIFO BaKIMHY, NOBHHHI
3BEPHYTHCS 3a TOPaJIoko 10 CBOro Jiikaps abo apmauesra.

Kepysanns Tpancnopraumu 3aco6amu ii poora 3 Mexanizmamu

Hesiki ebexT BakumHauii, 3a3Haueni B po3aini 4 («MoxTHBI MoGiuHi peakwuii»), MOXKYyTb THMHACOBO
BIUIHBATH Ha Baiuy 3naTHicTh KepyBaTi TpaHCIIOpTHUMH 3aco6amu a6o NPaLOBaTH 3 MEXaHi3MaMH.
3avekaiiTe, IOKH i e)eKTH 3HUKHYTh, NIEpLT Hik KepyBaTH TPaHCTIOPTHHMH 3acobamu abo
MpalroBaTH 3 MEXaHI3MaMH.

Hpenapat Komipuari micTuTs kauiii i HATpiil

s BakumHa MicTHTB MeHIIE 1 MMONTB Kaito (39 Mr) Ha oiHy 7103y, TOBTO MPAKTHYHO «HE MICTHTS
Kamitoy.

L1s BakumHa MicTHTE MeHLIE | MMOJIB HaTpiio (23 Mr) Ha oaHy 103y, TO6TO MPaKTHYHO «HE MIiCTHTH
HaTpiioy.

3 Ax 3acTocoByBaTH npenapar Komipuari

Kowmipuari BBOAsATS nicna po3seenns Y BHIIIAAL K exuii B 1031 0,3 M y M’ 53 ninteva.

Bu otpumaere 2 i’ exuii.

PexomeHmyeTbes oTpuMary ApYTY 103y Ti€i caMoi BAKLMHY 4epe3 3 THKHI mic/s MepIIoi 703H, 11106
3aBEPUIMTH KYPC BaKLMHALL],

Axwo y Bac € Gyap-aki 101aTKOBI 3anuTanHs 1mo10 3acTocysannd npenaparty KomipHari, 3sepHiThes
Ao cBoro Jikapsi, Gapmanesrta aGo MeacecTpy.

sas

4.  MoxanBi nobiuni peaxmii

KowmipHari, sik i BCi BakiuH1, Moske BUKTHKATH nobiyHi peakulii, xo4a BOHH PO3BHBAIOTLCH
HE B KOXXHOI'O MaLieHTa,

Hy#xe yacti nobiuni peaxuii (MOXyTh BUHHKATH Ginbur Hik B 13 10 ocif):

. Oink, HabpsK y Micui in’exuii:
® BTOMJTIOBAHICTD;

. rOJIOBHUI Ok

. 6inb y M’ s13ax;



03HOD;

6ink y cyraodax;

aiapes:

MiZIBULIICHHA TeMIIepaTypH.

Heski 3 uux noGiunnx peakuiii Gy,iu A0 YaCTINMK B niAiTKiB Bikom 12-15 POKIB, HiXk V
JOPOCTHX.

Yacri nobiuni peakuii: MoskyTs BuHukaTh B 1 3 10 oci6:

s MOYEPBOHIHHA B MicLli iH’€KLiT;
*  HynoT
. 6atoBaHHS.

Heuacri no6iuni peakuii (MoxyTh BUHHKaTH He Ginbim Hix B 1 31 100 oci6):
30inbIeHHA niMdOBy3iB;

NOraHe camorno4yTTs;

Oinb y KiHLIBIII;

6e3conns;

ceepOik y MicLi iH’ exuii;

aneprivui peakuii Ha kurranT Bucuiy abo ceepGexy.

Pinki noGiuni peaxkuil (MoxxyTs BHHMKaTH He 6ibw Hixk B 1 3 1000 ocif):
. THMYaCOBHiT OZIHOGIYHMI napasiv THILOBOro HepBa;
g aneprivHi peakuii Ha KirranT BUCHITY a60 HaOpAKy o6THYu.

Hesizomi (HEMOX/THBO OLIHHTH 32 JOMOMOIOK HASBHHX JaHHX):

. TSKKA aJlepriyHa peakiis;

. 3anajieHHs CepLeBoro M’s3a (MiokapanT) abo 3anajieHHs 30BHIHBOT 06010HKH cepud
(MepUKapIuT), O MOKE CIPHYMHATH 3aMIIKY, BiI49yTTS cepuebutTs abo Ginb y rpyanid kiTi;
. obupHHi HAOPAK KIHUIBKH, B Ky BBOAH/IN BaKLIUHY;

. HaOpsKk 06nn4us (HaGpAKk O6MMYYS MONJITHBHIA Y MALIEHTIB, AKMM panile 3aiHcHIOBAIM

BBE/ICHHA ICPMATO/IOTI4HUX HANIOBHIOBAYIB B ALIAHKY 06 mHuus).

Hoginomaenns npo no6iuni peaxuii

Axuto y Bac BunukHyTh Gyab-siki no6iuni peakuii, 3BepHiThes 10 CBOrO nikaps, papmauesTa abo
mencectpu. Le crocyerses Gynb-aKHX MOKIHBUX MOGIYHUX peakiiii, He BKa3aHHUX Y LBOMY JIHCTKY-
BKJIa/ILi. By Takox MoxeTe NOBiOMHTH npo 6y ab-siki no6iuni peakwii Oe3nocepeaHbO yepes
HaUIOHANbHY CHCTEMY 3BiTHOCTI, 3a3HaveHy B Jlogatky V. Ta 3a MOMKIHBOCTI BKa3aTu HOMEp
cepii/naprii npenapary. IToBinomsiioun npo noGiuni peakLii, Bu MoKeTe IOMOMOrTH OTpUMATH
Ginbiue iHpopmaii npo GesrneyHicTh UBLOro TiKapesKOro 3acoly.

5. Sk 36epiraTn npenapar Komipuari
3Gepiraiire ueii nikapcbkuii 3aci6 y HEJOCTYNHOMY [UIA AiTeH MicLii.

Hapenena nixue inopmanis oo 36epiranus, crpoky npuaatsocri, BHKOPHCTAHHS Ta [MOBOIKEHHS
NPU3HAYAETHCS IS MEHYHHX MPALliBHUKIB.

He BukopucToByiiTe Uil Jlikapcekuii 3aci6 micis 3akiHueHns TEpPMiHy MPHAATHOCTI, BKA3aHOTO Ha
YMaKOoBLI Ta €THKETII mic/g ciB «[Ipunarauii no». Tepmin npumatHocTi BianoBinae OCTaHHBOMY
JHIO BKa3aHOT'O MiCSLS.

36epiraTi B MOPO3HIILHHKY NpH Temnepatypi Bia -90 °C 1o -60 °C. Brnipozosxk 9-micauHoro Tepminy
MPUAATHOCTI HEBIAKPHTI (rakoHM MoyKHa 36epiraTu Ta TPaHCMOPTYBATH 3a TeMNepaTypH Bix -25 °C

110 -15 °C npoTsrom €1MHOro nepiogy TPHBATICTIO 10 2 THIKHIB, ITICJIA 4Oro iX MOXHa MOBEPHYTH A0
yMoB 36epiranns Bia -90 °C no -60 °C.

30epiraty B 3aBoACEKiii ynakoBLi Ans 3aXKCTy BijA CBiTAA.
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[epemingennst samopoxcenux gaaxonie mine cepedosutyamit 3 Yismpan3vKoio memnepamyporo (< -
60 °C)

*  3aKpuTi KpUKamu GokeH, o MicTaTh 195 drakonis, BuiiHsTI 3 MOPO3HILHOT KAMEPH 3
YIbTPaHH3bKOIO Temriepatypoto (< -60 °C), moxyTs 36epiraTies 3a TemnepatypH a0 25 °C He
Olnblie 5 XBUAMH.

*  boKCH 3 BIIKpHTHMH KpHIIKaMu a6o OOKCH, 1110 MiCTATH MeHie 195 dnakowis, BUIHATI 3
MOPO3HJIBHOT KAMEPH 3 YJIbTPAHH3BKOIO Temnepatypoio (< -60 °C), mosxkyTs 36epiraTucs 3a
Temmneparypu a0 25 °C He Ginbine 3 XBHIMH,

*  Kosu Goker 3 dirakoHamu, 1110 3a3HaMM 10T TeMIepaTypH 10 25 °C, noBepHyTh 10 MOPO3HILHOT
KaMepH, BOHH MaloTh 30epiraTics B MOPO3HIBHIN KamMepi BIPOJOBIK moHaMeHILe 2 rOJIMH,
nepL HiK iX MOsKHa Gy/ie BUHHATH 3HOBY.

Ilepemiwenns samopoarcenux guaxoni, ugo 36epizanucs 3a memnepamypu 6io -25 °C oo -15 °C

. 3akpuTi Kpumkamu Gokew, 110 MicTaTh 195 drakoHis, BUHHATI 3 MOPO3WJILHOT KamepH (Bix -
25 °C po -15 °C), MoxkyTs 36epirarucs 3a Temnepatypu 10 25 °C He Ginbine 3 XBHIHH.

. Bokew 3 BinkpuTHMH Kpuikamu a6o GokcH, Wo MicTATh MeHLIe 195 (hJTaKOHIB, BHHHATI 3
MOpO3HIIBHOT KaMepH (Bia -25 °C 110 -15 °C), MmoxkyTs 36epirarucs 3a TemnepaTypH o 25 °C ue
Ginbie 1 XBUAHHH,

Sxmo dnakon ButyyeHo 3 Gokca w1 (hnakoHiB, Horo cig PO3MOPO3UTH 714 BUKOPHCTaHHS.

ITicsist posmoposkyBaHHs BakumHy c1if po3secTH i onpa3sy BUKOpucTaTH. OHaK j1aHi mojo
CTaGLTBHOCTI MiC/IA PO3KPHTTA YMAKOBKH BKa3yIOTh, 10 MIC/15 BHIHMAHHS 3 MOPO3KIIbHOI KaMepH
HEPO3Be/CHY BAKLMHY MOXHa 36epiratu nporarom | micsiug npu Temmepatypi Bia 2 °C o 8 °C abo
J10 2 rOAMH NpH Temneparypax 10 30 °C TIepe/1 3aCTOCYBAHHAM.

[Ticns possenenus BakumuHy cnin 36epiraty npu Temnepatypi Bia 2 °C 0 30 °C Ta BukopHCTaTH
npoTArom 6 roauH. byab-ski HeBUKOpHCTaHI 3aMHIIKH BaKLMHH CJTiJ1 yTH/Ii3yBaTH.

[Ticrta BUHHATTA 3 MOPO3HIbHMKA i PO3BeCHHS HA (hnakoHax c1in 3a3HauKTH HOBY ATy if uyac yTHITI3aLLii.
[Ticns poamoposkyBaHHS BakUMHY He MOskHa 3aMOPOXYBATH MTOBTOPHO.

He cnin 3acrocoBysaru o BAKILIMHY, AKIIO NI/ PO3BeNCHHS po34uHy Bu nomitumuy g HBOMY
CTOPOHHI 4aCTOYKH a0 3MiHy Ko/bopy.

He Buxunaiire nikapcrki 3acobu B kanamisauito a6o pa3om i3 noGyToBuM cMmiTTaM. 3anuraiire Y CBOTO
(hapmauesTa, SKHM YHHOM CJ1ix N036aBAATHCS Bin HenoTpibuux npenaparip. L zaxoau JONOMOXYTh
3aXHCTHTH HAaBKOITHLIHE CEpe/IOBHILE.,

6.  Bwmicr ynakoBkn Ta inma indopmauin

Komnonentn npenapary Komipuari

. Hitouoro pewoBuHOI npenapaty € MPHK-Bakumua 115 npodinaktuku COVID-19. ITicas
PO3BENIeHHS (nakon MicTHTD 6 103 10 0,3 M1, KOKHA 3 SKUX MICTHTE 30 mxr MPHK.

“ Ipenapar Takox MicTHTS inmmi KoMnoHeHTH:

(( 4-rinpokenbyTii)asanaiin)Gic(rekcan-6,1 -aiin)6ic(2-rexcunnekanoar) (ALC-031 5);

2-[(noniemneumixonb)-mﬁ(}]-N,N-nwrcrpa,ueuunaueraMiﬂ (ALC-0159);

1,2-nucreapoin-cu-raiuepo-3-bocdoxoin (DSPC);

XOJIeCTEpPUH;

Kaslio XJ10pua;

Kanio auriapodocdar;

HATPIlO XJIOpH;

AnHaTtpiio pocdar uriapar;

caxaposa;

BOJA 114 1H €KL,

OO0 OO00 00 o0

3oBHimwii BHrIna npenapary Komipuari ra smict ynakoskn

Baxuuna sBase coGoro aucnepeiio (pH 6,9-7,9) Bin 6inoro no maitxke Ginoro KOJILOpY, 1110
MOCTa4a€Thes y 6araTo1030BUX aakoHax, 1o 6 103 Y MpO30pHX (rakoHax 06’ eMom 2 M1 (3i ckia
Tuny I), i3 NPoGKOIO 3 KaydyKy Ta MIACTHKOBHM KOBIAYKOM 3 BIKHMJIHOKO KpHILKOIO THITy flip-off,
3 a/IFOMIHIEBUM OBKHMHUM KijibLiEM.

¥

P
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Posmip ynakoeku: 195 dmakonis.

Bnachuk peecrpauiiiHOro mocBiluenus
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Himeuunna

Ten.: +49 6131 9084-0

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

Bupobunkn

BioNTech Manufacturing GmbH
Kupferbergterrasse 17-19

55116 Mainz

HimeuunHa

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Benbris

3a indopmauiero nNpo uei nikapcbKuii 3acib 3BepTaiiTecs 10 MiCLUEBOro NpeICTABHHKA BIaCHHUKA
peecTpauiiHOro MNOCBiA4eHHS:

beawris//Tokcembypr JIuTsa

Pfizer S.A/N.V. Pfizer Luxembourg SARL filialas Lietuvoje
Tél/Tel: + 32 (0)2 554 62 11 Ten.: +370 52 51 4000
Boarapis Yropmuna

[aiizep Jlrokcembypr CAPJI, Knon Pfizer Kft

Bonrapis Ten.: +36 1 488 3700
Ten.: +359 2 970 4333

Yexis Manabra

Pfizer PFE, spol. s r.o. Vivian Corporation Ltd.
Ten.: +420 283 004 111 Ten.: + 35621 344610
Hanis Hopsgerisa

Pfizer ApS Pfizer AS

Ten.: +45 44201 100 Ten.: +47 67 526 100
Himeuunua Hinepaanan
BioNTech Manufacturing GmbH Pfizer BV

Ten.: +49 6131 90840 Ten.: +31 (0)10 406 43
Ecronin ABCTpin

Pfizer Luxembourg SARL Eesti filiaal Pfizer Corporation Austria Ges.m.b.H
Ten.: +372 666 7500 Tel.: +43 (0)1 521 15-0
I'penisi IHoabpma

Pfizer EAAdg A.E. Pfizer Polska Sp. z 0.0.
Ten.: +30 210 6785 800 Ten.: +48 22 335 61 00

23 //
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Ienaunisn
Pfizer, S.L.
Ten.: +34914909900

@pannis
Pfizer
Ten.: +33 1 58 07 34 40

Xopgearin
Pfizer Croatia d.o.o.
Ten.: + 38513908 777

Ipaanain

Pfizer Healthcare Ireland

Ten.: 1800 633 363 (6e3komToBHHMi)
+44 (0)1304 616161

Icnannisn
Icepharma hf
Ten.: + 354 540 8000

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

Kinp
Pfizer EALGg A.E. (kinpceka dimis)
Ten.: +357 22 817690

Jlarsin

Pfizer Luxembourg SARL filiale Latvija

Ten.: +371 670 35 775

Iopryranis
Laboratérios Pfizer, Lda.
Ten.: +351 21 423 5500

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

CaoBenin

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrodja
farmacevtske dejavnosti, Ljubljana

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

CaoBauyuuna

Pfizer Luxembourg SARL,
organiza¢na zlozka

Ten.: +421 2 3355 5500

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

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

Besnka Bpuranis (Ilisniuna Ipaanais)
Pfizer Limited
Ten.: +44 (0) 1304 616161

/laTa ocTauHbOl NepeBipKH ULOrO JIHCTKA-BRIAXKH {MM/YYYY}

Lle# nikapebkii 3aci6 npoiwos «ymoBHy peectpauiion. Ile o3nayae, o ouikyroThes MogaNbLI]
AOKa3H 14 11bOTO JIIKapehKoro 3acoby. €Bponeiichke areHTCTEO 3 nikapchKHX 3ac06iB nepesipsTHMe
HOBY iH(opMawilo Npo ueit Nikapcbkuit 3aci6 MOHAMeH e KOYKHOI'O POKY, i LieH JIMCTOK-BKIaaKa

Oyne oHoBmOBATHCS B pasi noTpe6u.

Binckanyiite oz 3a nonomoroio MobineHOro MPHCTPOIO, 10O OTPUMATH Lieif THCTOK-BKIAMKY

Pi3HHMH MOBaMH.

URL: www.comirnatvelobal.com

JletanbHa indopmais npo ueit nikapeekuii 3aci6 AOCTyNHa Ha BeOcaiiTi €Bponeiichkoro areHTcTRa

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




Lleit nucTok-praaaka nocTyiHuil veima mosamu €C/CE3 na se6ceaiiti €Bponeiichbkoro areHTeTRa 3

JIIKapChbKHX 3aco0iB.

—— — -

Hacrynua ingopmanis npusnadena TiibKa 205 MeIHYHHX NPALIBHAKIB.

KomipHari e1ia yBomuTi BHY TPIlIHEOM 3080 Nic/1s po3BeCHHS K Kypc i3 2 103 (0,3 M KOKHa) 3

IHTEpBAIOM 3 THIKHI.

BiJicTexyBaHICT

1106 noninumTy BincTexysaHicTs GionoriuHHX TiKapchKHX 3aco6iB, CTiA HiTKO 3aMHCYBATH Ha3BY H

HOMep cepii BBEIGHOrO rpenapary.

[ueTpykuii 3 noBomkenns

KomipHati noBuHeH rotyBaT MeIMuHHii NpaLiBHUK, 3aCTOCOBYIOYM aCeNTHYHY TEXHIKY, 1106
3a0€3MeYHTH CTEPHIBLHICT IPUrOTOBAHOI TUCTIEPCil.

PO3MOPOXYBAHHA NEPE[ PO3BEAEHHAM

He oOiiabie
2 roJI4H 3a
KIMHATHOI
TeMnepaTypu
(10 30 °C)

~

i

Baratono3osuit dnakoH 36epiraeTben B
3aMOpPOKEHOMY CTaHi, ioro cnig,
pPO3MOPO3UTH Nepes po3BeaeHHAM.
3amopoxeHi nakoHu cnig nepeHecTu
B CEPEA0BULLE 3 TemnepaTyporo Bif,
2°C no 8 °C anA po3mMOpoXKyBaHHSA;
ynakoeka 3i 195 ¢nakoHamm more
PO3MOPOKYBATUCA 3 rOAMHM,
AnbTepHaTMBHUIA cnocib: 3aMopoXKeHi
bnakoHW MoXKHa PO3IMOPO3NTH 33

30 xennuH 3a Temnepatypu go 30 °C
ANA HEeralHoro 3acTocyBaHHA.
Hesigkputuit pnakoH moskHa 36epirati
He Ginbuwe 1 micAus 3a Temneparypwu
8ig 2 °C no 8 °C, 3 AKMX He Binbe 12
roAvH moske byTr BUKOPUCTaHO Ans
TPaHCNOPTYBaHHA.

3ayeKkaitTe, NOKK PO3MOPOIKEHMIA
$nakoH HarpieTbca A0 KiMHaTHOT
TEMNEpaTypu, Ta obepekHo
nepeeepHiTb Woro 10 pasis ann
posseaeHHA. He cTpywyiite.

Mepea posseaeHHAM PO3MOpPOXKEHa
AMCnepcia MoXe MiCTUTU Henpo3sopi
amopdHi yacTuHkm Big binoro go
maitke 6inoro konbopy.
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PO3BEAEHHA

1,8 M narpiro xaopuay 0,9 % nas
in’ ek

Po3Be/iTb pO3MOpPOKEHY BAaKLUUHY B
opuriHanbHOMY GpNakoHi po34nHOM
HaTpito xnopuay ONA iH eKUin 9 mr/mn
(0,9 %) o6’emom 1,8 mn,
BUKOPUCTOBYIOUM roIKy Kanibpy 21 abo
BY>K4Y Ta aCENTUYHY TEXHIKY.

BuTtarnirs nopmens na 1,8 i, mo6
BHIAJHTH NOBIiTPA 3 durakona.

BupiBHAWUTe TUCK y dNaKoHi, nepw Hix
BMIAMaTH rOJIKY 3 KPULLIKK GakoHa.
[na uboro BTArHITL 1,8 MN NOBITPA B
MOPOXHIN WNpUL, ANA PO3BEAEHHA.
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e ObepexHo nepesepHiTL po3BeaeHy
Ancnepcito 10 pasis. He cTpywyiire.

¢ Po3pepgeHa BaKUWHA MAE BUrNAZLATH AK
maitke 6ina aucnepcia 6e3 BuanMUX
4aCTMHOK. AKLWO BUAHO YaCTUHKMU abo
KONIp iHWWK, He BUKOPUCTOBYIiTE
po3BeAeHy BaKLUHY.

O0epexHo, 10 pasis

==

® 3anuwite Ha pnakoHax i3 po3seaeHO
BaKLMHOIO BiANOBIAHY AaTY i yac.

® [licna posseaeHHs 36epiraiite 3a
Temneparypwu sig 2 °C go 30 °C Ta
BMKOPUCTalTe NPOTAroM 6 roauH,
BK/IIOUAKOYM Yac TPAHCNOPTYBaHHSA.

® He 3amopoxyiiTe it He CTpywyiite
possegeHy aucnepciio. Y pasi
36epiraHHA B X0ON0ANABHUKY
3ayekaiiTe, Noku po3seaeHa aucnepcis
HarpieTbea A0 KiMHAaTHOT TemnepaTypu,
NepL HiX BUKOPUCTOBYBATH.

—
3a :
Buxopucraiite Bupoxosx 6 roaun

nic/s po3BeIeHHs
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[_ﬂ!.ﬂ,l'OTYBAHHH OKPEMMUX 103 KOMIPHATI 0,3 MN

0.3 »ia
po3Beaenoi
BAKIIHHH .

Micna po3seaexns dnakon mictuts
2,25 Mn, 3 AKUX MOXHA oTpUMaTH

6 no3 no 0,3 mn.

3acrocosyloumn acenTuyHy TEXHIKy,
npoAaesiHpikyiiTe kpuwky dbnakoHa
OAHOPA30BMM aHTUCENMTUYHIMM
TaMMNOHOM,

Binbepits 3 dnakona 0,3 mn KomipHari.

Wo6 otpumaru 6 403 3 0aHOrO
$nakoHa, crip BUMKOPUCTOBYBaTU
wnpuum ta/abo ronku 3 manum
MepTBuUM 06’emom. 3aranbHuid
MepTBuit 06’em Wnpuua i ronku
NOBUHEH CKnaaatu He Ginbwe 35 M.

Y pasi BuKkopucTaHHa CTaHAApPTHUX
Wwnpuuis i ronok 06’em npenapary
moxe 6yTn HegocTaTHiM anq
OTPUMAHHSA WOCTOT 03U 3 0gHOrO
¢dnakoHa.

Koxna no3a nosunsa micruru 0,3 mn
BaKLIMHH,

Axwo 06’em BakuyHK, wo
3aMIIAETheS Y Prakoui, HegocTaTHIN
A4 OTPUMaHHs NoBHOT 103m 0,3 M1,
YTHi3yiiTe $nakos i HaaTHIIKOBMi
o6’em.

YTunisyiire HEBMKOPHCTAHY BaKLMHY
4epe3 6 roauH mic/s po3seaeHHs,

Yrunizania

By nb-sxuii HepukopHcTanmii JKapChKMii 3aci6 Ta Bixxomm e YTHIIi3YBaTH 3rigHO 3 MiCLIeBUMH

BUMOramH,
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