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JlupeKkTopar TpoMajaChKOro 3J0pOB’sl Ta NPOQIUIAKTUKA  3aXBOPIOBAHOCTI
MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHU B MEKax MOBHOBAKEHb PO3IJIsIHYB Bamr 3anut
Ta MOBIJOMIISE.

BianosinHo 1o ctarTi 15 OCHOB 3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 3[0POB’S
peanizaillito Aep>KaBHO1 MOJITUKH Yy cPepl OXOPOHU 310POB’ s 3a0€3MEUYIOTh LICHTPAITBHUIN
OpraH BUKOHABYOI BJIaJU, 1110 peaji3ye JIep>KaBHY MOMITHKY Y cepl OXOPOHHU 37I0pOB 4,
Ta IHIII LIEHTpaJbHI OpPraHW BHUKOHABYOI BJIAAH, SIKI PEaTI3yIOTh JI€pKaBHY MOJITHUKY
o 30KpeMa TaKoXK U y cdepl KOHTPOJIO SIKOCTI Ta O€3MEKH JIIKapChbKUX 3ac001B. 3riTHO 3
[Tonoxenussm mpo MiHICTEPCTBO OXOpPOHH 3J0pPOB’sT  YKpaiHH, 3aTBEPIKEHOTO
noctanoBoro Kabinety MinictpiB Ykpainu Big 25.03.2015 Ne 267 (y penakiiii moctaHOBU
Kabinery MinictpiB Ykpainu Bim 24.01.2020 Ne 90), MO3 € rojg0BHUM OpraHom y
CUCTEMI IIEHTpaJIbHUX OpraHiB BUKOHABYOI BIaJu, 0 3a0esneuye ¢GOpMyBaHHS Ta
peai3ye ep>kaBHY MOJITUKY Y chepi OXOPOHH 370pOB’S.

JlepxaBHe TAIPUEMCTBO «/lepkaBHUN eKCnepTHHM 1IeHTp MiHicTepcTBa OXOPOHH
310poB’st Ykpainu» (nani — LlenTp) — ynoBHOBaXkeHa MiHICTEpCTBOM OXOPOHHU 37I0POB’S
VYkpainu cremiaiizoBaHa €KCIEpTHA opraHizamis y cdepi JOKIIHIYHOTO BHUBYEHHS,
KJIIHIYHUX BUOPOOYBaHb Ta JEP:KaBHOI peecTpalii JIKApChKUX 3ac001B (B TOMY YHUCI1
MEIUYHUX IMYHOO10JIOTTYHUX MPENapaTiB) B MeXax, 110 BU3HAYEHI 3aKOHAMU Y KpaiHu
«IIpo mikapceki 3acobu» Ta «IIpo 3axuct HaceneHHs Bij IHPEKIIHHUX XBOPOO».

3rigHo 31 crarrero 9 3akony Ykpainu «IIpo nmikapcbki 3acobu» (mami - 3aKoH)
JIKApChKl 3aco0M JOIMYCKAIOThCA A0 3aCTOCYBaHHA B YKpaiHl MICHS iX Jep>KaBHOI
peecTpallii, KpiM BHITJIKiB, IepeI0aueHUX ITUM 3aKOHOM.

o 14.01.2022 nepkaBHa peecTparllis Bakmun 311iCHIOBaJIaCch BIIIIOBIIHO 0 CTATTI
9% 3akony Ta IlopsaKy mepXaBHOI peecTpaiii BakUMH a00 IHIIMX MEIUYHUX
IMyHOO10JIOTIYHUX TIpenapaTiB A crenudiqaoi mpodiTakTUKU TOCTPOI pecipaTOpHOl
xBopoou COVID-19, cipuunaeHoi KODOHaBim;quM SARS-CoV-2, nix 30008’ 13aHHS 11
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eKCTPEHOT'0 MEIUYHOTO 3aCTOCYBAHHS, 3aTBEPIKEHOT0 ocTaHoBoio Kabinety MiHicTpiB
VYxpainu Big 08.02.2021 Ne 95.

Bix 14.01.2022 nep>kaBHa peectpartiis BakiuH 311HCHIOETHCS BIIMOBITHO A0 CTATTI
92 3akony Ta Ilopsaaky mepaBHOI peecTpallii JKapChbKMX 3aC00iB, BaKIMH a00 iHIIUX
MEAWYHUX 1IMYHOOIOJNOTIYHUX TMpemnapaTriB Juig JiKyBaHHS Ta/abo crneuudiunoi
npoUIaKTUKU  TOCTpoi  pecmipaTtopHoi  xBopoobu COVID-19,  copudnHeHoi
kopoHaBipycom SARS-CoV-2, mig 3000B’s3aHHA I8 €KCTPEHOTO MEIUYHOTO
3actocyBaHHsa (mam - Ilopsimok), 3aTBepipkeHoro moctaHoBoro KabGinery MinicTpiB
VYkpainu Big 29.12.2021 Ne 1446

Bimnosimao o crarri 92 3akoHy y 3B’A3Ky i3 NOIIMPEHHSAM IaHAeMii
KopoHaBipycHoi xBopoou (COVID-19) nna 3abe3nedeHHST MOXKIMBOCTI €KCTPEHOTO
MEJIMYHOT'O 3aCTOCYBAHHSI OKPEMUX JIIKAPCHKUX 3aC001B, BAKIIUH a00 1HIIUX METUYHUX
IMyHOOI0JIOTTYHUX MpenapaTiB Ha 4yac Jii HaJ3BUYailHOI cuTyallil Ta/ad0 KapaHTUHY Yy
nopsZIKy, BcTaHoBiieHOMY KaOiHerom MiHicTpiB YKpaiHu, Takuid JKapChbKUM 3acio,
BaKIMHA a00 IHIIMK MEIUYHUN 1IMYHOOIOJOTIYHUM Mpenapar AJd JIKyBaHHsS Ta/a0o
crnenudiynoi npodinakTuku KopoHaBipycHoi xBopoOu (COVID-19) moxe mimsratu
INPUCKOPEHIN JIepKaBHIM peecTpalii y pasl NPUUHATTA LEHTPAIbHUM OPraHoM
BUKOHABUOI BIaau, 1110 3a0e3meuye (hOpMyBaHHS Ta peaii3ye JepKaBHY MOJITUKY Y cepi
OXOpPOHU 3/I0OPOB’sl, PIIICHHS MPO JIEP>KaBHY PEECTPAIIIIO JIIKAPCHKOTO 3ac00y, BaKIIUHU
ab0 1HIIOTO MEAMYHOIO IMYHOOIONOTIYHOTO Tpemnapary i JiKyBaHHS Ta/abo
cnerugivyHo1 MpodiIaKTUKN KopoHaBipycHoi xBopoou (COVID-19) 3 meToro ekcTpeHoro
MEJUYHOTO 3aCTOCYBaHHS 3 ypaxyBaHHSM MEBHUX 3000B’s3aHb y pasi, SKIIO 3agBHUK
MOK€ JOBECTH, 10 y HHOTO BIJICYTHI MOXJIMBOCTI Ui HaJaHHS MOBHUX JaHUX TPO
edeKTUBHICTh Ta Oe€3MeKy JIKapChbKOro 3acoly, BakIMHUW a00 IHIIOTO MEIUYHOTO
IMyHOOI0JIOTIYHOTO Tpenapary mjis JiKyBaHHA Ta/abo cneuudiuHoi npoduUIaKTHKU
KopoHaBipycHoi xBopobou (COVID-19) 3a HOpManbHMX YMOB 3aCTOCYBaHHS 3
00’€KTUBHUX MPUIHMH Ta SKIIO:

1) HasiBHI J1aHl PO yCHIIIHE MPOBEACHHS JOKIIHIYHUX BUIPOOYBaHb/IOCHIIKEHbD,
OoKkpemMuXx (a3 KIIIHIYHUX BUIPOOYBaHb/IOCHIIKEHb Ta OTPUMaH1 pe3yJbTaTh MICTITh B
CYKYNHOCTI HayKOBO OOIPYHTOBaH1 JOKa3W, y TOMY YMCII JaHl aJeKBaTHUX Ta J00pe
KOHTPOJILOBAHUX JIOCIIKEHb, SIK1 JaIOTh 3MOTY BBaYKaTH, 1110 JIIKAPCHKi 3aCO0M, BAKITUHH
abo 1HII MenuyHi IMYHOOIONOTIYHI mMpenapaTd MOXYTh OyTH e()EeKTUBHUMH IS
EeKCTPEHOTO MEAMYHOIO 3aCTOCYBaHHS Ha 4Yac il HaA3BUYaWHOI cuTyarii Ta/abo
KapaHTHHY;

2) BakumHa a00 IHIMUN METUYHUIN IMyHOOIOJOTIYHUHN TIpenapar s crenudiaaoi
npodinaktuku KopoHaBipycHoi xBopobu (COVID-19) mae mo3Binm Ha excTpeHe
3aCTOCYyBaHHs, HajaHWUN KommeTeHTHUM opraHoM Cromydenux IlltatiB Amepuku,
Benukoi bputanii, llIBeiinapcrkoi Kondenepauii, Anonii, ABctpanii, Kananu, I3painto,
Kuraticekoi Haponnoi PecnyOmikn abo 3a  IEHTPai30BaHOIO  MPOIETYPOIO
KOMIIETEHTHUM opraHoMm €Bpormeiickkoro Coro3y BIANOBIAHO [0 HalliOHAIBHOTO
3aKOHO/IaBCTBA KpaiHW HaJaHHA J03BoNy 4u €Bporneiickkoro Coto3y, abo BakimHa abo
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IHIIMA  MEIUYHUN 1MYHOOIONOTIYHMN Tpenapar mnpekBaiipikoBaHuil BcecBITHROIO
OpraHi3alli€ro OXOpOHH 37I0pOB’s; a00 JIKapChKUi 3aci0 JIsl TIKyBaHHS KOPOHaBIPYCHOT
xBopoou (COVID-19) mae 103Bia Ha €KCTpEHE 3aCTOCYBaHHS, HaJIaHUH KOMITETEHTHUM
opranoM Cnomyuenux IlltariB Amepuku, Benukoi bpuranii, IBelinapcproi
Koudeneparii, Smonii, Asctpanii, Kanamu, [3paimo abo 3a I1eHTpai30BaHOIO
MPOLIEYpPOI0 KOMIIETEHTHUM opraHoMm €Bpomneiickkoro Coro3y BIAMOBIIHO 10
HaI[lIOHAIBHOTO 3aKOHOJIABCTBA KpAaiHKU HAJaHHs J103BoJTy UM €Bporneiicbkoro Corosy, abo
JiKapCchKHM 3aci0 mpekBatidikoBaHUl BCECBITHROIO OpraHi3alli€l0 OXOpOHHU 3JI0POB’S;
a0o BakiuHa a00 IHIIMK MEIUYHUM IMYyHOOIOJIOTIYHUHN Mpernapar s crenudiaaol
npodinakTuku kKopoHaBipycHoi xBopoOu (COVID-19) BupobGnsietbcss B Ykpaini 3a
MTOBHMM ITUKJIOM YH 13 IPOYKIIii «in bulky;

3) Takuid JIKapChbKWil 3aci0, BakUMHA a00 1HIIUH MEAWYHUNA IMYHOO10JOTTYHUUI
npenapar ajs cnetu@iuHoi npodutakTHKU KopoHaBipycHoi xBopoou (COVID-19) ue OyB
pO3po0IIeHUH y IepKaBi, BUZHAHINA B YCTAHOBJIICHOMY MOPSJIKY J€PHKABOIO-arPECOPOM;

4) BioMa Ta TOTEHIIIHA KOPUCTh JIKAPCHKUX 3aco01B, BaKIMH a00 I1HIIUX
MEIUYHUX IMYHOOIOJIOTIYHUX MpenapariB y pasl iX BUKOPUCTAHHS ISl JIIKYBaHHS Ta
npodinakTuku KopoHaBipycHoi xBopoou (COVID-19) nepeaxae Bigomi Ta NOTEHIIHHI
PU3BUKH BHUKOPUCTAHHS TaKUX JIKAPCHKUX 3ac00iB, BakIMH a00 I1HIIUX MEIUYHHUX
IMyHOO10JI0T1YHUX TpernapaTiB.

Tak, 3riHo 13 BiAOMOCTsAMHU [lep:kaBHOTO peecTpy JiKapCchbKuX 3aco0iB YKpaiHu
cranoM Ha 14.10.2022 B VYkpaini 3apeecTpoBaHi Ta J03BOJIEHI JO MEIUYHOTO
3aCTOCYBaHHs HacTymnH1 Bakiunu

. Ha3sga/mik . Crenan Bupoon 3asiBHU
Tepmin JII0YHX
Ne PIT apcbka ¢popma UK K
Aaii 3/mo pe40BHH
L «IUIs1 EKCTPEHHOTO 3aCTOCYBAHHS»

UA/1859 2 KOMIPHA 1 no3a [aiize [aiize
2/01/01 2.02.202 |TI/ KOHIIEHTpaTy p p Eitu.CiIT1.
4 1 COMIRNATY™  |mictuth: 5'-kenn  |Mentopexkuypu |KopropeiimH,

22.02.20 |konuentpatr ans  |MPHK, mo konye ur bensris HB, |CILIA
23 aucrepcii s noBHicTi0O SARS- |Benbris

iH'exuli, 1 pmakon |CoV-2 baitoHTex

(0,45 m) mictuTh |mmnonoAiOHui  |MeHrodekuypu

6 o3 o 30 Mkr;  |0110K - 30 MKT ar I'moX,

195 ¢pnaxoHiB y Himeuunna

KapTOHHIH KOpoOIi

UA/1863 0 KOPOHAB 0,5 mn CuHOBaK CuHoBa
0/01/01 9.03.202 |AK BAKIIMHA  |cycnens3ii st Jlaitd Caenciz |k Jlaiip Caenciz
w2 1 JJIA iH'exmiit (00'em  [Ko., JITn., Ko., JItx.,

22.03.20 |[ITPODPIJIAKTUK |oxgmiei no3u nna  |Kuralicbka Kwuraticeka

23 N COVID-19 JIIOJJUHU) Haponna Haponna
(BUPOHIEHA 3  |mictuts: 600 SU |Pecmy0uika Pecmy6uika
BUKOPUCTAHH |inakTHBOBaHOTO
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SAM KIITUH
VERO),
[HAKTHUBOBAH
A

CYCIICH31s ISt
1H'exmiit; 0,5 M
cycreHsii s
H'eKiil y
MonepeHbO
HalOBHEHOMY
0JIHOPa30BOMY
HITPHIIL 3 TOIKOIO
a60 0,5 mi (1 go3a)
cycreHsii st
iH'ekii y drakoHi
a6o 1,0 mi (2
JI031) CYyCITeH311
ISt 1H'€KIil y
(hnakoHi;
MOTICPEAHBO
HAaIOBHEHUI
OJIHOPA30BHIA
UITIPUIL 3 TOJIKOIO
o 1 mmnpuny y
KopoO1i abo 1o 10

SARS-CoV-2
aQHTHUTCHY;,

1 mut cycniensii
JUIS iH'eKiii (aBi
JIO3H IS
LIEIJICHHS
JIFOTUHH )
mictuth: 1200
SU
IHAKTUBOBAHOI'O
AHTUTEHY BIpyCy
SARS-CoV-2; -
1200 SU/mi1 o
Bignosigae 600
SU nHa no3y 0,5
MII

HITPHULIIB Y
Kop®61i a6o 1o 40
pnavEES y
KO
MajFEEE HAM
iHo§@}o
(aHEEES-K010)
-
YKPAHREBKOI0
MOBOIO
UA/1872 2 BAKC3EB 1 no3a CK ACTPA
5/01/01 0.04.202 |PIA (0,5 mur) mictuts: |01ocaituc Ko., |3EHEKA AB,
@ 1 (VAXZEVRIA) BakiuHy potu  |JIta. (No.97) [Bewis

20.04.20 |po3umH s COVID-19 (BUpPOOHUIITBO

23 iH'exiit, mo S ma  |[(ChAdOx1-S*  |mikapcekoro
po3uuHy B 10- [pexomOiHaHTHY] [3ac00y,
71030BOMY (py1akoHi |), He MeHIIe 2,5 X |BUnpoOyBaHHs
(ipo3ope cki1o 1078 KOHTPOJTIO
tuny 1) 3 npoOkoro |iH}eKmiiHuX SKOCTI1
(rymoBoI10 3 onunuus (10),  |mikapcbkoro
AIIOMIHIEBUM 110 BiAMOBiAae 5 |3aco0y Ta
00XUMHUM x 10710 BUNIPOOYBaHHS



http://www.drlz.com.ua/ibp/ddsite.nsf/all/shlz1?opendocument&stype=ACB6D9925CB32625C22588260060F3D2
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KOBMA4KOM), 110 10 |BipyCHMX YacTOK |CTaOlIbHOCTI
(1akoHIB y (Bu) (Giomoriuni;
KapTOHHIN KopoO1i |*PexoMOiHaHTHH |MiIKpPOO10JIOTiYH
i aleHOBIpYCHUIA |i:
BEKTOP MIKpOOi10JIOT1YH
[IMMITaH3e 3 a YUCTOTA;
neheKToM MIKpOO10JIOT1YH
peruikanii, mo  |i: CTepUIIbHICTB;
KOJIy€ CITAMKOBUH |(p13U9HI/XIMIYH1
(S) rmikompoTein |), BropuHHE
SARS-CoV-2. MaKyBaHHS),
BupobGnennii B |PecnyGumika
TEHETUYHO Kopest
Mo (iKOBaHMX
KJIITHHAX HUPKH
eMOpioHa
moauan (HEK)
293. Leit
MPOIYKT MICTHUTb
TCHETHYHO
Moau(piKoBaH1
OpraHi3Mu
('MO).

UA/1877 3 BAKC3EB 1 no3a KATAJ ACTPA
7/01/01 1.05.202 |PIA (0,5 mn) mictuts: [EHT AHAHBI |3EHEKA AB,
iy 1 (VAXZEVRIA) Bakuuny npotu |C.P.JL IIBemis

31.05.20 |postue s COVID-19 (BUpPOOHUIITBO
23 iH'eREEE 5 M (ChAdOx1-S*  |mikapchKoro
po@EB 10- [pexoMOiHaHTHY] |3ac00Yy,
noxgmosty (akoHi |), He MeHIIe 2,5 X |BUMPOOYBaHHS
(np@ CKJIO 1078 KOHTPOJIIO
TUTFFS NPOoOKOK |iHpeKIiHHIX SKOCTI
(rymEEe50 3 omuunns (I0),  |mikapceKoro
ATIOMIHICBUM 1110 BiTIOBiZa€e 5 |3aco0y
00XUMHUM x 10710 (mikpoOiooriy
KOBIaukoM), o 10 |BipycHUX 4acTOK |Hi
(bmakoHIB y (Bu) (Mikpobiosoriu
KapTOHHIM KopoOui |(*pekoMOiHaHTH |Ha YMCTOTA):
nu BUNPOOYBaHHS
aJICHOBIpyCHUN  |Ha OakTepiayibHi
BEKTOP €HJIOTOKCHUHH
LIUMIIaH3€ 3 (LAL-tecr);
nedeKToM MIKpOO10JIOT14H
perutikarii, mo i
KOJy€ CIalKOBH |(CTEPHIIbHICTD):
(S) rnikompoTeiH |CTEpUIBHICTD;

SARS-CoV-2.

Gb13uuHI/XIMIYHI
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BupobOnennii B |: onuc
TE€HETUYHO (KOTTBOPOBICTH,
MOAM(BIKOBAaHUX |TIPO30PICTh Ta
KIIITUHAX HUPKW |BUJUMI YaCTKH),
eMOpioHa pH,

moaunau (HEK)  |ocMomsibHICTD,
293). 00’eM, 110

et npoxykt BUTSITAETHCS),
MICTUTh BTOpUHHA
TEHETUYHO yIakoBKa),
MoaupiKOoBaH1 Itamnis
OprafizMu

('MO).

UA/1885 0 KOBI/JI-19 1 mo3a SIHccen TOB
3/01/01 2.07.202 |BAKOMHA (0,5 mu1) mictuth: |PapmaneBruka |"J[>KOHCOH i
4 1 AHCCEH aneHoBipyc 26-ro |HB, benbris JI>KOHCOH

02.07.20 ((COVID-19 THUILY, 1110 KOAYE VYkpaina",
23 VACCINE CHaNMKOBHI Ykpaina
JANSSEN) TIIIKONPOTETH
CYCIICH31s ISt SARS-CoV-2*
iH'exnii (0,5 M (Ad26.COV2-S)
OJIHa J103a), 10 2,5 |- He MeHIe 8,92
MJI CyCHeH3ii y logl10
0ararogo30BoMy  |iH(EKIIHHUX
(braxoHi (CKIIO onuuuils (10)
tuny I) 3 ryMOBOIO |*BUpOOIEHO 32
MpoOKoI0, JOTEAMOEO0
AIIFOMIHI€BUM rexTemes il
OOTHCKOM Ta pel@aHTHHX
CHHBOIO NHES=
IIJITACTUKOBOIO Kniﬁ@ JHIT
kpuikoro. Koxen |[PEFEESTetR.
¢naxon mictute 5 |BipyE=Ho
no3. [To 10 MICTUTBCSA Y
0arato1030BHX BaKI[UHI,
(1akoHIB B BBAKAETHCS
YIaKOBIII. TEHETUYHO
MoaudikoBaHUM
OpraHizMoM
('MO).

UA/1918 0 KOBAKCHU KOXHa BXAPA BXAPA
0/01/01 1.02.202 |H BAKIIMHA no3a 0,5 M T BIOTEK T BIOTEK
# 2 JUJIA MICTHUTB: [HTEPHEILIHJI [HTEPHEILIHJI

01.02.20 [ITPODPUIAKTHUK |mineHOBipionuwmid |JIIMITE/, JIIMITE/]],
23 u , IHakTHBOBaHu# |lHmis Tanis
KOPOHABIPYCY |anTuren

(SARS-COV-2),

KOpOHaBipycy
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HIJIBHOBIPIOHH |(SARS-CoV-2)
A, (mrram NIV-
IHAKTMBOBAH |2020-770) - 6
A/COVAXIN® |Mkr

WHOLE VIRION,
INACTIVATED
CORONAVIRUS
(SARS-COV-2)
VACCINE
CyCIIeH31sI ISt
iH'exmii, 0,5 mur (1
no3a); mo 0,5 mu (1
n03a) y (hiakoHi,
1o 36 (akoHiB B
KapTOHHIN
KopoOi; mo 2,5 M
(5 mo3) y hnakoHi,
1o 36 ¢akoHiB B
KapTOHHIN
KopoOI1i; o 5,0 Mt
(10 no3) y
¢makoHi, mo 16
(hbakoHiB B
KapTOHHIM
kopo6i; mo 10,0
M (20 no3) y
¢na&koni, mo 16
=1
KapNEEEH KopoOui

3 OUIBIII AETATBHOIO iH(E@auieIo 10/10 KO>KHO1 BAKIIMHU MOKHA 03HAOMHUTHUCH Ha
caiiti JlepkaBHOTO peecTPREEKapChKUX 3aco0iB Ykpaiam http:/www.drlz.com.ua.
Oxpemo iHpopmyemo, mo Hagazn MO3 «IIpo nepxkaBHy peecTpaliro (epepeecTpaniio)
JNKAapChKNX 3ac00iB (MeIiyHEESE iMyHOOIONOTYHNX TPENapariB) Ta BHECEHHS 3MiH JI0
peecTpaliitHuX MaTtepiaiiB» MyOJiKyIOThCS Ha OQIliHHOMY BeOCaiTi MIHICTEPCTBA Y
posnin «Jlokymentu — Hakazu MO3y.

BignoBigno no nynkty 2 Ilopsiaky, AepskaBHa peecTpallis JKapChKOro 3aco0y
(MenuuHOrO  IMYyHOOIOJIOTIYHOTO  Mpemapary) [Jjsi €KCTPEHOro  3acTOCyBaHHS,
saiicHoeThest MO3, 3a BIJICYTHOCTI BUYEPIHUX KIIHIYHUX JAHUX IIOJA0 OE3MEeKu Ta
€()EeKTUBHOCTI JIIKAPCHKOTO 3ac0o0y (MEAUMYHOr0 IMYHOOIOJIOTIYHOTO Mpenapary), Mo
3aCTOCOBYETHCS I MPOQIIAKTUKH, N1arHOCTUKU Ta JIIKYBaHHS TOCTPOi pecipaTOpHOT
xBopoou COVID-19, cnpuunnenoi koponasipycom SARS-CoV-2, ane y pa3i BUKOHAHHS
TaKUX BHUMOT:

BiJIOMa Ta MOTEHIIHA KOPUCTh BAKIMH a00 1HIIMX MEIUYHUX IMYyHOO10JO0TIYHUX
mpenapariB y pasi iX BUKOPUCTaHHS JUTsl TPO(DUIAKTHKY TOCTPOI peCmipaToOpHOi XBOPOOU
COVID-19, cnpuunnenoi xkoponaBipycom SARS-CoV-2, mepeBaxkae BimoMi Ta
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MOTCHI[IHI PU3WKA BHUKOPUCTAHHS TaKUMX BakuH ab0 IHMMX MEIUYHHUX
IMyHOO10JIOTIYHHX TIPETaparis;

3agBHHUK, II0 HECE BIAMOBIJAIBHICTG Yy TMOPSAKY, BU3HaueHoMy KabiHeToM
MinictpiB Ykpainu, 30008’ s13anuil Hagati LleHTpy BuUepriHi AaHi MIiCIs 3aBEpIICHHS
BIIIOBITHUX KIIHIYHUX JOCHIIKEHbD.

3apeecTpoBaHi Ta JO3BOJICHI /10 3aCTOCYyBaHHA B YKpaiHi Bakuuau, oTpumanu
JI03BUI Ha EKCTPEHE 3aCTOCYBaHHs, BUAAHUI BCecBITHBOIO OpraHizaili€elo OXOpPOHHU
3J10pOB’ s TUTSI €KCTPEHOTO 3aCTOCYBaHHSA
(https://extranet.who.int/pgweb/vaccines/vaccinescovid-19-vaccine-eul-issued), Ta/a6o
1H(OopMaIIis Mpo TKUM MICTUTHCS 3a MOCUJIAaHHAM: https:/www.ema.europa.eu/en/human-
regulatory/overview/public-health threats/coronavirus-disease-covid-19/treatments-
vaccines/vaccines-covid-19/covid-19-vaccines-authorised#authorised-covid-19-accines-
section, 10 BKa3y€ Ha YCHINIHE MPOBEJACHHS AOKIIHIYHUX BUIPOOYBaHb/JOCIIIKEHbD,
okpemux (a3 KIIHIYHUX BHUIPOOYBaHB/JOCHIIKEHb Bakuuh, ix Oe3neky Ta SKICTb,
1H(pOopMaIlis PO MO 30KpeMa MICTUTHCA B IHCTPYKLII JI1 MEAUYHOTO 3aCTOCYBAHHS, 1110
JIOJTAI0THCA.

Cranom Ha 14.10.2022 no LlenTpy HE HaAXOAUIIU AaH1 IIOA0 3aBEPIICHUX KIITHIYHUX
BUNPOOYBaHb BakiyH.

Kitiniuni BunipoOyBaHHs JTIKapChKUX 3ac001B B YKpaiHi MPOBOASITHCS BIIMOBIIHO J0
crateit 7, 8 3akony, [lopsiiky npoBeneHHs KITHIYHUX BUIIPOOYBaHb JIIKAPCHKUX 3aC001B
Ta EKCIEPTU3W MarepiajiB KIIHIYHUX BUIPOOYBaHb, 3aTBEpIKeHOTo HakazomM MO3
VYkpainu Big 23.09.2009 Ne 690 (31 3minamu) (nani — [Hopsimok Ne 690), Ta Hacranosu
«Jlikapebki 3acobu. Hanexxna kiminiuna mnpaktuka CT-H MO3Y 42- 7.0:2008p,
3arBepxeHoi HakazoM MO3 Bix 16.02.2009 Ne 95 (31 3minamu). [Tyakrom 3.2 po3ainy
III Tlopsinky Ne 690 nmependaueHo, 1m0 KIiHIYHI BUOPOOYBaHHS JIIKAPCHKUX 3ac001B
MOXXYTh TPOBOJUTHUCS B JIIKYBaJIbHO-MPOPUIAKTUYHUX 3aKIalax, sIKI BHU3HAYAOTHCS
IEHTPaJbHUM OPTraHOM BHUKOHABYOI Blaau, 10 (opMye Ta 3abe3reuye peanizalliio
Jep>KaBHOI MOJITUKHU Yy cpepi oxopoHu 310poB’s (nani — [JOBB), 3a HasBHOCTI pillieHHS
Ipo MpOBeNEHHs KiiHIYHMX BunpoOyBanb [[OBB, mio mnpuiimMaeTscs Ha miAcTaBi
MO3UTUBHOTO BHUCHOBKY €KCIEPTH3M MarepiaiiB II0J0 MPOBEACHHS KIIIHIYHOTO
BUNIPOOYBaHHSI, SIKUW HagaeThes LleHTpom.

[Topsinkom Ne 690 ne mependadeno HamanHa 10 MO3 BigoMocTel Mpo oriary
MOCJIYT 13 3[IHCHEHHS KIIHIYHUX BUNPOOYBaHb.

[Hdopmariis mpo mpoBeAeHHS KIIHIYHUX BUMPOOYyBaHb BakiuH B IHIIKUX KpaiHax
CBITY MICTUTKCS 3a mocuiaHHsaM https://clinicaltrials.gov/ct2/results?cond=COVID-19.

BucHOBKHU Ta MPOTOKOJIM KITHIYHUX BUIPOOYBaHb BaKIMH MICTATHCS B 3arajIbHOMY
JOCTYITY Ha cauTi BcecBiTHbO1 oprasizaiii OXOpPOHU 310pOB’sl
(https://bit.ly/ WHO C19 vaccines).

B Vkpaini ¢apmakonarnsg 3a BakuumHamu npotu COVID-19 3piiicHioeThes
BianoBigHO a0 I[lopsinky 3aificHeHHs (dapMakoHArsIAy, 3aTBEPKEHOTO HaKa30M
MinictepcTBa 0X0OpoHU 3710poB’st YKpainu Bija 27 rpyans 2006 poky Ne 898 (i3 3miHamMu)
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Ta «JlopoXKHBKOI KapTH 3 BIPOBAPKEHHS BAKIIMHU BiJ TOCTPOi pecmipaTopHOi XBOpoOu
COVID-19, cnopuunnenoi koponaBipycoM SARS-CoV-2, 1 mnpoBeneHHS MacoBOi
BakiuHaIlli y BignmoBiges Ha maugemito COVID-19 B Vkpaini y 2021-2022 poxkax»,
3aTBepkeHoi HakazoM MO3 Ykpainu Bin 24 rpynnsa 2020 poky Ne3018 (i3 3minamu).

3a manuMu oTpuMaHuMu LIeHTpoMm BimoMO, L0 BiJ MOYATKy KammaHii iMyHi3arii
npotu COVID-19 B Vkpaini, cranom Ha 13.10.2022 3araigpHa KUTBKICTh BBEJACHUX J103
BaKIMH CTaHOBUJA MoHaJ 34 MuiH. B po3pi3i BakIIMH YacTOTa BUIAJIKIB HECTIPUATIUBUX
noAivt micns imyHizamii (HIIIII) Bix 3aranbHOI KUIBKOCTI BBEIEHUX 03 CTAaHOBHIIA:
Kogimena — 0,23%, KoponaBak - 0,0087%, Komipuati — 0,0095%, ActpaseHeka -
0,017%, Monepna — 0,016%, Anccen — 0,020%.

Cepen xminiynux nposisiB HIIIII micns 3acTtocyBaHHA BCiX THIMIB BaKIUH
MepeBaXaId PO3Jaau y MICIl BBEIEHHS, IO CYNPOBOKYBAIUCH 00JIEM, HAOPAKOM,
rinepemiero. 3arajibHl po3Jafd CYNPOBOKYBAJIUCH IMIJIBUILIECHHIM TeMIEpaTypu Tiia.
Takox crHocTepirajiuch MOOJAMHOKI BUIMAJKH KIIHIYHUX MPOSIBIB TOJIOBHOrO 00JIIO,
HYJIOTH, COHJIMBOCTI, KaTapalbHUX SBUIL, apTPAITii, MIabIii.

3a kputepisamu nependadeHHocTi kiaiHiyH1 nposisu HIIII y nmepeBakHO1 O11bII0CTI
BUIAJIKIB OyJM MepeadaueHuMH, iX Xapakrep ad0 TSHKKICTh Y3TOUKYBAJIMCA 3 HAsABHOIO
1H(popMaIli€ro, MO 3a3Ha4€Ha B IHCTPYKWIi [JI1 MEIUYHOTO 3aCTOCYBaHHS KOXKHOI
BakIIMHU. CTOCOBHO KPHUTEPII0 CEPHO3HOCTI, TO CHIA 3ayBaXUTH, IO CEpeJ BCIX
3actocoBanux TUMiB BakiuH npotu COVID-19 nepeaxkanu kiiniuni nposiu HIIIII, mo
OyJu BiJTHECEH1 JO HECEpPHO3HUX.

Takum ymHOM mpodins Oesnexku BakuuH mpotu COVID-19 BimHOCUTBCA 10
MPUIHATHOTO, 110 HE JIa€ MACTaB JJIA MPUUHATTS PETYJSITOPHUX PIIIEHb II0JI0 TOBHOI
ab0 THUMYacoBOi 3a00pOHM BHUKOPHUCTAHHS TIEBHOI BakIMHU, a00 OOMEKEHHS
3aCTOCYBaHHSI.

Kpim Toro, oliHKa KOpUCTI Ta pU3UKY NPU BUKOpUCTaHH1 BakH npotd COVID-19
B YKpaiHi YITKO MiATBEPIKY€E NEPEBArk BaKLIUHALIIT B YCIX BIKOBUX IPYIax, BPaXOBYIOUU
CYIyTHI 3aXBOPIOBaHHS Ta IIOB’s3aHI 3 HUMH YCKJIQJAHCHHS, IO CYIPOBOKYIOTHCS
TOCIITAII3ALII0 Ta JIETAIBHICTIO.

[Ilomo mutanHst 7 3anuTty MOBIIOMIIIEMO, IO B YKpaiHi, BianoBiaHo 10 [lopsaky
3MIICHEHHS (DapMaKOHATJIsAy, 3aTBEPXKEHOT0 Haka3oM MiHiCTepCTBa OXOPOHU 310POB's
VYkpainu Big 27.12.2006 Ne 898, 3apeectpoBaHoro y MiHicTepcTBl focTullii YKpaiHu
29.01.2007 3a Ne 73813340 (mam — Ilopsimox), cTBopeHa Ta (YHKIIOHYE CHUCTEMaA
(dhapMaKoIOTIYHOTO HATJTISIY.

OxpiM TOTO, aNTOpUTM (hapMaKOHATIISITY perjaMeHTOBaHui J[op0KHBOIO KapToIo 3
BIIPOBAKCHHS BaKIIMHU B TOCTPOi pecripaTopHoi xBopodu COVID-19, cnpuunnenoi
koponaBipycom SARS-CoV-2, 1 mpoBeneHHS MacoBOi BaKIMHAINI Yy BIATOBIAb Ha
nangemito COVID-19 B Vkpaini y 2021-2022 poxax, 3aTBEpIKEHOI HaKa3zoM
MiHicTepcTBa 0XOpOHHU 310poB’a Ykpainu Big 24.12.2020 Ne 3018.

[Ilogo mutanns 7 3anuty 1HPOPMYEMO, BIAMOBIIHO 10 cTarTi 1 3akoHy YKpaiHu
«IIpo nmoctyn go myOmiuHoi iHQopMarii» (mam - 3akoH), myOiaiyHa 1HpoOpMaIls - 1€
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BiToOpakeHa Ta 3aJ0KyMEHTOBaHA OYIb-SKUMH 3aco0aMu Ta Ha OyIb-SKHX HOCISIX
iHpopmMmarris, mo Oyna oTpuMaHa a00 CTBOpEeHa B MpoleCi BUKOHAHHS CyO'eKTaMu
BJIAIHUX MTOBHOBA)XEHb CBOIX OOOB'SI3KIB, MEpeI0aueHuX YMHHUM 3aKOHOJIaBCTBOM, 200
sIKa 3HAXOJIUTHCS Y BOJIOJIIHHI CYO'€KTIB BIIaJHUX MOBHOBAXXEHbB, IHIIUX PO3MOPSTHUKIB
nyOidHO1 iHpOopMaIlii, BABHAYCHUX [TUM 3aKOHOM.

Posnopsiarkamu my6s1idHoi iHdopMaliii BiAmoBiaHo 10 yacThHH 1 ctarTi 13 3akoHy
€ BU3HAYEHI Cy0’ €KTH, MEPEJIIK IKUX MICTUTBCS y CTaTTI 13, 30kpema, cy0'eKTH BIIaIHUX
MOBHOBAXEHb - OpraHU JIep>KaBHOI BJIAJIM, 1HII JEp:KaBHI OpraHu, OpraHU MiCIIEBOTO
CaMOBpsJTyBaHHS, OpraHu Biagu ABTOHOMHOI PecnyOmiku Kpuwm, iHII Ccy0'eKTH, 1110
3MIMCHIOIOTH BJIaJHI YIPaBIIHChKI (DYHKINT BIJMOBIHO /10 3aKOHOJIABCTBA Ta PIIICHHS
AKUX € OOOB'I3KOBUMH JIsl BUKOHAHHS, IOPUAWYHI OCOOM, 1m0 (PiHAHCYIOTHCS 3
JIEp>KaBHOTO, MICLIEBHX OIO/IKETIB, O10/)KeTy ABTOHOMHOI Pecny6itiku Kpum, - cToCOBHO
1H(pOopMaIlli 1010 BUKOPUCTAHHS OFOPKETHUX KOIITIB.

Bignosinno po manyHkry 1.1 nynkry 1 mnocranoBu Ilnenymy Bumioro
aaMmiHicTpaTuBHOrO cyny Ykpainu Bix 29.09.2016 NelO «IIpo mpakTuky 3acTOCYBaHHS
aJMIHICTPaTUBHUMHU CyJaMHU 3aKOHOJABCTBA MPO JOCTYI [0 IMyOJIYHOI 1H(OpMaLii»,
aHali3 BU3HAYEHHS MMyOJIYHOI 1HQOpMalli Ta NEPeNiKy PpO3MOPSAHUKIB ITyOIigyHOL
1H(popMmaIlii, 3aKpirIeHoro y crarrti 13 3akoHy, CBITUUTH, 1O My0JIIYHOIO 1H(OPMAIIIELO €
BiJIoOpaXkeHa abo0 3aJ0KyMEHTOBaHa Oy/b-SKHMMH 3aco0amMu Ta Ha OYJb-SKHUX HOCISX:
iH(dopMaIlis MO0 BUKOPUCTAHHS OOJKETHUX KOIITIB IOPUIUYHUMHU 0CO0aMu, IO
(biHaHCYIOTBCS 3 JAEP>KaBHOIO, MICIIEBUX OOJIKETIB, OIO/KeTy ABTOHOMHOI PecnyOmiku
KpumMm; iHopmartiis npo cTaH TOBKULIS; IKICTh XapUOBUX MPOAYKTIB 1 MPEIMETIB MOOYTY;
aBapii, karactpodu, HeOe3meuHi MPUPOJHI SBHINA Ta I1HIIN HAA3BUYAMHI MOJIi, IO
cTayicsi a00 MOXYTh CTaTUCA 1 3arpOXYIOTh 370POB'I0 Ta Oe3Mell TpOMajsH; 1HIIA
1H(popMallis, O CTAHOBUTH CYCHUIBHUI 1HTEpec (CycmiIbHO HeoOXiaHa iHdopmaris).
Tomy, BU3HauaIpHUM AJ1s TyOiyHOi 1H(opMallli € Te, 1110 BOHA 3a37aeriab 3a(ikcoBaHa
OyIb-KMMH 3ac00aMH Ta Ha OyJIb-IKUX HOCISIX Ta 3HAXOJMJIACh Y BOJIOJIHHI CYO'€KTIB
BJIQJHUX [MOBHOBAYKEHb, IHIINX PO3MOPSIHUKIB My0I14HOT iHpOpMAaIIii.

BpaxoByroun BHKIaJ€HE BUIIE, MOBIAOMIIIEMO, IO 1H(OpMAIlil CTOCOBHO JaTH
BBEJICHHS B EKCIUTyaTallll0 CEKBEHATOpiB, iX cepTudikalii, HasgBHICTh aTECTOBAHOIO
MepcoHaIy BIAMOBIMHOI KBamidikaiii (HasBHICTh IHIIUX JO3BUIBHUX JOKYMEHTIB Ha
3MIMCHEHHS BIJMOBITHOI JISUIBHOCTI), HE MOXK€ OyTH HajJaHa, OCKUIbKU, B PO3YMIiHHI
ctarTi 1 3aKoHy, HE HATEXKUTH JI0 MYOIIYHOI.

[Mono nuranns 11 3anuTy NoBiAOMIISIEMO, 1110 BIAMOBITHO 10 Haka3y MiHicTepcTBa
oxopoHu 3110poB’s Ykpainu Big 02.06.2019 Ne 378 «IIpo 3aTBepmxeHHs] GopM 3BITHOCTI
3 1H(EKIINHUX 1 Tapa3uTapHUX 3aXBOPIOBaHb, IMICTUICHb MPOTH OKPEeMUX 1H(HEKITIHHUX
XBOPOO Ta IHCTPYKIIIH MIOAO iX 3aIIOBHEHHS, OTPUMYETHCS 1H(HOPMAITiS MO0 KITHKOCTI
3aXBOPUIMX Ha IPHUII Ta TOCTP1 peciipaTopHi BipycHi iHdekuii (nani — ['PBI) momicsus no
15 yucna micsis, HaCTYIMHOTO 3a 3BITHUM 3T1JIHO cTaTUCTUYHOI popmu Ne 1 «3BiT mpo
OKpemi 1H(eKIIii Ta mapa3uTapHi 3aXBOpIOBaHHs (MicsiyHa)». [HQopMallig miaroroBieHa
Ta HaJIa€ThCS 3riHO 3anuTy (1oAaToK 1).
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[Tpu boMy, TaH1 11010 3aXBOPIOBAHOCTI HA TOCTPY pectipatopHy xBopody COVID-
19, cnpuunneny kopoHaBipycoM SARS-CoV-2, 3a 2019 pik He HamarOTHCs, OCKUIBKH
nepimii BUMIaok 0yB 3apeectpoBanuii B 2020 porri. 36ip AJaHUX MIOAO0 3aXBOPIOBAHOCTI
Ha rocTpy pecmipatopry xBopooy COVID-19, cnpuunneny kopoHaBipycoM SARS-CoV-
2, 3a KO)KHAM IIITAMOM HE 30HUPa€ETHCS.

Honatku: 1. [nctpykuis as meguaHoro 3actocyBanass KOMIPHATI, peectpartiiine
nocBiqueHHss UA/18592/01/01, na 32 apk., B 1 npum.

2. Imcrpykumis gis meaumunoro 3actocyBanHs KOPOHABAK, peectpariiine
nocBiqueHHss UA/18630/01/01, na 37 apk., B 1 npum.

3. Imcrpykuis nns MenuuHoro 3actocyBaHHs BAKC3EBPIS, peecrpariiine
nocsiguennss UA/18777/01/01, na 36 apk., B 1 mpum.

4. Inctpykuis mig wmeauuHoro 3actocyBaHHs BAKC3EBPISA, peectpamiiine
nocBiqueHHss UA/ UA/18725/01/01, na 36 apk., B 1 npum.

5. Inctpykuis nns meauunoro 3acrocyBanuss AHCCEH, peectpaniiine mocBiT4eHHS
UA/18853/01/01, na 46 apk, B 1 mpum.

6. Incrpykumis g meguudoro 3actocyBanHs KOBAKCHH, peectpariiiine
nocBiqueHHss UA/19180/01/01, na 44 apk., B 1 npum.

7. Indopmariist o0 KUIBKOCTI 3aXBOPIIIMX HA TPUIT Ta TOCTP1 pecIipaTOpHI BIpyCHIi
iH(DeKIli Ta TOCIITaTi30BaHMX; 3aXBOPIOBAHICTb Ha KOPOHABIPYCHY 1H(EKIIiO
cnpuurHeny COVID-19 (B abcomoTHrx uncnax) B Ykpaini 3a 2019, 2021, 2022 pokis,
MOKBapTaJIbHO, HA 1 apk. B 1 mpum.

B.o. renepaJibHOro IUpeKTOpa
/{upexkTopaty rpomMajacbKoro 310poB’s
Ta NPOPITAKTHKH 3aXBOPHOBAHOCTI Ouaekcii JAHUJIEHKO

Anexcenko CsiTiana 253-07-13



