Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX 0B,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»

07.06.2022 Ne 967
InenTudikaris cyrTeBoi C4671006, dinanpHa Bepcis MPOTOKONY 3 IHKOPIOPOBAHOK MOMpaBkowo 2 Bix 25 ciuns 2022 poky;
MTOTIPABKH KopoTkuii Bukiaa 3MicTy (CHHOIICHC) MPOTOKOIY, (hiHaIbHA BEpCis 3 IHKOPIOPOBAHOIO MOMPABKOIO 2 Bif

25 ciuna 2022 poky yKpaiHCBKOIO MOBOIO; 30UIBIICHHS 3allJIAHOBAHOI KUTBKOCTI TOCITIIKYBaHUX IS
BKJIIOUEHHS Yy KJIiHIYHe BUIIpoOyBaHHA B YkpaiHi 3 109 no 250; ®opma iHpopMOBaHOT 3rou HA y4acThb Y
nociikenHi Bepcis 4.0 Big 02 nrotoro 2022 p. st YKpaiHu aHTIIHCHKOI0, YKPAaiHCHKOIO Ta POCIHCHKOIO
MOBOM; [HCTpyKuii moao mpuitomy npernapaty PF-07321332 mo 150 mr abo BiamoBimHoro miuarebo y
BUIJIAII TabneTok 1 putoHasipy o 100 mr abo BiAmoBinHOTO Iuianedo y BUIJISAL Karcys, Bepcis 3 Bif
27 ciuns 2022 p., yKpaiHChKOIO Ta pociiicbKo0 MOBOI0; [HpOpMaltis moxo noizaku Bepcis 2.1 Bix 28 ciyns
2022 p., yKpaiHChKOIO Ta pOCiiiChKOI0 MOBOIO; bpomrypa nocmigauka, PF-07321332, Bepcia 4 Big ciuHs
2022 poky aHITiHChKOI0 MOBOIO

Howmep ta nara nakasy No 2255 Bix 19.10.2021
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ha3ga kiiHiuHOTO «PAHJJOMI3OBAHE IOJIBIMHE CJIIIIE IUIALIEEO-KOHTPOJILOBAHE (3 JIBOMA IIJIAIIEBO)
BUIIPOOYBaHHS, KOJ, JOCIIIKEHHSA ®A3U 2/3 OLUIHIOBAHHSA EOEKTUBHOCTI, BE3IIEKM TA ITEPEHOCHUMOCTI
Bepcis Ta JaTa I[TEPOPAJIBHOI'O 3ACTOCYBAHHSA IIPEITAPATY PF-07321332/PUTOHABIPY B 2 PEXNMAX

JUI TIOTTEPEDKEHH ST CUMIITOMATHUYHOI IHOEKIIIT SARS-COV-2 Y JIOPOCJINX OCIB, SIKI
KOHTAKTYBAJIM 3 OCOBOIO, XBOPOIO HA CHUMIITOMATHUYHE KOPOHOBIPYCHE
3AXBOPKHOBAHHSA COVID-19», C4671006, ¢pinansHa Bepcist TPOTOKOITY 3 IHKOPIIOPOBAHOIO TIOTPABKOO
1 Bix 20 cepmus 2021 p.

3asiBHUK, KpaiHa [¢aiizep Iuk., CILIA




MPOJIOBXKEHHS JoaaTka |

Cnoncop, kpaina

[1aitzep Ink., CLITA

CymnyTHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHs

Isan 3AZIBOPHUX




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIPOOYBaHb JIIKaPCHKHX 3acO0iB,
IpU3HAYEHUX IS 3A1MCHEHHS 3aX0/iB,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
07.06.2022 Ne 967

InenTudikarist cyTTeBOi
HONPaBKU

OHoOBNeHHH TTPOTOKOI KIiHIYHOTO BUMpoOyBanHs MK-4482-013 3 inkopmopoBaHoto nomnpaBkoro 03 Bix
05 kBiTHs 2022 pOKYy, aHTIiCbKOIO MOBOIO; Bporypa gociinnuka MK-4482 (EIDD-2801), Bugants 6 Bix
20 xBitHa 2022 pOKy, aHIIIHCHKOIO MOBOIO; Ykpaina, MK-4482-013, [adopmariis Ta JOKYMEHT IpO
iHdopmoBaHy 3rofay Al ocoOu, sKa MpOXKHUBAaE 13 HocieM 3axBoproBaHHs, Bepcis 3.00 Big 18 kBiTHS
2022 p., yKpaiHCbKOIO MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1655 Big 05.08.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararonieHTpoBe, paHAOMI30BaHe, IMOJBIMHE-CIIMNeE, IJIale00-KOHTPOIbOBAHE AOCTIHKeHHS 3 (a3u 3
METOI0 OILIHKM edekTuBHOCTI Ta Oe3nmeuynocti MK-4482 nna 3amobiranas COVID-19 (maGoparopho
niarBepmkenoi iHdekmii SARS-CoV-2 i3 HasBHUMH CHMITOMaMH) Y JOPOCIHX, SIKi NMPOXHBAIOTH i3
oco6oto 3 COVID-19», MK-4482-013, 3 inkoprnopoBaHoto nonpaskoto 02 Bix 07 ciuns 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CrnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipuae nignpuemctso «Mepk Enn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




