JlogaTok

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBOI
MIOTIPABKHU JI0 MPOTOKOJY KITHIYHOTO
BUIIPOOYBaHHS JIKapChKOTO 3ac00y,
MPU3HAYEHOTO JJIs 3A1MCHEHHS 3aXO0/IiB,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
1.08.2022 Ne 1363

InenTudikarist cyTTeBOi
HONPaBKU

OnHoBneHH MPOTOKOIN KiliHIYHOTO BUMpoOyBanHs MK-4482-013 3 iHkopnopoBaHoto monpaBkoro 04 Bix
15 tpaBHs 2022 poky, aHriiiicbkoro MoBow; Ykpaina, MK-4482-013, Indopmariis Ta TOKyMEHT Ipo
iH(opMOBaHy 3rony IUIsi 0coOH, siKa TMPOKUBAE 13 HOcieM 3axBoproBaHHs, Bepcis 4.01 Big 30 uepBHA
2022 p., ykpaiHcbKor0 MOBOIO; Ykpaina, MK-4482-013, Indopmariist Ta TOKyMeHT Ipo iHPOPMOBaHY 3rOAy
Juist Hocist 3axBoproBaHHs, Bepcis 3.00 Bim 30 uwepBHs 2022 p., YKpalHCHKOIO MOBOIO; YKpaiHa,
MK-4482-013, Bepcist 01 Big 30 uepsus 2022 poky, [HdhopmariiiiHuii TMCTOK 1 JOKYMEHT PO iHHOPMOBaHY
3rojly Ha MaiOyTHe OioMeIW4HEe JOCIIIKEHHS UIS 0COOHW, siKa MPOXKHMBAE 13 HOCIEM 3aXBOPIOBAHHS,
YKpaTHCHKOI0 MOBOIO; 3MEHILIEHHS 3allJIJaHOBAHOI KITBKOCTI JOcHipkyBaHux 3 1650 mo 1445 marieHTiB B
cBiti; 3mina Ha3Bu Ta aapecu CnoHcopa: TOB Mepk lapn enn Hdoym (Merck Sharp & Dohme LLC),
Anpeca: 126 Ict Jlinkosnpn aBenro, m/c 2000, Paseit, Hero Ixepci, 07065, CIIIA (126 East Lincoln Ave.,

P.O. Box 2000, Rahway, NJ 07065, USA):

bYJIO

CTAJIO

«Mepk IHapn enn Hoym Kopn.», npodipne
nignpueMctBo «Mepk enn Ko., Iak.», CIIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

Anpeca: Mepk [IpaiiB, 1, momroBa ckpunbka 100,
M. Baiitxayc-Creiimn, mrat Hero-/Ixepci, CIIA
(One Merck Drive, P.O. Box 100, Whitehouse

Station, New Jersey, 08889-0100, USA)

TOB Mepk Ilapn eux Jloym (Merck Sharp &
Dohme LLC).

Anpeca: 126 Ict JIlinkonbH aBeHto, 11/c 2000, Pagseii,
Heio Ixepci, 07065, CHIA (126 East Lincoln
Ave., P.O. Box 2000, Rahway, NJ 07065, USA).




2 MPOAOBKEHHS 10JaTKa

Howmep Ta narta Hakazy Ne 1655 Bix 05.08.2021
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «baraToneHTpOBe, paHIOMI30BaHEe, IOJBIMHE-CIIINE, MIae00-KOHTPOIbOBAHE IOCHIDKEHHA 3 ¢a3u 3

BUNIPOOYBaHHSA, KO/, MeTOI0 OmLiHKH edekTuBHOCTI Ta Oesmeunocti MK-4482 mna 3amobiranas COVID-19 (maGoparopno

BepcCis Ta gaTa nigrBeppkeHoi iHdekmii SARS-CoV-2 i3 HasBHUMH CHMOTOMaMH) Y JOPOCIHX, SKI MPOXXKHBAIOTH 13
oco6010 3 COVID-19», MK-4482-013, 3 inkopriopoBanoro nonpaskoto 03 Bix 05 kBiTHs 2022 poky

3asiBHUK, KpaiHa ToBapucTBo 3 0OMexeHot0 BianoBigansHicTIO «MC/] Ykpaina»

CnoHcop, kpaiHa «Mepk Hlapn Eng Hoym Kopm.», nouipae mignpuemcto «Mepk Enn Ko., Iak.», CLIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs IBan 3AZIBOPHUX




