Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb JIIKAPCHKUX 3aCO01B,
MPU3HAYCHUX JIJIS 3IHCHEHHS 3aXO/iB,
CIPSIMOBAaHUX Ha 3aM00IraHHs BAHUKHEHHIO
Ta MOIINPEHHIO, JIOKAJII3aIiI0 Ta JIKBIJAIi0
KopoHaBipycHoi xBopoou (COVID-19)»
23.11.2021 Ne 2588

InenTudikamis cyrreBoi
MONIPaBKU

Iadopmarniitauii mucrok namienrta 3 gopmoro iHGopmosanoi 3roau (C1_CMI) Bepcis 1.1, Big 15 x0BTHS
2021 p. Ha ocHOBi ocHOBHOI ¢opmu iHPopmoBanoi 3rogu C1 _CMI Bepcia 1.1, Bix 21 nunusa 2021 p.
YKpaiHCBKOIO Ta aHTJIHChKOI MoBamu; [H(popmamiifHuii JMCTOK mamieHta 3 ¢opmoro iHpopmoBaHOT
sroau (C1 Ab), Bepcis 1.1, Bix 15 xoBtHst 2021. Ha ocHOBI 0cHOBHOT (popmu iH(popmoBaHoi 3roau C1_Ab,
Bepcig 1.1, Big 21 mmmus 2021 p., yKpaiHCBKOIO Ta aHINIIKHCHKOIO MoBamu; Popma [103BONy Ha
nepepaxyBaHHs KOMITiB Bepcis 2 Bia 16 aumas 2021 p. ykpaiHCHKOIO Ta aHTITIHCHKOI0 MOBAMU

Howmep ta nara Hakasy
MO3 110110 3aTBEpIHKEHHS
KJIIHIYHOT'O BUITPOOYBaHHS

Ne 2164 Big 06.10.2021

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«Paza Ill, pangoMizoBaHe, aKTMBHO KOHTPOJbOBAaHE, 3 MACKyBaHHSM JaHUX BiJ cIlocTepirada, B
napajenbHUX TIpynax, O0araTOLIEHTPOBE MJOCHIKEHHS JJs OLIHKM IMYHOT€HHOCTI Ta Oe3neKku
pexoMOiHaHTHOT BakIIMHU 3 HaHo4yacTuHKkamu Oinka SK SARS-CoV-2, 3 nogaBaHHsIM B SKOCTI aJ’ FOBaHTa
AS03 (GBP510), y mopociux y Biti 18 pokis i crapie», GBP510 003, Bepcist 1.1 Big 21 numas 2021

3asiBHUK, KpaiHa

[crXOPH Kuinikan Cepsicec [n CII Jlimiten, Kinp

Crnoncop, kpaina

«CK 6iocaenc Ko., JIta.» [SK bioscience Co., Ltd.], [TiBnenna Kopes

CynyTHi
MaTtepiaiu/mpenaparu
CYIYTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




JonaTtok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb JIIKAPCHKUX 3aCO01B,
MPU3HAYCHUX JIJIS 3IHCHEHHS 3aXO/iB,
CIPSIMOBAaHUX Ha 3aM00IraHHs BAHUKHEHHIO
Ta MOIINPEHHIO, JIOKAJII3aIiI0 Ta JIKBIJAIi0
KopoHaBipycHoi xBopoou (COVID-19)»
23.11.2021 Ne 2588

Inentudikaris cyrreBoi
MOTIPaBKH

3amy4yeHHs! HOBHX MICIb POBEACHHS KJIIHIYHOTO BUNPOOYBaHHS:

Ne [1.Lb. BiAMOBIAaTLHOTO AOCIITHUKA

n/a Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS

1. | nikap TitkoB O.O.
MenuuHuii TIEHTp TOBapucTBa 3 oOMekeHOw BimmosinambHicTiO «[Ipartis Kiminik Ykpainay,
aMOyIaTOpPHO-NONIKIIIHIYHE BiIIIeHHs, M. XapKiB

2. | ronoBuuii mikap beiiko I'.B.
MenuuHuii 1IEHTp TOBapUCTBA 3 OOMEXEHOI BiAMOBiNaNbHICTIO «l[eHTp ciMelHOT MeIulUHU
TUTIOCY, JIIKYBAJIbHO-TIPOQIaKTHUHUHN miapo3aul, M. Kui

3. | mikap binorkau O.Y.
MenuyHuii 1IEHTp TOBapuCTBa 3 OOMEXKEHOK BiamoBiganbHICTIO «EnenbBeiic Menikey,
JIKYBaJIbHO-TIPO(IaKTUYHUHN 1ipo3aii, M. KuiB

4. | mikap Ilocton C.B.
MenuuHuii IEHTp TOBapUCTBa 3 0OMEKEHOI0 BiiNMoBiianbHICTIO «Mealyn-KiiHiky, TiKyBaibHO-
npodimakTHYHuM miapo3ait, M. Kuis

5. | k.M.H. bependyc B.4.
KomyHanpHe HekoMepIliiiHe MiAIpUEMCTBO «4-a MichbKa KJIiHIYHA JikapHsS M. JIbBOBay,
MOJIKJIIHIYHE BiAAiIeHHd, M. JIbBIB

Howmep Ta nata Hakazy
MO?3 11010 3aTBEpIHKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1323 Big 02.07.2021




2 MIPOJTIOBKEHHS J]0/1aTKa 2

HasBa kjiHI9HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«MixHapoaHe, paHIOMi30BaHe, MOBIHHE CiiNe, MIaned0-KOHTPOIhOBAHE KIIIHIYHE OCIIHKeHHS 3 (a3u
JUIsl OIIIHKK €(EeKTHUBHOCTI, Oe3meku Ta iMmyHoreHHocTi Bakmumau mporu SARS-CoV-2 (Bupomiena 3
BUKOpPUCTaHHSIM KiIiTUH Vero), InakrtuBoBanoi st mpodimaktuku COVID-19 y 3mopoBux mopociux
namieHTiB y Bimi 18 pokiB i crapmey, 2021L001, Bepcis 2.0 Bix 30.03.2021

3asBHUK, KpaiHa

Omnepa Konrpakr Picepu Opraniseiitun CPJI, Pymynis/Opera Contract Research Organization SRL,
Romania

Cnoncop, kpaiHa

lenpuwxens Kanrraii biomomkukan Ilpomakte Ko., JIta. (Shenzhen Kangtai Biological Products Co.,
Ltd.), Kuraii

CynyTtHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. resepanbHoro iupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€3MeYeHHS IBan 3AZIBOPHUX




JonaTok 3

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYxpaiau «[Ipo 3aTBepIKEHHS CYTTEBUX
MOTPABOK JI0 MMPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb JIIKAPCHKUX 3aCO01B,
MPU3HAYCHUX JIJIS 3IHCHEHHS 3aXO/iB,
CIPSIMOBAaHUX Ha 3aN00IraHHs] BAHUKHEHHIO
Ta MOIINPEHHIO, JIOKAJII3aIiI0 Ta JIKBIJAIi0
KopoHaBipycHoi xBopoou (COVID-19)»
23.11.2021 Ne 2588

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa nocnigauka aist npenapaty CT-P59 (Regdanvimab), Bepcis 6.0.A Bix 15 Bepecus 2021 poky,
aHITIHCHKOI0 MOBOIO; BKiTtoueHHs ajnbTepHaTHBHOI Ha3Bu Regdanvimab 1o gociimpKyBaHOTO JTIKapChKOTO
3acoby CT-P59

Howmep ta nara Hakasy
MO3 1m10/10 3aTBEPKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 3056 Big 29.12.2020

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta qaTa

«®Paza 2/3, paHIOMi30BaHe, Yy TMapajielIbHUX TIpynax, IUIalebo-KOHTPOIbOBaHe, IO/BiHE ciine
JOCTIPKEHHS JIJIsl OI[IHKK e(eKTUBHOCTI 1 Oe3meunocti npemnapary CT-P59 y koMOiHarii 31 craHgapTHUM
JIKYBaHHSAM Yy aMOYJIaTOPHUX MAalli€HTIB 3 TSDKKMM TOCTPUM DPECHIpaTOPHUM CHHIPOMOM Y 3B'SI3KY 3
kopoHaBipycHowo (SARS-CoV-2) indekiieto», CT-P59 3.2, Bepcis npotokony 7.0, BKIIIOYaOYH BEPCitO
cneuniyny JuIst kpainy, J.0 / 16 nunHs 2021 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEJICIH», Ykpaina

Crnoncop, kpaina

CEJUITPIOH, Iak./CELLTRION, Inc., Republic of Korea (South Korea)

CynyTHi
MaTtepiaiu/mpenapaTu
CYIyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




