Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKeHHs CYyTTEBOL
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00Y,
MIPU3HAYCHOTO /IS 3IHCHEHHS 3aXO/iB,
CHpPSIMOBaHUX HA 3a100IraHHs BUHUKHEHHIO
Ta MOIINPEHHIO, JIOKAJII3aIiI0 Ta JIKBIJAIi0
KopoHaBipycHoi xBopoou (COVID-19)»
3.11.2021 Ne 2403

Inentudikaris cyrreBoi
MOTIPaBKH

Omnosnenuii [Iporokon xiainiunoro pociimxenHs ACTIV-2/A5401, ocrarouna Bepcis 7.0 Big 29 4yepBHS
2021p., anrmiiicekoto MoBow; Jluct mpo 3miny Nel Big 30 mumus 2021 poky, aHTTIHCEKOI0 MOBOO, 710
nporokony A5401, Bepcis 7.0; Jluct-po3’sicuennst Nel Bix 3 Bepecust 2021 poky, aHITIHCHKOI MOBOIO, JI0
nporokoiry A5401, Bepcis 7.0; 3amydeHHs DOJATKOBUX JOCHIKYBaHUX JIKapchbkux 3aco0iB: BMS-
986413/ C144-LS, 986413, posumn mis in’ekiiid, 100 mr/mu, y d¢uakoni o6’emom 2 wmia; BMS-
986414/C135-LS, 986414, po3uun mus in’exiiii, 100 mr/mu, y d¢uakoni o6’emom 2 mi; bpormrypa
nocmigauka C135-LS/ C144-LS, Bepcis 1.2 Bix 4 mrotoro 2021 p., anrmiiicbkkoro MoBoro; JlonoBaeHHs Nel
Bix 19 6epesnst 2021 p., mo 6pomypu nocmiguuka C135-LS/ C144-LS, Bepcist 1.2 Big 4 motoro 2021 p.,
aHrITiAChKOI0 MOBO; JloroBHenHss Ne02 Bix 08 uepsus 2021 p., mo Opomrypu mocmignuka C135-LS/
C144-LS, Bepcis 1.2 Big 04 mororo 2021 p., aHTMKACEKOI0 MOBOKO; JlOCKE JOCIIIKYBAHOTO JIIKaPCHKOTO
3aco0y BMS-986413/ C144-LS, Po3nin Skicts, Bepcis 1.0 Big 02 nunas 2021 p., aHTTiHCHKO MOBOIO;
Jlocke AOCIiKYBaHOTO Jlikapchbkoro 3aco0y BMS-986414/C135-LS, Pozain Skicts, Bepcis 1.0 Bixg 02
munHsa 2021 p., aHTIIHRCHKOI0 MOBOK; 3pa30oK MapKyBaHHS BTOPHHHOTO TMaKyBaHHS JOCHIIKYBaHOTO
nikapcbkoro 3aco0y BMS-986414/C135-LS mns gocmimkenns ACTIV-2/A5401, sepcis 2.0 Big 14 kBiTHS
2021 p., aHTIIACHKOI0 MOBOIO; 3pa30K MapKyBaHHS MEPBUHHOTO MaKyBaHHS ((hIaKoHY) JOCIIIKYBAaHOTO
Jikapcekoro 3aco0y BMS-986414/C135-LS s nocmimkenns ACTIV-2/A5401, Bepcis 2.0 Big 19
6epesnsa 2021 p., aHriiicbkor0 MOBOIO; 3pa30K MapKyBaHHsS BTOPHHHOIO IMaKyBaHHS JOCIIIKYBaHOTO
nikapcbkoro 3acooy BMS-986413/ C144-LS nns nocnimkenuss ACTIV-2/A5401, sepcis 2.0 Bix 19 kBiTHS
2021 p., aHTIHCHKOI0 MOBOIO; 3pa30K MapKyBaHHS NEPBUHHOIO MaKyBaHHS ((hJIaKOHY) TOCIIIKYBaHOTO
nikapcepkoro 3acody BMS-986413/ C144-LS nmns mocmimkxenns ACTIV-2/A5401, Bepcis 2.0 Big 19
oepesnst 2021 p., aHTIIIACHKOI0 MOBOIO; 3pa30K MapKyBaHHS JIOCHIIKYBAHOTO JIIKapchKoro 3aco0y BMS-
986414/C135-LS, Bepcist 1.2.0.3 Big 25 sxoBTHs 2021 p., yKpalHCEKOIO MOBOIO; 3pa30K MapKyBaHHS
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JIOCITIIKYBAHOTO Jlikapchbkoro 3aco0y BMS-986413/ C144-LS, Bepcis 1.2.0.3 Big 25 xoBtHs 2021 p.,
YKPaiHCBKOK MOBOIO; 3alydeHHs JOJaTKOBHX BHpOOHHYMX aiasHOK: Bristol-Myers Squibb Company,
USA; Bristol-Myers Squibb-Devens, USA; PPD Development, L.P, USA; 3anydeHHs 10JaTKOBHX
TOCIIDKyBaHUX Jikapchkux 3aco0iB mopiBHsHHSA: CASIRIVIMAB (KacipiBimad, REGN10933), po3uun
s iHdy3i abo in’ekmi, 120 mr/mn, y ¢nakoni o6’emom 2,5 mu; IMDEVIMAB (ImzeBimad,
REGN10987), po3unn s iH}y3iii abo in’exmiii, 120 mr/mia, y ¢daakoni o6’emom 2,5 mi; bpomrypa
nocniganka s CASIRIVIMAB (Kacipisimad, REGN10933), IMDEVIMAB (Imaesimad, REGN10987),
REGN-COV2 (REGEN-COV) mns kom6inanii REGN10933+REGN10987, Bepcis 5 Bix 24 mororo 2021
p., aHrIiiceKo0 MoBOIO; Jlocke mocmimkyBaHux gikapchkux 3aco0iB CASIRIVIMAB (Kacipisima0,
REGN10933) ta IMDEVIMAB (Imaeimab, REGN10987), Bepcis 2.5 Bigm 03 uepBus 2021 p.,
AHTITIMCHKOI0 MOBOIO; 3pa30K MapKyBaHHS MEPBUHHOTO MaKyBaHHA ((hJJaKOHY) Ta BTOPUHHOTO TaKyBaHHS
nocaimkyBaHoro Jikapcekoro 3aco0y CASIRIVIMAB (KacipiBimadb, REGN10933) mns mocmimkeHHs
ACTIV-2/A5401, Bepcis 1.0 Bim 26 uepBHs 2020 p., aHTIIICBKOIO MOBOI; 3pa30oK MapKyBaHHS
MEePBUHHOrO MakyBaHHs ((IakoHy) AociiKyBaHoro jikapcbkoro 3aco0y IMDEVIMAB (Imueima0,
REGN10987) st nochimxenns ACTIV-2/A5401, Bepcis 2 Bin 15 Bepecus 2020 p., aHIITIIHCHKOIO MOBOIO;
3pa30oK MapKyBaHHS BTOPMHHOI'O NAKyBaHHS JOCIHIDKyBaHoOro Jjikapcekoro 3acody IMDEVIMAB
(ImneBiMab, REGN10987) mns mocmimkxenuss ACTIV-2/A5401, Bepcis 2 Big 11 Bepecus 2020 p.,
aHTTINACHKOI0O MOBOIO; 3pa30K MapKyBaHHA KOMOIHAIl JOCHIDKyBaHUX JIIKapChbKUX  3ac00iB
CASIRIVIMAB (Kacipisima6, REGN10933) ta IMDEVIMAB (Imnesima6, REGN10987), Bepcis 1.2.0.3
BiJ 10 Bepecus 2021 p., ykpaiHChKOIO MOBOIO; 3aydeHHS JOJAaTKOBUX BUPOOHMYMX IUISHOK: Regeneron
Pharmaceuticals Incorporated, United States; Catalent Indiana, LLC, United States; Nelson Laboratories,
Inc, United States; Fisher Clinical Services Inc, United States, Aapeca: 7554 Schantz Road, Allentown,
PA, 18106, United States; Fisher Clinical Services GmbH, Germany; Fisher Clinical Services Inc, United
States, Anpeca: 699 N. Wheeling Road, Suite 111, Mount Prospect, IL, 60056, United States; Fisher
Clinical Services UK Limited, United Kingdom; SanaClis s.r.0., Slovakia; Andersonbrecon (UK) Limited,
United Kingdom; Andersonbrecon Incorporated, United States; Yourway Transport Limited, United
Kingdom; OcHoBHa iH(opMartist /i nauieHTa Ta popma iH(HOPMOBAHOT 3r0JIM HA Y4acTh Y JOCHTIKEHHI
¢azu 111, anrmiiicbkoro MoBoto Ansg Ykpainu, Bepcist 7.1.1.1 Bix 26 cepnus 2021 p.; OcHoBHA iH(DOpMaLis
JUIs manienTa ta ¢opma iHGOPMOBAHOI 3roJu Ha y4acTh y jnochimkeHHi ¢as3u I, ykpaiHcbko0 MOBOIO
s Ykpainu, Bepcist 7.1.1.1 Big 26 cepnua 2021 p.; OcHoBHa iHdopmamis g maiieHta ta ¢opma
iHpopMOBaHoOi 3ro/in Ha ydacTh y fociijpkenHi ¢asu I, pocidicekoro MoBoro st Ykpainu, Bepcist 7.1.1.1
BiJ 26 ceprus 2021 p.; [ndopmanis aiia namienTa ta popma iHGOpMOBaHOT 3TOAM HA 3aCTOCYBAaHHS
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nocipkyBanux 3aco6isB BMS-986414 (C135-LS) ta BMS-986413 (C144-LS), aHrmiiiCbKOO MOBOIO JIJIst
VYkpainu, Bepcis 7.1.1.1 Bix 26 ceprnst 2021 p.; [ndopmaris pist narienTa ta gopma iHGOpMOBaHOT 3ro1u
Ha 3aCTOCYBaHHS JOCHiKyBaHuX 3aco0iB BMS-986414 (C135-LS) ta BMS-986413 (C144-LS),
YKpaiHChKOIO MOBOIO Il YKpainm, Bepcist 7.1.1.1 Big 26 cepnus 2021 p.; Indopmartis nis marieHTa ta
¢dopma iHGOPMOBaAHOT 3r0 1M HA 3aCTOCYBAHHS TOCIKyBaHUX 3ac00iB BMS-986414 (C135-LS) ta BMS-
986413 (C144-LS), pociiicbkoro MoBOIO st Ykpainu, Bepeis 7.1.1.1 Bix 26 cepmust 2021 p.; [ndopmarris
11 TanieHTa ta gopma iHhopMOBaHOI 3r0IM HAa BBEJCHHS AOCIHIHKyBaHOTO ipenapaty SAB-185 msxom
BHYTPIIIHHOBEHHOT 1H(Y31i, aHTIIIHChKOI MOBOIO s Ykpainu, Bepcis 7.1.1.1 Big 27 cepmusa 2021 p.;
Indopmaris ans namienTa ta popma iHHOPMOBAHOT 3rOM HAa BBEJICHHS JOCIIKyBaHOTO Tipemnapaty SAB-
185 nuisixom BHYTpilIHbOBEHHOT 1H]Y31i, yKpaiHCHKOIO MOBOIO Juist YKpainu, Bepcia 7.1.1.1 Bix 27 cepnHs
2021 p.; Indopmamis ans mamienta ta (opma iHGOPMOBAHOI 3roJM Ha BBEACHHS JOCITIKYBAHOTO
npernapaty SAB-185 nuisxom BHYTpilIHbOBeHHOI 1H(QY31l, pOCIHICBKOI0 MOBOIO Uil YKpaiHH, Bepcis
7.1.1.1 Bim 27 cepmusa 2021 p.; Iadopmamis ans mnamienta Tta ¢dopma iHGOPMOBAHOI 3romu Ha
BUKOPUCTAHHS JOJaTKOBUX 3pa3KiB, aHTJIHCHKOIO MOBOIO st YKpainu, Bepcis 7.1.1.1 Bim 20 ceprHs
2021 p.; Indopmaris nis naiienTa ta Gopma iHHOPMOBAHOT 3rO M HA BUKOPUCTAHHSI IOIATKOBUX 3Pa3KiB,
yKpaiHCbKOIO MOBOIO Juist Ykpainu, Bepcist 7.1.1.1 Big 20 cepnusa 2021 p.; Indopmanist ns naimienra ta
dbopMa iHPOPMOBAHOI 3rOJM HA BHKOPUCTAHHS JOJATKOBUX 3pa3KiB, POCIHCHKOIO MOBOIO /sl YKpaiHu,
Bepcig 7.1.1.1 Bim 20 cepmust 2021 p.; Indopmamis mpo mocmimkenas ACTIV-2/A5401 (Adapt Out
COVID) nns yuacuukis (potokod Bepcis 7.0), Bep. 4.1 OCTATOYHA nns Ykpaiau Big 03 cepras 2021
p. (Maiicrep Bep. 4.0 OCTATOYHA Bin 13 nunus 2021 p.), anruilicekoro MoBoro; IHdopmariis npo
nociikeHHs ACTIV-2/A5401 (Adapt Out COVID) g yuyacHukiB (mpotokon Bepcis 7.0), Bep. 4.1
OCTATOYHA nns Ykpainu Bix 03 cepnius 2021 p. (Maiicrep Bep. 4.0 OCTATOYHA Bix 13 nunus 2021
p.), mepeKIa ykpaiHcbkoro MoBoto; [Hdopmartis npo mocimkeras ACTIV-2/A5401 (Adapt Out COVID)
s yyacHUKIB (mportokon Bepcis 7.0), Bep. 4.1 OCTATOYHA nns Ykpainu Big 03 cepmnusa 2021 p.
(Maiicrep Bep. 4.0 OCTATOYHA Bix 13 nunus 2021 p.), nepeknan pociiickkoro mMoBoro; L{ogennux
y4acHHUKa JOCIIPKEHHS, IHCTPYKUIT /U yyacHuKa, HoMmep npoTtokoiy A5401, octaTouna Bepcis 5.0 Bix
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11 cepmast 2021 p., anrmiiickkoro MoBoto; [1[oIeHHUK ydacHHUKA TOCIIKEHHS, IHCTPYKIIIT ISl y4aCHUKA,
Homep npotokory A5401, ocrarouna Bepcis 5.0 Big 11 cepmast 2021 p., nepexiag yKpaiHChKOI MOBOIO;
[IloneHHUK ydYacHHMKa MOCHIHKEHHS, IHCTPYKIII Ui y4acHUKa, HoMmep mpoTokoiy AS5401, ocrarouna
Bepcia 5.0 Big 11 cepmas 2021 p., nepekiag pociicbKO MOBO; 3pa30K MapKyBaHHS JOCIITKYyBaHOTO
nikapebkoro 3aco0y SAB-185, Bepcis 1.2.0.3 Big 31 cepmust 2021 p., yKpaiHCEKOIO MOBOIO; Y TOUHEHHS
nassu JIJI3 3 SAB-185 (anti-SARS-CoV-2, Human Immunoblobulin Intravenous TC Bovine-Derived) na
SAB-185 (anti-SARS-CoV-2, Human Immunoglobulin Intravenous TC Bovine-Derived)

Howmep ta nara Hakasy
MO3 11010 3aTBEPIKEHHS
KIIIHIYHOTO BUITPOOYBaHHS

Ne 1741 Big 17.08.2021

Ha3ssa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«JlocnipKeHHsT Ha aIanTHBHIN TuiaTdopMi Juis JikyBaHHs amOynaropaux nanieHtiB 3 COVID-19 (Adapt
Out COVID)», ACTIV-2/A5401, ocrarouna Bepcis 6.0 Bix 30 kBiths 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHoro BimnosimanpHicTiO «KoHTpakTHO-/{ocmimaunpka Opranizamis IHHODapM-
Ykpaina»

Crnoncop, kpaina

HauionanbHuit iHcTHTYT aneprii Ta ingekuiiinux 3axsoproBanb, CIIIA (National Institute of Allergy and
Infectious Diseases, USA)

CynyTHi
MaTepiajau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(apmManeBTHYHOTO 3a0€e3MeYeHHS

IBan 3AZIBOPHUX




