Jopartok

«Mepenik cyTTeEBUMX MOMNpPaBOK A0 TMPOTOKO/NIB MIDKHAPOAHUX OGaraTOLEeHTPOBUX KAiHIYHUX
BUNPOGYBaHb /liKapCbKUX 3aco6iB ANA NiKyBaHHA KOpPOHaBipycHol xBopo6u (COVID-19) B YkKpaiHi,
po3rnaHyTux Ha 3acigaHHi HTP Ne 71/COVID-19 Big 28.10.2021, Ha siKi 6y oTpuMaHi NO3UTUBHI
BUCHOBKU eKkcnepTiB»

1. OHoBneHwnii MpoTtokon KniHiuHoro gocnipkeHHa ACTIV-2/A5401, octaTtouHa Bepcia 7.0 Big 29
yepBHA 2021p., aHrnificbkolo MOBO; JlucT npo 3miHy Nel Big 30 nunHa 2021 poKy, aHrNiiCbKOO
MOBOI0, 0O npotokony A5401, Bepcia 7.0; Jiuct-pos’sicHeHHA Nel Big 3 BepecHA 2021 poky,
aHrniicbkolo MOBOIO, A0 nNpoTokosy A5401, Bepcisa 7.0; 3anyvyeHHA [0[ATKOBUX AOCAIMAKYBaHUX
NniKapcbKkux 3aco6iB: BMS-986413/ C144-LS, 986413, po3uuH gnAa iH’ekuii, 100 mr/imn, y cnakoHi
o6’emoM 2 mn; BMS-986414/C135-LS, 986414, po3unH pna iv’ekuin, 100 mr/mn, y chniakoHi 06’emom 2
mn; Bpouwypa gocnigHuka C135-LS/ C144-LS, Bepcisa 1.2 Big 4 ntotoro 2021 p., aHrNilicbKoO0 MOBOIO;
AonosHeHHs Nel Big 19 6epesHsa 2021 p., o 6powypu gocnigHuka C135-LS/ C144-LS, Bepcia 1.2 Big 4
nToro 2021 p., aHrincbKkol MOBOM; flonoBHeHHs Ne02 Big 08 uepBHA 2021 p., Ao Gpowypu
pocnigHuka C135-LS/ C144-LS, Bepcia 1.2 Big 04 niotoro 2021 p., aHrniicbKo MOBOLO; [loCbE
pocnipkyBaHOro nikapcbkoro sacooy BMS-986413/ C144-LS, Po3ain Akictb, Bepcia 1.0 Big 02 nunHa
2021 p., aHrniicbko MOBOO; Jlocbe AOCnigKyBaHOro nikapcbkoro saco6y BMS-986414/C135-LS,
Posgin fAkictb, Bepcia 1.0 Big 02 nunHAa 2021 p., aHrNiliCbKO MOBOIO; 3pa3soK MapKyBaHHS
BTOPUHHOIO NaKyBaHHA AOCNIAKYBaHOrO JlikapcbKoro saco6y BMS-986414/C135-LS gnsa gocnipxeHHs
ACTIV-2/A5401, Bepcia 2.0 Big 14 kBiTHA 2021 p., aHrNINCbKOO MOBOLO; 3pa3oK MapKyBaHHSA
nepBUHHOrO NakyBaHHA (thn1akoHy) AocnigKyBaHOro iikapcbKoro 3acooy BMS-986414/C135-LS ansa
pocnipkeHHa ACTIV-2/A5401, Bepcia 2.0 Big 19 Gepe3Ha 2021 p., aHrNiIACbLKOD MOBOIO; 3pasokK
MapKyBaHHA BTOPMHHOIO NaKyBaHHA AOCiAKYBaHOro nikapcbKoro 3acody BMS-986413/ C144-LS ansa
pocnimpkeHHa ACTIV-2/A5401, Bepcia 2.0 Big 19 kBiTHA 2021 p., aHrnificbkold MOBOI; 3pa3ok
MapKyBaHHA NepBUHHOIO nakyBaHHs (hy1lakoHy) AocnigKyBaHOro siikapcbkoro 3sacooy BMS-986413/
C144-LS pnsa pocnigpxeHHA ACTIV-2/A5401, Bepcis 2.0 Big 19 6epe3Ha 2021 p., aHINMiACbKO MOBOIO;
3pa3oK MmapKyBaHHS fOCNigKyBaHOro likapcbkoro sacooy BMS-986414/C135-LS, Bepcis 1.2.0.3 Big 25
XOBTHA 2021 p., YKpalHCbKOIO MOBOI; 3pa3oK MapKyBaHHA AOCNIfKYBaHOro JliKapCbKoOro 3acooy
BMS-986413/ C144-LS, Bepcia 1.2.0.3 Big 25 xoBTHA 2021 p., YKpPAIHCLKOIO MOBOIO; 3a/ny4yeHHs
[O[ATKOBMX BUPOGHMUMX pginsHok: Bristol-Myers Squibb Company, USA; Bristol-Myers Squibb-
Devens, USA; PPD Development, L.P, USA; 3anyyeHHs1 [0[aTKOBUX AOCAIMKYBaHUX NiKapCbKUX
3aco6iB nopiBHAHHA: CASIRIVIMAB (KacipiBima6, REGN10933), po3uuH ansa iHdysin a6o iH’ekuiii, 120
mr/imn, y donakoHi o6’emom 2,5 mn; IMDEVIMAB (ImpeBima6, REGN10987), po3uuH ansa iHdysiii a6o
iH’eKuiii, 120 mr/mn, y cpnakoHi 06’emom 2,5 mn; Bpowypa gocnigHuka gna CASIRIVIMAB (KacipiBimag,
REGN10933), IMDEVIMAB (ImgeBima6, REGN10987), REGN-COV2 (REGEN-COV) ana KomGiHawuil
REGN10933+REGN10987, Bepcis 5 Big 24 niwoTtoro 2021 p., aHrnilicbkoro MoBOW; [ocbe
pocnipkyBaHux nikapcbkux 3aco6iB CASIRIVIMAB (Kacipisima6, REGN10933) ta IMDEVIMAB
(Imgesima6, REGN10987), Bepcis 2.5 Big 03 uepBHA 2021 p., aHrNificbKO0 MOBOIO; 3pa3oK MapKyBaHHA
nepBMHHOrO nakyBaHHA (hs1akoHy) Ta BTOPMHHOIO nakyBaHHA AOC/ifXyBaHOro JlikapCbKOro 3aco6y
CASIRIVIMAB (Kacipisima6, REGN10933) ansa gocnigxeHHa ACTIV-2/A5401, Bepcis 1.0 Big 26 uepBHA
2020 p., aHrAACbKOI MOBOI; 3pas3soK MapKyBaHHA MNEPBUHHOIO NakyBaHHA (chnakoHy)
pocnigxyBaHoro nikapcbkoro 3aco6y IMDEVIMAB (ImpgeBima6, REGN10987) ansa pocnipkeHHSA
ACTIV-2/A5401, Bepcia 2 Big 15 BepecHsa 2020 p., aHrNINCbKOW MOBOI; 3pasoK MapKyBaHHS
BTOPUHHOIO MaKyBaHHA AOCAiMKyBaHOro nikapcbkoro 3acooy IMDEVIMAB (ImgeBima6, REGN10987)
ana pocnipkeHHa ACTIV-2/A5401, Bepcisa 2 Big 11 BepecHs 2020 p., aHrNiACbKOKO MOBOIO; 3pa3okK
MapKyBaHHA KOMGiHauii gocnigpkyBaHux nikapcbkux 3aco6ie CASIRIVIMAB (KacipiBima6, REGN10933)
Ta IMDEVIMAB (ImaeBima6, REGN10987), Bepcis 1.2.0.3 Big 10 BepecHsi 2021 p., YKpaiHCbKOIO MOBOIO;
3anyueHHA AojaTKOBUX BUPOOHMUMX AinsHOK: Regeneron Pharmaceuticals Incorporated, United
States; Catalent Indiana, LLC, United States; Nelson Laboratories, Inc, United States; Fisher Clinical
Services Inc, United States, Agpeca:7554 Schantz Road, Allentown, PA, 18106, United States; Fisher
Clinical Services GmbH, Germany; Fisher Clinical Services Inc, United States, Agpeca: 699 N.
Wheeling Road, Suite 111, Mount Prospect, IL, 60056, United States; Fisher Clinical Services UK
Limited, United Kingdom; SanacClis s.r.o., Slovakia; Anhdersonbrecon (UK) Limited, United Kingdom;
Andersonbrecon Incorporated, United States; Yourway Transport Limited, United Kingdom; OcHoBHa
iHpopmauia gna nauieHta Ta dopma iHpoOpMOBaHOI 3roaM Ha y4yacTb Yy AocnimxeHHi casu lli,
aHrnificbKkolo MOBOIO A1A YKpaiHu, Bepcia 7.1.1.1 Big 26 cepnHsa 2021 p.; OcHoBHa iHhopmauisa gns
nauieHTa Ta popma iHpopmMOBaHOI 3roaun Ha yyacTb y gocnigxeHHi cpasu lll, ykpaiHCbKOI0 MOBOIO A4S
YKpaiHu, Bepcia 7.1.1.1 Big 26 cepnHAa 2021 p.; OcHoBHa iHdopmauia AnAa naudieHTa Ta dopma
iHdhopMoBaHOT 3rogu Ha yyacTb y gociimkeHHi dasum lll, pociiicbkolo MOBOK anisi YKpaiHu, Bepcis
7.1.1.1 Big 26 cepnHAa 2021 p.; IHdopmauis ana naudieHta Ta chopma iHpopmoBaHOI 3rogu Ha
3acToCcyBaHHA AocnifgKyBaHuMX 3aco6iB BMS-986414 (C135-LS) Tta BMS-986413 (C144-LS),
aHrniicbKo MOBOIO A YKpaiuu, Bepcis 7.1.1.1 Big 26 cepnHa 2021 p.; IHhopmauis gna nauieHTa 1a
thopma iHhopmoBaHOT 3rogn Ha 3acTOCyBaHHSI AOCNiMKyBaHUX 3aco6iB BMS-986414 (C135-LS) Ta
BMS-986413 (C144-LS), yKpaiHCbKOI0O MOBOIO ANns YKpaiHu, Bepcia 7.1.1.1 Big 26 cepnHa 2021 p.;
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IHcbopmauia ana nauyieHta Ta oopma iHhopMOBaHOI 3rogu Ha 3aCTOCyBaHHA AOCNIAKYBaHUX 3ac006iB
BMS-986414 (C135-LS) Ta BMS-986413 (C144-LS), pociiicbkolo MoOBOIO A5 YKpaiHu, Bepcia 7.1.1.1 Big
26 cepnHa 2021 p.; IHchopmauia ana naudieHTa Ta ¢popma iHhOpmOBaHOI 3roaM Ha BBeAEHHA
pocnigpkyBaHoro npenapaty SAB-185 wWwisixom BHYTPilWWHbOBEHHOI iHY3il, aHrnilicbkoo MOBOIO AN
YkpaiHu, Bepcia 7.1.1.1 Big 27 cepnHa 2021 p.; IHdopMmauia ana naudieHTa Ta popma iHthopmoBaHOi
3roAn Ha BBeAeHHs pAocnimpkyBaHoro npenapatry SAB-185 wWnsaxXxom BHYTPIWHbLOBEHHOT iHAY3Il,
YKpaiHCbKOI MOBOIO AnA YKpaiHu, Bepcisa 7.1.1.1 Big 27 cepnHa 2021 p.; IHopmauis ansa nauieHTa Ta
thopma iHcpopMOBaHOI 3roau Ha BBeAeHHA [ocnigxyBaHoro npenapaty SAB-185 wwnsxom
BHYTPIiLUHbOBEHHOI iH(py3ii, pocilicbkOl0 MOBOIO AnA YKpaiHu, Bepcia 7.1.1.1 Big 27 cepnHsa 2021 p.;
IHcbopmaunia gna nadieHTa Ta ¢hopma iH(hopMOBaHOI 3rognM Ha BUKOPUCTAHHA O0[ATKOBUX 3pasKiB,
aHrnificbKo MOBOIO A1 YKpaiHu, Bepcia 7.1.1.1 Big 20 cepnHa 2021 p.; IHchopmauisa Ana nayieHta Ta
thopma iHchopMoBaHOI 3rogM Ha BUKOPUCTAHHA AO0AATKOBUX 3paskKiB, YKPAIHCbKOK MOBOK Ans
YKpaiHu, Bepcia 7.1.1.1 Big 20 cepnHAa 2021 p.; IHcopmauia ana nadieHTa Ta popma iHpopmoBaHOT
3ro4u Ha BUKOPUCTaHHSA A0AAaTKOBUX 3paskKiB, POCificbKOO MOBOIO A/s YKpaiHu, Bepcia 7.1.1.1 Big, 20
cepnHa 2021 p.; IHchopmauia npo aocnimkeHHsa ACTIV-2/A5401 (Adapt Out COVID) ana yvyacHuKiB
(npoTtokon Bepcisa 7.0), Bep. 4.1 OCTATOUHA ansa YkpaiHu Big 03 cepnHa 2021 p. (Mavictep Bep. 4.0
OCTATOYHA Big 13 nunHa 2021 p.), aHrnificbkolo MoBow; IHopMmaulis npo pocnimxkeHHs
ACTIV-2/A5401 (Adapt Out COVID) gnsa y4dacHukis (npoTokon Bepcisa 7.0), Bep. 4.1 OCTATOYHA ansa
YkpaiHu Big 03 cepnHa 2021 p. (Maiictep Bep. 4.0 OCTATOUHA Big 13 nunHa 2021 p.), nepeknap,
yKpaiHCbKolo MoBoOto; IHdopmauis npo aocnimpkeHHa ACTIV-2/A5401 (Adapt Out COVID) pans
yyacHukiB (npotokos Bepcis 7.0), Bep. 4.1 OCTATOYHA gnsa YkpaiHu Big 03 cepnHsa 2021 p. (Maiictep
Bep. 4.0 OCTATOYHA Big 13 nunHAa 2021 p.), nepeknag pociiicbkolo MmoBo; LLLoAeHHUK yyacHUMKa
[OCnipKeHHA, iHCTPYKLUIT ANA y4acHUKa, HoMmep npoTokony A5401, octaTouHa Bepcis 5.0 Big 11 cepnHsA
2021 p., aHrnincbKo MoBOLO; LLLOAEHHUK yyaCcHUKA AOCAiMKEHHA, IHCTPYKUiT ANA yyacHuUKa, HoOmep
npotokony A5401, octatouHa Bepcif 5.0 Big 11 cepnHa 2021 p., nepeknag yKpaiHCbKOD MOBOIO;
LLlogeHHUK ydyacHUKa AOCNiMKEHHA, iIHCTPYKLIT Ana ydyacHuka, Homep npotokony A5401, octatoyHa
Bepcin 5.0 Big 1lcepnHa 2021p., nepeknag PpociiCbKOKD MOBO; 3pasok MapKyBaHHs
pocnipkyBaHoro nikapcbkoro saco6y SAB-185, Bepcis 1.2.0.3 Big 31 cepnHsa 2021 p., yKpaiHCbKOIO
MOBOI0; YTOUHeHHA Ha3Bu [/13 3 SAB-185 (anti-SARS-CoV-2, Human Immunoblobulin Intravenous TC
Bovine-Derived) Ha SAB-185 (anti-SARS-CoV-2, Human Immunoglobulin Intravenous TC Bovine-
Derived) 4O NpPOTOKOAY KAIHIYHOTO AOCAIMKEHHSA «[OCAifpKeHHA Ha aganTyBHIN nnaTtdopMi ANa NiKyBaHHS
ambynaTopHux nauieHTie 3 COVID-19 (Adapt Out COVID)», kog gocnigkeHHs ACTIV-2/A5401, octatoyHa
Bepcis 6.0 Big 30 kBiTHA 2021 poKy ; CMOHCOP - HauioHaIbHWIA IHCTUTYT aneprii Ta iIHPeKUINHMX 3aXBOPHOBaHb,
CLA (National Institute of Allergy and Infectious Diseases, USA)

3asaBHUK - ToBapncTBO 3 O6MeXeHOo BignosiganbHiCTio «kKoHTpakTHO-ocnigHnubka OpraHisauis IHHodhapm-
YkpaiHa»



