Jopartok

«Mepenik cyTTeBMX MOMNpPaBOK A0 MPOTOKO/NIB MDKHAPOAHUX OaraTtoueHTPOBUX  KNiHIYHUX
BUNPOOYBaHb JliKapCbKUX 3aco6iB ANA NiKyBaHHA KOpPOHaBipycHol xBopo6u (COVID-19) B YkKpaiHi,
po3rnAaHyTux Ha 3acigaHHi HTP Ne 71/COVID-19 Big 28.10.2021, Ha siKi 6ysin OTpUMaHi NO3UTUBHI
BUCHOBKW eKcnepTiB»

1. OHoBneHwuii MpoTokon KniHiuHoro gocnimkeHHa ACTIV-2/A5401, octaTtouHa Bepcia 7.0 Big 29
yepBHA 2021p., aHrniicbkoo MoBOH; Jlnct npo 3miHy Nel Big 30 nunHa 2021 poKy, aHrNIiCbKOLO
MOBOIO, [0 npotokony A5401, Bepcia 7.0; Jluct-pos’sicHeHHA Nel Big 3 BepecHA 2021 poky,
aHrniicokolo MOBOI, A0 npoTokony A5401, Bepcisa 7.0; 3anyyeHHA [0[ATKOBUX AOCAIMKYBaHUX
niKkapcbKkux 3aco6iB: BMS-986413/ C144-LS, 986413, po3uuH pnA iH’ekuii, 100 mr/imn, y cnakoHi
o6’emom 2 mn; BMS-986414/C135-LS, 986414, po3uuH N iH’ekuin, 100 mr/msn, y pnakoHi o6’emom 2
mn; Bpowypa pgocnigHuka C135-LS/ C144-LS, Bepcia 1.2 Big 4 noToro 2021 p., aHrniiicbKoo MOBOIO;
JAonoBHeHHs Nel Big 19 6epesHa 2021 p., fo 6powypu gocnigHuka C135-LS/ C144-LS, Bepcia 1.2 Big,
4 nrotoro 2021 p., aHrniiicbkolo mMoBoto; JonoBHeHHst Ne02 Big 08 uepBHs 2021 p., Ao Gpowypu
pocnigHuka C135-LS/ C144-LS, Bepcia 1.2 Big 04 niotoro 2021 p., aHrAilicbkolo MOBOLO; [locbe
pocnipkyBaHOro nikapcbkoro sacooy BMS-986413/ C144-LS, Po3gin AkicTb, Bepcis 1.0 Big 02 nunHa
2021 p., aHrniicbkolo MoBOW; Jlocbe AocnimkKyBaHOro nikapcbkoro sacoéy BMS-986414/C135-LS,
Posgin fAkictb, Bepcia 1.0 Big 02 nunHA 2021 p., aHrNilicbKol MOBOI; 3pa3oK MapKyBaHHS
BTOPUHHOTO MaKyBaHHA AOCNiMKYyBaHOro Jikapcbkoro 3aco6by BMS-986414/C135-LS pans
pocnipkeHHa ACTIV-2/A5401, Bepcia 2.0 Big 14 kBiTHA 2021 p., aHrNINCbKOIO MOBOI; 3pasok
MapKyBaHHAA NEepPBUMHHOrNO0 nakyBaHHA (hnakoHy) [OoOCNigKyBaHOro  JliKAPCbKOro  3acoby
BMS-986414/C135-LS ana pocnigkeHHa ACTIV-2/A5401, Bepcia 2.0 Big 19 Gepe3Ha 2021 p.,
aHrnificbkol MOBOI; 3pa3oK MapKyBaHHA BTOPMHHOrO MaKyBaHHA [OCAIAKYBAHOIo NiKapcbKoro
3acoby BMS-986413/ C144-LS ana pocnigxeHHa ACTIV-2/A5401, Bepcia 2.0 Big 19 kBiTHA 2021 p.,
aHrnificbkolo MoOBOI; 3pa3ok MapKyBaHHS MEPBUHHOro nakyBaHHA (dhs1akoHy) A[ocChifmKyBaHOro
nikapcbkoro 3acod6y BMS-986413/ C144-LS ana pocnipxeHHa ACTIV-2/A5401, sepcia 2.0 Big 19
Gepe3HA 2021 p., aHIMINCbLKOK MOBOIO; 3pa30K MapKyBaHHA AOCifKYBaHOro /iKapCbKOro 3acooy
BMS-986414/C135-LS, Bepcia 1.2.0.3 Big 25 XoBTHA 2021 p., YKpaiHCbKOO MOBOI; 3pasok
MapKyBaHHA AoOC/ifKyBaHOro nikapcbkoro 3aco6y BMS-986413/ C144-LS, Bepcia 1.2.0.3 Big 25
YXOBTHSA 2021 p., yKPAIHCLKOIKO MOBOIO; 3aJ/ly4eHHA [0[aTKOBMX BUPOGHUUMX AinsHOK: Bristol-Myers
Squibb Company, USA; Bristol-Myers Squibb-Devens, USA; PPD Development, L.P, USA; 3anyuyeHHsi
[OAATKOBUX  OOCiMKYyBaHUX JIiKAPCbKUMX 3aco6iB nopiBHAHHA: CASIRIVIMAB (KacipiBimao,
REGN10933), po3uuH gnsa iHdysiin ado in’ekuiin, 120 mrimn, y donakoHi o6’emom 2,5 mn; IMDEVIMAB
(ImpeBimao, REGN10987), po3uuH gnsa iHdy3iih abo iH’ekuin, 120 mr/mn, y conakoHi o6’emom 2,5 mn;
Bpowypa pocnigHuka pna CASIRIVIMAB (KacipiBima6, REGN10933), IMDEVIMAB (ImpgeBimao,
REGN10987), REGN-COV2 (REGEN-COV) ana kom6iHauii REGN10933+REGN10987, Bepcis 5 Big 24
motoro 2021 p., aHrnificbkolo MoOBOW; Jocbe pocnimKyBaHUX nikapcbkux 3aco6ie CASIRIVIMAB
(KacipiBima6, REGN10933) Ta IMDEVIMAB (ImgeBima6, REGN10987), Bepcia 2.5 Big 03 uepBHsa 2021
p., aHrNiicbKo MOBOI; 3pa3oK MapKyBaHHSi NEePBMHHOrO nakyBaHHA (thnakoHy) Ta BTOPUHHOIO
nakyBaHHA pociimxyBaHoro nikapcbkoro 3aco6y CASIRIVIMAB (KacipiBima6, REGN10933) ans
pocnigpxkeHHa ACTIV-2/A5401, Bepcia 1.0 Big 26 uepBHA 2020 p., aHrNiICbKO MOBOI; 3pa3ok
MapKyBaHHA NMePBMHHOIO NakyBaHHA (chnakoHy) mocnimkyBaHOro siikapcbkoro 3aco6y IMDEVIMAB
(Imgesima6, REGN10987) pna pocnipxeHHsa ACTIV-2/A5401, Bepcia 2 Big 15 BepecHs 2020 p.,
aHrniicbKkol MOBOI; 3pa3oK MapKyBaHHA BTOPUHHOIO NakKyBaHHA [OC/iLKYBaHOro /iKapCbKoro
3acooy IMDEVIMAB (ImpeBima6, REGN10987) pna pocnipxeHHa ACTIV-2/A5401, Bepcia 2 Big 11
BepecHs 2020 p., aHrMiINCbKOO MOBOIO; 3pa3oK MapKyBaHHA KOMGiHaLii gocnigKyBaHMX NiKapCbKNX
3aco6iB CASIRIVIMAB (Kacipisima6, REGN10933) ta IMDEVIMAB (ImpgeBimao, REGN10987), Bepcis
1.2.0.3 Big, 10 BepecHs 2021 p., YKpPAIHCbKOIO MOBOIO; 3a/ly4eHHs [,04ATKOBUX BUPOOGHUUUNX AiNAHOK:
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, Aapeca: 699 N. Wheeling Road, Suite 111, Mount Prospect, IL,
60056, United States; Fisher Clinical Services UK Limited, United Kingdom; SanaClis s.r.o., Slovakia;
Andersonbrecon (UK) Limited, United Kingdom; Andersonbrecon Incorporated, United States;
Yourway Transport Limited, United Kingdom; OcHoBHa iHtpopMauis ans nauieHTa Ta ¢opma
iHcbopMoOBaHOi 3rogn Ha yyactb y gocnigpkeHHi dpasu lll, aHrniicbkolo MOBOIO AnA YKpaiHu, Bepcia
7.1.1.1 Big 26 cepnHA 2021 p.; OcHoBHa iHhopmauisa ana nayieHta ta oopma iHhopMOBaHOI 3rogn Ha
yyacTb y gocnigxeHHi ¢pasu lll, ykpaiHCbKOO MOBOIO A1 YKpaiHu, Bepcia 7.1.1.1 Big 26 cepnHsa 2021
p.; OcHoBHa iH(hopmauisa anAa naugieHta ta popma iHhOpMOBaHOI 3rogu Ha yvyacTtb Yy A[OCAIgKEHHI
chasum lll, pociiicbkoio MOBolO AnA YkpaiHu, Bepcia 7.1.1.1 Big 26 cepnHa 2021 p.; IHopmauisa gns
nauieHTa Ta hopma iHoOpmMoOBaHOI 3rogM Ha 3aCTOCYBaHHA AOCiAKyBaHUX 3aco6iB BMS-986414
(C135-LS) ta BMS-986413 (C144-LS), aHrniiicbkolo MOBOIO AnA YKpaiHu, Bepcia 7.1.1.1 Big 26 cepnHs
2021 p.; IHcpopmauis ana nauieHTa Ta popma iHPOPMOBaHOT 3roAu Ha 3aCTOCYBaHHA AO0CNIAKYBaHUX
3aco6iB BMS-986414 (C135-LS) Ta BMS-986413 (C144-LS), ykpaiHCbKOIO MOBOIO ANA YKpaiHu, Bepcis
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7.1.1.1 Big 26 cepnHA 2021 p.; IHpopmauis AnAa nauyieHta Ta popma iHpopMmoBaHOI 3roguM Ha
3acTocyBaHHA AocnimKyBaHUX 3aco6iB BMS-986414 (C135-LS) Ta BMS-986413 (C144-LS),
pociiicbkolo MOBOIO A/is YKpaiHu, Bepcis 7.1.1.1 Big 26 cepnHsa 2021 p.; IHchbopmauisa ans nauieHTa 1a
cdopma iHpopMOBaHOI 3roaM Ha BBefEeHHA AochifjxyBaHoro npenapary SAB-185 wnsxom
BHYTPILIHbOBEHHOI iHy3ii, aHrNificbkoo MoOBOIO ANA YKpaiHu, Bepcia 7.1.1.1 Big 27 cepnHA 2021 p.;
IHchopmauia ana nauieHTa Ta popma iHhopMoBaHOI 3roan Ha BBeleHHA AOCAifKyBaHOro npenapary
SAB-185 WwWNAXOM BHYTPiLWHbOBEHHOI iH(Y3ii, YyKpaiHCbKOI0 MOBOIO ANns YKpaiHu, Bepcia 7.1.1.1 Big,
27 cepnHa 2021 p.; IHcopmauina ana nauieHta Ta dopma iHpopmoBaHOI 3roauM Ha BBefE€HHA
pocnigpkysaHoro npenapaty SAB-185 wnAaxom BHYTPilWHbOBEHHOI iH(Y3il, pocilicbkolo moBotlo Ans
YKpaiHuu, Bepcia 7.1.1.1 Big 27 cepnHa 2021 p.; IHcopmauia ana naudieHta Ta ¢hopma iHopmoBaHoI
3rogM Ha BMKOPUCTaAHHA A0[aTKOBMX 3pasKiB, aHIMilicbKo MOBOIO Ans YKpaiHu, Bepcia 7.1.1.1 Big,
20 cepnHAa 2021 p.; IHchopmauis gna nauieHta Ta ¢popma iHPOPMOBAHOT 3rogM Ha BUKOPUCTAHHSA
[O0AaTKOBUX 3paskKiB, YKPaiHCbKOKO MOBOK AnA YKpaiHu, Bepcia 7.1.1.1 Big 20 cepnHa 2021 p.;
IHchopmauia gna naudieHTa Ta ¢popma iHhopMoBaHOT 3roaM Ha BUKOPUCTAHHA A0[ATKOBUX 3paskiB,
pociiicbkolo MoBOW Ana YkpaiHu, Bepcia 7.1.1.1 Big 20 cepnHa 2021 p.; IHcopmauia npo
pocnipkeHHa ACTIV-2/A5401 (Adapt Out COVID) gna yyacHukiB (npoTokon Bepcia 7.0), Bep. 4.1
OCTATOYHA ans YkpaiHu Big 03 cepnHa 2021 p. (Maiictep Bep. 4.0 OCTATOYHA Big 13 nunHsa 2021
p.), aHrniiicbkoto moBoto; IHchopmauis npo gocnimkeHHa ACTIV-2/A5401 (Adapt Out COVID) gns
ydyacHukiB (npotokon Bepcia 7.0), Bep. 4.1 OCTATOYHA pna YkpaiHu Big 03 cepnHa 2021 p.
(Maiictep Bep. 4.0 OCTATOUYHA Big 13 nunHa 2021 p.), nepeknag yKpaiHCbKOK MoBol1o; IHhopmauis
npo pgocnimkeHHs ACTIV-2/A5401 (Adapt Out COVID) ans yyacHukis (npotokon Bepcia 7.0), Bep. 4.1
OCTATOYHA ansa Ykpainu Big 03 cepnHsa 2021 p. (Maiictep Bep. 4.0 OCTATOYHA Big 13 nunHa 2021
p.), Nnepeknag pociicbkoo MOBOLO; LLLOAEHHUK yyaCcHUKA [OCAIMKEeHHSA, iIHCTPYKLUiT ANnA y4yacHUKa,
HoMep npoTtokony A5401, octatouHa Bepcia5.0 Big 1lcepnHa 2021 p., aHrAIACbLKOW MOBOIO;
LLloaeHHUK yuyacHUKa AOCNimKeHHA, iIHCTPYKUIT ANA yyacHUKa, HOMep npotokony A5401, octatouHa
Bepcin 5.0 Big 1llcepnHa 2021p., nepeknag YKpaiHCbKO MoBoOw; LLoAeHHUK Yy4yacHUKa
[OocnipKeHHA, IHCTPYKUIT ANA ydyacHuKa, Homep npotokony A5401, octatouHa Bepcisa5.0 Big
11 cepnHsa 2021 p., nepeknapg, pociicbKolo MOBO; 3pa3oK MapKyBaHHA [OC/IiAKYBaHOIo NiKapCbKOro
3acoby SAB-185, Bepcis 1.2.0.3 Big 31 cepnHa 2021 p., yKpaiHCbKOI0 MOBOIO; YTOUHEHHs1 Ha3Bu O/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) 10 npoTOKO/y KNiHIYHOrO
JocnipkeHHs «JocnimpkeHHa Ha aganTuBHIlA nnatdopMi Ans NikyBaHHA aMOynaTopHux nauientisa 3 COVID-
19 (Adapt Out COVID)», kog gocnigxeHHss ACTIV-2/A5401, octaTtoyHa Bepcis 6.0 Big 30 kBiTHA 2021 poky ;
CMoHcop - HauioHanbHWiA IHCTUTYT aneprii Ta iHgekuUinHnx 3axsoptoBaHb, CLUA (National Institute of Allergy
and Infectious Diseases, USA)

3aaBHMK - ToBapuctBo 3 O6MmexeHow BignosigasbHicTio «KOHTpakTHO-JocnigHuupka OpraHisauis
IHHOGhapM-YKpaiHa»



