JopaTtok

«Mepenik NpoTOKONIB K/iHIYHUX BUNPOOGYBaHb NiKapCbKUX 3aco6iB Ta CYTTEBUX MOMPaBOK [0
NPOTOKO/IiB MDKHApPOAHUX OaraToUEeHTPOBUX KMIHIYHUX BUNPOOGYyBaHb JiKapCbKUX 3acob6iB Ans
NniKyBaHHA Ta nNpodiiNakTUKN KOpOHaBipyCHOi xBopo6u (COVID-19) B YKpaiHi, po3rnsiHyTux Ha
3acigaHHAX HEP Ne 34/COVID-19 Tta HTP Ne 79/COVID-19 Big 25.11.2021, Ha Aki 6y/in OoTpUMAaHi
NO3UTUBHI BUCHOBKM €KCNepTiB»

1. «PaHgowmizoBaHe, noAgiliHe cnine, nnauebo-KOHTPO/ibOBaHe [AOCMNiMKEHHsT ha3nm 3 A1 OUIHKK
edheKTMBHOCTI Ta 6e3neyHoCcTi npokcanyTamigy (GT0918) y am6ynatopHMx nauieHTiB 3 iHgekuieto COVID-19
JIErKOro Ta NOMIPHOro CTYNEHIB TSHXKKOCTI», KoA gocnigxeHHs GT0918-US-3001, sepcis 2.0 Big 08 nunHa 2021
POKy., cnoHcop - «Cyxoy KiHTop ®apmachtoTikanc, IHk.»/ Suzhou Kintor Pharmaceuticals, Inc., United States
®a3za - Il

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne MM.1.B. BigNoBigaLHOro AocifgHuKa

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 3aB. Big. lN'yHaepTaiino B.1.

KuiBcbka KniHiyHa nikapHA Ha 3a/lisHu4Homy TpaHcrnopTi Ne 2 inii «LieHTp 0XopoHu 34,0poB’a»
aKUiOHepHOro ToBapmucTBa «YKpaiHcbKa 3ani3HuusA», NysIbMOHO/IOrYHe BigaineHHs, M. Knis

2 K.M.H. AkoBeHko O.K.

KomyHanbHe nignpueMcTBo «BonuHCbka o6n1acHa kiiHivHa nikapHsa» BonnHcbKol obnacHoi paau,
iHdbekuiiHe BigaineHHa Ne2, ceno Tapacose, JlyLbKkuii paiioH, BosimHcbka 061.

2. BkovyeHHs A0[AaTKOBOro Micusl NpoBeAeHHs1 KNiHIYHOro AocnigXeHHA [0 MPOTOKO/Y K/IiHIYHOro
pocnimpkeHHss «baratoetanHe, mogudikoBaHe noAgiiHe cnine AOCAiMKEHHS diasn 3, WO NPoBOAUTLCS B
GaraTbOX NapanesbHUX rpynax ass ouiHku edeKTMBHOCTI, 6€3NeYHOCTI il iIMyHOTeHHOCTI ABOX aA’lOBaHTHUX
PEeKOMGIHAHTHUX GiNIKOBUX BaKUUH (MOHOBa/IEHTHOI Ta 6iBasieHTHOT) NpoTn SARS-CoV-2 ans 3anobiraHHs
COVID-19 y gopocnux Bikom 18 pokiB i cTaplie», ko gocnipkeHHs VAT00008, 3 nonpaskoto 01, Bepcis 5.0
Big 08 BepecHs 2021 poky; cnoHcop - Sanofi Pasteur Inc., USA (CaHodi MacTep IHK., CLUA)

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3Ba Micus npoBefeHHs K/1iHIYHOro BUNPOo6yBaHHS

1 K.M.H. lNongakosa I'.B.

MeanuHuin LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAA/LHICTIO «MeanuHuii ueHTp «KoHcuniym
Megikan», KMiHiKO-KOHCYNbTaTVBHE BigfiNneHHs, M. KuiB
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

3. 3miHa cnoHcopa pgocnipkeHHA 3 «KiHTop ®apmacbloTikans, IHK.» (Kintor Pharmaceuticals, Inc.),
CLUA, Ha «Cywkoy KiHTop ®apmacbloTikans, IHK.» (Suzhou Kintor Pharmaceuticals, Inc.), Kutalicbka
HapopgHa Pecny6nika [0 NMPOTOKONY K/IHIYHOrO AOCNiMKEHHS «PaHfomi3oBaHe, noAgiliHe cnine, nnaue6o-
KOHTpO/IboBaHe gocnimkeHHs dpasm I ans ouiHkm echekTMBHOCTI Ta 6e3neyHocTi npokcanytamigy (GT0918)
y rocnitanizoBaHmx naujieHTiB i3 COVID-19», kog gocnimpkeHHa GT0918-US-3002, sepcisa 1.0 Big 11 yepBHs
2021 poky; cnoHcop - Kintor Pharmaceuticals, Inc. («KiHTop ®apmachbtoTikans, IHK.»), CLUA

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

4. OcHoBHa iHthopmMaLifa ansa nauieHTa Ta hopma iHPOPMOBaHOT 3ro4u Ha yyacTb Y gocnigkeHHi chasu
lll, aHrnilicbkoo MOBOIO A1A YKpaiHu, Bepcia 7.1.2.1 Big 05 nuctonaga 2021 p.; OcHoBHa iHchopMmauis
Ans nauieHTa Ta oopma iHchopMoBaHOi 3rogun Ha yyacTb Y gocnigkeHHi ¢pasu lll, ykpaiHCbKOO MOBOIO
AnA Ykpaiuu, Bepcia 7.1.2.1 Big 05 nuctonaga 2021 p.; OcHoBHa iHthopmauis ana nauieHTa 1a popma
iHhopMOBaHOI 3rogu Ha ydactb y gocnigkeHHi casn lll, pocilicbkolo MOBOI AnsA YKpaiHu, Bepcia
7.1.2.1 Big 05 nuctonapga 2021 p.; IHchopmauis ans nauieHTa Ta oopma iHpopmMOBaHOT 3rogun Ha yyacTb
y nonepeaHbLOMY CKPUHIHTY, aHI/1iACbLKOI0 MOBOIO ANnsA YKpaiHu, Bepcia 1.0.2.1 Big 05 nuctonaga 2021
p.; IHchopmaunia ana nadieHTa Ta popma iHPOPMOBAHOI 3roAgun Ha ydacTb Yy nonepegHbOMY CKPUHIHTY,
YKpaiHCbKOI0 MOBOIO A5 YKpaiHu, Bepcia 1.0.2.1 Big 05 nuctonaga 2021 p.; IHchopmaunia gnsa nauieHta
Ta dpopma iHhopMoOBaHOi 3roaM Ha yyacTb y nonepegHbOMY CKPUHIHTY, POCiliCbKOKO MOBOK ANis
YKpainn, Bepcia 1.0.2.1 Big 05 nuctonaga 2021 p.; SF-36v2® onutyBa/IbHUK «Balle 340poB’a Ta
camMmono4yTTsA», YKpaiHCbKOI MOBOLO ANA YKpaiHu, Big, 15 nuctonaga 2021 p.; SF-36v2® onuTyBaJIbHUK
«Bale 340poB’a Ta caMOMOYYTTA», POCIfiCbLKOIO MOBOK AnA YKpaiHu, Big 15 nuctonaga 2021 p.;
AHKeTa wWoao cTtaHy 3gopoB’ss EQ-5D-5L, ykpaiHCbKOIO MOBOK ANns YKpaiHu, Bepcisa 1.1, Big 12



nuctonaga 2021p.; OnuTyBa/IbHUK WOAO0 CTaHy 3a0poB’s EQ-5D-5L, pociiicbkoto MOBOIO Ans YKpaiHu,
Bepcis 1.1, Big 12 nuctonaga 2021 p.; focnimkeHHAa ACTIV-2 - nucT go nikyto4doro nikaps, Big 30 nMnHsA
2021 p., Bepcis 3.0, ykpaiHCbKOIO MOBOIO ANA YKpaiHU, nepeknageHo 20 BepecHs 2021 p.; JocnifKeHHsA
ACTIV-2 - nucT pgo nikyrouoro nikaps, Big 30 nunHa 2021 p., Bepcisa 3.0, pocilicbkoo MOBOIO A
YKpaiHu, nepeknageHo 20 BepecHs 2021 p.; QocnigkeHHa ACTIV-2 - iHcdopmauiiiHuii nucT, Big 11
cepnHa 2021 p., Bepcia 2.0, ykpalHCbKOIO MOBOIO ANA YKpaiHu, nepeknageHo 20 BepecHs 2021 p.;
AocnipkeHHa ACTIV-2 - iHdhopmauiiHuii nucT, Big 11 cepnHsa 2021 p., Bepcisa 2.0, pociificbkol0 MOBOIO
ANnA YKpaiHn, nepeknageHo 20 BepecHsa 2021 p.; AocnigpkeHHsa ACTIV-2 — peknaMHuiA nocTtep, Big, 28
nunHAa 2021 p., Bepcia 2.0, yKpaiHCbKOKO MOBOIO A1 YKpaiHu, nepeknageHo 20 BepecHAa 2021 p.;
AocnigxeHHa ACTIV-2 — peknamHuii noctep, Big, 28 nunHa 2021 p., Bepcis 2.0, pocilicbKoo MOBOO A5
YKpaiHn, nepeknageHo 20 BepecHA 2021 p.; CueHapiii TeneOoHHOI po3MOBU ONsA [OCAIOKEHHSA
ACTIV-2 i3 3acTOCyBaHHA MOHOK/MNOHa/IbHUX aHTUTIN Ta iHWWX nNpenapaTis B aMOy/1laTOPHUX YMOBaX,
npotokon 7 (gna KaHaau ta KpaiH nosa mexamu [liBHiUHOT Amepukn), Bep. 1, 13 nunHa 2021 p.,
YKpaiHCbKOKO MOBOI; CueHapiii TenecoHHOT po3moBu ana pgocnigkeHHa ACTIV-2 i3 3acTocyBaHHs
MOHOKJ/TOHaJIbHMUX aHTUTIN Ta iHWKUX NpenapaTiB B aMOy1aTOpHUX YMOBaX, NpoTokon 7 (ans KaHaau ta
KpaiH nosa mexamu MiBHIYHOT AMepuKn), Bep. 1, 13 nunHa 2021 p., pocilicbkoo MoBo1o; locnigKeHHA
ACTIV-2 - Be6-caiiT gocnigKeHHs, Big 12 nunHa 2021 p., Bepcis 6.0, ykpaiHCbLKOIO MOBOLO AJ1s1 YKpaiHu;
AocnipkeHHsa ACTIV-2 - BeG-caT gocnigkeHHs, Big 12 nunHa 2021 p., Bepcif 6.0, pocilicbKolo MOBOIO
AnA Ykpaiun; AocnipkeHHA ACTIV-2 — TeKCT BeG-calTy AOCNIMKEHHSA, Big 12 nunHA 2021 p., Bepcia 6.0,
YKpaiHCbKOI0 MOBOIO AnA YkpaiHu; focnipkeHHA ACTIV-2 — TeKCT Be6-cailTy AOC/iAKEHHA, Big 12
nunHAa 2021 p., Bepcia 6.0, pocilicbkolo MOBOLO A YKpaiHu; focnimkeHHsa ACTIV-2 — kapTKa Nogsiku,
Big, 04 BepecHs 2020 p., Bepcisa 1.0, ykpaiHCbKOIO MOBOIO Asisl YKpaiHu; focnigpkeHHsa ACTIV-2 - kapTka
noasku, Big 04 sepecHs 2020 p., Bepcia 1.0, pociicbKoto MOBOO ansa YKpaiHu; focnimpkeHHa ACTIV-2 -
iHhorpadpika «LLLo Take MOHOK/OHa/bLHI aHTUTINA?», Big 15 BepecHs 2020 p., Bepcia 1.0, yKpaiHCbKOO
MoBoOIo AN YKkpaiHu; JocnimkeHHAa ACTIV-2 - iHdorpadika «LLL,o Take MOHOK/TOHa/IbHI aHTUTINa?», Bif
15 BepecHs 2020 p., Bepcis 1.0, pociiicbkoto MoBoto anA Ykpainu; flocnimkeHHA ACTIV-2 - TeKcT Bigeo
LWOA0 PO3YMIHHA KNIHIYHMX gocnimKeHb, Bif 10 cepnHa 2020 p., Bepcisa 2.0, yKpaiHCbKOIO MOBOIO A1
Ykpainu; LocnigpxkeHHA ACTIV-2 — TeKCT Bifeo WwoA0 po3yMiHHA KNIHIYHUX gocimKeHb, Big 10 cepnHs
2020 p., Bepcis 2.0, pociiicbKolo MOBOO anA YKpainu; JocnigkeHHa ACTIV-2 - Bigeo wWoao0 po3yMmiHHSA
KNiHIYHUX pocnimxeHb, Big 10 cepnHAa 2020 p., Bepcia 2.0, yKpalHCbKOIO MOBOIO A1 YKpaiHu (Ha
eneKTpoHHOMY Hocii); AocnimpkeHHa ACTIV-2 - Bigeo Woa0 po3yMiHHS KNIHIYHUX AocnifmKeHb, Big 10
cepnHA 2020 p., Bepcia 2.0, pocCiificbKoo MOBOI AnA YKpaiHu (Ha eNeKTPOHHOMY HOCIT) A0 NPOTOKOTY
KniHiYHOro BUNpo6yBaHHsA «oC/imKeHHs1 Ha aaanTMBHIN nnaTtopMi ANs NikyBaHHS aMmGynaTopHMX NaLieHTIB
3 COVID-19 (Adapt Out COVID)», koa pocnigpkeHHs ACTIV-2/A5401, octaTtouHa Bepcis 7.0 Big 29 yepsHS
2021p.; cnoHcop - HauioHanibHWIA IHCTUTYT aneprii Ta iHekuiiHnx 3axBoptoBaHb, CLUA (National Institute of
Allergy and Infectious Diseases, USA)

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»



