Jopartok

«Mepenik NpoTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB K/iHIYHUX BUNPOOYBaHb nNIiKAPCbKUX 3aco6iB ANA JlikyBaHHA Ta npodpinakTuku
KOpOHaBipycHOI XxBopo6u (COVID-19) B YKpaiHi, po3rnsiHyTux Ha 3acigaHHax HEP Ne 35/COVID-19 ta
HTP Ne 80/COVID-19 Big 30.11.2021, Ha siKi 6yn1 oTpMMaHi NO3UTUBHI BUCHOBKMN eKCcnepTiB»

1. «MPOCMNEKTVBHE PAHAOMI3OBAHE BIAKPUTE AOCAIAXEHHA ®A3U 11 B ABOX 'PYMAX 3 OLIHKA
BE3MNEKN, MEPEHOCUMOCTI TA E®EKTUBHOCTI NIKYBAHHA MPEMAPATOM RAVISAR (FS-20) ¥
FOCMNITANIBOBAHUX MAUIEHTIB 3 AIATHO30OM NOCTPA ANXANTbHA HEAOCTATHICTb, NOB'A3AHA 3
COVID-19, WO HE MOTPEBYKOTb IHBA3VBHOI WTYYHOI BEHTUAALIT JIEFEHb», Kog, AOCNIAKEHHS
PST-002-UA, Bepcisa 1.1 Big 12 nuctonaga 2021 p., cnoHcop - dapmaceT f114., I3PAINb

®asza -l

3asaBHuK - TOB «KniHikan AkcenepeiTop», YkpaiHa

No M.1.B. BigNOBiAAIBLHOrO [OCNIAHMKA,

n/n Ha3Ba MicL NpoBefleHHs KNiHIYHOro BUNpo6byBaHHSA

1 | k.M.H. Conspuk C.O.

KomyHasnbHe HekomepuiiiHe nignpuemcTBo «KWiBCbka MiCbka KiHiYHa nikapHs Ned» BMKOHaBYOro
opraHy KuniBcbkoi Micbkoi pagy (KUiBCbKOT MiCbKOT AepXXaBHOi agMiHicTpau,ii), iHhekuiiHe BiagieHHs,
M. Knis

2. flocbe pocnipKyBaHOro JlikapcbKoro 3aco6y AT-527 ta6netku, 550 Mr (BinbHa ocHOBa) Ta nnaue6o
[o AT-527, Bepcis Big 20 xoBTHA 2021 p., aHrnificbkoo MoBOIO; MOAOBXEHHA TEPMiHY NMPUAATHOCTI
J[OCNiopKYBAHOTIO NliKapCbKOro 3acooy AT-527 taéneTtku, 550 Mr (BinbHa ocHOBa) Ta nnawe6o go AT-527
Ao 30 micAuiB; BKIOUYEHHA [0AATKOBOI BUPOGHMUOI AINAHKU ONA AOCAIAKYBAHOro JiKapCbKoro
3aco6y AT-527 tabneTtkn, 550 mr (BinbHa ocHoBa) Ta nnaye6o o AT-527, Alcura Health Espana SA, C/
Marie Curie 54, Poligono Ca N’Alemany, Viladecans, 08042, Barcelona, IcnaHisi 40 NpOTOKOY KNiHIYHOTO
BMNpobyBaHHA «®dasa 2, paHAOMi30BaHe, NoAgBiliHe chine, nnaueb0-KOHTPObOBaHE AOCAIMKEHHS 3 METOH
OUjiHKM 6e3nekmn Ta echekTMBHOCTI Npenapaty AT-527 y nauieHTis 3 COVID-19 cepejHbOro CTyneHs TSXKOCTI»,
kog, pocnimxkeHHsa AT-03A-001, sepcis 9.0 nonpaska 8, Big 26 cepnHsa 2021; cnoHcop - ATea PapmacbkloTikan3
IHk., CLUA / Atea Pharmaceuticals, Inc., USA

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

3. OHoBneHuii MpoTtokon KniHiyHOro pgocnigkeHHsa VIR-7831-5008, Bepcia 3 nonpaBkoto 3 Big 04
XXOBTHA 2021 p., aHrnificbkoio MoBow; VIR-7831-5008 (gocnigkeHHA kKomnaHii «FCK» 217114)
IHchopmaunia ana naudieHta Ta dhopma iHchopmoBaHoi 3rogu Bepcia 4.0 gnA YKpaiHW, aHrNiiCbKOO
MOBOI0 Bijf, 22 )xoBTHA 2021 p.; VIR-7831-5008 (gocnigxeHHa komnaHii «FTCK» 217114) IHchopmaunia gns
nauieHTa Ta hopma iHhopmoBaHoi 3rogu Bepcia 4.0 Ana YKpaiHn, YKpaiHCbKOKO MOBOIO Bij, 22 )XOBTHA
2021 p.; VIR-7831-5008 (pocnigxeHHsa KomnaHii «FCK» 217114) IHdhopmauia gna nauieHta ta oopma
iHbopmoBaHoi 3roau Bepcia 4.0 ansa YkpaiHu, pocilicbkolo MOBOIO Bif, 22 xoBTHSA 2021 p.; Bpowypa
pocnigHuka pocnipkyBaHoro nikapcbkoro 3aco6y VIR-7831, Bepcia 3 Big 11 nuctonaga 2021 p.,
aHrNiicbKOK MOBOIO [0 NPOTOKO/TY KNiHIYHOro BUNpo6yBaHHSA «PaHAomi3oBaHe, baraToLueHTPoBeE, BigKpuTe
JocnimpkeHHa dasu 3 aAnsa ouiHkM edpekTUBHOCTI, 6e3neyHoCTi Ta NePeHOCUMOCTi MOHOK/IOHaUTLHOIO aHTUTiNna
VIR-7831 (sotrovimab) npu MNOpPIBHAHHI BHYTPILUHLOM'A30BOr0 Ta BHYTPILLHBOBEHHOIO LWIAXIB BBEAEHHSA
JocnimpkyBaHOro Jlikapcbkoro 3acoby Ans  NikyBaHHS KOpOHaBipycHoi xBopobu 2019 (COVID-19)
Nerkoro/nomipHoro CTyneHs TSXKKOCTI Yy HerocnitTaniaoBaHux MauieHTiB rpynu BUCOKOTO PU3NKY», KOL
pocnipxkeHHs VIR-7831-5008, sepcis 3 nonpaBkoto 2 Bif 29 yepBHA 2021 p.; cnoHcop - «Bip bioTekHonomxu,
IHK.», CLLUA (Vir Biotechnology, Inc., USA)

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCTiO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

4. BK/1IOYEHHA A0AAaTKOBOro Micus nNpoBefeHHA K/iHIYHOro BUNPoOGyBaHHA B YKpaiHi 4O NpOTOKO/y
KMiHIYHOTO  JocnigpkeHHs «baratoueHTpoBe, paHAoOMi30BaHe, MoABiHe-caine, nnaueb0-KOHTPOIbOBaHe
JocnimpkeHHs 3 dpasu 3 MeToH OLiHKM edheKTUBHOCTI Ta 6e3neyHocTi MK-4482 ans 3anobiraHHs COVID-19
(na6opatopHo nigTBepOKeHoi iHthekuil SARS-CoV-2 i3 HasgBHUMY CUMIITOMaMK) Yy IOPOCNNX, SIKi NPOXMBaOTb
i3 oco6oto 3 COVID-19», koa pgocnigxeHHs MK-4482-013, 3 iHkopriopoBaHoto nonpaskoto 01 Big 23 cepnHs
2021 poky; cnoHcop - «Mepk Wapn EHAg Joym Kopn.», godipHe nignpnemcteo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

No M.1.6. BignoBiganbHOro gocnigHunka,

n/n Ha3Ba MiCLS NPOBEAEHHS KMIHIYHOro BUNPOOYBaHHS

1 | k.m.H. CTOB6aH M.IM.
KomyHasilbHEe HekomepLjiiHe nianpuMeEMCTBO «IBaHO-®PpaHKiBCbka 06/acHa KiHivHa iHdekujiiiHa
nikapHs IBaHo-PpaHKiBCbKOI 061acHoi paau», BiaaineHHs Ne3, M. IBaHO-PpaHKiBCbK
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/J, YKpaiHa»




5. Mpaddik BisuTIB gocnimkeHHs i WoAeHHi HaragyBaHHsA, Bepcis 2.0 Big 09 nuctonapga 2021 poky
YKpPaiHCbKOI Ta POCIACbKOIO MOBamMu [0 MPOTOKONY KAiHiYHOro BunpobysaHHa «PAHAOMI3SOBAHE
NOABIMHE CNINE MNALUEBO-KOHTPO/IbOBAHE (3 ABOMA MNALIEEO) AOCNIAKEHHA ®A3W 2/3
OUIHIOBAHHA E®EKTUBHOCTI, BE3MNEKW TA MEPEHOCUMOCTI NEPOPA/IBHOIO 3ACTOCYBAHHA
MPENAPATY PF-07321332/PUTOHABIPY B 2 PEXXVIMAX ON1A NOMNEPEAKEHHA CUMMATOMATUYHOI
IHOEKLII SARS-COV-2 Y [OOPOCNNX OCIB, AKI KOHTAKTYBA/NIN 3 OCOBOK), XBOPOKD HA
CUMAOTOMATUYHE KOPOHOBIPYCHE 3AXBOPKOBAHHA COVID-19», kof pocnigpkeHHss C4671006,
thiHasIbHa Bepcisi MPOTOKOY 3 iIHKOPNOpoBaHoto nonpaskoto 1 Big 20 cepnHs 2021 p.; cnoHcop - Mdpaiizep IHK.,
CLIA

3asaBHUK - Mdcpaiizep IHK., CLUA

6. 3miHa Micusa nNpoBepeHHs1 K/iHIYHOro BUNpoGyBaHHSA; OHoBMeHa IHAUBiAyanbHa peecTpauiiiHa
t¢hopma Bepcii 3 Big 31.08.2021 10 NpOTOKOAY K/iHIYHOro BUNpobyBaHHA «baraToueHTpoBe, paHAoMi3oBaHe,
noAgiiHe-cnine gocnimpkeHHs edpeKTMBHOCTI Ta NepeHocMMOcTi npenapaty dnasoBip, kancynun (TOB «HBK
«Ekothapm», YKpaiHa) y nauieHTiB 3 COVID-19 cepefHbOro CTYNeHK TSXKKOCTI, WO OTPUMYIOTb 6asucHy
Tepanito», kKoa pocnimpkeHHs EFIFLAVICINMAPO/05-II, Bepcia 2 Big 17.02.2021.; cnoHcop - TOB «HBK
«Ekodhapm», YkpaiHa

BYNO CTA/O
K.M.H. XapuTtoHtok P.O. K.M.H. XapuTtoHtok P.O.
KomyHasbHe HekoMepLiiHe nignpuemcTso | KomyHasibHe HekomepLiiHe nignpUeEMCTBO
«LleHTpanbHa Micbka slikapHs» PiBHEHCBKOI MICbKOI | «LleHTpasibHa Micbka MikapHsi» PiBHEHCBKOT MiCbKOi
paau, yponoriyHe BiAgineHHs | pagw, iHdekuiiHe BiagineHHsa, M. PiBHe
nepenpodinboBaHe nig iHekuiliHe BigAineHHs,
M. PiBHe

3anBHuK - TOB «HBK «Ekothapm», YkpaiHa



