JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 02 Big 20.01.2022, Ha siKi 6yn11 OTPpUMaHi MO3UTUBHI BUCHOBKMN €KCMNepPTIB.»

1. JonoBHEHHA A0 po3ainy Jocbe [OCNIAKYBAHOro NlikapCcbKoro 3acooy 3.2. «[laHi No AKOCTi», Bepcia
2.0 Big 18 nuctonaga 2021, aHrnificbkoto MoBOK; OHOBJ/IEHa Bepcis bpowypu gocnigHuka, Bepcis 7.0
Big 11 nuctonapga 2021, aHrnificbKord MOBOK [0 NPOTOKOY KAiHIYHOTO BunpobyBaHHA “foresiGHt:
baraToueHTpoBe, paHAOMi30BaHe, 3 Napase/lbHUMK rpynamMmu, nnauebo-KoHTposiboBaHe (NoAgiiHe crine) Ta
aKTMBHO-KOHTPO/IbOBaHe (BiAKpUTE) AOCMIMKEHHST €DEKTUBHOCTI Ta 6e3nekn LWOTMXHEBOTO 3aCTOCYBaHHS
JNIoOHanercomaTtponiHa B MOpPiBHSHHI 3 niauebo, a TakoX B MOPIBHAHHI 3 COMATOTPONIHOM LOAEHHOIO
3aCTOCyBaHHA y A0poCcAnx 3 AeduiumMToM ropMoHy pocTty”, koa aocnigkeHHss TCH-306, Bepcis npotokony 2.0,
Big 06 cepnHa 2020; crnoHcop - AcueHgic ®apma EHgokpiHonomku AisibkH A/C, OaHia (Ascendis Pharma
Endocrinology Division A/S, Denmark)

3aaBHUK - AKuensciops /114, YropwuHa

2. OHoBneHuit Mogynb 2 poOcCbE [OCAIMKYBAHOIO nikapcbKkoro 3aco6y Ralmitaront RO6889450
(Ralmitaront, Ro 688-9450/F09, Film-Coated Tablet, 150 mg; Ralmitaront, Ro 688-9450/F14, Film-Coated
Tablet, 150 mg; Ralmitaront, Ro 688-9450/F10, Film-Coated Tablet, 45 mg; Ralmitaront, Ro 688-
9450/F15, Film-Coated Tablet, 45 mg; Ralmitaront, Ro 688-9450/F12, Film-Coated Tablet, 150 mg
Placebo; Ralmitaront, Ro 688-9450/F11, Film-Coated Tablet, 45 mg Placebo; Risperidone, Ro 115-
4427|F02, Hard Capsule, 2 mg; Risperidone, Ro 115-4427/F05, Hard Capsule, 2 mg; Risperidone, Ro
115-4427/F04, Hard Capsule, 2 mg Placebo) Bepcis Big rpyaHsa 2021 p., aHrnificbKoo MoBOK; BHeCceHHs
[OAAaTKOBOI HasBU [OCAigKyBaHOro nikapcbkoro 3acoGy: Ro 688-9450/F14 (RO688-9450-F14),
TabneTkn, BKPUTi NNiBKOBOIO 060M10HKOK no 150 mr Nel8 y nnawui; 150 mr (Mminirpamis); BHeceHHsA
[O0AaTKOBOI HasBU AOCAigKyBaHOro nikapcbkoro 3acoGy: Ro 688-9450/F15 (RO688-9450-F15),
TabneTkn, BKPUTi NNiIBKOBOK 06G0/I0HKOK Mo 45 mr Nel8 y nnsawui; 45 mr (MinirpamiB) go npoTokony
KIIHIYHOTO JocnimxkeHHs «baraToueHTpoBe, paHAOMi30oBaHe, MOABiHE cnine, y napanefibHWX rpynax,
nnaueb0-KoOHTPOIbOBaHe AocnimkeHHs da3n Il ana ouiHkM edyeKTUBHOCTI Ta 6e3neyHocTi npenaparty
R0O6889450 (PasiMiTapOHT) y NOPIBHAHHI 3 Niauebo y nauieHTiB i3 Wn30gpeHield abo 3 Wn30aeKTMBHUM
po3nanom y ctafii 3arocTpeHHs», ko gocnimkeHHs BP41743, sepcia 5 Big 06 xoBTHA 2021 poky; CnoHcop -
®. XodhdpmaHH-/1s Pow Jita, Weeiuapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCTio «kKoOHTpakTHO-JocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

3. 3anyueHHA [A0[AaTKOBOro BUPOGHMKA npenaparty nopiBHAHHA Cisplatin Accord 100 ml, 1 mg/ml,
KOHLUEHTpaT ANA po3unHy ans iHdysiin, 1 mrimn, no 100 mn y dnakoHi, no 1 dp1akoHy y KapTOHHIW
KopoOui: «Intas Pharma Ltd (SEZ)», India go npoTokosny KniHiyHoOro pocnimpkeHHsa LIBRETTO-431:
BaraToueHTpoBe, paHAoMi3oBaHe, BigkpuTe pocnigxeHHsa Il da3n nopiBHAHHA Tepanii npenapaTom
CennepkartiHi6 3 Tepani€lo npenaparaMmy Ha OCHOBI NOXiAHWX M1AaTUHU B NOEAHAHHI 3 NneMeTpekcen0oM B abo
6e3 komGiHauii 3 npuiiomom nembposisymaba B SAKOCTI nepwlol AiHii  JlikyBaHHA MOLUMPEHOro  4un
MeTacTasyruoro HegpPiGHOKTITUHHOIO paky JIEreHi 3 HasABHICTHO ribpuaHoro reHa RET, kog gocnigpkeHHs J2G-
MC-JZJC, Bepcis 3 iHkopnopoBaHot nonpaskoto (d) Big 18 nuctonaga 2020 poky; cnoHcop - Eni Jlinni eHg,
Komnani, CLLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

4. OHOBEHe AOChE Ha JocigKyBaHuii nikapcbkuii 3aci6 (IMPD) BT051, kancynu, 200 mr, Bepcis 02 Big,
rpygHa 2021 p., aHrniiicbkoio MoBotlo; [MofoOBXEHHA TepMiHy NpuagaTHOCTI AOCNiMKyBaHOro
nikapcbkoro 3aco6y BT051 ta BignosigHoro nnaue6o, kancynu, 200 mr, 3 12 ao 24 micauis 1o
MPOTOKOMY  KNiHIYHOTO  [OCNIOXeHHS  «baratoueHTpoBe  paHAoMi3oBaHe  niauebo-KoOHTPOsIboBaHe
JocnimpkeHHs 6aratopa3oBo 3pocTanuux 403 NepopasibHOro npoTusanansHoro 3acoby BT051 y nauieHTis i3
aKTVBHUM Bupaskosum konitom (BK) Big MOMIpHOro [0 BaXKOro CTyneHs», Kog gocnimkeHHs BT051-1-002,
Bepcis 2.0, nonpaska 1 Big 22 nunHaA 2021 p.; cnoHcop - «bakaiiiH TepanbtoTike, IHK.»/Bacainn Therapeutics,
Inc., CLLA

3asaBHUK - TOB «biomanac», YkpaiHa

5. OHoBneHwuii MpoTokon KniHiuHOro Bunpo6yBaHHsa SEL-212/302, Bepcis 6.0 Big 18 )xoBTHA 2021 poky;
OHoBneHa bpowypa pocnigHuka gna SEL-212 (komGiHauia SEL-212, i3 SEL-037 ta SEL-110
(nerinboBaHa ypukasa Ta HaHOYaCTUMHKM, WO 3a3HalOTb OGiogerpapauii, AKi MICTATb panamiyuH),
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BuaaHHA 9 Big 06 cepnHAa 2021 poky; IHopmauis ana nauieHTa i hopma iHpopmoBaHOI 3roan Ha
yyacTb Y HAyKOBOMY KJliHiIYHOMY AocnifpxeHHi, Mogenb ansa YkpaiHu | Bepcia 3.0 Big 12 nuctonaga
2021 poKy (YykpaiHCbKO Ta pociiicbkoio MoBamMu); Martepianv gna naudieHta: 306paxeHHA nopTtany
Ana nauieHta «Longboat Navigating Clinical Trials», Bepcia 1.0 Big 25 niotoro 2021 poky, YKpaiHCbKOI0
MoBoOlI0; 306paXKeHHs1 nopTany Ansa nauieHTa «Longboat Navigating Clinical Trials», Bepcia 1.0 Big 08
KBiTHA 2021 poOKy, pPOCii/icbkol0 MOBOL0; 306paXeHHsA HaBirayiiHOi NnporpamMmy ANA OTPUMaHHSA 3roAau
«Longboat Navigating Clinical Trials», Bepcis 1.0 Big 25 ntotoro 2021 poKy, YKpaiHCbKOO MOBOIO;
306paxeHHA HaBirawiiiHoi nporpamu ana orpumMaHHs 3rogu «Longboat Navigating Clinical Trials»,
Bepcia 1.0 Big 09 kBiTHA 2021 pPOKy, POCIiICbKOKO MOBOK [0 MPOTOKO/Y K/IHIYHOrO AOCIIKEHHS
«PaHpomizoBaHe, noagiliHe-cnine, nnaueb0o-KOHTPOIbOBaHe AOC/iMKeHHS npenapaTty SEL-212 y nauieHTiB 3
nogarpoto, pedpakTepHo A0 CTaHAAPTHOI Tepanii», koA gocnimpkeHHs SEL-212/302, sepcis 5.0 Big 30
XO0BTHA 2020 poky; cnoHcop - Selecta Biosciences, Inc., USA/ «CenekTta baiiocaeHcis, IHK.», CLUA

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

6. OHoBneHwuii MpoTokon KiiHIYHOrO BUNpPOOGyBaHHsA, Bepcisa 4.0 Big 09 nuctonaga 2020 poky, 3
iHKopnopoBaHol nonpaBkolw 02, aHriicbkolo MOBOLO; [loAaToK [0 MNPOTOKOMY KAiHIYHOro
pocnipkeHHa (3axoaun 3 MiHimisauil HacnigkiB y 3B’A3Ky 3 naHaemieto COVID 19), Bepcia 1.0 Big 09
nnctonaga 2020 poky, aHrNilicbKoo MOBO10; [loAaToK A0 NPOTOKOJ1Y K/iHIYHOrO gocnimkeHHs (3axoan
3 MiHiMi3auii HacnigkiB y 3B’A3Ky 3 naHgemiero COVID 19), Bepcia 1.0 Big 09 nuctonaga 2020 poky,
nepeknag yKpaiHCbKO MOBOK Bifg 27 BepecHA 2021 poky; Bpouwypa pocnigHuka ByaecoHigy
(ByaeHodhanbk®), Bepcia 11.0F Big 01 ntotoro 2021 poKy, aHrNiicbKo MoBOW; IHopmauiiHnii
NNCTOK nauieHTa Ta ¢hopma iHthopmMmoBaHoi 3rogun, Bepcia 2.0 gna YKpaiHu Big, 26 cepnHa 2021 poky,
nepeknaj yKkpaiHCbKolo MoBolo Big, 04 BepecHA 2021 poky; IHhopmauiiiHuii N"MCTOK naujieHTa Ta popma
iHbopmoBaHoi 3roau, Bepcia 2.0 gnA YKkpaiHu Big 26 cepnHA 2021 poky, nepeknaj pocCiiicbKolo MOBOLO
Big 04 BepecHs 2021 poky; LLlogeHHMK BeUipHii (eTan nikyBaHHA) ANA KopucTyBadiB-nauieHTiB_ePRO
Evening Diary, Bepcis 1.4 Big 13 BepecHs 2021 poky, yKpaiHCbKOI MOBOIO; LLloaeHHUK BeuipHiii (eTan
nikyBaHHSA) AnAa KopuctyBadiB-nauieHTiB_ePRO Evening Diary, Bepcis 1.4 Big, 13 BepecHA 2021 poky,
pociiicbkolo MOBOI; 3a/lyyeHHs [0[aTKOBUX MiCcub NPOBEeAEHHA KI/iHIYHOrO BUNPOGYBaHHSA;
YTouHeHHs HoMepa EudraCT, npuBnacHeHoro npotokosly BUS-5/UCA [0 MpOTOKOY K/iHIYHOTO
JocnipkeHHs «PaHgomizoBaHe, NoBiiHe criine, nnaueb0-KOHTPO/IboBaHe, 6araToLeHTPOBE AOC/IAKEHHS 3
METOH MOPIBHAHHA ePEKTMBHOCTI Ta 6e3nevyHoCTi KOMBIHOBAHOro 3aCTOCYBaHHS Oy[eCcOoHiay 4 Mr y HOBIN
cdhopmi cyno3uTopiiB i3 mMecanasMHoOM [A/1s1 NepopasibHOro npuinomy Ta MOHOTepanii MecanasvHoM Ansi
nepopasibHOro MNpuUiioMy Yy MauieEHTIB i3 TOCTPMM BMPa3KOBUM KOMITOM», Kof pocnimpkeHHs BUS-5/UCA,
thiHanbHa Bepcisa 2.0 Big 10 cepnHa 2020 poky ; cnoHcop - Ap. ®anbk ®apma Mm6X, HimeuunHa (Dr. Falk
Pharma GmbH, Germany)

3asBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiAnosiganbHICTIo «OCT YKPAIHA»

Ne MM.1.6. BignoBiganLHOro focigHuKa
n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOBGYBaHHS
1 K.M.H. KpaByeHko T.I".

KomyHanbHe HekomepuiiiHe nignpuemcTBo «KuiBCbka Micbka KAiHiuHa nikapHsA Nel8» BMKOHaBYOro
opraHy KwuiBcbkoi Micbkoi pagyn (KUIBCbKOT MICbKOT AepxaBHOT afMiHicTpaLil), NPOKToMorivyHe
BigAineHHs, M. Knis

2 K.M.H. JTo3nHcbka J1.10.

KomyHasnibHe HekomepLiiHe NignprueMcTBO JIbBIBCbKOI 06/1acHOT pagm «J1bBiBCbKa 06/1acHa KiiHIibYHa
NiKapHs», NPOKTOJIOriYHe BigAineHHs, M. JIbBIiB

BYNO CTAJI0
2019-003334-65 2019-003334-16

7. 3pa3oK TEKCTY eNieKTPOHHOro nuctyBaHHA Scout Clincal, Bepcia 1.0 Big 11 xoBTHA 2021 poKy,
YKpaiHCbKOI0 MOBOIO; 3pa30K TEeKCTY eNneKTPoHHoro nuctyBaHHA Scout Clincal, Bepcia 1.0 Big 11
XOBTHA 2021 pOKy, poCiicbKO0 MOBOI; BK/lOUEHHA [0[ATKOBUX MiCUb NPOBeAEHHA KiHiYHOro
BMNPOGYBaHHA [0 NPOTOKONY KAIHIYHOrO AocnimpkeHHs «PaHgomizoBaHe noApiiiHe chine napanenbHe
baraToLeHTpOBe  MiXHapoAHEe  OOCNIMKEHHA  ONA  MOPIBHAHHA  e(eKTUBHOCTI,  (hapMakoKiHETUKM,
thapmakognHamikm, 6e3neyHocTi i iMyHoreHHocTi MB09 (3anponoHoBaHOro GioaHanora geHocymaoy) y
MOpiBHAHHI 3 NpenapatoM Prolia® (3 €C) y XiHOK i3 NOCTMeHoMNay30t0 Ta octeonopo3oM (SIMBA Study)», kog,
pocnipkeHHs MBO09-C-01-19, diHanbHa Bepcia 1.0 Big 30 BepecHa 2021 poky; crnoHcop - mAbxience
Research, S.L., Spain



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

Ne MM.1.B. BignoBiganLHOro gocnigHuka

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPO6GYBaHHSA

1 | K.M.H. ['puueHko .M.

KomyHanbHe HekoMmepuiiHe nignpuemMcTBO «4-a MiCbka KAiHiYHA NikapHa M. JlbBOBa»,
peBmarosnoriyHe BigfineHHs, M. JIbsis

2 | A.M.H., npod. CmisH C.1.

KomyHaslbHe  HekoMepuiiiHe  MiANPMEMCTBO  «TepHOMifIbCbka  YHIBEPCUTETCbKA  JliKapHS»
TepHONINbCLKOI 06/1acHOT paan, PEeBMAaToNorivyHe BiAA4iIeHHS, TepHOMINbCbKMA  HaUiOHasTbHWIA
MeAUYHUA yHiBepcuTeT iMeHi |.A. FopbayeBcbkoro MiHICTEpPCTBA OXOPOHM 340POB'A  YKpaiHw,
Kadpepa BHYTPILWHbOT MeauumHn Ne2, M. TepHoninb

3 | a-M.H., npodp. AumwnH P.1.

KomyHanbHe HekomepLjiiiHe nianpuemcTBo «O6n1acHa KniHivyHa nikapHs IBaHO-PpaHKiBCbKOT 061acHOT
pagun», peBMaTosioriyHe BiAdineHHs, IBaHO-PpaHKiBCbKWI HaLiOHaNbHUIA MeAWYHWUA YHIBEPCUTET,
Kathegpa BHYTPIWHbOI MeguuuHK Nel, KAiHIYHOI iMyHOMOrT Ta anepronorii iM. akagemika
€.M. Heilika, M. IBaHO-PpaHKiBCbK

8. bpouuypa gocnigHuka PF-06947387 (Aztreonam-Avibactam, ATM-AVI), Bepcia 2.0 Big BepecHs 2021
POKY [0 MPOTOKO/Y KMIHIYHOro A0ChimKeHHSA «[pocnekTuBHe paHAoMi3oBaHe 6araToueHTpoBe BigkpuTe
NOPIBHAMIbHE [OCNIAXKEHHS (ha3un 3, WO NPoBOANTLCA B MapasieflbHUX rpynax i3 3acninieHumM LeHTpasibHUM
OLHIOBAHHAM 3 METOK BU3HAYEHHS ed)eKTMBHOCTI, 6e3MeYHOCTi Ta NepeHoCMMOCTi KOMbiHaLii a3TpeoHaMm-
aBi6aktam (ATM-AVI) *meTpoHigason (MTZ) y nopiBHAHHI 3 MeponeHemzkonictuH (MER+COL) pana
NiKyBaHHS CEpPNo3HUX IH(EKLIA, 3YMOBIEHNX TFpaMHEraTUBHUMU OGakTepisiMu, BK/IHOYHO 3i CTiliKMMK [0
6araToKOMMOHEHTHUX MiKapCbKMX 3ac0obiB 30ygHUKaMK, WO NPOAYKYHTE MeTano-6eta-nakramasy (MBL), ans
AKX BapiaHTU NikyBaHHA 0O6MeXeHi abo BifgCyTHi», kog, gocnimxeHHs €3601002, 3 nonpaskoto 1 Big 05 nvnHs
2018 poky; cnoHcop - «daiizep IHk.», CLLUA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

9. 3anyuyeHHA popaTKoBOl BUPOOHUYOI AinbHULI MateoH Itania C.n.A., Itania ana npenaparty
NOpiBHAHHA Conipic, KOHUEHTPAT AJIA PO3UUHY ANA BHYTPIWHbOBEHHUX iH(y3iid, 10 mrimn; 3pa3ok
MapKyBaHHA npenaparty MOPiBHAHHA Conipic, KOHUEHTpAT ANSA PO3YMHY AN BHYTPilUHLOBEHHUX
iHdy3iiA, 10 mr/mn, Bepcia Big 07 rpygHsa 2021 p.; YTOYHEHHS fliKapcbKoi ¢hopmn npenapary
NopiBHAHHA Conipic 40 NPOTOKONY KNiHIYHOrO BUNpobyBaHHA «PaHaoMi3oBaHe, BigKpuTe, KOHTPO/IbOBaHe
aKTMBHMM MpenapaTtoM, 6araToueHTpoBe gocnimkeHHsa hasu [l ans ouiHkn ehbekTMBHOCTI Ta 6e3neyHoCTi
3aCTOCyBaHHS KpoBasliMaby B MOPIBHAHHI 3 eKy/isymabom Yy MauieHTIB i3 MapOoKCU3MasTbHOK HiYHOH
remorno6iHypieto (MHI), ki paHilwe He OTPUMYBaUTM NiKyBaHHS IHriGITopamMu KOMMIEMEHTY, KOZ, AOCAIIKEHHS
B042162, sepcis 3 Big 20 nuctonaga 2020 p.; cnoHcop - ®.XodhdmaHH-/1s Pow /114, LWsenyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

BYNO CTANO
pO3uuH ans iHdysiii KOHLUeHTpaTt ans pO3UnNHy ansa
BHYTPIilUHbOBEHHUX iHy3il

10. 3miHa cnoHcopa pgocnipkeHHs 3 «L3aHcy XeHrpyi MegciH Ko., /1ta.» (Jiangsu Hengrui Medicine
Co., Ltd.), Kutait, Ha «Li3saHcy XeHrpyi ®apmacbioTtikans Ko., /ita.» (Jiangsu Hengrui Pharmaceuticals
Co., Ltd.), Kutaii; Bpowypa gocnigHuka Kampenizymaoy (SHR-1210), Bepcia 8.0 Big 21 nunHa 2021
POKy, aHrnilicbkolo MoBO0; Bpollypa gocnigHnka PuBouepaHioy mesunarty, Bepcis 6.2 Big 25 TpaBHA
2021 poky, aHrniicbkoto moBoto; IHchopmauiiiHuii TMcToK | popma 3rogu, Bepcia V5.0UKR(uk)1.0 Big,
20 cepnHA 2021 poKy, nepeknaj yKpaiHCbKOK MOBOLO Bifg 22 BepecHs 2021 poky; IHcopmauiiiHuii
nnctok i hopma 3rogum, Bepcis V5.0UKR(ru)1.0 Big 20 cepnHs 2021 poky, nepeknapg, pocCiiicbKoo MOBOIO
Bif 22 BepecHs 2021 poky; flocbe focnigKyBaHOro nikapcbkoro 3acody SHR-1210 (Kampenizymao) 3
poparkamu, Bepcis 5.0 Big 24 uepBHA 2021 poKy, aHININCbKOIO MOBOIO; 3pa30K MapKyBaHHA KOPOGKU
[OcCnigpKyBaHOro nikapcbKoro 3acoody Kampenisyma6 (SHR-1210), Bepcis 3.0 Big 28 nunHAa 2021 poky,
YKPAiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA )nakoHy AOCNigKyBaHOrO MiKapCbKOro 3acooy
Kampenisymaé (SHR-1210), Bepcia 2.0 Big 28 nunHA 2021 poKy, YKpaiHCbKOK MOBOI; 3pa3ok
MapKyBaHHA KOPOOGKM A0CNigKyBaHOro JfliKapCbKOro 3acoly puBouepaHioy (anaTuHiGy) mesunary,
Bepcia 4.0 Big 07 BepecHs 2021 poKy, YKpaiHCbKOIO MOBOI; 3pa3oK MapKyBaHHs Onictepy



[OCNipKYBaHOrO N1iKapCbKOro 3aco6y puBoLepaHioy (anaTtuHidy) mesunary, Bepcis 3.0 Big 07 BepecHsA
2021 poKy, YKpaiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHA KOPOOKU AOCNIfKYBaHOIo /liKapCbKOro 3acooy
puBouepaHiby (anaTuHioy) mesunaty, Bepcia 1-1 Big 04 nuctonaga 2021 poky, YKpPaiHCbKOI MOBOIO;
3pa30oK mapKyBaHHS1 KOPOGKU AOCNiIMKYBAHOIo NikapCbKOro 3acooy copacpeHidy Tosunary, sepcis 5.0
Bif 28 nunHA 2021 poKy, YKPAlHCbKOIO MOBOI; 3pa3oK MapKyBaHHA O6JlicTepy AOCNiAKyBaHOro
JNiKapcbKoro 3acoGy copadeHi6y To3unary, Bepcif 2.0 Big 28 nunHA 2021 poKy, yKpaiHCbKOIO MOBOIO
[0 NPOTOKOJTY KNiHIYHOro BUNpo6yBaHHA «PaHaoMi3oBaHe, BigKpuTe, MbkHapoaHe, 6araToLeHTPOBE, KITiHIYHE
JocnipkeHHs asmn 3 kombiHoBaHOro 3actocyBaHHA npenapaty SHR-1210, skuid AB/sie cO600 aHTUTINO A0
PD-1, Ta anaTuHiby me3snnaty (puBoLepaHiby) NopiBHSHO 3 3aCTOCyBaHHSM copadieHiby sik Tepanii nepLuoi
NiHITy NnaujieHTIB i3 NOLWMpPEHOI0 renatouentonsapHoto kapunHomoto (M'LUK), siki paHilwe He OTpUMyBasiM CUCTEMHY
Tepanito», ko gocnipkeHHs SHR-1210-111-310, sepcis 5.1-EMEA Big 10 6epe3Hsi 2021 poky; CMOHcop -
Jiangsu Hengrui Medicine Co., Ltd., China

3asBHUK - NignpremcTso 3 100% iHo3eMHoK iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

BY/NO CTANNO
LU3sHcy XeHrpyi MeaciH Ko., Nitg.» (Jiangsu | «U3sHcy XeHrpyi dapmacsbiotikans Ko., /itg.»
Hengrui Medicine Co., Ltd.), Kutaii (Jiangsu Hengrui Pharmaceuticals Co., Ltd.),
Kutaii

11. 3anyyeHHA [,O[AATKOBUMX MiCUb NMPoOBeAEHHS BUNPOGYBaHHA [0 MPOTOKO/Y KMiHIYHOTO A0CNIAKEHHSN
«MikHapogHe, paHAoMi30BaHe, NoAgiliHe cnine, niayeb60-KOHTPO/IbOBaHE AOCAiMKEHHA da3n 3 3 MeTow
OLiHKN BNIMBY LIUKNIOCUANIKATY LIUPKOHIIO HATPIlO HA NPOrpecyody XpOoHiYHY HUPKOBY HegocTaTtHicTb (XHH) y
y4dacHukiB 3 XHH Ta rinepkaniemieto abo i3 pusmkom rinepkasniemii», kog gocnimkeHHs D9488C00001, sepcis
1.0 Bifg 24 vepBHa 2021 poky; cnoHcop - AstraZeneca, AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne MN.1.6. BigNoBiga/IbHOrO A0CNiAHMKA MpuMITKN
n/n HasBa micLs NpoBeAEeHHS KNiHIYHOTO BUNPOOYBaHHS
1 binnk C.4.
KomyHanbHe  HekoMmepuiiHe  nignpuemMcTtBo  KWIBCbKOT
obnacHoi paan «KniBcbka o6nacHa KniHiyHa nikapHsa», LeHTp
Aianizy, m. Knis

2 A.M.H., npod. Cnyos O.C. Micna pos3rnsgy nNepBUMHHUX Ta
KniHika [epxaBHOi ycTaHOBM «HauioHanbHWIA HaykoBWiA | AoonpauboBaHMX mMaTepianis
LUeHTp «IHCTUTYT Kkapgionorii iMeHi akagemika M.[. | 3a3HayeHe MIB He
Crtpaxecka» HaujioHanbHOT akagemii MeAWYHUX HayK | peKOMeHA0BaHO [0 3aTBEPIKEHHS,
YKpaiHu», BigAin KNiHIYHOT apuTMosorii Ta | ocKifbku He HafaHo
enekTpodpizionorii, M. Knis NiATBEPIKEHHS LLOAO MOXJ/IMBOCTI

BiAnNoBigasibHOro pocnigHuka

CuuoBa O.C. HapaBaTu MeguuHy
jonomory B ymoBax pgaHoro JIM3
nauieHtam 3 XXH, BignosigHo A0
YMOB MPOTOKO/1Y, TOBTO BiACYTHICTb
cneuianizauii 3 Hedponorii, Ta
BifICYTHICTb NigTBEPLKEHHSA
KepiBHMKa JIM3 Wo[0  KiNbKOCTi
XBOpUX 3 XXH, Aki 3Haxogununca Ha
NiKyBaHHI B JaHOMy BifJiNeHHi
npoTArom 2020-2021 POKIB.
3BepTaemo yBary, WO BiAMNoBigHO
[0 YMOB MpoOTOKOMly, a came
KpUTEpiiB HEBKNIOYEHHS, NaLiEHTN 3

Pi3HUMM KapgionoriyHMmMm
3aXBOPHOBaAHHAMU, HE MOXYTb BYTK
3a/Ty4eHi o KNiHIYHOrO
OOCNIMKEHHS.

3 K.M.H. O6epTunHcbka O.T. Micna pos3rnsay nNepBUMHHUX Ta
MeanuHmii LEeHTP ToBapmcTBa 3 06MeXeHol | fAoonpalboBaHuX mMaTepianis
BignoBigasibHICTIO «Xenc KniHik», Bigain kapgionorii Ta | 3a3HayveHe MIB He
peBMaTonorii - MeAUYHOro  KNiHIYHOTO  AOC/IAHULBLKOTO | PEKOMEHA0BAHO [0 3aTBEPIKEHHS,
LEeHTpY, M. BiHHMUSA OCKi/TbKM He HagaHo




NiATBEPIKEHHS LLOAO MOX/IMBOCTI
Bi4NOBiAa/IbHOrO pocnigHvka
O6eptuHebkoi  O..  Hagasatu
Meau4Hy JOMOMOry B yMOBax
faHoro JIN3 naujeHtam 3 XXH,
BiA4NOBIAHO [0 YMOB MpPOTOKOY,
TOOTO BIACYTHICTb cneuianisauii 3
Hecdpponoril, Ta BifICYTHICTb
nigTBepkeHHs  kepiBHWka  JIM3
WoAo KisibkocTi xBopux 3 XXH, ski
3HaxXxoAMNMcs Ha  NiKyBaHHi B
AaHoMy BigaineHHi npotsarom 2020-
2021 pokiB. 3BepTaemo yBary, L0
Bi4NOBIAHO [0 YMOB MPOTOKOY, a
came  KpuUTepiiB  HEeBK/IOUYEHHS,
nauieHTu 3 pisHUMU
KapAionoriyHmMm
3axXBOPIOBAHHAMMW, HE MOXYTb BYyTH
3aU1yyeHi 4o KNiHiYHOTO
OOCNIAXEHHS.

12. Bpowypa pocnigHuka MK-7264, BugaHHA 20 Big 26 XOBTHA 2021 poOKy, aHr/1iiCbKOK MOBOIO;
MoaoBXeHHA TPMBANOCTI K/MiHIYHOro BUNPOGyBaHHsA B CBIiTi Ta B YKpaiHi 4o 23 BepecHa 2022 p. a0
NPOTOKONY  K/IHIYHOTO  AOChifpKeHHS «PaHgomizoBaHe, noAgiiiHe cnine, niaueb0-KOHTPOiboBaHe,
GaraToueHTpoBe AochimkeHHs dasn 3b ana ouiHkM edgreKTUBHOCTI Ta 6e3nekn redpanikcaHTy y XIHOK 3
XPOHIYHMM KallfieM Ta CTPECOBUM HETPUMAHHSAM cedi», Koa gocnipkeHHs MK-7264-042, 3 iHKOpNopoBaHO0
nonpaskoto 03 Big 23 nuctonaga 2020 poky; cnoHcop - «Mepk LWapn EHg Joym Kopn.», AoYipHE NignpuUeEMCTBO
«Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

13. Bpoluuypa gocnigHuka ana anekTuHioy (RO5424802), Bepcisa 12 Big BepecHs 2021 p.; floaatok Nel
Big nnctonaga 2021 p. o 6powypu gocnigHuka ansa anektuHioy (RO5424802), Bepcif 12 Big BepecHs
2021 p. [0 NPOTOKOMIB KIIHIYHUX [JOChifpKeHb: «PaHgomizoBaHe, GaratoueHTpoBe, asu 3, BigkpuTe
[OOCiMKEHHST aNIeKTUHIOY Y MOPIBHSAHHI i3 KPU30TUHIOOM NPW NiKyBaHHI MOLUMPEHOro HeAPIGHOKMITUHHOIO paky
nereHb, MO3UTUBHOIO A0 KiHA3X aHannacTuyHoi nimdomn, 3 nNpuMBoAy SKOro paHille He MNpPoBOAMIOCS
NikyBaHHs», Ko, aocnimkeHHsi BO28984, sepcis 6 Big 04 nuctonaga 2019 p.; «BigkpuTe, paH4oMi30BaHe
pocnipkeHHs 1l casm ansa ouiHkm edhbekTMBHOCTI Ta 6e3nekn aneKTUHIOY B SKOCTI af'toBaHTHOI Tepanii B
MOPIBHAHHI 3 a'tOBAHTHOIO XiMioTepanieto npenaparamMmy Ha OCHOBI N1ATUHKW Y NALIEHTIB 3 HeAPIOHOKNITUHHUM
pakom nereHb ctagii IB (MyxvHu = 4 cm) - 1lIA, N03UTUBHMM LWOA0 KiHa3u aHan1acTMYHoT NiMgooMu, 3 MOBHOO
pesekuieto NyxnHu», Kog aocnigpkeHHs BO40336, Bepcis 6 Big 10 6epesHa 2021p.; cnoHcop - . XoddMaHH-
Na Pow N1a, Weeliyapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

14. 3miHa MicuA NPOBEAEHHA KNiHIYHOrO BUNPOGYBAHHA [0 MNPOTOKO/Y K/IHIYHOTO AOCAILKEHHS
«PaHpomizoBaHe, noggiiHe cnine, nnauebo-koHTponboBaHe ha3n Il gocnimpkeHHs aTte3onisymady B
noeAHaHHi 3 Tiparonymabom (aHTU-TIGIT aHTUTINO) abo 6e3 Tiparonymaby y nauieHTiB i3 Hepe3ekTabenbHO
NJIOCKOK/ITUHHOK  KapLMHOMOK CTpPaBOXOA4y, 4Ma KapumHOMa He nporpecysana nicnis pagvkasbHOI
ximionpomeHeBoi Tepanii», kog AocnimkeHHs YO042137, Bepcia 5 Big 27 cepnHs 2021 p.; CAOHcop -
®.XodhdpmaHH-/15 Pow JlTa, LBeiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

BYNO CTANO
O.M.H., npody. JiuceHko C.A. O.M.H., npod). JiuceHko C.A.
KomyHasnbHe HekoMepLiiHe nignpuemcTso | KomyHasibHe HekomMepLiiHe nignpUeEMCTBO

«[MoAinbCbknii  perioHasibHWiA  LEHTP  OHKOAOTIi | «[oAiNbCbkniA  perioHaslbHNiA  LUEHTP  OHKOJOFIT
BiHHUUbKOT  06nacHoi  pagu», TopakasibHe | BiHHUUbLKOT 0b6nacHoi Pagu», ximioTepaneBTUUHE
BiggineHHa, M. BiHHUUA BiggineHHs, BiHHULUbKNIA HauioHa/IbHWNA
MeAuYHUiA yHiBepcuTeT iMm. M.l. TMuporosa,
Kacpepa NpoMeHeBOi AiarHOCTUKMU, MPOMEHEBOI




| Tepanii Ta OHKonorii, M. BiHHMUSA

15. Bpowypa gocnigHuka gns inaraceptioy (RO5532961), Bepcisa 13 Big uepBHA 2021 p. 40 NPOTOKONIB
KMiHIYHMX BUNPOGYBaHb: «[lMoAgiliHe cnine nnaue6o-KoOHTposiboBaHe paHAomizoBaHe dhasw Il gocnigxeHHs
inatacepTiOy y KOMOGiHaLii 3 NakniTakcenoMm B AKOCTI NiKyBaHHA A1 NaUi€EHTIB 3 FTEHHUMW NOPYLUEHHAMU
PIK3CA/AKT1/PTEN B rpyni MicLeBOMOWMPEHOro abo MeTacTaTMYHOro, MOTPIHO-HEraTUBHOIO paky
MOJIOYHOI 3an031 abo B rpyni ropmMoH-no3nTMBHoro, HER2-HeraTMBHOro paky MOJIOYHOI 3a/103U», KOZ,
pocnipkeHHs C€C040016, sepcia 10 (Koropta C) Big 09 nwotoro 2021 p.; «[loggiiiHe cnine nnaue6o-
KOHTPO/IbOBaHe paHpomizoBaHe hasu Il gocnimkeHHs inatacepTidy y KOMGiHauil 3 are3onizymabom Ta
naknitTakcesioM B SAKOCTI  NiKkyBaHHS [AO1S MAuiEHTIB 3 MICLUEBOMNOWMPEHUM HeonepabesibHuM  abo
MeTacTaTU4YHMM, NOTPIAHO-HEraTMBHNM pakoM MOJIOHYHOT 3a/1031», Kog, AocnimkeHHs CO41101, sepcis 5 Bia
21 rpyaHs 2020 p.; cnoHcop - ®.XohdmaHH-/15 Pow /114 (LUBenuapis)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

16. bpouwypa gocnigHnka RO6889450 Ralmitaront (TAAR1(4) Partial Agonist), Bepcia 7 Big XXOBTHA
2021 poky, aHrnificbkolo mosoto; BP40283 fopatok Ao chopmu iHhopMOBaHOI 3roan NPO BUKOHAHHS
Bi3UTIB AOCNIMKEHHA CNYX60I0 MeAWYHOI Aonomoru 3 p[ornagy Ha AoMy nig 4Yac nadHgemii
KOpoHaBipycHoI iHdekuii COVID-19, Bepcisa 1.0 Big 08 nuctonaga 2021 p., aHrNificbKoo MOBOIO AJ1si
Ykpainu; BP40283 Jopatok Ao dopmMu iHchopmoBaHOi 3roan NpPo BUKOHAHHA Bi3UTIB AOCNIMKEHHSA
cny)x6ot0 MepguM4HOI AONOMOru 3 AOrnsAy Ha AOMY Nig vac naHaemii KOpoHaBipyCcHOI iHdekuil
COVID-19, Bepcis 1.0 Big 08 nuctonaga 2021 p., ykpaiHCbKOIO MOBOIO A5l YKpaiHu; BP40283 NoaaTok
Ao chopmu iHhopMoBaHOI 3roagn NPO BUKOHAHHSA Bi3UTIB AOCNIMKEHHA CNY)XX6010 MegUUYHOIT AonoMOoru 3
jornsaay Ha gomy nig yac naHgemii KopoHaBipycHoI iHcekuii COVID-19, Bepcisa 1.0 Big 08 nuctonaga
2021 p., pOCIACbLKOO MOBOK A1 YKpaiHW A0 NPOTOKO/Y KAIHIYHOrO AocnimkeHHs «PaHgomisoBaHe,
noagiHe cnine, nnauebo- KOHTPosIboBaHe aocnimpkeHHs dhasn Il ansa ouiHkm edekTiB npenapaty RO6889450
(PanmiTapoHT) Yy nauieHTiB i3 wWu30odpeHielo abo 3 WmM3oadekTUBHUM pO31afoM Ta HeraTUBHUMU
cuMnTOoMamMu», kog, pgocnipxkeHHs BP40283, sepcis 6 Bif 27 BepecHsA 2021 p.; cnoHcop - ®. XoddmaHH-/1a
Pow /14, Weeiiyapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

17. Bpowypa gocnigHuKa [ocCifAXyBaHOro nikapcbKoro 3aco6y Jlakocawmig, Bepcis Big 26 XOBTHSA
2021 poOKy aHrnilicbkoOK MOBOKO A0 NPOTOKO/Y K/IHIYHOroO BUMNPOOYBaHHSA «baraToueHTpoBe BigKkpute
LOCNiMKEHHA NOAANBLIONO CNOCTEPEXEHHS AN OLIHKX TPUBa/IOro 3acTocyBaHHA Jlakocamigy nepopasibHo B
YYaCHUKIB AOCNIMKEHHS, SKi 3aBEPLUUIN YyYacTb Yy aocnimkeHHi EP0034 a6o SP848 i oTpumyBasnn nikyBaHHs
Nakocamigom», kog pocnigpkeHHs EPO0151, Big 13 kBiTHA 2020 poky; cnoHcop - UCB Biopharma SRL,
Benbris

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

18. bpouuypa gocnigHuka ans okpenisymady (RO4964913, Ocrevus®), Bepcis 20 Big nucrtonaga 2021 p.
[0 NPOTOKOAIB KNiHIYHMX BunpobyBaHb: «BAFATOLIEHTPOBE PAHOOMI3OBAHE MOABIVMHE CANINE
OOCNIAKEHHA ®A3M Il Y NAPANENBHUX TPYMNAX 3 MOABIAHAM KOHTPOMEM MNALIEEO ONA
OUIHKN E®PEKTVUBHOCTI TA BE3MNEYHOCT! ®EHEBPYTUHIBY MOPIBHAHO 3 OKPENIBYMABOM Y
JOPOCNNX TMALUIEHTIB 3 NMEPBUHHAM TMPOrPECYHOYMM POS3CIAHAM CK/EPO30OM», kopg
pocnipkeHHss GN41791, Bepcisa 4 Big 15 BepecHs 2021 p.; «baratoueHTpoBe, paHAOMi30oBaHe, NoaBiiHe
cnine, KOHTPO/IbOBaHe Aoc/impKeHHs dasu llib ansa ouiHkn edpeKTUBHOCTI, 6e3MNeUYHOCTI Ta hapMakoKiHETUKM
BULLMX 103 OKpenisyMaly y AOPOC/IMX NaLieHTIB 3 peLyaByHOUYMM PO3CISHUM CK/1EPO30M», KOA, AOCNIIKEHHS
BN42082, Bepcis 2 Big 29 6epe3Hs 2021 p.; «baraToueHTpoBe, paHAOMi30BaHe, NoABiiiHe chine,
KOHTPO/IbOBaHe focnimpkeHHA dasu lllb gnsa ouiHkn edpekTnBHOCTI, 6€3neyYHoCTi Ta hapMakoKiHETUKM BULLIMX
003 okpenisymMady y O0pOC/vX 3 MEePBUMHHUM MPOrpPecytoynM PO3CIAHMM CK/IepPO30M», KO OOCAiIKEHHS
BN42083, Bepcia 2 Big 29 6epe3Hsa 2021 p.; cnoHcop - ®.XohdmaHH-/1sa Pow /14, LWBeiuapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YKkpaiHa»

19. 3miHa 3afBHMKA KMiHIYHOTO BMMNpPOGYBaHHA B YKpaiHi 3 «Janssen Pharmaceutica NV/AHcceH
dapmauyeBtuka HB», Benbria Ha TOBAPUCTBO 3 OBMEXEHOK BIANOBIAAMBHICTIO
«®APMACDBIOTIKA/T PICEPY ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»); KapTka y4yacHuka
KniHiYHOrO gocnimpkeHHs Big 10 rpyaHAa 2021 p. yKpaiHCbKOK Ta pPOCIiiCbKO MOBaMu 40 NPOTOKO/Y
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KNiHiYHOro gocnimkeHHs «KniHiuHe gocnigxeHHa 3 hasu nopiBHsaHHA Oapatymymady, BopTesomidy Ta
[JekcameTasoHy (DVd) 3 Bboprte3omi6bom Ta [ekcametasoHoM (Vd) y nauieHTiB 3 peunamBHOK 4u
pedpakTeEPHO MHOXUHHOIO MIE/IOMOIO», KOA4 AoCnimkeHHsA 54767414MMY3004 , 3 nonpaskoto INT-7 Big
31.03.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTWKA HB», benbris

3asBHnk - TOBAPWCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

20. Bpouwypa gocnigHuka Trilaciclib (G1T28), Bepcis 10.0 Big 08 nuctonaga 2021 poKy, aHrMiliCbKOO
MOBOIO [0 MPOTOKO/Y KAiHiYHOro gocnimkeHHs «PRESERVE 1: ®a3a 3, paHaomizoBaHe, nNoaBiiHe chine
OOCNIMKEHHST TPUNALMKIIOY Y NOPIBHSHHI 3 Nfaue60 y nauieHTiB, SKi OTpMMYOTb Tepanito i3 3aCTOCYBaHHAM
FOLFOXIRI/6eBaunsymaby nna nikyBaHHs MeTacTaTMYHOrO KOJIOPEKTasSIbHOrO paky», KoA AOCNiAXKeHHs
G1T28-207, Bepcisa 3.0 Big 07 nunHa 2021 poky; cnoHcop - G1 Therapeutics, Inc., United States

3asBHUK - MNignpremcTso 3 100% iHo3emMHoI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

21. bpoluuypa gocnigHuka gocnifpkyBaHoro nikapcbkoro 3acooby Aéemaduiknié (LY2835219), Bepcis Big,
02 rpygHa 2021 poKy aHIiACbKOK MOBOIK [0 MNPOTOKO/Y KAIHIYHOTO JochigpkeHHs «MonarchE:
PaHgomizoBaHe, Bigkpute pocnigkeHHs |l casmn Tepanii a6emauikniGom B kOMOGiHaUji 3i CTaH4APTHOR
a/'toBaHTHO rOPMOHOTEpPAanIeto B MOPIBHAHHI 3i CTAHAAPTHOK af'toBaHTHO rOPMOHa/IbHOK MOHOTEpAanie y
MauieHTIB i3 MOYATKOBOK CTafi€td FOPMOH-PeLenTop-no3UTMBHOIO, 3 HEraTMBHMM PELLEeNnTOPHUM CTaTyCcOoM
N0ACLKOro enigepMasibHOro goaktopa pocTy 2-ro Tuny, NaxBoBWX AiMGaTUYHMX BY3/iB MO3UTMBHOIO paky
MOJIOYHOI 3a/103M BUCOKOTrO pu3KnKy», kog gocnigpkeHHs 13Y-MC-JPCF, 3 iHkoprnoposaHoto nonpaskoto (d) Big
25 yepBHA 2019 poky; cnoHcop - Eni Ninni eng Komnai, CLUA

3asaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

22, «[po KniHivHi gocnimkeHHs», 53718678RSV2008-UKR04, Bepcis 1.0 Big 12.03.2021 p. yKpaiHCbKOIO
MOBOI0; «lH(hopMaLis Npo HayKoBi KNiHIYHI AocnimkeHHs», 53718678RSV2008-RUU04, Bepcis 1.0 Big,
12.03.2021 p. pocilicbkoto MoBolo; «Mam’ATka npo cumntTomu PC-Bipycy», 53718678 RSV2008-UKR08,
Bepcia 1.0 Big 12.03.2021 p. yKpaiHCbKOl MoOBoOlo; «[Mam’siTka npo cumnToMu PCB-iHekLii»,
53718678RSV2008-RUU08, Bepcis 1.0 Big 12.03.2021p. pociiicbkoto MoBOIO; «[ocnimkeHHA PC-Bipycy
PRIMROSE», 53718678RSV2008-UKR09, Bepcia 1.0 Big 12.03.2021 p. yKpaiHCbKOI0 MOBOIO; «KsiHiuHe
pocnipkeHHa PCB PRIMROSE», 53718678RSV2008-RUU09, Bepcia 1.0 Big 12.03.2021 p. pociicbKOO
MoBoto; «IMociOHUK i3 npoueayp Bi3uTIB y pamkax gocnigpkeHHA PRIMROSE», 53718678RSV2008-
UKR10 Bepcia 1.0 Big 12.03.2021 p. ykpaiHCbKoio MoBow; «KniHiuHe pgocnimkeHHa PRIMROSE.
KepiBHMUTBO 3 06CTeXeHb Nig Yac BisuTiB», 53718678RSV2008-RUU10, Bepcis 1.0 Big 12.03.2021 p.
pociiicbkolo MOBOIO; «PC-BipycHa iHeKuif. Tinbku chaktu», 53718678RSV2008-UKR12, Bepcis 1.0 Big,
12.03.2021 p. ykpaiHCbKO MOBOIO; «PCB-iHhekuis. LiikaBi haktn», 53718678RSV2008-RUU12, Bepcis
1.0 Big 12.03.2021 p. pociiicbkoto MoBoO10; «53718678RSV2008 IHCTPYKLifA Wo[0 3a60py Ma3kKiB 3 HOca»
53718678RSV2008-UKR23, Bepcia 1.2 Big 12.03.2021 p. ykpaiHCbKOO MOBOI; «53718678RSV2008
IHCTpyKUia i3 3a60py MaskiB 3 Hoca», 53718678RSV2008-RUU23, Bepcia 1.2 Big 12.03.2021 p.
pociiicbkolo MoBolo; CynpoBigHuUii TeKCT A0 BiAeo-Bigryky woao npo6nematuku PCB iHdekuii
(EHTOHI), yKpaiHCbKOl0 MOBOI; CynpoBigHMIA TEKCT [0 Bifgeo-BiagrykKy woao npoénematuku PCB
iHchekuii (EHTOHI) pociiicbKoo MOBOIO; CynpoBigHMIA TEKCT A0 Bifeo-Bifgryky LWoAo npoo6siemMaTtuku
PCB iHdpeKuii (Capa), yKpaiHCbKOIO MOBOLO A1 YKpaiHu; CynpoBigHUIA TEKCT A0 BiAeo-BiAryKy wono
npo6nematukn PCB iHcpekuii (Capa), pocCilicbkol0 MOBOIK [0 NPOTOKO/Y KiHIYHOrO BMNPOOYBaHHS
«PaHgomizoBaHe, noAgiliHe cnine, nnaauebo-KOHTPOMIbOBaHe K/iHIYHE AoChimpkKeHHs 2b cha3n ansa ouiHku
epekTnBHOCTI Ta 6e3nedyHocTi pinematoBipa (JNJ-53718678) y popocnmx ambynaTopHUX MauieHTiB,
iH(hikoBaHMX pecnipaTopHO-CUHUUTIaNIbHUM Bipycom (PCB), 3 nNiaBULLLEHNM PU3MKOM NPOrpecii 3aXBOPIOBaHHSA,
wo nos’3aHa 3 PCB», koA pocnigxeHHs 53718678RSV2008, Big 12.03.2021 p.; cnoHcop - «AHCCEH
®APMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

23. GLPG0634-CL-205_IHchopmauis ana nauieHta/®opma iHhopMoBaHOi 3roau, yHiBepcasibHa Bepcis
Aana Ykpainm 10.0 Big 09 nuctonaga 2021 poKy YKpaiHCbKOK Ta pociiicbKoo MoBamu; Bpolypa
pocnigHuKa gocnigkysaHoro nikapcbkoro 3aco6y JYSELECA® (Filgotinib (GLPG0634)), BuaaHHsa 16
Bif, 2 BepecHsi 2021 poKy aHrNiiicbKOK MOBOI [0 NPOTOKONY K/iHIYHOIo AochimpKeHHs «baratoyeHTpose,
BigKpWTE, AOBrOCTPOKOBE MNPOCNEKTMBHE [AOCNIMKEHHS 06e3nekn i edIEeKTUBHOCTI NiKyBaHHS JliKapCbKUM
3acobom GLPG0634 y nauieHTiB 3 MOMIpHOIO abo TSXKKOK (hopMOK peBMaToigHOro apTpuTy», Ko
pocnipkeHHa GLPG0634-CL-205, 3 nonpaskoto 4 Big 13 TpasHA 2021 poky; crnoHcop - Galapagos NV,

Benbris



3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

24. OHoBneHuiA po3gin 2.1.P gocbe AOCNifKyBaHOro fnikapcbkoro saco6y Hinokanima6 (M281) Big
XOBTHSA 2021 p.; OHOBneHuiA po3gin 2.1.S AOCbE AOCAIMKYBAHOIO JliKapcbKOoro 3aco6y Hinokanima6
(M281) Big »oBTHA 2021 p.; MoAoBXeHHSA TePMiHY 36epiraHHsl JOCiAKYBaHOro JliKapCbKOro 3acooy
Hinokanima6é (M281) mo 24 wmicsAuiB npu Temnepartypi 2-8°C; KapTka HaragyBaHHA MNpoO Bi3wuT,
80202135SLE2001, UKRO06 INT-1, Bepcia 1.1 Big 27.05.2021 p., yKkpaiHCbKOIO MOBOIO; KapTka 3
HaragyBaHHAM npo Bi3uT, 80202135SLE2001, RUUO06 INT-1, Bepcia 1.1 Big 27.05.2021 p., pocCiifiCbKOIO
MOBOI0; lOBiAHUK yYacHUKa gocnigpkeHHA, 80202135SLE2001, UKRO08 INT-1, Bepcis 1.1 Big 27.05.2021
p., YKpPAiHCbKOIO MOBOI; KepiBHMLTBO yuyacHuKa pocnigkeHHs, 80202135SLE2001, RUUO8 INT-1,
Bepcia 1.1 Big 27.05.2021 p., pOCIliICbKOIO MOBOK [0 NPOTOKOMY KIIHIYHOTO  AOC/iAKEHHS
«baraTtoueHTpoBe, paHAOMi30BaHe, NoABiiiHe chine, nnauebo KOHTPO/bOBaHe, B NapasiefibHUX rpynax
K/iHIYHe JocnimpKeHHA HinoKaniMaby Yy [OPOC/ANX NAUIEHTIB 3 aKTUBHUM CUCTEMHUM YEPBOHMM BOBYaKOM>,
kon pocnigpkeHHa 80202135SLE2001, 3 nonpaBkow 1 Big 27.05.2021 p.; crnoHcop - «AHCCEH
®APMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

25. MoaoBXeHHs1 TPUBANOCTI AOCNiMmKeHHS B YKpaiHi Ta cBiTi A0 31 rpyaHsa 2022 poky [0 NPOTOKONY
KMiHiYHOro gocnimkeHHsa "docnipkeHHa 1/2 dhasn 3 eckanauierd [o3M  WoAO0 BUBYEHHST 6Ges3neku,
chapmakoKiHETMKN Ta  edqIeKTMBHOCTI  6araToKpaTHMX  BHYTPIWHbOBEHHUX  iHAIY3ilA  rymaHizoBaHuX
MOHOK/IOHas/IbHUX aHTUTIN (SAR650984) no CD38 y nauieHTiB 3 CD38+ remobnacto3amun”, Kog AOCIIKEHHS
TED10893, 3 nonpasBkot 14, Bepcia 1 Big 22 nunHa 2020p.; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHochi-ABEHTIC pellepLl e AeBenonmMaH, ®paHuis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

26. NucT-npuBitaHHA Ana naugieHta, CNTO1959UCO03001-UKR04, Bepcia 1.0 Big 29.05.2019 p.
YKpalHCbKOI0 MOBOIO; JIUCT-NpUBITaHHA ANA nauieHta, CNTO1959UCO03001-RUU04, Bepcia 1.0 Big
29.05.2019 p. pociiicbkoro MoBOIO; JlncT-nogska nauieHty, CNTO1959UCO03001-UKRO06, Bepcis 1.1 Bipg,
29.05.2019 p. ykpaiHCbKOI0 MOBOIO; JlucT-noAsaka nauieHty, CNTO1959UCO03001-RUU06, Bepcis 1.0 Bif,
29.05.2019 p. pociiicbkolo moBoI; loBigHUK i3 BiauTiB, CNTO1959UCO03001- UKRO03 - INT-1, Bepcis 2.1
Big 08.01.2020 p. YyKpaiHCbKO MOBOL; KepiBHMLTBO 3 NPOXOMKEHHs BIi3UTIB [0CHNIQKEHHS,
CNTO1959UCO03001-RUUO03 - INT-1, Bepcia 2.0 Big 08.01.2020 p. pocCiicbKOO MOBOIO; 36i/ibLLIEHHS
KiNbKOCTi nauieHTiB B YKpaiHi go 135 [0 NpoToKOoAy K/IHIYHOro AocnimkeHHs «PaHgomizoBaHe,
GaraToLeHTpoBe, noAgiiHe chine, Maauebo-KOHTPO/IbOBaHe KAiHiYHe gocnigpkeHHa 2b / 3 das3u B
napanenbHUX rpynax Ans ouiHkM edpekTUBHOCTI Ta 6e3neyHOCTi rycenibKyMaoy B nauieHTiB i3 cepeHboro
CTYNEHIO TSXKOCTI Ta TSKKUM aKTUBHUM HecneuudiyHUM BUPA3KOBUM KONITOM», KOA [OCHIIXKEHHS
CNTO1959UCO03001, COVID-19 fogaTok Bif 14 TpaBHa 2020 poky A0 MNpoToKOoAY KNiHIYHOIO AOCNIAKEHHS
CNTO1959UCO030013 nonpaskoto 2 Big 03.08.2021 p.; crnoHcop - «AHCCEH ®APMALIEEBTUKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

27. BKNOUYEHHSA A0[aTKOBOIro Micus npoBeAeHHs K/iHIYHOro BUNnpooyBaHHA B YKpaiHi 40 NpoToKony
KNiHiYHOro gocnigpkeHHs «PaHgomi3oBaHe, KOHTPO/IbOBaHE NpenapaTom NOPIBHAHHS K/iHiYHe gocnigpkeHHs |
hasn ana BUBYEHHS ePEKTUBHOCTI Ta 6e3neyHocTi nem6ponisymady (MK-3475) y kombGiHauii 3 6aumior
KanomeTtTa-IepeHa (BLPK) B y4acHUKiB 3 HEM'A30BO-iHBA3MBHMM PakoM CEYOBOro MiXypa 3 BUCOKMM CTYMNeHeM
pU3NKY, Y SIKUX CMOCTEPIraeTbCs NEPCUCTYIOUNIA abo peuuamByoUniA pak nicas iHaykuiiHoi BLIXK-Tepanii abo
AKMM paHiwe He nposogunn BLPK-Tepanito (KEYNOTE-676)», kog pocnigpkeHHs MK-3475-676, 3
iHKopnoposaHoto norpaskoto 04 Big 09 uepBHA 2021 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», fodipHe
nignpmemcteo «Mepk EHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

No MN.1.6. BignosiganbHOro gocnigHnKa

n/n Ha3Ba Micus npoBefeHHS KAIHIYHOrO BUNPO6YBaHHS
1 K.M.H., gou,. JinukoBcbkuin O.E.
KoMyHanbHe HekoMmepuiiiHe nianpuemcTBO JIbBIBCbKOI 06/1acHOi pagn «J/IbBiBCbka o6nacHa
KNiHiYHa nikapHs», yposoriyHe BigaineHHs, M. J1bBiB




28. flopgatok Ne2, lokanibHa Bepcif Homep 2.0 yKpaiHCbKOI Ta pocilicbkolo MoBamu, gaTta Bepcii 14
rpygHa 2021 poky, Ha ocHoBi MacTep Bepcii Big 19 nuctonaga 2021 poky ao IHdopmauii Ta coopmu
3roau Ans AOPOCINX YYACHUKIB AOCAIMKEHHS, JTOKa/IbHA Bepcia Homep 4.0 Ansa YKpaiHu YKpaiHCbKOo
Ta pocilicbkoto MmoBamMu, gata Bepcii 20 cepnHs 2018 poky, Ha ocHoBi MacTtep Bepcii Homep 5.0 Big 24
nnnHsA 2018 poky; 3miHa Ha3BU MicLA NPOBEAEHHSA K/TiIHIYHOro BUNPOOYBaHHA [0 MPOTOKOY KAIHIYHOMO
BMNpobyBaHHsA «BigkpnTte, paHLoMi30BaHe, NOpiBHIOBa/IbHE, HaraToLEHTPOBE KiHIYHE JOCimKeHHS dha3n 3
OLiHKN eddeKTMBHOCTI Ta 6e3nekn CaBOITIHIGY B NOPIBHSAHHI 3 CyHITIHIGOM y naujieHTiB 3 MET-N03UTMBHOLO,
Heonepab6esibHOK Ta /lIOKa/IbHO-MOWNPEHOD, abo MeTacTaTUYHOK NanifIAPHO  HUPKOBO-KMITUHHOK
kapumHomoto (MHKP)», kog, gocnipkeHHs D5082C00003, sepcis 6.0 Big 19 rpygHsa 2018 poky; cnoHcop -
AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
O.M.H., npodp. CTycb B.M. 4.M.H., npodp. CTycb B.M.
KomyHanbHui 3aknapg, «[HinponeTpoBcbka | KOMyHanbHe nignpueMcTBO «[HINPONeTpoBCLKa
obnacHa kiiHiyHa nikapHA im. |.I. MeuyHukoBa», | obnacHa KniHiyHa nikapHa im. 1. |. MeuHukoBa»

yponoriuHe BiggineHHAa Ne2, lepxxaBHuii 3aknag | JiHinponeTpoBCbKOI 06/1aCHOI paau, BigaineHHA
«[lHinponeTpoBCbKa MeAuuHa akagemis» MOS3 | yponorii Ne2 (oHkonoriuHe), [HinpoBCbKuiA
YkpaiHu, kadeapa yposorii, M. HiNpo AepXaBHUA Mepu4YHUA YyHiBepcuTeT, kadegpa
yponorii, M. [IHINpo

29. 3miHa BignoBiganbLHOro AocnigHMKa B Micui NnpoBeAeHHs BUNPOOYBaHHA [0 NPOTOKOAY K/iHIYHOIO
JocnimpkeHHs «baraToyeHTpoBe, paHAoMi30oBaHe, NoAgiliHe cnine, 3 NOABINHOK iMITALiE, KOHTPO/IbOBaHE
aKTMBHMM npenapartoM, pocnifdxeHHs 1l casn, Wwo npoBOAMTLCA B NapasiesibHUX rpynax 3 OUiHKK
epekTMBHOCTI Ta 6€3MeYHOCTi eBOOPYTUHIOA Y NOPIBHAHHI 3 TEPUAIYHOMILOM B YYACHUKIB i3 peLunavByodmmM
PO3CiiHUM CKIepo30oM», Kog, AocnigxeHHsa MS200527_0082, sepcis 3.0 Big 19 TpasHsa 2021 poky; CNOHCOp -
Merck Healthcare KGaA, HimeuunHa

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

BYJ1IO CTANO

nikap HoeakoBcbka O.E. K.M.H. KocTioueHko A.B.

MegunuHunin ueHTp TOB «Xenc KniHik», Megnunnii | MegnuHnii ueHTp TOB «Xenc KniHik», MegnuHwii
KMIHIYHWIA AOCNIHULBKMIA LEHTP, Bigain 3aranbHoi | KNHIYHWIA AOCMIAHWMLBKUA LEHTP, BiA4iN 3arasibHoi
Tepanii, M. BiHH1LUS Tepanii, M. BiHHMLSA

30. Bpowypa gocnigHuka gocnigKyBaHoro slikapcbkoro 3aco6y CT-P16 (Bevacizumab), Bepcis 4.0 Big,
02 nuctonaga 2021p., aHrNIACLKOKO MOBOK A0 NMPOTOKOAY KAIHIMHOrO AoCnimKeHHs «[loAgiliHe cnine,
paHAoMi30BaHe, akTMBHO KOHTPO/IbOBaHE, B NapasiesibHUX rpynax AocnimkeHHs dpasm 3 3 METOH NOPIBHSIHHSA
edheKTMBHOCTI Ta 6€3MneYHOCTi 3acTocyBaHHs npenapaty CT-P16 Ta ABacTuHy, cXBasieHoro B €C, sik nepLuoi
NiHIT  NikyBaHHA MeTacTaTU4HOro abo peuuamByHOUOro HEnsI0CKOKNITUHHOTO HeAPiOGHOKNITUHHOMO paky
nereHb», kog, pocnimpkeHHsa CT-P16 3.1, sepcisa 2.0 Big 14 yepsHA 2019 p.; cnoHcop - «LUENNTPIOH, IHK.»,
Pecny6nika Kopes (CELLTRION, Inc., Republic of Korea)

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

31. 36inbLEeHHS KiNbKOCTiI gocnigpkyBaHux B YKpaiHi fo 350 oci6 40 NpoTOKO/Y KAiHIYHOTo BUNPOOYBaHHS
«PaHpomizoBaHe, noAgiliHe cnine gocnimkeHHs dasun |l 3 BUKOpMUCTaHHAM ABOX Nnauebo i akTMBHOrO
npenapaTy B SIKOCTi KOHTPO/IO 3 METOK BMBYEHHS eDeKTUBHOCTI Ta 6e3MeYHOCTi A40AaTKoBOI 8-TMXHEBOT
Tepanii 6yaecoHigom 9 Mr y doopMi kKancyn y NOpiBHAHHI 3 6yAecoHigom 6 Mry doopmi kancyn i 6yaecoHigom-
MMX® 9 Mr y doopmi TabneTok y NauieHTiB i3 BUPA3KOBUM KOJITOM, peddpakTepHUM A0 CTaHAapTHOT Tepanii
MecanasvHom», kog, pocnimxkeHHs BUX-4/UCA, sepcia 2.0 Big 02 nunHa 2019 poky; cnoHcop - Ap. Pasibk
®apma MM6X, HimeuunHa (Dr. Falk Pharma GmbH, Germany)

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnosigasbHICTIo «OCT YKPAIHA»

32. bpouuypa Wwoa0 BKAOYEHHA nauieHTiB B gocnimxeHHs LIBRETTO-432, Bepcisa 1 Big 17 nuctonaga
2021p., ykpaiHcbKkol MoBOw (JZJIX-UK-UA-RECRUIT-BROCH V1-11172021); bBbpowypa uwopgo



BK/1IOUEHHS nauieHTiB B gocnimkeHHA LIBRETTO-432, Bepcis 1 Big 17 nuctonaga 2021p., pociiicbKoto
MoBotlo (JZJIX-UK-RU-RECRUIT-BROCH V1-11172021); MoCiGHUK 3 NpoBefeHHA BIi3UTIB y pamkax
pocnipkeHHsa LIBRETTO-432, Bepcis 2 Big 17 nuctonaga 2021p., ykpaiHCcbkoro Mmoot (JZIX-UK-UA-
VISIT-GUIDE-V2 V2-11172021); TMocCiGHUK 3 nmpoBeAeHHs1 BIi3UTIB Yy pamkKax p[ochifkeHHs
LIBRETTO-432, Bepcis 2 Big 17 nuctonaga 2021p., pociiicbkoto mosoto (JZIX-UK-RU-VISIT-GUIDE-V2
V2-11172021); KapTka-npusHaueHHS1 HaCTYMHOro Bi3UTY NauieHTa Yy pamMKax f[ochigpKeHHsA
LIBRETTO-432, Bepcis 1 Big 17 nuctonaga 2021p., ykpaiHcbkoto MoBoto (JZIX-UK-UA-APPT-CARD-
DIG V1-11172021); KapTka-npuv3HauyeHHs1 HACTYMHOro Bi3UTY MaLieHTa Yy pamMKax p[ocnigkeHHsA
LIBRETTO-432, Bepcia 1 Big 17 nuctonaga 2021p., pociiicbkoro moBoto (JZIX-UK-RU-APPT-CARD-DIG
V1-11172021); BaxnuBi HaragyBaHHA LWOAO HACTYMHOrO Bi3UTY MaLi€HTa y pamMKax AOC/iAKEeHHs
LIBRETTO-432, Bepcisa 1 Big 17 nuctonaga 2021p., ykpaiHCbKolo MoBoto (JZIX-UK-UA-APPT-CARD-
PRT V1-11172021); BaxxnuBi HaragyBaHHSA LWO0A40 HACTYNHOrO Bi3UTY NauieHTa y pamMmKax AocCigKeHHsA
LIBRETTO-432, Bepcif 1 Big 17 nuctonaga 2021p., pociiicbkoto moBoto (JZIX-UK-RU-APPT-CARD-PRT
V1-11172021) 40 NpOTOKOJTY K/iHIYHOro BUNpobyBaHHA «LIBRETTO 432: MNnaue60-KoHTpoboBaHe noAgiliHe
cnine paHgomizoBaHe JocnimkeHHs 3 dhasn ON1a OUHKM af'toBaHTHOI Tepanii cennepkaTtuHiGom nicns
paavkanbHOT IOKOperioHapHoT Tepanii y nauieHTiB 3 HeApiGHOKNITUHHUM pakom nereHi ctagii 1B-IA 3
HaaBHICTIO ribpuaHoro reHa RET», kog, gocnipxkeHHa J2G-MC-JZJX, sepcisa 3 nonpaskoto (d) Big 21 TpasHA
2021 poky; cnoHcop - Eni Mlinni eng Komnawi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

33. 36inbleHHA KiNbKOCTI NauieHTiB B YKpaiHi 3 25 go 100 ocio (75 ociG) 40 NpoTOKO/y KAiHIYHOro
OocnimpKeHHs1 «PaHaomi3oBaHe BIiAKpUTE KOHTPOJSIbOBaHE AOCAIMKEHHSA a3 3 3 OUiHKM 3acTOCYBaHHS
KaGo3aHTiHiOy (XL184) y kombGiHaLji 3 ATe30/i3ymMaboM Yy NOPIiBHSAHHI 3 HOBITHLOK rOPMOHa/TLHOK Tepanieto
(HI'T) apyroi niHii y nawieHTiB 3 MeTacTaTMYHUM KacTpaLiliHo-pe3nCTEHTHUM pakoM nepeamixypoBoi 3a/1031»,
koZ, pocnimkeHHsa XL184-315, nonpaska 2.0 Big 13 TpasHsa 2021 p.; cnoHcop - Exelixis, Inc., CLUA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

34. 36inblueHHA KiSIbKOCTi nauieHTiB B YKpaiHi 3 20 go 25 oci6é 40 NpOTOKONY KAIHIYHOTO AOCAIAKEHHS
«Bigkpute pgocnigpxeHHs 1b casn 3 ouiHkM 6e3neyHOoCTi, hapMakoKiHETVKM | hapMakogvHamiki npenapary
JNJ-64264681 y kombGiHauii 3 npenapatom JNJ-67856633 B y4YaCHUKIB 3 HEXOMKKIHCbKOK NiMGIOMOK0 Ta
XPOHIYHUM nNiMcoLMTapHUM NEKo30M», KoA, AOoChigxeHHs 64264681LYM1002, nonpaBka 2, Big 15 AvnHs
2021 poky; cnoHcop - AHccen-Cinar IHTepHewHn HB, Benbris / Janssen-Cilag International NV, Belgium
3asBHuK - TOB «APEHCIA EKCIT/TIOPATOPI MEAICIH», YkpaiHa

35. 36inblueHHA KiNIbKOCTi NauieHTiB B YKpaiHi 3 12 ao 25 oci6é 40 NpOoTOKONY KNiHIYHOTO AOCNigKEeHHSA
«Bigkpute pocnimpkeHHa 1 a3 3 OuiHKM 6e3neyvHocCTi, hapMakoKiHETUKM i hapMakognHaMiku npenaparty
JNJ-64264681 B y4aCHUKIB 3 HEXOLXKKIHCHKOK /TIMGIOMOI0 Ta XPOHIYHUM NiIMDOLUTAPHUM IeIKO30M», KOZ,
pocnimpkeHHs 64264681LYM1001, nonpaska 4 Big 18 nwTtoro 2021 poky; crnoHcop - AHcceH-Cinar
IHTepHewHn HB, benbria / Janssen-Cilag International NV, Belgium

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

36. OHoBneHa bpowypa gocnigHuka gnsa npenaparty CK-301 (KocuGenimag), Bepcis 6.0 Big 14 rpyaHsa
2021 poKy, aHrfnilicbKo MOBOK 0 NPOTOKONIB KiHIYHMX BUNPOOYBaHb: «BigkpuTe 6GaraToLeHTpoBe
pocnipkeHHsa | dasm 3 eckanauieto gosu npenapaty CK-301 npu BHYTPILUHEOBEHHOMY BBEEHHI B PEXUMI
MOHOTepanii nauieHTam i3 3anyweHumn dopMamu paky», Kof pgocnipkeHHs CK-301-101, Bepcia 3
iHkopnoposaHoto nonpaskoto Ne 5 Big 14 cepnHa 2020 poky; «PaHaoMizoBaHe Bigkpute gocnigxeHHs Il dhasm
3acTtocyBaHHA npenapaTty kocuGenimaé (CK-301) y noegHaHHi 3 XiMmioTepanielo nemeTpekcegom Ta
npenapaTom nNnaTvHWM y AKOCTI Tepanii Meplioi MiHii y nauieHTiB i3 MeTacTaTU4HUM HEenOCKOKNITUHHUM
HeAPIGHOKNITMHHUM pakoM nereHi», kog pocnimkeHHs CK-301-301, sepcia 1.0 Big 12 ciyHa 2021 poky;
cnoHcop - YeknoitHT Tepan'toTike, IHk., CLUA (Checkpoint Therapeutics, Inc., USA)

3asBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiAnoBigasibHicTIo «OCT YKPAIHA»

37. TlMopoBXeHHA TepMiHY nNpuAaTHOCTI  AocnigkyBaHoro npenapaty MocyHeTy3ymat
(Mosunetuzumab), po3uunH gns iH ekuin, 5 mr/ 0,5 mn i 45 mr/ mn, napTii 3433490 (5 mri/chnakoH), 3433343
(45 wmridonakoH), 3438550 (45 mrichnakoH), 3438554 (45 mrichnakoH) Ao 24 micAuwiB A0 NPOTOKOMY
KNiHiuHoro pocnigkeHHs «®A3A 1B, BATATOLUEHTPOBE, BIAKPUTE OOCNIAKEHHA 3 ECKAJIALJIEIO
Jo3nm 3 METOK  OUIHKWM  BE3MEYHOCTI, TMNEPEHOCUMMOCTI, ®APMAKOKIHETUKW |
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PAPMAKOAVNHAMIKM MNIAWKIPHOIO BBEAEHHA MOCYHETY3YMABY B YYACHUWKIB 3 CUCTEMHUM
UEPBOH/M BOBYAKOM», kog pocnimkeHHs GA43191, sepcia 2 Big 12 cepnHsa 2021; cnoHcop - F.
Hoffmann-La Roche Ltd, Switzerland / ®. XochdmaHH—/15 Pow JTa, LBeiuapis

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

38. Bpoluypa gocnigHuKa Ha [ocigKyBaHUI nikapcbKuii 3acié AVT02, Bepcia 7.0 Big, 16 rpyaHa 2021
pP., aHrNICbKOD MOBOK [0 MPOTOKONY KIHIYHOTO [OCiimpKeHHS «baratoueHTpoBe, MNOABiiHe cnine,
paHAoMi30BaHe AOCAIMKEHHS, LLIO NPOBOANTBLCS Y NapasiesibHUX rpynax 3 MeETOH BUBUYEHHS dapMakoKIHETUKM,
edheKTMBHOCTI, 6e3nekn Ta iIMyHOTeHHOCTI Y NaLEHTIB 3 XPOHIYHUM BASLLKOBMM NCOPia3oM Big NOMIpHOro Ao
TSDKKOrO CTYMEHsl, siki oTpUMYHOTb npenapart Xymipa®, Ta y naujieHTiB (abo nopiBHSAHO 3 naujieHTamu) 3
XPOHIYHMM BNALLIKOBMM NCOPIa30M Bif, NOMIPHOIO A0 TSXXKOrO CTyNeHs, AKi 3HaxoAAaTbesl y cTafil NOBTOPHOroO
nepexoay Bif NikyBaHHs npenapatom Xymipa® Ha nikyBaHHs npenapatom AVTO2 3 HACTYNHOK NOLOBXEHO
(hazoto BUBYEHHA 6Ge3nekn AVTO02 (ALVOPAD-X)», kof pocnigpkeHHa AVT02-GL-302, sepcia 4.0 3
iHKopnoposaHoto nonpaskoto 3 Bif 11 TpasHA 2021 p.; cnoHcop - «AnBoTek Ceicc Al» (Alvotech Swiss AG),
LLseiiuapis

3anBHUK - TOB «BOPABANA, KNIHIKAM TPAISIC YKP»

39. 3miHa BignoBiganbHOro gocnigHuka; 3MiHa Ha3BU MicLA NPOBEAEHHSA KNiHIYHOTO BUNPOOYBaHHA
[0 NPOTOKOJTY KNiHIYHOrO AOCAIMKEHHS «BigkpuTe 6araToLeHTpPoBe K/iHIiYHe AocnimkeHHs | dpasm 6e3 rpynu
MOPIBHAHHA 0N OUiHKM 6e3nekn, nepeHocumocTi Ta lapMakokiHeTUkM uedpTono3aHyltazobakramy
(MK-7625A) y fiTei 3 HO30KOMiasIbHOK NMHEBMOHIED», Koa aocnimpkeHHss MK-7625A-036 , 3 iHKOPNOpOBaHO
nonpaskoto 01 Big 05 TpaBHA 2020 poky; cnoHcop - «Mepk LWapn Exg Joym Kopn.», AoYipHE NigNpUEMCTBO
«Mepk EHp Ko.,IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

[HinponeTpoBcbkoi 0b6nacHoi paau», BiaAiNeHHs
aHecTesionorii Ta iHTEHCUBHOI Tepanii
HOBOHapPOMKEHUX Ha 8 NiXKOK Ta 3 GNIOKOM Ans
He[OHOLEeHNX Ta XBOPUX HOBOHapoaxeHnx Ha 10

BYNO CTANO
K.M.H. lemeHTbEBa H.A. A.-M.H. Cypkos [. M.
KomyHasibHe  nignpueMcTBO  «[JHiNponeTpoBCbka | KoMyHanbHe nignpueMCTBO  «[HINponeTpoBcbka
obnacHa antava KMiHiYHa nikapHsa» | obnacHa antava KniHiyHa nikapHA»

[HinponeTpoBCbKOT 06/1aCcHOT paau», BigAineHHA

iHTEHCUBHOI  Tepanii HOBOHapOMKEHuUX 3
BUI3HOIO HEOHAaTOoJ10rYHOI0 Gpuragoto,
M. [Hinpo

NKOK, M. [IHINpo

40. Bpowypa gocnigHuka AZD1402, Bepcia 6, Big 15 rpyaHa 2021 poKy, aHriiCbKOKO MOBOIO [0
MPOTOKO/TYy  KMIHIYHOTO  JochnigxeHHs «PaHgomizoBaHe, mnoggiliHe cnine, nnauebo KOHTPONbOBaHe,
6araTtoueHTpoBe [OCNIMKEHHA dha3mn lla 3 BU3HAYEHHA ONTUMasIbHOI 403K, Y ABOX YacTUHaX, A8 OLiHKW
eheKTUBHOCTI | 6e3neYHOCTi TPbOX PIBHIB A03YBaHHS iHrasisAUiiHOro npenapaty AZD1402, 1o npuiMaeTbes y
hopmi cyxoro NOpoLUKy ABiYi Ha A00Y NPOTAroM 4 TUXHIB, Y I0POC/INX NALEHTIB 3 GPOHXIa/IbHOK acTMOH0, SKi
OTPMMYIOTb CEPEAHI [03W IHFaIALIHNX KOPTUKOCTEPOIdiB», koA gocnimkeHHs D2912C00003, sepcisa 4.0 Big,
09 uepBHA 2021 poky; cnoHcop - AcTpa3eHeka AB, LLiBeuis/AstraZeneca AB, Sweden

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

41. Bpowypa gocnigHuka EBo6pyTuHi6 (M2951), Bepcia 14.0 Big 20 xoBTHA 2021 poKy, aHI/MiCbKOIO
MOBOIO [0 NPOTOKO/1Y K/iHIYHOro BUNpobyBaHHs «PaHaomizoBaHe, NoaBiHe ciine, nnauebo-KoHTPOibOBaHe
pocnipkeHHa |l casn npenapaty M2951 3 napanefnlbHOW TPyno 3acTOCyBaHHSA akKTUBHOIO KOHTPOJIHO
(npenapaty Tekdigepa) 3a BiAKPUTUM METOAOM Y MaUiEHTIB 3 peunamByoUMM PO3CISSHUM CK1epo3oM Ans
OUiHKM ed)eKTUBHOCTI, 6e3MeYyHOCTi, NepeHoCUMOCTi, (DapMakoKiHETUKM Ta 6i0NoriYHOT aKTUBHOCTI», KOZ
pocnipkeHHs MS200527-0086, Bepcis 6.0 Big 08 nuctonaga 2019 poky; crnoHcop - Merck KGaA,
HimeuunHa

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

42. BKNIOUYEHHA A0[aTKOBUX MicLb NPOBeAEHHA BUNPOOyBaHHSA; 3MiHA BigNoOBiganbHOro gocnigHuka
B Micui npoBefeHHs BUMPOOYBaHHA [0 MNPOTOKO/Y KMIHIYHOTO AocnimkeHHs «baratoueHTpose,
paHAomi3oBaHe, MoABiiHE cnine AOCAIMKEHHS, WO MNPOBOAMTLCA B MapasiefibHUX rpynax Ans OLjiHKW
edheKTMBHOCTI Ta 6e3Me4YHOCTi nepopanbHOro etpacimopy npu MOro 3acTtocyBaHHI ANs iHAYKUIAHOI Ta
nigTpUMyBaUsibHOI Tepanii nNpu NikyBaHHI akTMBHOI XBOpPOOM KpoHa Big NOMIPHOrO A0 BaXKOro CTYMNeHs

11



TSDKKOCTi», kof, gocnimkeHHs APD334-202, 3 iHkopnopoBaHoto nonpaskoto 2.0 Big 11 yepsHA 2020 poky;
cnoHcop - «ApeHa ®apmacbtoTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1. 4.M.H., npodp. ConosiioBa I".A.

NikyBaNbHO-AjarHOCTUYHWIA LIeHTp TOBapucTBa 3 OOMEXEHOW BignoBigasibHICTIO «/likyBasibHO-
AIarHOCTUYHUIA LEHTP «AfOHIC Mntoc», ambynaTtopHe BigaiieHHs, M. Kuis

2. nikap Knpnuerko O.B.

KuiBcbka KniHiYHa NikapHA Ha 3aslisHMYHOMY TpaHcnopTi Ne2 inii «LieHTp OXOpoHW 340pOB’'s»
aKLjioOHepHOro ToBapucTBa «YKpaiHCbKa 3ani3HNUSA», BiAAISIEHHA AeHHOro cTalioHapy, M. Kuis

3. K.M.H. KoBasib B.I.

KomyHasibHe HekomepuiiHe nignpremMcTBO «Yepkacbka oO6sacHa siikapHa Yepkacbkoi 06s1acHol
pagun», NPOKTONOriYHe BiAA4ieHHs, M. Yepkacu

4. 4.M.H. Kpem3sep O.O.

MeamnyHWA LEHTP TOBApPMCTBA 3 0OMEXEHOH BiANOBIAANLHICTIO «EniTMeacepBic», M. 3anopixks

BYNO CTANO
A.M.H. ConosiioBa I'.A. nikap bapaHeHko B.M.
MeanuHuii UeHTp «YHiBepcanbHa KniHika «O6epir» | MeanuHuii LeHTp «YHiBepcanbHa KniHika «O6epir»
ToBapuctBa 3 OOMEXEHOK  BiAMNOBIAA/IbHICTIO | TOBApUCTBA 3  OOMEXEHOK  BiAMOBiAa/IbHICTIO
«Kanutan», FacTpoueHTp, KNiHiKo-KOHCY/bTaTuBHe | «Kanutan», FacTpoueHTp, KMiHIKO-KOHCYMbTaTUBHE
BigaineHHs, M. Knis BigAiNneHHs, M. Knis

43. 36inblUeHHA 3an/1laHOBaHOI Ki/IbKOCTi NaLi€HTIB, WO GyAyTb 3a/ly4yaTucs y KniHiuHe BUNPOGYBaHHSA
B YKpaiHi 3 150 go 170 ociG 40 NpoTOKO/MY KiHIYHOro AocnigxeHHs «baratoueHTpoBe paHAoMizoBaHe
noAgiiHe cnine nnaue6o- Ta aKTMBHO-KOHTPO/IbOBaHE AOCMIMKEHHA AN OLiHKM ed)eKTUBHOCTI MOHOTepanii
Opekcninpa3onom An4 fikyBaHHA NigniTkie (Bikom 13—17 pokiB) 3 Wm3odpeHieto», ko aocnigxkeHHs 331-10-
234, Bepcia 4.0 3 nonpaskoto 2 Bif 16 yepBHa 2020 poky; cnoHcop - Otsuka Pharmaceutical Development &
Commercialization, Inc., USA («Ouyka ®apmacbloTikn JeBenonmeHT eHg KomepciniseiiwH,, IHk.», CLUA)
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

44. fopatkoBa iH(hopMoBaHa 3roga nauieHTa Ha 3a0Ge3neuveHHs AUCTAHLUIHOI nepeBipKU AaHux,
Bepcia V2.0UKR(uk)1.0 Big 16 rpyaHa 2021 poKy, nepeknapg yKpaiHCbKO MOBOLO Big 27 rpygHsa 2021
poky; floaaTkoBa iHhopMoBaHa 3rofa y4acHUKa Ha 3a6esneyeHHsl AUCTaHLiiHOI NepeBipKA AaHUX,
Bepcisa V2.0UKR(ru)1.0 Big 16 rpygHsa 2021 poky, nepeknaj pociiicbkolo MOBOIO Bif, 27 rpyaHa 2021
POKY [0 NPOTOKOJY KAIHIYHOrO fochifpkeHHs «baraToueHTpoBe, paHAOMi30BaHe, NoABiliHe chine, nnaue6o-
KOHTPO/IbOBaHe KiHiYHe gocnimpkeHHs dasu Il ansa ouiHkn edpekTMBHOCTI Ta 6e3neyvHocTi npenapaty CBP-307
y nauieHTiB i3 BUpa3koBuM KosliToM (BK) cepeiHbOro Ta BaXXKOro CTyneHs», kog, gocnigpkeHHs CBP-307CN002,
Bepcia 6.0 Big 25 rpyaHa 2020 poky; cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

45. Bpowypa pgocnigHuka S05167 (Atorvastatin/ Perindopril), Bepcia 4.0 Big 02 rpyaHa 2021
aHrniicbkolo MoBOLO; YTouHeHHA MIB BignoBiganbHOro gocnigHuka g.m.H. npod. CmisH CaitnaHu
IBaHIBHW [0 MpOTOKO/Y KAIHIYHOrO AOCAimpKeHHs «PaHgomisoBaHe, noABiliHe cnine, MixHapoaHe,
GaraToUeHTpOBe,  AOCNiMKeHHA  ediekTMBHOCTI Ta  6e3neku KOMOiHauii  dpikcoBaHMx  [03
aropBactaTuHy/nepuHgonpuny S05167 y [opocavx nauieHTiB 3 apTepiasibHOK TinepTeH3ien |
avcninigemieto, 8 TUXHIB, dpasa 3, B napasiefnibHMX rpynax, 3 akTMBHUM KOHTPOJIEM», KO [OCNiAKeHHS CL3-
05167-005, Bepcia 1.1 Big 09 kBiTHA 2020; cnoHcop - Les Laboratoires Servier / Institut de Recherches
Internationales Servier (1.R.1.S.), ®paHuis

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

BYNO CTANO
O.M.H., npod). CmisiH O.1. O.M.H., npod. CMmisiH C.I.
KomyHasibHe HekomepLUiiHe nignpuemcTso | KomyHasbHe HekomepLiiHe nigNnpUeEMCTBO

«TepHoninbcbka yHiBepcuteTcbka nikapHa» | «TepHonisibCbka yHiBEpCMTETChKA nNikapHSA»
TepHONiNbCbKOI  0bnacHoi  pagw,  BigAineHHs | TepHoONiNbCbKOI  ob6nacHoi  pagw,  BiA4iNIEeHHA
peBmaronorii, TepHONiNIbCbKWIA  HauioHa/bHWIA | peBmaTonorii,  TepHONINbCbKUA  HauiOHA/IbHWIA
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MeAMNYHWUI YHiBEpCUTET iMeHi |.A. Topb6ayeBCbKOro | MeanyHuin yHisepcuteT iMeHi |.A. FTopbayeBcbkoro
MiHicTepcTBa OXOpOHM 340pPOB'A YKpaiHu, kadeapa | MiHiCTepcTBa OXOPOHN 340pO0B'A YKpaiiu, kadegpa
BHYTPILWHLOI MeanLUMHN No2, M. TepHonifb BHYTPILWHLOI MeanLmMHN Ne2, M. TepHonifb

46. OHoBnNeHWii MPOTOKOJ/1 KNiHIYHOro BUNpPOGYBaHHA, BepciA 2 Big 05 nuctonaga 2021 poky
aHrniicbKko MoBolo; IHcopmauis npo pgocnigpkeHHsa Ta dopma iHhopMOBaHOI 3rogu, NokasibHa
Bepcia HoMep 3.0 AnA YKpaiHU yKpaiHCbKOK MOBOIO, AaTa Bepcil 16 rpyaHs 2021 poky Ha OCHOBI
MacTtep Bepcii Homep 5 Big 16 nuctonaga 2021 00 NPOTOKO/Y K/IHIYHOrO AOCnigpKeHHSA «MixHapoaHe,
paHAomi3oBaHe, MoABiliHe cnine, naaueb0-KOHTPONbOBaHE AOCAIMKEHHA 3 METOK OUiHKM  BM/NBY
LUKNoCUikaty LMPKOHIO HATPildo Ha CepLeBO-CYAMHHI HacMigKn, NOB'si3aHi 3 apuUTMIED B y4YacCHWKIB 3
peunamnByovoL0 rinepkasieMieto, SKi 3HaXOAATbCS Ha XPOHiYHOMY remogianisi (DIALIZE-Outcomes)», kog
pocnipkeHHs D9487C00001, sepcida 1.0 Big 13 ciuHa 2021 poky; cnoHcop - AstraZeneca, AB, Sweden
3asABHUK - TOB «<ACTPA3EHEKA YKPAIHA»

47. OHOBMEHMiT NPOTOKON KJliHiYHOro BMNpoGyBaHHA MK-1026-003 3 iHKOpnopoBaHoto nomnpaskoto 02
Big 01 rpyaHa 2021 poky, aHrailicbkoo mMoBow; Po3gin «2.3.S.1 GENERAL INFORMATION» Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y MK-1026, Bepcin 07XK27 Big 30 nuctonaga 2021 poky,
aHrniincbKko moBoto; Posgin «2.3.5.2 MANUFACTURE» [locbe focnigKyBaHOro NikapcbKoro 3acooy
MK-1026, Bepcia 07XK27 Big 30 nuctonapga 2021 pokKy, aHrjaiiicbkoro MoBoto; Posgin «2.3.S.3
CHARACTERIZATION» flocb€e pgocnigxyBaHOro nikapcbkoro 3acooy MK-1026, Bepcia 07XK27 Big, 30
nuctonaga 2021 pokKy, aHrniiicbko moBolo; Po3pin «2.3.S.4 CONTROL OF DRUG SUBSTANCE»
Aocbe pocnigxyBaHoro nikapcbkoro 3acooy MK-1026, sepcia 07XK27 Big, 30 nuctonaga 2021 poky,
aHrniicbkolo MoBoto; Po3gin «2.3.S.7 STABILITY» [locbe [OChifiKyBaHOro J/liKapCbKOro 3acoGy
MK-1026, Bepcia 07XK27 Big 30 nuctonaga 2021 poky, aHrniiicbkolo moBoiw; Posgin «P.3
MANUFACTURE» Jocbe aocnipxyBaHoro nikapcbkoro sacoby MK-1026, Bepcia 07XK27 Big 30
nuctonaga 2021 poky, aHrjilicbkoo MoBoto; Po3gin «P.5 CONTROL OF DRUG PRODUCT» flocbe
pocnipxysaHoro nikapcbkoro 3aco6y MK-1026, Bepcin 07XK27 Big 30 nuctonaga 2021 poky,
aHrnificbKko MOBOIO; 3pa3oK CMPOLEHOro MapKyBaHHS 3apeecTpoBaHOro B YKpaiHi nikapcbkoro
3aco0y, AKUii 3aCTOCOBYETbCA B K/liHIYHOMY BUNPOGOYyBaHHi Ans npotokony MK-1026-003, Bepcisa 1.0
Big 13 rpygHAa 2021 p., yKpaiHCbKOKO MOBOK [0 MPOTOKO/Y K/iHIYHOro BUNpPo6yBaHHA «JocnimxeHHs |l
hasn ouiHkn edpekTmBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remartosiorniyHMMK  3/105KICHUMMN
3axBOpHOBaHHAMM», kod AocnimpkeHHs MK-1026-003, 3 iHkoprniopoBaHo nonpaskoto 01 Big 05 nuctonaga
2020 poky; cnoHcop - «Mepk Wapn eHa Joym Kopn.», godipHe nignpmemctso «Mepk eHg Ko., IHk.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»

48. OHOBJIEHMIA NPOTOKON KNiHiYHOro gocnipxeHHs 06, Bepcia 1 Big 10 rpyaHa 2021p., aHr1iACbKOLO
MOBOIO [0 MPOTOKONY KNiHIYHOTO BUNPOOYBaHHA «Bigkpute paHoMi3oBaHe AOCAifXeHHA 2 dasu, Wo
NPOBOAUTLCA 3 METOI NOPIBHAHHA npenapaty amueHecTpaHT (SAR439859) i eHAOKPMHHOT MOHOTepanil,
BMOpaHOi NikapeM, y nauieHTiB 3 eCTporeH-peuentop-no3uTtueHNUM, HER2-HeraTBHMM MicLEBONOLUNPEHUM
abo meTacTaTMYHMM pPakoM MOJIOYHOT 3a/103U, SKi paHile OTPMMYyBa/IM TOPMOHAa/IbHY Tepanio», KofA
pocnigpkeHHs ACT16105, npotokon 05, Bepcis 1 Big 23 BepecHs 2021p.; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e geBenonmar, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

49. OHOBJ/IeHUII NPOTOKON KJiHiYHOro BUNpoGyBaHHA Bepcia 4.0 Big 26 nuctonaga 2021; 3pas3ok
eNeKTPOHHOI IP®, Bepcia 2.0.0. 40 NPOTOKO/Y K/iHIYHOro BUNpobyBaHHA «baraToueHTpoBe paHAoMi30oBaHe
BiAKpUTE KNiHiYHEe pAocnimkeHHsa 2/3 dasn 3 ouiHkM ed)eKTMBHOCTI Ta 6e3nekn gikcoBaHOi KoMOGiHaL,i
KeToposaky/nitoheHoHy/heHNiBEPUHiO B MOPIBHAHHI 3 aKTUBHMM KOHTPOJSIEM Y NALUEHTIB i3 60/1bOBUM
CUHOPOMOM MicNA XipypriYyHoro BTPYYaHHA Ha oOpraHax 4YepeBHOI MOPOXHWMHU Ta Masioro Tasy», KoA,
pocnipkeHHs KPFO7-T, Bepcida 3.0 Big 15 BepecHsa 2021 (yTOUHeHHs nonoxeHHs npotokony KB Bepcia 2.0 Big,
22 moToro 2021); cnoHcop - MpAT «®PapmaLeBTnyHa ipma «JapHuus», YkpaiHa

3aaBHuUK - MpAT «PapmauesTnyHa dpipMa «JapHuusa», YkpaiHa

50. BkntoueHHA 1 (ogHOro) AoAaTKoBOro Micus npoBefeHHA BUNPOGYBaHHA [0 NPOTOKONY K/iHIYHOIO
pocnimpkeHHss  «baratoueHTpoBe, BigKpuUTe, paHAOMI30BaHe AOCAIMKEHHA 3  MOPIBHAMBHOI  OLHKK
eekTMBHOCTI Ta NepeHocnmMocTi npenapaTy BpuHsonamig+bBpuMoHigUHY TapTpart, kpan/i O4Hi, CycneHsis
10 mr/mn+2 wmr/mn, BupobHuutBa AT «dapmak», YkpaiHa Ta npenapaty CimopuH3a®, Kpansi OuHi,
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BUpPOOHULTBA «AJIKOH-KyBpbOp», bBenbria y nauieHTiB 3 BiAKPUTOKYTOBOIO [/1ayKOMOK ab0 O4HO
rinepTeHsieto», Kofg JocnigpKeHH: FM-BMN-BZN-20, Bepcis Ne2 Bif, 25.06.2021;
CrnoHcop - AT «®Papmak», YKpaiHa
3asaBHUK - AT «Dapmak», YkpaiHa

No M.1.6. BignoBigasibHOro AoCNiAHMKA
n/n Ha3Ba Micus npoBefeHHs K1iHIYHOro BUNPo6yBaHHSA

1. K.mepn.H. Knoes I.0.
MeamMyHWiA LEHTP TOBapMCTBa 3 06MEXEHOH BiANoBigasIbHICTIO «TeXHO/Ooris 300p0oB'a», M. Ogeca




