Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne14 Big 29.07.2021,
HTP Ne26 Big 29.07.2021, Ha siKi 6yni1 oTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «KniHiYHe pJocnimpkKeHHA AN OUiHKM eeKTUBHOCTI, (DapMakoKIHETUKM, IMYHOTEHHOCTI Ta 6e3MeYHOCTI
npenapaTy Binate (Wilate) y nauieHTiB Bikom [0 6 pOKiB i3 BaXXKOK ¢hopmoto xBopobu BinnebpaHga», Kog
pocnipkeHHss WIL-33, Bepcis 01 Big 15 ciuyHa 2021 p., cnoHcop - Octapharma Pharmazeutika
Produktionsges.m.b.H., Austria

®asza - Il

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa Micus npoBeAeHHs KiHIYHOro BUNPOGYyBaHHS

1 A.M.H., npodh. Ay6ein 1.4.

KomyHanbHe HekomepuiiiHe nignpnemcTtBo JIbBiBCbKOI 06sacHOi pagn  «3axigHoyKpaiHCbKUiA
cnewiasizoBaHWin ~ AMTAYMA  MeAUYHWUIA  LEeHTP», T[emartosioriyHe  BigAaisieHHs,  JIbBIBCbKUiA
HaLjioHa/TbHUIA MeguyHKiA yHIBepcuTeT iMeHi laHuna MNanvupkoro, kadpeapa negiatpii i HeoHaTonorii
hakyNbTeTY NiICNAAUNIOMHOT OCBITU, M. JIbBIB

2. «PaHpgomizoBaHe nogBiiHe cnine nnauebo-KOHTPOSIbOBaHE AOC/IMKEHHA hasn 2 [N OuiHKK
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty VIB7734 npu nikyBaHHi akTMBHOIO CUCTEMHOrO 4YepBOHOrO
BOBYaka Bif, NOMIPHOIoO A0 TSXKOro CTyneHs», ko4 focnimkeHHs VIB7734.P2.S1, sepcia 1.0 Big 21 rpyaHs
2020 poky, crnoHcop - «Biena bio, IHK.», CLUA / Viela Bio, Inc., USA

®a3za - Il

3anaBHMK - ToBapuctBo 3 O6MexeHow BignosigasbHiCTIO «KOHTpPaKTHO-4OC/IAHMLBKA —OpraHisayis
IHHO®apm-YKpaiHa»

Ne MN.1.B. BignoBigaIbHOro fOCNIAHNKE,

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPO6GYyBaHHS

1. | K.M.H. MaTiawyk I.T.

MeguyHuii LeHTp ToBapucTBa 3 OOMEXEHOW BignoBigasibHICTIO «MeAnyHUA LeHTp «KoHcuniym
Megikan», KNiHiko-KOHCY/IbTaTUBHE BiafiNeHHA, M. Kuis

2. | 4.M.H., npodp. Pekanos A.I".

MeauuHuii LeHTp ToBapuCTBa 3 06MEXEHOI0 BiANoBigasIbHICTIO «CyyacHa KiHiKa», M. 3anopixoks
3. | K.M.H. TkayeHko M.B.

KomyHasibHe nignpuemcTBo «MontaBcbka o06s1acHa KniHivHa nikapHa iM. M.B. CknidhocoBCLKOro
MontaBcbkoi obnacHoi pagu», 06sacHWil NiKyBaslbHO-AIarHOCTUYHUIA PEBMATOSONYHNI  LEHTP,
YkpaiHcbka MeguuyHa CcToMaTosioriyHa akafjemis, kacpegpa ciMeiHoi meguuuHn | Tepanii, M.
Montasa

4. | K.M.H. ®egbkos [.]1.

MeanyHuii LeHTp ToBapucTBa 3 OOMEXEHO BignoBiAasIbHICTIO «MeanyHa KniHika «Bnaromepgy,
NiKyBa/IbHO-AiarHOCTUYHWUIA Nigpo3ain, M. Kuis

5. | 4.M.H., npod. AunimH P.1.

KomyHaslbHe HekoMepuiiiHe nignpueMcTBo «QO6s1acHa  KfiHiYHa NikapHa  |BaHO-PpaHKiBCbKOT
obnacHoi pagu», peBMaTtonoriyHe BiAAINIEHHS, |BaHO-PPaHKIBCbKUA HaUiOHA/IbHUA  MeaWNYHWIA
yHiBepcuTeT, kKadepa BHYTPIWHLOI MeauumMHU Nol, KNiHIYHOT iMyHOonorii Ta anepronorii iMeHi
akagemika €.M. Heitka, M. IBaHO-®paHKiBCbK

3. «baraToueHTpoBe, paHAoOMi3oBaHe, NoAgiiiHe cnine, nnaauebo KOHTPO/bOBaHE, B napasiefibHMX rpynax
KNiHiYHe AOoCniMpKEHHS HinoKaniMaby y AOpOCNUX NaLi€HTIB 3 aKTUBHUM CUCTEMHMM YEPBOHMM BOBYAKOM» »,
Kog pocnimpkeHHs 80202135SLE2001, Big 23.03.2021 p., cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

da3za - Il

3asBHuK - « AHCCEH ®APMALIEBTUVKA HB», benbris

No M.1.6. BignoBigasibHOro AoCNiAHMKA
n/n Ha3Ba Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHS

1. | nikap KapneHko O.O.




MegnuHuin LeHTp «OkK!KniHik+» ToBapucTBa 3 OOMEXEHOK BIiAMNoBiAaNbHICTIO «MiXHapoaHWiA
IHCTUTYT KIHIYHMX OOCAiMpKeHb», Bigdin Tepanii, peBmartonorii Ta Kapaionorii crauioHapHOro
BigAiIEHHS, M. KniB

2. K.M.H. KnebaH 5.1

KuiBcbka KniHiyHa nikapHA Ha 3anisHuYHoMy TpaHcnopTi Ne2 inii «LIeHTp OXopoHW 340p0oB'a»
AKUiOHEPHOIO TOBapuUCTBa «YKpaiHCbKa 3aNi3HUUS», BiAAINEHHA AEHHOIOo cTalioHapy, M. Knis

3. O.M.H. JleBueHko O. M.

KomyHanbHe HekomepuiiHe nignpuemMcTBo «Opgecbka o6/acHa KhiHiYHa JikapHa»  Opecbkol
06/1acHoi paau, nonik/iHiyHe BigdineHHs, M. Oneca

4. | A.M.H., npocp. Pekasios A.I.

MeanyHWii LEHTP TOBapucTBa 3 OOMEXEHOW BigNOBiAa/IbHICTIO «CyvacHa KhiHika», NikyBaslbHO-
AIarHOCTUYHWUIA Nigpo34ia, M. 3anopixoks

5. | K.M.H. Tpuninka C.A.

KomyHasibHe HekomepuiiiHe MiANPUEMCTBO XapKiBCbkOl 06s1acHOi pagn «O6nacHa K/iHiYHa
niKkapHa», KoHcynbTaTMBHA NONIK/iIHIKA, M. XapKiB

4. «52-TkHeBe GaraToLEeHTPOBE paHAOMI30BaHe NOoABiiHE 3aMackoBaHe AOCAILKEHHS 3 2 napasiesibHIMM
rpynamu nikyBaHHs1 Ans NOPIBHSAHHA e0eKTUBHOCTI, 6€3MNEYHOCTI i iIMyHOreHHocTi npenapaty SOK583A1 ta
npenapaty AAJIS®, o BBOAUTLCS iHTPaBITPEasbHO, Y NALLEHTIB i3 HEOBACKYNSPHO BIKOBOK MaKy/IsSpHOIO
AereHepaduieto», kog gocnipkeHHs CSOK583A12301, sepcis 2.0 3 iHKoprnopoBaHo nonpaskot 1 Big 29
ciyHa 2021 p., cnoHcop - M'ekcan Al', HimeuwunHa [Hexal AG, Germany]

®a3za - Il

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.B. BignoBigasbHOro gocnigHNKa

n/n HasBa Micusl NpoBeAEeHHS K/IiHIYHOTO BUNPO6GYBaHHS

1 O.M.H., npod. 3aBropoaHsa H.I.

MeaunyHWin LEHTP TOBapMCTBa 3 0OMEXEHOK BiAMNOBIAa/IbHICTIO «Bi3yc», MiKyBasbHO-AiarHOCTUYHE
BiaaineHHsa Nol, m. 3anopixxs

2 4.M.H. Koposnb A.P.

JepxaBHa ycTaHoBa «IHCTUTYT O4HMX XBOPOO i TKaHUHHOT Tepanii iMm. B.M. ®inatosa HauioHansHoi
akagemii MeanyHnX Hayk YKpaiHu», KniHika Bigainly BMBYEHHS GiOMOriYyHOI Aii Ta 3acTOCyBaHHS
nasepiB B optasibMosiorii Ha 6as3i BigaineHHa nasepHoi Mikpoxipyprii XxBopob oka, M. Ogeca

3 O.M.H., npod. CeprieHko A.M.

MeanyHuin LUEeHTp ToBapucTBa 3 OOMEXEHOH BignoBigasbHICTIO «OdTaNibMOIOriYHa KiHiKa
npodhecopa CeprieHka», BigaieHHa MiIKpoXipyprii oka Ta 3arafibHoi oddTanibMooril, M. BiHHMUA

5. «PaHpgowmizoBaHe, noAgiiiHe cnine AOCNIMKEHHS [ANS OUiHKKM 6e3neyYyHocTi, nepeHocuMocTi Ta
thapmakokiHeTukn npenapaty NX-13 npu nepopasibHOMY 3aCTOCyBaHHI NPy BUPa3KOBOMY KOAiTi B aKTUBHIl
thazi», kog pgocnimxkeHHs NX-13-1B, Bepcia 1.1 3 iHkoprnopoBaHo nonpaskoto 1 Big 14 kBiTHA 2021 poky,
cnoHcop - Landos Biopharma, Inc., USA

®aza- Ib

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

No M.1.6. BignoBiganbHOro gocnigHunKa,

n/n HasBa Micusl npoBeAeHHS K/iHIYHOrO BUNPO6YBaHHS

1 | k.m.H. Tomawwkesny 1.

KomyHasibHe  HekomepuiiHe  MignpueMCTBO  "BiHHMLUbKA MiCbka  K/IiHIYHA  flikapHa  Nel,
racCTPOEHTEPOsIOriyHe BigaineHHsa, M. BiHHMUSA

2 | nikap Cknbano C.A.

MeanuHuin UueHTp «OK!KniHik+» ToBapucTBa 3 OOMEXEHOK BiAnoOBigaslbHICTIO «MikKHapoaHui
IHCTUTYT KIHIYHUX OOCAIMKEHb», BiAAIN racTpoeHTeponorii Ta renatosorii  cTauioHapHoro
BigAiNneHHs, M. Kni

3 | 3aB. Big. PomaHis O.I1.

KomyHanibHe HekomepuiiHe nignpuemctBo «QO6nacHa KiHiYHa nikapHa  IBaHO-DpaHKiBCbKOI
06/1aCHQOI pagmn», raCTPOEHTEPOIOrivyHe BigaineHHs, M. |IBaHO-PpaHKIBCbK

4 | K. M. H. HewrTa B. B.

MeanyHWini LEeHTp ToBapucTBa 3 OOMEXEHOK BiANOBIAANBHICTIO «[@CTPOEHTEPOONiYHUIA LIEHTP
«AVBIAL.TIM», M. 3an0pixks

5 | 3asB. Big. Binoupkuii KO.C.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «O6acHa KiHivHa nikapHa iM. O.®. M'epbayeBCbKoro»




XKntomMumpcbKoi 061acHol paaun, NPoKToAorivyHe BigaineHHs, M. XXutomup

K.M.H. Kiznosa H.M.

KomyHasibHe HekoMepuiiHe NignpueMCTBO «BiHHULbKa 061acHa KiHiyHa nikapHs iM. M.l. MNMuporoea
BiHHMUbKOT 06n1acHOi Paan», ob6nacHWil cneyjianizoBaHWiin KNiHIYHUIA racTPOEHTEPOIOTiIYHWIA LEHTP,
M. BiHHMUS

6. «PaHgomizoBaHe noAgiliHO chine nnaueb60-koHTpPonboBaHe AochimkeHHs |l gas3n, Wo npoBoAUTLCA B
napanesnibHUX rpynax nauieHTiB i3 erknm i cepefHbOTSHXKKNM nepebiroMm BUPa3KoBOro KOMITy 3 METOK OLiHKM
edpekTMBHOCTI Ta 6e3neyHocTi amicenimogy (MT-1303)», koa pocnimkeHHs AMUC-2023, pepakuia 3.0,

nonpaeska 2 Big 03 rpygHa 2020 p., cnoHcop - "Canikc Papmac'ioTikand IHkoproperiteq" [Salix
Pharmaceuticals, Inc.], acpiniiioBaHa komnanisa "Bayw Xenc HO-Ec, INK" [Bausch Health US, LLC], CLLA
da3za -l

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

Ne M.l.6. BignoBigabHOro AocnigHuka

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOBYBaHHS

1 K.M.H. Banuubkuii B.B.
KomyHanbHe HekomepuiliHe MignpueEMCTBO «XMeflbHuLUbKa oOb6nacHa JslikapHsa»  XMebHULbKOT
06nacHoi paaun, BigaiNeHHsa NPOKTONOriT, M. XMe/bHULbKWiA

2 3aB. Bif. binoubkuii HO.C.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «O6nacHa kiiHivHa nikapHsa iM. O.d. M'epbayeBcbKoro»
YKutomupcbkoi 061acHoi pan, NPOKTOOriYHe BigaineHHs, M. XKutomup

3 K.M.H. JaueHko O.T.
KomyHasibHe  HekomepujiiHe  mianpueMcTBo  «Micbka  KiHiYHA  NikapHa  Ne2  iMmeHi
npody. O.0.WanimoBa» XapKiBCbKOI MICbKOI pasiv, NPOKTOJ/IOriYHe BigAiNneHHs, M. XapkiB

4 K.M.H. KpaBueHko T.I.
KomyHasibHe HekomepujiiHe mignpueMcTBO «KuiBcbka Micbka KfliHiYHa slikapHs Nel8» BMKOHaBYOro
opraHy KwuiBcbKol MicbkOi pagn (KWMIBCbKOI MICbKOT [AepXaBHOT afMiHiCTpaLil), NPOKTOsoriYHe
BiagineHHs, M. Kuis

5 nikap KOpkis A.€.
KomyHasibHe HekomepLiiiHe nignpuemcTBo «Ogecbka o06s1acHa  KhiHiYHa  nikapHsa»  OfecbKol
06/1aCHOI paau, nonikniHivyHe BigaineHHsa, m. Ogeca

6 nikap NorpaHigi T.1.
KomMyHasibHe HekomepLjiiiHe nianpMemMcTBO KMIBCbKOI 061acHoi paan «KuiBcbka o61acHa NikapHs»,
TepaneBTMYHE BiafineHHs, M.Knis

7 nikap Ckubano C.A.
MegnuHunii  UueHTp «OK!KniHik+» ToBapucTBa 3 0OMEXeHOH BiAnoBiganbHICTIO «MikHapoaHWiA
IHCTUTYT K/IHIYHMX  AOCNiMKEHb», BIAAIN racTPOEHTeposiorii Ta renatosnorii  cTauioHapHOro
BiggineHHs, M. Kuis

8 O.M.H. Mnnnya K.M.
KomyHasnbHe HekomepuiiiHe nignpueMcTBo «Micbka nikapHs Ne9» 3anopi3bkoi MiCbKOi pagw,
racTpoxipyprivyde BigaineHHs, M. 3anopixks

9 3aB. Bif. 360piBCbKUiA HA.M.
KomyHanbHe HekomepuiiHe nignpueMctsBo JIbBIBCbKOI 06sacHOi pagn «J/lbBiBCbka 061acHa
K/iHIYHa NikapHA», XipypriyHe sigaineHHa Nel, m. J1bBiB

10 | nikap Wynsra 4.®.
KoMyHasibHe nignpuemMcTBO «BosiMHCbKa 06s1acHa KniHiYHa fikapHa» BosIMHCBLKOT 06n1acHO paau,
XipypriyHe (eHOOKPUHHOT i abaoMiHasibHOT naTonorii) BiA4I/IEHHA 3 MPOKTOMOMNYHUMU  NidKKamWU,
M. JTyubK

11 K.M.H. KonecHwuk I.I1.
KomyHasibHe HekomepuiliHe nignprueMcTBo «Micbka siKapHS €KCTPeHol Ta LWBUAKOT Megu4vHol
Jornomoru» 3arnopi3bkoi MiCbKOT pagn, XipypriuHe BigdineHHsa 3 ueHTpom LWIKK Ha 60 niXoK,
M. 3anopixoks

12 K.M.H. KyninHuy P.J1.
KoMyHasibHEe HekomepLjiiiHe nignpMeEMCTBO «3anopidbka obnacHa KniHiyHa nikapHa» 3anopisbKoi
06/1aCHOI paau, BiAAiNEeHHS racTpoOeHTepPOorii i eHaockonii, M. 3anopixKs

13 K.M.H. lMonsakosa I".B.
MeanyHWii LeHTp ToBapucTBa 3 OOMEXEeHOK BifnoBifasibHICTIO «MegnyHuiA ueHTp «KoHcuiym
Megikan», raCTpOeHTepPosIoriYHi nanaTy CTauioHapHOro BigainieHHs, M. Kuis

14 | 3aB. Big. PomaHis O.I1.

KomyHasnibHe HekoMepLjiiHe nignpueMcTBo «QO6/1acHa  KfiHiYHa NikapHsa  |BaHO-PpaHKiBCbKOT




06/1aCHOI pagmn», raCTPOEHTEPOIOriYHe BifaiNneHHs, M. |IBaHO-PpaHKIBCbK

15 | Aa.m.H. CTaHichaBuyk M.A.

KoMyHasibHe HekoMepLiiHe NignpUeEMCTBO «BiHHULBbKa 06n1acHa KniHivHa nikapHs im. M.I. Muporosa
BiHHMUBKOT 061acHoi pagw», obnacHuiA cnewiasizoBaHWil KAiHIYHWIA TaCTPOEHTEePOIONiYHNIA LEeHTP,
M. BiHHMUSA

7. «BigkpuTte ha3n 2, AOBrocTpoKOBe pO3LWIMpeHe AochimKeHHA 6e3neku Bpasukymaby y nauieHTiB 3
BMPa3KoOBMM KOJIITOM Bif cepefHboro [0 Baxkkoro crtyneHa aktuBHocTi (EXPEDITION OLE)», kopg
pocnipkeHHs D5272C00002 (MonepepHii kog 3151-202-008), nonpaska 2, Bepcia 3.0 Big 29 6epesHs
2021, cnoHcop - AstraZeneca AB, Sweden

®a3za -l

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No MN.1.6. BignoBiganbLHOro gocnigHuka,

n/n HasBa micus npoBeAeHHs KiHIYHOTo BUNPOGYBaHHSA

1. | A.M.H., npod. Buukos M.A.

KomMyHanibHEe HekomepuiiHe nignpueMmcTBo «KniHiyHa nikapHs WBMAKOT MeAu4yHOI A0noMOoru
M. JlbBOBa», LEHTP Tepanii, JIbBIBCbKUA HaLiOHa/IbHUIA Megu4yHuii yHiBepcuTeT iMeHi [JaHuna
Manunubkoro, kadegpa Tepanii Nel, meauyHOI AiarHOCTUKM Ta remartosorii i TpaHcdysionorii
hakyNbTeTY NiCNAAMNIOMHOT OCBITU, M. JIbBIB

2. | A.M.H. TonosyeHko O.1.

MeguyHuii  UeHTp ToBapucTBa 3 OOMEXeHOW BignosigasibHiCTIO «Xenc KniHik», Bigain
racTpoeHTeposorii, renaTonorii Ta eHA0KPUHONOTT MEANYHOro KIHIYHOrO AOC/IAHWULBKOTO LEHTPY,
M. BiHHMUSA

3. | reH.aupekTop Manmubka A.l1.

KomyHanbHe  HekomepuiiiHe  NigNpUMEMCTBO  «XEpCOHCbka  Micbka  KAiHIYHA  JlikapHSA
iM. €.€. Kapabenelua» XepcoHCLKOI MIiCbKOI paau, ractpoTepaneBTUYHe BigJiNeHHs, M. XepCOoH

4. | o.M.H., npod. binaHcbkuii /1.C.

KomyHanbHe HekomepuiiiHe nianpnemctBo «KuiBcbka Micbka KiHiYHa nikapHs Nel8» BMKOHABYOro
opraHy KwuiBcbKol MicbkOi pagn (KWMIBCbKOI MICbKOT [AepXaBHOT afMiHiCTpaLil), NPOKTOsorivHe
BiaaineHHs, M. Kuis

5. | k.m.H JaueHko O.I'.

KomyHasibHe HekomepuiiHe nignpuemctBo  «Micbka KniHiYHa nikapHa Ne2 imeHi npod.
0.0.WanimoBa» XapKiBCbKOi MICbKOI pasiv, NPOKTO/IOrYHE BigAiNeHHs, M. XapkiB

6. | K.M.H. Nongskosa I".B.

MeaunyHuii LeHTp ToBapucTBa 3 OOMEXEeHOK BignoBifasibHICTIO «KoHcuniym Megikan», KAiHiko-
KOHCY/bTaTMBHE BigAaineHHs, M. KuiB

7. | A.m.H. CTaHichaBuyk M.A.

KoMyHas/lbHe HekoMepLiiiHe NianprMeEMCTBO «BiHHULBbKa 061acHa KniHivHa nikapHa iMm.M.1. Muporoea
BiHHMUbKOT 06NacHOi pagn», 0b6nacHUin cneyianizoBaHUn KNiHIYHWIA raCTPOEHTEPOIOTIYHUIA LEHTP,
BiHHMUbKWIA HauioHa/bHWUIA MeanuHuii yHiBepcuTeT iM. M.l MuporoBa, kadpeapa BHYTPILLHbOT
MegnumHm Nel, m. BiHHMUA

8. | nikap Piwko A.®.

KomyHasnibHe HekoMepLjiiiHe NigNpPUEMCTBO «3akaprnaTcbka o6/iacHa KniHidHa nikapHs imeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOI paau, raCTPpOeHTEPOo/I0rivYHe BigAINEHHS, M. YXXropon,

9. | A.M.H. Focnogapcbkuid |.41.

KomyHanbHe  HekomepuiiiHe  MignpueEMCTBO  «TepHOMi/IbCbKa  YHIBEPCUTETCbka  MikapHsa»
TepHoMiNbCbKOi  06nacHOi pagwu, 06nacHWiA  LEHTP TracTPOEHTEeposiorii 3  renartosiorieto,
racTpoeHTeposIoriyHe BigdineHHs, M. TepHoninb

10. | nikap bapaHeHko B.M.

MeguuHnii LeHTp «YHiBepcasibHa KniHika «O6epir» ToBapncTBa 3 OOMEXEHOH BifnoBigasIbHICTIO
«Kanutan», KNiHiKo-KOHCY/IbTaTUBHe BifaineHHs, M. Knis

8. «PaHpomizoBaHe, noAgiiHe cnine, nnauebo-kOHTPOsIbOBaHe [OCNIMKEHHSA a3u |l B napanesibHux
rpynax Ans OuiHlBaHHA e(eKTMBHOCTI Ta 6e3neyHOCTi omikanoHy SK gojaTka A0 cTabinbHoi Tepanii
nesogonoto (L-gonoto) B KoM6GiHaLi 3 iHriGiTopom gona-gekapbokcnnasu (144K) y nauieHTiB i3 no4aTkoBO
CTaglielo igionatnyHoi XxBopobu MapkiHCOHA; 3 BIAKPUTUM A0AATKOBUM AOCAIMKEHHAM», KOA4 AOCNiAKEHHS
BIA-91067-303, Bepcis 2.0 3 iHKopnopoBaHol nonpaskoto 1 Big 16 nwToro 2021 poky, cnoHcop - BIAL —
Portela & C-, S.A., Portugal

®a3za - Il

3asBHUK - NianpreMcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»



No M.1.6. BiANOBIiAa/ILHOrO AOCNIAHKKA,

n/n HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOOYBaHHS

1 K.M.H. JlekomueBa €.B.

JepxaBHa ycTaHoBa «IHCTUTYT HeBposorii, ncuxiatpii Ta Hapkosorii HauioHanbHOI akagemil
MEeAMYHMX HayK YKpaiHu», BigAiNeHHs (yHKUiOHaNbHOT HeWpoxipyprii Ta NapoKCUM3MasibHUX
CTaHiB, M. XapkiB

2 | 3aB. BiggineHHs CaHoubkuii A.€.

KomyHanbHe HekomepuiiHe nignprmeMcTBo JIbBIBCbKOI 06s1acHOi pagn «J/lbBiBCbka 061acHa
KNiHiYHa NikapHs», HeBpPosoriyHe BigfiNneHHs, M. JIbBiB

3 | A-M.H., npod. Ko3bonkiH O.A.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «Micbka nikapHs Ne6» 3anopi3bkoi MiCbkOT paaw,
BiAJiNEeHHs [OEeHHOro cTauioHapy nNONIKIIHIYHOro BiAAINEHHA AN HaZlaHHA BTOPUHHOrNO piBHA
MeZIMYHOT A0MOMOru, M. 3anopixxs

4 | A.M.H., npod). CnobogiH T.M.

MeamnuHWin LEeHTP TOBapucTBa 3 OOMEXEHO BIgMNoBifasbHICTI0O «MeanyHuii ueHTp «Jonomora-
nac», M. Knie

5 | o.M.H., npoch. Mockosko C.IT.

MeaunuHWi LeHTP ToBapuCcTBa 3 0OMEXEHOI BigNoBifasbHICTI0O «MeguyHuin ueHTp «Cantem,
NiKyBaNbHO-NPOQiNaKTUYHWIA Bigain, M. BiHHMUS

6 uneH-kop. HAMH Ykpainn, g.m.H., npod. 435K J1.A.

MegnyHuin - UueHTp [HINPOBCbLKOrO AEepXaBHOr0 MeAMYHOro  YHiBepcuteTy, [HINPOBCLKWIA
OEepXaBHUI MeanYHWIA yHIBEpCUTET, Kadpegpa HepBOBMX XBOPOO Ta Henpoxipyprii dhakynbTeTy
nicNsaMNAOMHOI OCBITW, M. [IHINPO

9. «PaHpomi3oBaHe, BigkpuTe, 6aratoueHTpoBe focnimkeHHA dhasu Il ansa Bu3HaYeHHA e(eKTUBHOCTI Ta
6e3MeyHoCTi 3acTocyBaHHA AypBanlyMaby B KombGiHauii i3 Tpemenimyma6om i eHcopTymadom
Be4OTUHOM abo pypBanymaby B KOMOGiHauii 3 eHdopTymaboMm BefOTMHOM [ANns nepuonepauinHoro
NiKyBaHHA MaLieHTiB 3 M'A30BO-iHBA3VBHMM pakoOM CeyoBOro Mixypa Mpu npoBefeHHi pagukanbHOT
LUUCTEKTOMIT, SKUM He nokasaHa Tepania uncnnatnHom (VOLGA)», kog gocnigxeHHs D910PC00001, sepcis
2.0 Big 26 6epe3Hs 2021 poky, cnoHcop - «AcTpa3eHeka Ab» [AstraZeneca AB], LLBeuis

®a3za - Il

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMMEHT YKPAIHA»

Ne MN.1.6. BiANOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa Micus NpoBeAeHHS KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npod. BoHaapeHko I.M.

KomyHasibHe HekomepuiiHe nignpremcTBo «Micbka KniHiuHa slikapHa Ne 4» [JHINPOBCLKOT MiCbKOI
pagun, XimioTepaneBTUYHE BIAAINEHHS 3 AEeHHUM cTauioHapoM, [HINPOBCbKWI AepXaBHUIA
MeANYHWI YHIBEPCUTET, Kadpeapa OHKONorii Ta MeAnyHoi pagionorii, M. JHinpo

2. | A.m.H., npodp. Ctych B.IM.

KoMyHanibHe nignprMeEMCTBO «[HIMpONeTpoBCbKa o6s1lacHa KiiHiuHa NikapHa im. I.I. MeuHikoBa»
JHinponeTpoBCbLKOI 06/1aCHOT paaun», BigaineHHs yponorii Ne 2 (oHKonoriyHe), M. JHinpo

3. | K.M.H. OcTaneHko HO. B.

KniHika HaujioHanbHOro iHCTUTYTY paky, BiggifieHHA ManoiHBa3sMBHOI Ta €HAOCKOMIYHOI Xipypril,
iHTepBeHLiliHoi pagionorii, M. Kuis

10. «BigkpuTe gocnimxkeHHs dasu 2 ans ouiHkn 6e3nekn Ta epektusHocTi MK-7684A (kombiHauis MK-7684
[BibOCTONIMAG] 3 MK-3475 [nembponizymalb]) y y4acHukiB 3 peumamByoummMum abo pedipakTepHUmu
remMartonoriyHUMmn 3/109KICHUMY HOBOYTBOPEHHAMU», Kog, JocnimkeHHs MK-7684A-004, 3 iHKOPNOpPOBaHOO
nonpaskoto 01 Bifg, 14 yepBHA 2021 poky , cnoHcop - «Mepk Wapn eHg Joym Kopr.», fo4YipHE NiANPUEMCTBO
«Mepk eHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

®a3za -l

3anBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAUIbHICTIO «MC/], YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs K/iHIYHOTo BUMPOGYBaHHSA

1 O.M.H., npod. Asrinb 1.C.

JepxaBHa ycTaHoBa «HauioHa/lbHUIA HayKoBWIA LEHTP pagiauiiHoi mMeauuuHn  HauioHanbHOI
akagemii MeaMyHNX HaykK YKpaiHu», BiAfdifeHHs pagiauiiiHol OHKoremartosorii Ta TpaHcnnaHTauil
CTOBOYpPOBUX KNITUH BigAiNy remaTonorii i TpaHCNAaHTONOrT IHCTUTYTY KNiHIYHOT pagionorii Ha 6asi
BiAJINIEHHS pajiauiiiHOi reMaTosiorii KNiHikn lepxaBHOi yCTaHOBM «HauioHa/IbHWI HAYKOBUIA LLEHTP




pagjauiiHoi meanunHy HaujioHanbHOT akageMii MeguyHuX Hayk YkpaiHu», M. Knis

2 O.M.H., npod. Kpsivok LA,

HauioHanbHWii HCTUTYT paky, HayKoBO-AOC/igHe BiggiNeHHa XimioTepanii remob6nacrtosis Ta
af'toBaHTHUX METOAIB NiKyBaHHS, BiA4IIEHHS OHKOreMatosiorii 3 CeKTOPOM af'toBaHTHUX MeTOAiB
NiKyBaHHs, M. Knis

3 O.M.H. Macnsk 3.B.

[JepxaBHa ycTaHoBa «|HCTUTYT NaTosorii KpoBi Ta TpaHcy3iiiHOT MeanuuHM HauioHanbHoi akagemil
MeAMYHNX HaYK YKpaiHW», BiA4i/IEHHA remaTonorii, M. J1bBiB

4 nikap Horaesa J1.1.

KomyHanbHe HekomepuiiHe nignpueMcTBO «Yepkacbkuii 061acHUA  OHKOMOTIYHUIA  AucnaHcep
Yepkacbkoi ob6nacHoi pagu», O6nacHwii nikyBaslbHO-4iarHOCTUYHUIA TeMaToorNuYHNi  LeHTp,
M. Yepkacu

11. OHOB/EHWII NPOTOKOJT KMiHIYHOrO BuNpoGyBaHHA 178-CL-204, Bepcia 2.0, 3 iIHKOPNOPOBaHOIO
cyTTeBolo nonpaskot 1, Big 11 notoro 2021 poky; IHopmauis anAa nauieHta Ta dpopma 3rogu
Mas10/1iTHLOro NawieHTa Ha y4acTb Y HAQYKOBOMY KMiHIYHOMY AOC/igXeHHi Ansa nauieHTiB Bikom Big 11
bo 13 pokiB, Mogenb gnsa YkpaiHu, Bepcif 2.0 Big, 07 TpaBHA 2021 poKy, YKPAiHCbKOIO Ta POCICbKOIO
moBamu; IHdhopmaunia gna nauieHTa Ta ¢opma 3rogM HEeNnOBHOMITHLOIO Maui€eHTa Ha y4vyacTtb Yy
HayKOBOMY KJliHIUHOMY AochifKeHHi aNnsa nauieHTiB BikoM Big 14 oo 17 pokiB, Mogenb ana YkpaiHu,
Bepcisa 2.0 Big 07 TpaBHsA 2021 poKy, YKpPaiHCbKOIO Ta pocilicbKolo MmoBamu; IHchopmauis ansa 6aTbkiB
nauieHTa Ta oopma iHchopmoBaHoi 3roau, Moaenb ansa YkpaiHu, Bepcisa 2.0 Big 07 TpaBHA 2021 poky,
YKpaiHCbKOIO Ta pocilicbkoo MoBamu; Martepiasiv anAa nauieHTa Ta AociigHuka: IHCTpyKuia i3
camMoOCTiliHOro BMMIpIOBaHHA apTepiasibHOro TUcky Ta nynbcy. Moci6Huk ana piteii [246013 178-
CL-204_UKR BP Manual Child 20200805 1.0 Ukrainian], ykpaiHCbKolo MoOBO; WHCTpyKuuUU mno
CaMOCTOSATE/IbLHOMY M3MEPEHUIO apTepUa/IbLHOIO AaB/ieHUs U nynbca. PykoBoacTBO Ana pgeteid
[246013 178-CL-204_UKR BP Manual Child 20200805 1.0 Ukrainian], pociiicbkoio MmoBoto; Yacri
3anuTaHHA Ta BignoBiAi Ha Hux [246013 178-CL-204 UKR CONTECO08A BP Manual Adult 20200907 1.0
Ukrainian], ykpaiHCbKOIO MOBOI0; OTBeTbl Ha YacTo 3agaBaemMble Bonpockl [246013 178-CL-204 UKR
CONTECO08A BP Manual Adult 20200907 1.0 Russian], poCiliCbkOl0 MOBOIO; «3afpoLyEMO HHUX
nauieHTiB i3 NPo6a1eMolo rinepakTUBHOroO ceyoBOro mixypa! PeecTtpauiio yyacHUKIB [oOcChnigKeHHsA
DOLPHIN Bxe Bigkputo», Dear Parent Letter_20210329 3.0 Ukrainian PA1, Bepcia 3.0 Big 29 6epe3Ha
2021 poky, YyKpaiHCbKOO MoBoOW; «[lpurnawarTcs BCe AeTU U NOAPOCTKM C CUHAPOMOM
rmnepakTMBHOro Mo4yeBOro nysbipsa. Haoop yuyacTtHukoB uccnegosaHuss DOLPHIN Tenepb OTKPbIT!»,
Dear Parent Letter 20210329 3.0 Russian PA1, Bepcia 3.0 Big 29 6epe3Hsa 2021 pokKy, pociiicbkoto
MOBOIO; «Ha Bally AWTUHY YeKae OKeaH MOXJ/IMBOCTEN — He [03BO/IbTe XOAHWM NepeLiKkoAam
cTpumMyBaTtH i Ha xutresomy wnsaxy», UKR Patient Brochure 20210329 3.0 Ukrainian PA1, Bepcis 3.0
Bif 29 Oepe3Hsa 2021 poKy, YKpalHCbKOIO MOBOIO; «[ns Balwlero pe6éHka npeAacTtaB/ieHO Mope
BO3MOXHOCTeii! — He ynycTuTe WwaHc Bocnosib3oBaTbcA nmu», UKR Patient Brochure 20210329 3.0
Russian PA1, Bepcia 3.0 Big 29 6epe3Hsa 2021 poky, pOCiicbKOIO MOBOIO; «Ha Bawy AUTUHY YeKae
oKeaH MOXJ/IMBOCTE — He f03BOJIbTE XXO4HUM MepewKogaM CTPUMyBaTU ii Ha XXUTTEBOMY LUIAXY»,
Moci6Huk pnsa naudieHta, UKR Patient Study Guide 20210329 3.0 Ukrainian PA1, Bepcia 3.0 Big 29
Gepe3HAa 2021 poKy, YKpaiHCbKO MOBOW; «[Onsa Bawero pe6éHKka npeacTaB/ieHO Mope
BO3MOXHOCTell! — He ynycTuTe LlAHC BOCNo/Mb3oBaTbcA uMMuU», Bpouwiopa co cBegeHusAsMU 06
uccnegoBaHum ana nayuenta, UKR Patient Study Guide 20210329 3.0 Russian PA1, Bepcis 3.0 Big 29
Gepe3Ha 2021 poKy, poOCilicbKOlo MOBOM; «Ha Bawy AUTUHY 4YeKae OKeaH MOX/IMBOCTEN — He
[03BOMbTE XOAHMM nepewwKogamM CTpUMyBaTWU ii Ha XUTTeBOMY wWnaxy», Moctep, UKR Poster
20210329 2.0 Ukrainian_PA1, Bepcia 2.0 Big 29 G6epe3Hs 2021 poKy, YKPAIHCbKOKO MOBOW; «Ans
Balwwero pe6éHka npeAcTaB/ieHO MOpe BO3MOXHOCTel! — He ynycTute WaHC BOCNO/1b30BaTbCs UMU»,
Moctep, UKR Poster 20210329 2.0 Russian_PA1, Bepcisa 2.0 Big 29 Gepe3HAa 2021 poKy, poCilicbKoo
moBoto; Patient Pathway for the DOLPHIN Study, Global Patient Pathway 20210329 2.0 English PA1,
AHININCbKOI MOBOIO [0 NPOTOKO/Y KAIHIYHOro AOCNifpKeHHS «PaHgomizoBaHe, noggiinHe-cnine, nnauebo-
KOHTPO/IbOBaHe, OaraTtoueHTpoBe A[OC/iMKEHHS 3 a3n y napanefnbHux rpynax i3  nocnigoBHUM
TUTPYBaHHSM 4031 A5 OLUiHKU e(heKkTUBHOCTI, 6e3neyHoCTi Ta papMakokiHeTMK1N MipabGerpoHy y nauieHTiB
ONTSYO0ro BiKy Bif, 5 A0 < 18 pokiB 3 rinepakTUBHICTIO CEYOBOr0 Mixypa», ko, AochimpkeHHs 178-CL-204,
Bepcia 1.1 Big 13 nuctonaga 2019 poky; cnoHcop - Actennac ®apma Mnoban [esenonmeHT, IHk., CLUA /
Astellas Pharma Global Development Inc., USA

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

12. BknouYeHHsA p[opaTKOBOro npenaparty MopiBHAHHA: Enipy6iumH  AkBigalEpirubicin  AqVida
(akTUBHMIA chapmaleBTUUHUIA iHrpegieHT — Epirubicin hydrochloride), 200 mr/100 mn (2 mrimn),
PO3UMH ANA iH €KW ANA BHYTPilWHbOBEHHUX iH(y3ili, BUpo6HUK: AqVida GmbH, HimeuuuHa; 3pa3ok
MapKyBaHHsA (MepBUHHA ynakoBKa) ans Enipy6iyuny/Epirubicin, 200 mr/100 mn (2 mr/mn), po3yuH ana
iH’eKUiA gNna BHYTPIWWHbOBEHHUX iH(Y3il, Big 22 KBiTHA 2021 poKy YKpaiHCbKOK MOBOI; 3pas3okK
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MapKyBaHHSA (30BHiWHA ynakoBka) ansa Enipyoiunny/Epirubicin, 200 mr/100 mn (2 mr/imn), po3yuH Ans
iH'eKUil ANA BHYTPIWHbLOBEHHUX iH(yY3iiA, Bif 22 kBiTHA 2021 poKy YKpaiHCbKOK MOBOLO;
IHchbopmauiiiHuiA nucTok nauieHTa Ta dpopma iHhopMoBaHoOI 3rogu Ans YKpaiHu, Bepcia 7.1 Big 25
TpaBHsA 2021 poKy YKpaiHCbKOIO Ta pocCiiicbkoo MoBaMu; OronolweHHsi NPo HaGip nauieHTiB, Bepcis
1.0 Big 26 TpaBHA 2021 pOKY YKpPAiHCbKOIO Ta POCIICbKOI MOBaMWu [0 MPOTOKOAY K/iHIYHOIO
JocnimpkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, BiakpuTe gocnigpxeHHs Il dpa3n 3 NOpiBHAHHA KOMOGIHALT
ATe3onizymady (aHTu-Pd-L1 aHTuTiNag) 3 af’'toBaHTHOK aHTpaLMKIiHOBOK/TakCaHOBOK XiMioTepaniel Ha
BIAMIHY BiZ TiNibku XiMioTepanii B MaLieHTiB 3 onepabesibHUM Tpudi HEraTMBHUM PakoOM MOJIOHHOI 3a/1031»
(IMpassion030)., kog pocnigpkeHHs BIG 16-05/AFT-27/W039391, Bepcia 7 Big 17 nwotoro 2021 poky;
cnoHcop - F. Hoffmann-La Roche Ltd. /®. XoddpmaHH-19 Pow NT1a. /®. TodhdomanH-N1a Pow J14.,
LLseiiyapis

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOIK BIAMNOBIAA/IBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

13. OHoBneHe [ocbe AocnigKyBaHOro sikapcbkoro 3acody AR-301 (Tocatokcyma®), Bepcia 4.1,
BepeceHb 2020 p. ; OHoBeHe [locbe pocnigkyBaHOro fikapcbkoro 3aco6y AR-301 (TocaTokcymao),
Bepcia 5.0 Big 02 6epe3Ha 2021 p.; 3miHA Yy BUPOOGHMUYOMY Mpoueci NiKapCbKOI pPevyoBUHU:
36iNblIeHHA MaclTady G6iopeakTopa KynbTypu KniTuH 3 1000 n go 2000 n, Ta BiANOBIAHUX AaHUX
NOPIiBHAHHA Ta BUMNYCKY; 3a/lydeHHSs HOBOro BUPOGHUKA AOCMIMKYBaHOIro nikapCbKoro 3aco6y
AR-301 (tocatokcymab) Ta nnaue6o ao AR-301 (tocatokcymab): Emergent BioSolutions, USA;
OHoOB/IEHe MapKyBaHHsA AJ11 KAPTOHHOI YNAKOBKU [OCAIAKYBAHOIO Jlikapcbkoro 3acody AR-301, 25
mr/mn a6o nnaue6o 10 mn/ y cnakoHi, Big 13 BepecHa 2020 p., yKpaiHCbKOKO MOBOI; OHOBMEHe
MapKyBaHHA gns aakoHy AOCNiAKyBaHOro nikapcbkoro 3acooy AR-301, 25 mr/mn a6o nnaue6o 10
mn/ y chnakoHi, Big 16 BepecHs 2020 p., yKpaiHCbKOKO MOBOIO; OHOBJIEHEe MapKyBaHHA A1 KAPTOHHOT
yNnakoBKN AOCAiAKyBaHOro nikapcbkoro saco6y AR-301, 25 mr/mn a6o nnaue6o 10 mn/ y chnakoHi,
Big 19 TpaBHA 2021 p., yKpaiHCbKOIO MOBOIO; OHOBJIEHEe MapKyBaHHA Ans hiakoHy AOCNifAKYBaHOro
nikapcbkoro 3aco6y AR-301, 25 mr/mn a6o nnaue6o 10 mn/ y donakoHi, Big 19 TpaBHa 2021 p.,
yKpaiHCbKolo MoBow; IHcopmauiiiHuii nucTok i cdopma 3rogM ANA nauieHTa i 3aKOHHOro
npeacraBHUKa ANA yvacTi B KiHIYHOMY AocnimkeHHi, Bepcia 5.0 ona YkpaiHu Big 26 ciuHa 2021 p.,
nepeknag ykpaiHCbKO MOBOIO Big 12 ntotoro 2021 p.; nepeknag pociiicbKolo MOBOl1O Big 12 ntoToro
2021 p.; IHcpopmauniiiHnii nucTOK nauieHTa i cpopma 3rogu Ha y4dactb y (papMaKoOKiHETUHHOMY
pocnipkeHHi, sepcia 4.0 ana YkpaiHu Big 26 ciuHa 2021 p., nepeknap yKpaiHCbKOO MOBOKO Big 12
noTtoro 2021 p.; nepeknag pociicbKow MoOBOW Big 12 ntotoro 2021 p.; IHopmauiiHnii NNCTOK i
cthopma 3roau AnAa BariTHOI nNnapTHepku, Bepcia 4.0 ona YkpaiHu Big 26 ciuHa 2021 p., nepeknag
YKpaiHCbKOI0 MOBOIO Big, 12 ntoTtoro 2021 p.; nepeknaj pociicbKoo MoBOIO Big 12 nwotoro 2021 p.;
lgeHTUdikayiiHa KapTKa ydacHuMKa KiHiYHOro pgocnipkeHHsA, Bepcis 2.0 Big 14 rpygHa 2020 p.,
nepeknaj ykpaiHCbKO MOBOIO Bif 12 niotoro 2021 p.; nepeknag pociiicbkoo MOBOIO Big 12 nOTOro
2021 p.; MNoaoBXeHHs TepMiHY NpoBeAEeHHA K/iHIYHOro BUNpo6yBaHHsA B YKpaiHi Ao 31 cepnHa 2022
POKY [0 NPOTOKOJY KMAIHIYHOrO gochimpkeHHs «PaHaomizoBaHe, noAgiiHe crine, niaueb0-KOHTPONbOBaHe,
baraToLeHTpoBe AochifpkeHHA 3 a3 A8 ouiHkM 6e3nevyHocTi Ta edpekTuBHOCTI npenapaty AR-301 sk
JonomkHOT Tepanii [0 /likyBaHHA aHTMGIOTMKaMM NpyY BEHTUNATOP-acoLilioBaHin nHeBMOHIT (BAIM),
CNpUYMHEHI S. aureus», kog gocnimkeHHss AR-301-002, sepcis 4.1 Big 26 nuctonaga 2019 p.; cnoHcop -
Apigic ®apmacbioTikans, IHk., CLUA (Aridis Pharmaceuticals, Inc., USA)

3aasBHuK - TOB «MB KBecT», YkpaiHa

14. Po3gin 2.3.P.8 «CTtabinbHicTb» [OCbe AoCnimgKyBaHOro nikapcbkoro 3acooy AGEN1884, process
2.0, aHrniiicbkolo moBow; Po3gin 2.3.P.8 «CrtabinbHicTb» [loCbe AOCAiIAKYBaAHOro niKapCbKoro
3acoby AGEN1884, process 2.1, aHrnincbkolo MOBOW; [MOOOBXEHHA TepMiHy npuUAATHOCTI
BocnimpKyBaHoro nikapcbkoro saco6y AGEN1884 (po3uuH ans iHdysiii, 50mr/imn) go 54 micauis go
NPOTOKONY KNiHIYHOTO [OCNIAXKEHHS «Bigkpute, 6aratorpynose AocnimpkeHHa dasn 1/2 3 MeTo BMBYEHHS
6e3MneyHoCTi, NepeHoCUMOCTi, hapMakoKiHETUKI, Bi0NONYHOT Ta KIiHIYHOT akTMBHOCTI npenapaty AGEN1884
B koMGiHaujii 3 npenapatoMm AGEN2034 y nauieHTiB 3 MeTacTaTM4HMMKU ab0 MiCLLEeBO-PO3MNOBCHOKEHUMU
COMAHMMM NYX/IMHAMW Ta PO3LUMPEHHA 3aCTOCYBaHHA Ha 00paHi BUAMW COMIGHMX MYXINH», KO AOCNIAKEHHS
C-550-01, 3 iHKOpnopoBaHOot nornpaskoto 5 Bif 26 BepecHs 2019 poky; cnoHcop - «AmpkKeHyc IHK.» (Agenus
Inc.), CLLA

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

15. ®dopma iHchopmoBaHOi 3rogu Ans ocibé, wo 3pilicHiolTb pornag, Bepcia 1.0 gna YkpaiHu
aHrniicbkol MoBOK Big 24 KBiTHA 2021 poky; Popma iHhpopmoBaHOi 3rogu Afnis ocio, LWo
3pificHIONTb Aornag, Bepcia 1.0 ana YkpaiHu yKpaiHCbKOKO MOBOLO Bif, 24 KBiTHA 2021 poky; Popma
iHdhopMoOBaHoOI 3rogn anA oci6, Wo 34iACHIoTb gornag, Bepcia 1.0 ana YKpaiHu pocilicbKolo MOBOIO
Big 24 kBiTHA 2021 poky; [locbe pocnigKyBaHOro nikapcbkoro 3aco6y ARGX-113 with rHuPH20,
PO3uUuH ANA NipWKipHUX iH’eKuiii, Bepcia 4.0 Big 28 TpaBHA 2021 poKy, aHINMilicbKOlo MOBOO; [locbe
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JocnimpKyBaHoro nikapcbkoro 3acody ARGX-113 with rHuPH20, po3uvH gnsa nigwkipHuX iH’eKuii,
Dopatkn rHUPH20, Bepcisa 4.0 Big 28 TpaBHA 2021 poKy, aHrilicbKo MOBOIO; NMOAOBXEHHA TEPMiHY
npuaaTHOCTI AocnimKyBaHoro nikapcbkoro 3acooy Efgartigimod PH20 SC, Echrapririmog PH20 ansa
nigwkipHoro BBefAeHHA, Ediraptirivog PH20 SC, ARGX113 PH20, ARGX-113 with rHuPH20,
ARGX-113/rHUPH20 (Efgartigimod alfa) po3uuHy gna nigwkipHux iH’ekuin 180mr/mn, no 18 micsuis;
3aslyueHHA  JO[ATKOBOI  BUPOGHUUOI  AINAHKA  AOCAIGKYBAHOTO  NiKapCbKOro  3acoGy
ARGX-113/rHuPH20, 180 mr/mn po3uunHy Ans nigwkipHux iv’ekuin Vetter Pharma-Fertigung GmbH &
Co. KG, Germany: Eisenbahnstrasse 2-4, 88085 Langenargen, Germany; Mooswiesen 2, 88214
Ravensbhurg, Germany; Helmut-Vetter-Strasse 10 88213, Germany; Schuetzenstrasse 87 and 99-101,
88212 Ravensbhurg, Germany; [lomallHili NOCIGHUK i3 TPaHCNOPTYBaHHA, 36epiraHHsA, NiAroTyBaHHA
Ta BBeAEHHA AocnimKyBaHoro npenapaty edraptirivogy PH20 gna n/w BBegeHHA (165mn/mr),
Bepcia 4.0 Big 10 uepBHA 2021 p. Ta XypHan peecTpauii BBefeHHA AOCAiAKyBaHOro npenapary,
c¢iHanbHa Bepcia 3.0 Big 10 uyepBHA 2021 p., YKpaiHCbKOIO MOBOI; [lomallHE KepiBHULUTBO i3
TpaHCNOpPTYBaHHS, 36epiraHHsA, NiAroTOBKU Ta BBeAEHHSA AOCAioKYBaHOro npenaparty edrapririmony
PH20 gna n/w BBegeHHA (165mnimr), Bepcia 4.0 Big 10 uepBHA 2021 p. Ta XypHan peecTpauil
BBeZleHHs1 AOoC/igXyBaHOro npenapary, diHanbHa Bepcia 3.0 Big 10 uepBHa 2021 p., pocilicbKoto
MOBOIO; [loMallHi/i MOCIOHMK i3 TpaHCNOpPTYyBaHHsA, 306epiraHHA, NiAroTyBaHHA Ta BBELEHHSA
pocnigpxkysaHoro npenapaty edrapririmogy PH20 ans n/wi BBegeHHs (180mr/mn), Bepcia 5.0 Big 10
uepBHA 2021 p. Ta XypHa/ peecTpauii BBefeHHs1 AOCiAXyBaHOro npenapary, ¢iHanbHa Bepcia 3.0
Big 10 4yepBHA 2021 p., YKPAlHCbKOIO MOBOIO; J[lOMallHE KepiBHULTBO i3 TpaHCMNOPTYBaHHS,
306epiraHHA, NiroToBKM Ta BBEAEHHA AOC/ifAKyBaHOro npenapaty ecdprapririvogy PH20 ansa n/w
BBeAeHHA (180mr/mn), Bepcia 5.0 Big 10 uepBHA 2021 p. Ta XypHan peecTpauii BBeAEHHS
pocnipkyBaHoro npenapary, ¢iHanbHa Bepcia 3.0 Big 10 uepBHA 2021 p., POCINCbKOO MOBOIO [0
NPOTOKONY KAiHIYHOrO BUNPOOYBaHHA «BigkpuTe GaraTtoueHTpoBE NPOAOBXEHHA AocnimpkeHHs ARGX-113-
1904 ansa BMBYEHHSA 6e3MeYHOCTi, NepeHoCcUMocTi Ta edieKTMBHOCTI npenapaty Edpraptirimog PH20 ana
nigWwkipHOro BBeAEeHHA y nauieHTiB 3 nyxumpyaTkolo (ADDRESS+)», kog pocnigxeHHs ARGX-113-1905,
Bepcia 2.0 Big 05 ntotoro 2021 poky; cnoHcop - apakeHke BB, benbria / argenx BV, Belgium

3asaBHMK - ToBapucteo 3 O6MexeHot BignosiganoHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis
IHHOhapM-YKpaiHa»

16. OHoBneHi posginun 3.2.P. [locbe pocnigKyBaHOro nikapcbkoro 3aco6y JNJ-67896062-AAA,
TabneTkn, BKpUTi 060510HKOM0, 10 mr, 37,5 Mr Ta 75 mMr Ta BignoBigHoro nnaue6o Big 12.04.2021 p.;
BK/IOUYEHHA [04AaTKOBOr0 BUPOOHUKA AOCNiIMKYBAHOro JikapcbkKoro 3acoby JNJ-67896062,
MauiTeHTaH, TaéneTkn, BKpUTi 060/10HKOO, 10 mr, 37,5 mr Ta 75 Mr Ta BignoBigHOro naaue6o -
Catalent Germany Schorndorf GmbH, HimeuunHa; [MoAoOBXeHHA TepMmiHy nNPUBATHOCTI
pocnipxysaHoro siikapcbkoro 3aco6y JNJ-67896062, mauiTeHTaH, Ta6neTku BKpUTI 060/10HKolo, 37,5
Mr Ta 75 mr go 30 micsauis; Jogatok 1 Big 21.05.2021 p. go Bpouwypu focnigHuka JNJ-67896062
(macitentan), BuaaHHsa 18; 3miHa Ha3BU MicLub NPOBeAEHHA KMiHIYHOrO BUNPOOYBaHHA [0 NMPOTOKONY
KMiHIYHOrO JocnigpkeHHs «[lpocnekTnBHe, paHAOMi30BaHe, MOABiHE cnine, GaraTtoueHTpoBe, nnaue6o
KOHTpO/IbOBaHe, B nNapanesflbHWX rpynax, aganTvBHe KAiHiYHe JocnimkeHHa 3-1 asn 3 Bigkputum
NMPOAOBXEHHSIM A/151 OUIHKU e(DEKTUBHOCTI Ta 6e3Me4HOCTi MauiTeHTaHy 75 Mr npu HeonepabesibHii abo
CTIKIin |/ peunamByIOUIl  XPOHIYHIA  TPOMOOEMOOSIYHIA  NereHeBili  rinepTeHsii», Kog AOCiAKEHHS
67896062CTP3001, 3 nonpaskoto 4, Bepcis 6 Big 16.12.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA
HB», Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

BYNO

CTAIO

O.M.H., npod. CipeHko HO.M.

[epxaBHa ycTaHoBa «HauioHanbHWIA HayKoBWiA
LEHTp «IHCTUTYT Kapaionorii imeHi akagemika M.[.
Crpaxecka» HaujioHanbHOI akagemii MeanyHUX
HayK YkpaiHu, BigAineHHsa CUMMNTOMaTUYHUX
apTepiasibHUX rinepTeHsiii, M. Knis

O.M.H., npodd. CipeHko HO.M.

[epxaBHa ycTaHoBa «HaulioHanbHUn  HaykoBuWiA
LEeHTp «lHCTUTYT Kapgionorii  iMeHi akagemika
M.[. Ctpaxecka» HauioHasbHOI akagemii MeanyHux
Hayk YkpaiHu, BigAin BTOPUHHUX | nereHeBux
rinepreHsiii, M. Kuis

K.M.H. Bacunbea J1.1.

KomyHasibHe nignpremcTBo «/[HIMPONETPOBCLKMiA
obnacHuiA  KNiHIYHWIA  UeHTp  kapgionorii  Ta
Kapgioxipyprii»  JHinponeTpoBCbkOi  06/1acHOI
pagv», BigaineHHa  kappgiosorii, JepXaBHuii
3aknap «HinponeTpoBCbKa MeAuUYHa akafeMis
MiHicTepcTBa OXOpPOHM 340pPOB‘A YKpaiHU»,
Kaheapa BHYTPIWHbOT MeanumHm Ne3, M. JHINpo

K.M.H. BacunbeBa J1.1.

KomyHanbHe  nignpuemcTBo  «[IHINpONeTpoBCbKUiA
obnacHuiA  KNiHIYHWIA ~ LeHTp  Kapgionorii  Ta
Kapgioxipyprii» [HinponeTpoBCLKOi 061acHOl paam»,
BiAOIEHHS Kapgionorii, AHINPOBCbKNii gepxaBHWUA
MeAuYHUIA  yHiBepcuTeT, kadhegpa BHYTPIWHBLOI
mMeauumHn Ne3, M. [HiNpo




17. BkoUeHHA foAaTKOBUX MicUb NPOBeAeHHSA KMiHIYHOro BUMMNPOGYBaHHSA [0 MPOTOKOY KAiHIYHOro
pocnipkeHHa «baraToueHTpoBe, paHAoMmi3oBaHe, NoAgiliHe crine, Naauebo-KOHTPO/IbOBaHEe A0CAIAKEHHS
hasm lllb onsa ouiHkM ed)eKTUBHOCTI Ta 6e3neyHocTi npenapaty Okpenisymad y [OpPOCAMX NaUiEHTIB 3
NepBUHHO-NPOrPecyouMM PO3CIAHUM CKNepo3om», Koh gocnimpkeHHs WA40404, sepcia 4 sig 01 nwoToro
2021 p.; cnoHcop - . XohdmanH-/1s Pow fta, Weeiuapia (F. Hoffmann-La Roche Ltd, Switzerland)
3aaBHUK - ToBapucteo 3 OO6MexeHow BignosiganbHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis
IHHOGhapM-YKpaiHa»

Ne MN.1.B. BignoBiganbHOro gocnigHuKa

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPOGYBaHHSA

1 K.M.H. lanny /1.0,

MeamnyHWA LEHTP TOBApMCTBa 3 0OMEXEHOK BiANOBIAaNbHICTIO «CMapT Megikan LleHTp», M. Kni
2 A.M.H., npody. KosaneHko O.€.

KomyHanibHe HekoMepuiiiHe nignpuemcTtBo «KniHivHa nikapHA Nel5 lMofinbCbKoro paiioHy Mmicta
Knesa» BUMKOHaBYOro opraHy KuiBcbkol MicbKoi pagu (KMiBCbKOT MIiCbKOT AepXaBHOI agMiHicTpau,ii),
HeBpO/OriyHe BigaineHHs, M. Kuis

3 K.M.H. Tomax H.B.

Mean4yHuin ueHTp ToBapucTBa 3 06MEXEHO BignoBiganbHICTIO «IHET-09», M. 3anopixks

18. 3miHa micua npoBeAeHHs KMIHIYHOro BUNPOOGOBYBAHHA [0 MNPOTOKO/Y KIIHIYHOMO AOCHiIKEHHSA
«PaHpowmizoBaHe, noagiliHe-cnine, nnaueb0-kOHTPO/IbOBaHe AoC/iMkeHHs npenapaty SEL-212 y nauieHTis 3
nojarpoto, pedpaktepHo A0 CTaHAApTHOI Tepanii», Kog AocnigxeHHs SEL-212/302, sepcisa 5.0 Big 30
0BTHA 2020 poky; cnoHcop - Selecta Biosciences, Inc., USA/ «CenekTa baiiocaeHcis, IHk.», CLUA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYNO CTAJIO

A.M.H., npod). THMnopn6os A.M.

MeguuHuiA LEeHTp ToBapucTBa 3 OGMEXEHOIo
BiANOBigaNnbHICTIO  «PeBMOLIEHTP», BigAain
KNiHIYHMX gocigkeHb, M. KuiB

O.M.H., npod. MTHnnopnéos A.M.

MeguuHuiA UeHTP ToBapucTBa 3 OOGMEXeHOolo
BigNoBiganbHIiCTIO  «IHCTUTYT  peBMAaTOJIOrii»,
Bif A1 KNiHiYHMX gocnimkerb Nel, M. KuiB

19. 3miHa HasBM Ta MicuA MpPoOBeAEHHA KMiHIYHOrO BUMNPOOYBaHHA [0 MPOTOKO/Y KAiHIYHOrO
pocnigpxeHHsa PaHpgomizoBaHe nopgiiHe cnine  pocnimkeHHs Il dpasu, NOpiBHAHHA  kOMGIHaui
nemoponizymaby Ta ininimymaby 3 Kom6iHauiewo nemb6ponisymady Ta nnauebo y paHiwe HenikoBaHuX
nauieHTiB 3 MeTacTaTuyHUM HefpiGHOKNITUHHUM pakom fereHb 4 ctagii 3 PD-L1-no3UTUBHUMKU NyX/IMHaMn
(TPS =50%)(KEYNOTE-598), kopn pocnimkeHHs MK-3475-598, 3 iHkoprnoposaHot nonpaskoio 06 Big 11
rpygHa 2020 poky; cnoHcop - "Mepk Wapn EHg Joym Kopn.", godipHe nignpuemctso”Mepk EHA Ko., IHK."
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

3asiBHUK - TOBApPUCTBO 3 0OMEXEHOH BiAnoBigasbHICTIO «MC/, YKkpaiHa»

Mmicbka OGaratonpodpinbHa KniHiYHA nikapHA
Ned» [OHiNponeTpoOBCLKOI 06/1aCHOI paju,
BiaggineHHa ximiotepanii, [epxaBHuiA 3aknapg,
«AHinponeTpoBCLKa MeAaunyHa akapemis
MiHicTepcTBa OXOPOHU 3[0POB’A  YKpaiHu»,

BYNO CTANNO
O.M.H., npod. BoHaapeHko |.M. A.M.H., npod. BoHaapeHko |.M.
KomyHanbHuii 3aknag «[lHinponeTpoBcbka | KOMyHaslbHe  HekomepuiiiHe  MiANPUEMCTBO

«Micbka KniHiyHa nikapHA Ned» [OHINPOBCbLKOT
MiCcbKOI pagu, XiMmioTepaneBTUUHE BiAAiNeHHs 3
AEHHUM cTauioHapoMm, JHinpoBcbKuii
[epXaBHU MeAuYHUIA YyHiBepcuTeT, kadegpa
OHKOJI0riT Ta MeguyYHoi pagionorii, M. JHinpo

kacbeapa OHKOMOrii | MeAgnyHOi pagionorii, M.
[Hinpo

20. OHoBEeHWii NpPOTOKON KhiHiYHOro gocnigkeHHsa B7931028, chiHanbHa Bepcia 3 iHKOPNOpPoOBaHOLO
nonpaBkol 4, Big 2 6Gepe3Hs 2021 p., aHrnilicbkoo MoBok; OHoBneHa Bpowypa pocnigHuka
PF-06700841, Bepcia 6.0 Big BepecHAa 2020 p. aHrniiicbkold MoBol; OHoBneHe [ocbe
pocnipkyBaHoro nikapcbkoro 3aco6y (IMPD) PF-06700841 gnsa YKpaiHu, BepcCia paToBaHa ceprnHeM
2020 p. aHrnilicckolo MoBOK; OHOB/IEHMIA AOKYMEHT «3arajibHa OLUiHKa CniBBigHOLEHHSA
KOpUCTb/pu3nk», Bepcias patoBaHa 5 6epesHa 2021 p. aHrIiACbKO MOBOK; OHOBJIEHNIA
IHhopMauiiHMii NUCTOK AnA naudieHta Ta Popma iH(hOpMOBAHOI 3rogu Ha y4yacTb Yy KJiHIYHOMY
pocnipkeHHi, Bepcisa 4 Big 12 kBiTHA 2021 p. ana YKpaiHU aHTAiliCbKOI0, YKPAiHCbKOIO Ta POCiliCbKOLo
MoBamu; AHKeTa «3arajibHa OLjiHKa nalieHTOM CTyneHs TSXXKOCTi — BoByak (PGIS- L)», Bepcisa 1.0 Big,
31 cepnHa 2020 p. yKpaiHCbKOIO Ta POCificbKolo MoBaMu; AHKeTa «3arasibHe BPaXeHHs nauieHTa npo
3MiHy nepe6iry xBopo6u (PGI-C)», Bepcia 1.0 Big 5 oBTHA 2020 p. yKpaiHCbKOK Ta POCINCbKOIO
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MoBamMu; AHKeTa «3ara/ibHa OLjiHKa NaLieHTOM CTYNeHA TAXKOCTI — BToMtoBaHicTb (PGIS-F)», Bepcis
1.0 Big 5 oBTHsA 2020 p. YKpPAIHCbKOIO Ta POCIACbKOO MOBaMU A0 NPOTOKOSY KAIHIYHOrO AOC/iAXKEHHS
"PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IboBaHe, GaraToueHTpoBE AOCNIMKEHHS dasn 2B 3
nigoéopy AianasoHy [03 AN OUiHKM npodpinto edekTMBHOCTI Ta 6e3nedvHocTi npenapaty PF-06700841 B
YyYacCHUKIB 3 aKTMBHMM CUCTEMHMM 4YepBOHMM BoBYakoM (CUB)", kog pocnimkeHHs B7931028, diHasbHa
Bepcis 3 iHKOPNOpOBaHO nonpaskoko 3, Big 31 xo0BTHA 2019 p.; cnoHcop - Mdaiizep IHk., CLUA

3anBHuK - Mdpansep IHk., CLUA

21. Inchopmauia ana yyacHuka gocnigkeHHs i @opma iHopMOBaHOI 3rogun Ha y4acTb Y [OCIiIKEHHI
TP0006 (myOpportuniTy 2) ana YkpaiHu, Bepcia 4.0 Big 04 uepBHA 2021 poOKy, YKpaiHCbKOK Ta
pociiicbkolo MoBamu; Martepianm panA nauieHTiB: JIMCTOK-BKMagKa B YNakoBKY 3 BaKUUHOO
HimeHpukc (Nimenrix), OctaHHe OHOBJIEHHA: 04 Gepe3HA 2021 poKy, YKPAiHCbKOI Ta POCIACbKOI
MoBamMu; JIMCTOK-BKMagKa B YynakoBKy 3 BakuuHoio lMHeBmoBakc 23 (Pneumovax 23), OcTaHHe
OHOBJIeHHA: 11 nwoToro 2021 poKy, YKpaiHCbKOI Ta pOCiificbkoo moBamu; JIMCTOK-BKagKka B
ynakoBKy 3 BakuuHoto lMpeBeHap 13 (Prevenar 13), OctaHHE OHOB/IEHHA: 8 ciuHA 2021 poKy,
YKPAiHCbKOIO Ta POCINCbLKOK MOBaMW [0 MPOTOKO/Y KAiHIYHOrO AochigkeHHs «baraToueHTpoBe,
noAgivHe cnine, paHaoMi3oBaHe, nnaueb0o-KOHTPOIbOBaHE AOCAIAKEHHA 3 dpasu A5 OUiHKM ePEKTUBHOCTI,
6e3neyHoCTi Ta MNepeHoOCMMOCTI npenapaTty pPO3aHOMIKCi3ymad Yy [A0pOC/NX YYaCHWKIB AOCAIMKEHHSA 3
NepPCUCTYOHO abo XPOHIUYHOK NEPBUHHOK iIMyHHOI TpombouuToneHieto (ITM)», kog gocnimpkeHHs TP0006,
3 nonpaskoto 2 Big 08 rpyaHa 2020 poky; cnoHcop - KOCibi bBiothapma EcApEn, Benbria / UCB Biopharma
SRL, Belgium

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

22. BK/IIOUEHHA [04ATKOBUX MiCUb NPOBEAEHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKOAY KMiHIYHOro
JocnipkeHHs «PaHfomizoBaHe, BigKpWUTE, 3 akTMBHWM nNpenapartoM MOPIBHAHHA B SKOCTI KOHTPOSIIO,
baraToueHTpoBe dochnimkeHHa dasm Il gna  ouiHkm edbekTMBHOCTI Ta 6e3neyvyHOCTi 3acTOCyBaHHS
0GiHYTY3yMaly Yy nauieHTiB 3 NepBMHHOI MeMOpaHO3HOK Hediponartieto», kog AocnimkeHHsa WA41937,
Bepcis 1 Big 17 cepnHa 2020 p.; cnoHcop - d.XoddmaHH-/1a Pow /114, LBeliyapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/ILHICTIO «Pow YkpaiHa»

No M.I.6. BignoBigasbHOro AocnigHuka
n/ Ha3Ba micus npoBefeHHs K/1iHIYHOro BUNPOBGYBaHHA
n

1 O.M.H., npodp. KonecHuk M.O

JepxaBHa ycTtaHoBa «lHCTUTYT Hecpposiorii HauioHanbHOT akagemii MeauyHUX HayK YKpaiHu»,
BiA4I/IEHHS ambByiaTopHOT Hedponorii, gianisy Ta IT-3abe3neyeHHs, M. Knis

2 O.M.H., npody. MapTuHiok J1.I1.

KomyHasnibHe  HekomepujliHe  nignpueEMCTBO  «TepHONI/IbCbKa  YHIBEPCUMTETCbKA  JliKapHA»
TepHOMiNbCbKOT 061acHOT pagu, BigaineHHst Hedposorii, TepHONINbCbKWIA HaLiOHaTbHUIA MeanYHNA
yHiBepcuTeT iMeHi .. TopbayeBcbkoro MO3 YkpaiHu, kadegpa BHYTPIWHbOI MeauuuHn Ne3,
M. TepHoninb

23. 3miHa 3aABHUKa KNiHiYHOro BUNpoo6yBaHHsA B YkpaiHi 3 «<AHCCEH ®APMALIEEBTUKA HB», Beneris
Ha TOBAPUCTBO 3 OBMEXEHOK BIANOBIAANBHICTIO «PAPMACBLIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»); KapTka yyacHMKa KNiHIYHOTO AOCNiMKEHHA Bif
05 TpaBHA 2021 poKy YyKpaiHCbLKOIO Ta POCIiCbKOW MOBamMu [0 MPOTOKO/Y KAIHIYHOTO AOCHILKEHHS
«PaHgomizoBaHe, nnauebo-kOHTPONbOBaHe, NOABIHE criine, KAiHiYHe pocnimkeHHs 3 dasn npenaparty
AnanyTtamip B NOEAHAHHI 3 aHAPOreHHO genpuBadiiHoto Tepanieto (ALAT) y nopiBHAHHI 3 AAT y naujieHTiB 3
MeTacTaTM4YHMM TFOPMOH-YYTIMBMM  pakoM nepeamixyposoi 3ano3n  (mHNPC)», ko [ocnigkeHHs
56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

3aaBHuKk - TOBAPWCTBO 3 OBMEXEHOKO BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

24. 3any4yeHHs komnaHii Scout Clinical (agpeca: 15770 Dallas Parkway, Suite 1075; Dallas, Texas
75248, USAI CLLA) 3 meTolo opraHisauil HagaHHs TPAHCMOPTHUX Nocayr Ta/abo NpoXXMBaHHA Nig vac
npoBeAeHHA K/iHIYHOTO BUMNPOGYBaHHSA; [loNOBHEHHA A0 iHopMauiiHOro NMcTKa nauieHta Ta
thopmu iHchbopmoOBaHOI 3roau: opraHisauia nepeBeseHb yepes KoMmnaHito Scout Clinical ana YkpaiHn,
Bepcia 1.0 Big 23 kBiTHA 2021 poKy YKpaiHCbKOK Ta pociificbkolo moBamu; OGCNyroByBaHHS
nauieHTiB. EnekTpoHHe nuctyBaHHs, Bepcia 1.0 Big 21 TpaBHA 2021 poOKYy YKpPaiHCbLKOK MOBOIO;
Mocnyrn gnAa nauieHTiB. EnekTpoHHi nuctu, Bepcisa 1.0 Big 25 TpaBHA 2021 poKy pOCiiCbLKOIO MOBOIO;
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3anyuyeHHs AoAAaTKOBOro Micus MpoBefeHHA K/iHIYHOro BUMPOOGYBaHHA [0 MPOTOKO/Y K/IiHIYHOrO
pocnipkeHHa «KniHiuHe pocnigxeHHs asn 2b, Ake ouiHioe edekTUBHICTL Ta 6e3neyHicTb npenapary
TAR-200 y kombGiHauii 3 uetpenimabom, npenapaty TAR-200 y AkocTi MoHOTepanii abo npenapary
uetpeniMab y AKocTi MOHOTepanii B y4acHUKIB i3 M’A30BO-HEiHBa3UBHUM pPakoM CEYOBOro MiXypa BUCOKOrO
CTYNeHs pU3KKy, LLO He pearye Ha iHTpaBe3nkanbHe 3acTtocyBaHHA 6aunnun KanbmeTta-IepeHa (BLPK), ski He
Bi4NOBIfAOTL KPUTEPIAM MNPOBEAEHHA pajuKasibHOI LMCTEKTOMII abo He 6axatoTb 1i NPOBOAUTW», KOZ
pocnimpkeHHs 17000139BLC2001, sepcis 2.0 Big 25 BepecHA 2020 poky; cnoHcop - Janssen Pharmaceutica
NV («AHcceH dapmaueBTuka HB»), besbris

3aaBHnKk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

Ne MN.l.b. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPoGyBaHHS

1 A.M.H., npod. 3aiiues B.1.

O6nacHe KOMyHas/lbHe HeKoMepLuiiHe NigNPUEMCTBO «YepHiBelbka 06/acHa KhiHidHa MikapHSa»,
nigpo3sain yponorii, M. YepHisui

25. BK/IIOYEHHA AO0AATKOBUX MicUb NPOBEeAEHHA BUNPOGYBaHHA [0 MpOTOKOAy «PaHaomizoBaHe,
noAgiiHe cnine, GaraTtoOueHTPOBE [OC/IMKEHHS TepaneBTUYHOI EKBIB/IEHTHOCTI, WO MPOBOAMTLCS B
napanenbHux rpynax g/1s nopiBHAHHA eekTUBHOCTI, 6e3neyYHOCTi Ta iMyHoreHHocTi npenapaty DMB-3115
ANs nigwkipHoro BBeAeHHA Ta npenaparty Ctenapa® BnpobHuuTBa EC y NauieHTIB i3 XPOHIYHUM ONSLLKOBUM
rcopiazom cepefHbOro abo TSXKKOro CTyneHs», kog gocnimkeHHs DMB-3115-2, sepcis Big 07 rpyaHsa 2020
poKy; cnoHcop - Dong-A ST Co. Ltd., Republic of Korea

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

No M.1.B. BignoBigasbHOro gocnigHnKa
n/n Ha3Ba Micusi NpoBeAEeHHS K/1iHIYHOrO BUNPOOYBaHHS

1 nikap Moniwyk O.O.
MpuBaTHE Masie NigNPUEMCTBO, MEONYHUI LIeHTP «[Tynbe», TepaneBTUYHE BigAINEHHSA, M. BiHHMUSA

2 K.M.H. HeunnopeHko H.M.
MegmnuHunin  ueHTp «Ok!KniHik+» ToBapucTBa 3 O0OMEXEHOK BifMnoBigauibHICTIO «MiKHapogHWi
IHCTUTYT K/iHIYHMX A0CNIMKEHBY», aMOYyNaTOPHO-NOMIKAIHIYHE BigAineHHs, M. Knis

3 O.M.H., npod. CeaATeHko T.B.
Mean4yHuin LeHTp NpPMBaATHOTO NigNPUEMCTBA «/[3epkano», fikyBasibHO-NPOMiNakTUYHUA Nigpo3ain 3
KabiHeTamn aepmaToBeHeposiora, M. JHinpo

4 nikap TromeHesa K.C.
KomyHasilbHe HekoMepUiiHe MigNpPUEMCTBO «4-a MiCbKa K/iHIYHA flikapHA M. JlbBOBa», MOMIKAIHIYHE
BigAineHHs, M. JIbBiB

5 nikap MyctoBapeHko B.O.
MeanyHWiA LeHTP TOBapmNCTBa 3 0OMEXEHOK BifMnoBiAA/IbHICTIO «Xesc KniHik», MegnyHunii KniHivHniA
OOCNiAHNLBKMIA LEHTP, BiAAiNn 3aranbHOi Tepanii, M. BiHHMLS

6 nikap KysHeuoBa H.A.
MeauyHWin LUeHTp ToBapucTBa 3 OOMEXEHOW BiANOBiJaNbHICTIO «MeauuHuii LeHTp «KriHika
CiMeliHOT MenLMHW», cTalioHapHe BiafiNeHHs, Bigain AepMaToBeHeposorii, M. [IHinpo

7 3aB. BigAainiom Kyuma IM.A.

NikyBanbHo-gjarHocTnuHmin- LeHTp «XEJMICI  EHA  XEMI» TOBapuctBa 3  0OMEXEHOH
BignosigasnibHicTio «XEJICI EHA XEMl», MegnuHWin KNiHIYHWIA  JOCAigHWUBKWA  LeHTp, Biaain
JepmatoBeHeponorii, M. Knis

8 K.M.H. AnekcaHgpyk O.[.
JlikyBanbHO-giarHOCTUYHWIA LUeHTp «Heipo Mnoban» ToBapucTBa 3 0OMEXEHOK BigNOBIAAIBHICTHO
«Helipo 'no6an», NikyBasbHO-NPOhiNakTMYHMiA Nigpo3ain, M. IBaHo-PpaHkiBCbk, . KpuxiBui

9 nikap Kycrtosa T.1O.
KomyHaslbHe  HekomepuiiHe NiANPUMEMCTBO  «XEPCOHCbKa MiCbKa  K/liHIYHA  NikapHs
iM. €.€. Kapabenela» XepCOHCLKOT MICbKOT pay, Ny/ibMoTepaneBTUiHe BigAi/IeHHS, M. XepCOH

26. 3anyyeHHA [0[ATKOBOro Micusi NpoBeAeHHsA K/NiHIYHOro BUNPOOYBaHHSA; 36iNblUeHHA KiNIbKOCTI
pocnipkyBaHux B YKpaiHi 3 3 o 25 oci6é g0 npoToKoAy KNiHIYHOro AocnigpkeHHs «lloggiiiHe chnine,
paHAomi3oBaHe, nnauebo-KkOHTPO/IbOBaHe, OGaraTOLEHTPOBE K/iHIYHE A[ociimpkeHHA a3y lla 3 oujiHKK
eekTMBHOCTI Ta 6e3neyvyHocTi dpenb3apTamady Ha OCHOBI JIOACLKMX aHTUTIN A0 CD38 y nikyBaHHi IgA-
HedpponaTii — IGNAZ», kog, gocnipkeHHs MOR202C206, sepcis 1.0 Big 23 nuctonaga 2020 poky; CroHcop
- MopcoCuc Al, HimeuunHa / MorphoSys AG, Germany
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3anaBHMK - ToBapuctBOo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-AocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHuka
n/n Ha3ga Micusi npoBefeHHSA KiHIYHOro BUNpPo6yBaHHSA
1 O.M.H., npody. MapTuHiok Nlinisa MNeTpisHa

KomyHanbHe  HekomepuiiiHe  MiANPUMEMCTBO  «TepHOMifibCbka  YHIBEPCUMTETCbKa  MiKapHs»
TepHoNiNbCLKOI 06/1aCHOT paaw, BigdineHHs Hedoposorii, TePHONIIbCLKUIA HaLiOHA/TbHWIA MeAUYHWIA
yHiBepcuteT iMeHi |.H. FopbayeBcbkoro MiHicTepcTBa OXOPOHU 300POB'A  YKpaiHu, Kadeapa
BHYTPILIHLOT MeanLmHU Ne3, M. TepHoninb

27. OHOBANEHMiA NpoTOKON 3 nonpaBKkot 1 Big 04.05.2021 p.; IHchopmauia gna 6aTbkiB nauieHTa Ta
®dopma iHchopmoBaHoi 3rogn — Mpotokon 53718678RSV3001, Bepcia 3.0 yKpaiHCbKOI ANA YKpaiHu
Big 04.06.2021 p.; IHopmauia pna 6atbKiB nayieHtTa Ta Popma iHthopmoBaHoi 3roam — MpoTtokon
53718678RSV3001, Bepcis 3.0 pociiicbkolo MOBOIO AnsA YKpaiHu Big 04.06.2021 p.; JopaTtok 1 Big
04.06.2021 p. go Bpowypu gocnigHuka JNJ-53718678 (Rilematovir) BugaHHa 7; OHOBNeHUii po3gin
3.2.S pocbe AON13 INJ-53718678-ZCL, Bepcia 2.0 Big 29.05.2021 p.; OHoBneHwuii po3gin 3.2.P gocbe
AN3 IJNJ-53718678-ZCL, nopoLlIOK ANA NPUroTyBaHHA opasibHOI cycneHsil, Bepcia 2.0 Big 01.06.2021
p.; OHOBneHuit po3gin 3.2.P gocbe nnaue6o, NOPOLIOK A/ MPUrOTYBaHHA OPa/ibHOI CYCMeHsii,
Bepcia 2.0 Big 02.06.2021 p.; OHoBneHwii po3gin 3.2.P AOCbE pPO3UYUHHMKA ANA MPUrOTYBaHHA
cycneHsii, Bepcia 2.0 Big 01.06.2021 p.; BknroueHHA BUpPOGHMYOI pinAHkm Shanghai STA
Pharmaceutical Product Co. Ltd., gna AN3 JNJ-53718678-ZCL, nopoloK AN NpPUroTyBaHHSA
OopasibHOI cycneHsii, Ta njaue6o, NOPOLOK AfIA MPUrOTYBaHHA OPaJiIbHOI CycneH3ii; CKpUHLIOTU
«Janssen 53718678RSV3001 Other Subject Facing Text» yKpaiHCbKOIO MOBOI A/l YKpaiHu, Bepcis
2.0 Big 02.04.2021 p.; CkpuHwotu «Janssen 53718678RSV3001 Other Subject Facing Text»
pociiicbkolo MOBOIO AnsA YKpaiHu, Bepcis 2.0 Big 02.04.2021 p.; MogoBXeHHA TepMiHiB KNiHiuHOro
BUNPOOYBaHHA B YKpaiHi Ao 27.12.2025 p. 40 NPOTOKO/Y K/IHIYHOrO AochifpkeHHs «PaHaomizoBaHe,
nofBiiiHe cnine, Naaueb0-KOHTPOIbOBaHe AOCAIMKEHHS dha3n 3 Anst OUiHKM edDEKTUBHOCTI Ta 6e3MeYHOoCTi
pinemaTtoBipa y HeMOBAAT Ta AiTei (Bikom Big = 28 AHIB g0 < 5 pokiB) Ta 3ro40M Y HOBOHAPOKEHUX (BiKOM
< 28 pHiB), rocnitanizoBaHux 3 NPUMBOAY rOCTPOT iIHPEKLT ANXasTbHUX LWAXIB, CNPUUYNHEHOT pecnipaTopHO-
cvHumMTianbHUM Bipycom (PCB)», kop pocnimkeHHs 53718678RSV3001, Big 17.08.2020 p.; crnoHcop -
«AAHCCEH ®APMALIEBTUKA HB», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

28. Boga ans iH’ekuiin, wo 6yae BUKOPUCTOBYBATUCH AK PO3UMHHUK gna A/13 MarzAA: ctepunbHa
BoAa Ans iH’ekuin 10mn (BupoGHuku: Pfizer Healthcare India Private Limited, IHgis; Hospira, Inc.,
CLUA); 3pa3ok MapKyBaHHs (MepBUHHA yNakoBKa) A/ CTepU/IbHOI Boau Ans iH’ekuin 10 mn: Bepcis
ANA KpaiHn Big 16 uyepBHA 2021 poky, ANA YKpaiHU YKPAIHCbKOK MOBOKO [0 MPOTOKOJY KiHIYHOrO
pocnimpkeHHs «JocnimkeHHa dasu 1l ana ouiHkun edhekTBHOCTI Ta 6e3neyHOCTi mMapsenTakory anbda
(akTMBOBAHOrO) ANA MiALWKIPHOrO BBEAEHHS NPWU JliKyBaHHI Ha BUMOrY Ta KOHTPOJIIO eni3ofiB KpPoBOTeY Yy
nauieHTiB 3 remodoiniero A abo remodpiniero B, 3 iHribiTopamu: gocnimkeHHs KpimcoH 1 [Crimson 1]», ko4
pocnigpkeHHs MAA-304, Monpaska 1.0, 02 yepsHa 2020, flokanbHa nonpaska MAA-304, Bepcia 1.1 Big 04
ciyHa 2021 poky (nuwe ana YkpaiHw); cnoHcop - «KeTenicT baiocaieHcns, IHkopnopeiiTeg» [Catalyst
Biosciences, Inc.], CLLUA

3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «<MEAMENC YKPAIHA»

29. bpowypa pocnigHuKa p[ocnifKyBaHOro Jiikapcbkoro 3acooby bBbanikcacdoptug (Balixafortide,
POL6326), Bepcia 13.1 Big 27 kBiTHA 2021 p., aHrnificbkolo MoBow; POL6326-009 OcHOBHa
IHhopMmauia ana naudieHTa i popma iHhopmoBaHoi 3rogu AN YKpaiHu, aHriicbKolo MOBOIO, BepCist
5.0 Big 23 TpaBHA 2021p.; POL6326-009 OcHoBHa IHopMmaLia ana nadieHTta i popma iHcphopmoBaHoi
3roau Ana YKpaiHu, YKpaiHCbKOI MOBOIO, Bepcis 5.0 Big 23 TpaBHA 2021p.; POL6326-009 OcHOBHa
IHhopMmauia gnAa naudieHta i popma iHpopmoBaHOi 3roau Ansa YKpaiHu, pociiicbkolo MOBOLO, BepCis
5.0 Big 23 TpaBHA 2021p. A0 NPOTOKO/Y K/IIHIYHOMO [AOCAIMKEHHS «MikHapogHe, 6GaraTtoueHTpoBe,
paH4oMi3oBaHe, BigkpuTe gocnimpkeHHa 3-0i dasn Ans nopiBHAHHA KoMmbGiHauii BanikcacdopTugy 3
EpibyniHom Ta camocCTiiHOro 3acTocyBaHHS EpibyniHy y nauieHTiB i3 HER2 HeratMBHUM, MiCLEBO-
peunanBytouMMm abo MmeTacTaTUYHMM PakoM MOJIOYHOT 3a/1031», KoA, gocnigpkeHHs POL6326-009, sepcis 3.0
Big 15 nunHsa 2019 p.; cnoHcop - Polyphor Ltd, Switzerland/ Monicpop /T4, LUBenuapis

3asBHMK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-LocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

30. OHoOBMeHWiA NPOTOKOJN KAiHiYHOro pocnipkeHHa BP41743 Bepcia 4 Big 03 uepBHAa 2021p.,
aHrniiicokoto moBolo; Aopgatok 1 Big uepBHA 2021p. go Bpowypu pgocnigHuka pgna Ralmitaront
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(RO6889450) TAAR1(4) Partial Agonist, Bepcia 6 Big oBTHA 2020 pOKy:, aHrNiliCbKOI MOBO}O;
IHchopMmauisa gnsa nadieHta T1a hopma iHchopmoBaHOI 3rogun Ans YKpaiHU aHr1iicbKoo MOBOLO, Bepcisi
4.0 Big 09 uepBHA 2021 p.; IHdopmauia ana naugieHTa Ta cpopma iHhopmoBaHOT 3roan ANns YKpaiHu
yKpaiHCbKO0 MOBOl0, Bepcia 4.0 Big 09 uepBHA 2021 p.; IHopmauis ans naudieHta Ta cgopma
iHdbopMoBaHoI 3rogu anAa YkpaiHu pocilicbkolo moBoto, Bepcia 4.0 Big 09 uepBHa 2021 p.; dopma
iHbopMoOBaHOi 3roau Ha BUKOHaHHSA OGOB’A3KIB HafiaBaya iHpopmauii NPo yyacHUKa AOCNigKeHHSA
ANA YKpaiHu aHrniicbKoo MoBoto, Bepcis 4.0 Big 09 uepBHA 2021 p.; dopma iHPOPMOBaHOI 3rogn Ha
BMKOHaHHA 060B’A3KIB HagaBa4a iHpopmaLii NPo yyacHUKa JocnigkeHHsA anAa YKpaiHW YKPaiHCbKOO
MoBoOlo, Bepcia 4.0 Big 09 uepBHA 2021 p.; dPopma iHhopMOBaHOI 3rogM Ha BUKOHAHHA 0GOB’A3KIB
HagaBaua iHchopmauii Npo yyacHUKa AOCNigKeHHA ANnA YKpaiHu pociicbKoo MoBOto, Bepcisa 4.0 Big
09 uepBHA 2021 p.; 3pa3ok TekcTy wkanu WASI-II, Bepcisa 1.1 Big 22 6epe3HA 2021 poKy, YKpPaiHCbKOIO
MOBOIO; 3pa3ok TekcTy wkanu WASI-Il, Bepcia 1.1 Big 22 6epe3Ha 2021 poKy, pPOCiliCbKOO MOBOIO;
3pa3ok Tekcty wkanu WASI-II Supplemental Pages, Bepcia 1.1 Big 23 6epe3Hs 2021 poky,
pociiicbkoto moBow; WCG MedAvante-ProPhase-Roche BP41743 - KepiBHULTBO ANA y4dacHUKa
LOCNiHKEHHA WOoA0 BUKOPUCTAHHA gogaTtky Zoom AnA BigeokoHdepeHuiii, Bepcia 2.0 Big 13 KBiTHSA
2021 p., ykpaiHcbkolo moBorw; WCG MedAvante-ProPhase-Roche BP41743 - KepiBHuUuTBO AnA
yyacHuKa AOCNimpKeHHS WOoA0 BUKOPUCTAaHHA aopaTtky Zoom AJis BigeoKOHepeHUin, Bepcia 2.0 Big,
13 kBiTHA 2021 p., pOCIlAiCbKOIO MOBOI [0 MNPOTOKO/Y KAIHIYHOTO AochigpkeHHs «BbaraToueHTpose,
paHAoMi3oBaHe, MOABiHe chine, y napasiesibHuX rpynax, niauebo-KoHTpoboBaHe AdochigpkeHHsa casn
ONS OUIHKM edhekTUBHOCTI Ta 6e3neyvHocTi npenapaty RO6889450 (PanmiTapoHT) y NOPIBHAHHI 3 nnauebo y
nauieHTiB i3 Wn3odpeHieto abo 3 Wn3oadekTMBHMM PO3/1afioM Yy CTafii 3aroCTPeHHs», Kog, AOCAIMKEHHS
BP41743, Bepcis 3 Big 17 BepecHst 2020 poky; crnoHcop - ®. XoddhmaHH-/1a Pow /11, Leeliyapis (F.
Hoffmann-La Roche Ltd, Switzerland)

3asBHUK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-JocnigHmubka OpraHisauis
IHHOhapM-YKpaiHa»

31. 3anlyueHHs [J,O[ATKOBOrO MiCLA NMPOBEAEHHSA K/iHIYHOrO BUNPOGYBaHHA [0 MPOTOKOJY K/IiHIYHOMO
pocnimpkeHHs «PangomisoBaHe, noggiiHe cnine pgocnigpkeHHs 11l cda3u ximiopagiotepanii y koMGiHaUil 3
nemoposnisymadbom abo 6e3 HbOro Ans NikyBaHHI /IOKa/IbHO PO3MOBCIOMKEHOr0 paky LWWAKKW MaTKu 3
BUCOKMM cTyneHem pusnky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», kog pochipkeHHs MK-3475-
A18/ENGOT-cx11/GOG-3047, 3 iHKoprnopoBaHoto nonpaskoto 01 Big 06 ciuHs 2021 poky; cnoHcop - «Mepk
Wapn EHg Ooym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp.,
a subsidiary of Merck & Co., Inc., USA)

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

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs KNiHIYHOTo BUNPO6YBaHHS

1 O.M.H., npod. Bonogbko H.A.

KomyHanibHe HekomepLiiiHe nignprMemMcTBO J1bBIBCbKOT 06/1aCHOI paan «J1bBIBCbKUIA OHKOMOTIYHWIA
perioHanbHWn  NiKyBasibHO-AiarHOCTUYHUIA LIeHTP», TiHeKkonoriyHe BigaineHHs Nel, J1bBiBCbKUiA
HaLjioHaTbHUIA MeauyYHniA yHIBepcUTET iMeHi [aHuna Manuupkoro, kadeapa oHKonoril i pagionorii
akynbTeTy NiCASAMNIOMHOT OCBITH,

M. J1bBIB

32. MpoTtokon kniHiuHOro BunpooyBaHHa GLPG3970CL102, Bepcia 2.0 Big 18 TpaBHA 2021 poky,
aHrniincbKo MoBowo; flogaTok go bpowypu gocnigHuka GLPG3970, Bepcia 2.00 Big 26 ntotoro 2021
poKy, pepakuis 1.0 Big 01 Gepe3Hsa 2021 poOKy, aHrIIACLKOO MOBOW; IHhopmauiiiHWii NUCTOK
nauieHTa Ta ¢popma iHhopmoBaHoi 3roau, Bepcisa V4.0UKR(uk)1.0 Big 11 uepBHA 2021poKy, nepeknag,
YKpaiHCbKOKO MOBOK Bif, 21 uepBHA 2021 pokKy; IHchopmauiliHuii nucTok nauieHTa Ta dopma
iHdbopMmoBaHoi 3rogu, Bepcisa V4.0UKR(ru)1.0 Big 11 uepBHsa 2021poKy, nepeknag pocilicbKoo MOBOH
Bif, 22 uepBHA 2021 poKy [0 MPOTOKONY KIIHIYHOMO AOC/AiAXeHHA «PaHAoMi3oBaHe, MoAgiiHe chine,
nnauebo-KOHTpPoNIbOBaHe, GaratoueHTPoBE  [OCNIMKEHHA B NapanefnbHux rpynax A0 OUiHKK
hapmakogvHamiky, apmakokiHeTukn, 6e3neyHocTi Ta nepeHocuMocTi npenapaty GLPG3970 npwu
nepopasibHOMy 3aCTOCyBaHHi MPOTAroM 12 TWXHIB Y AOPOCANX NALEHTIB 3 aKTUBHUM CUCTEMHUM YE€PBOHUM
BOBYaKOM», Kog gocrimkeHHs GLPG3970-CL-102, sepcia 1.0 Big 17 BepecHs 2020 poky; CMOHCOp -
Galapagos NV, Belgium

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

33. OHoBneHa bpouwypa focnigHuka, Semaglutide subcutaneous administration, Projects: NN9536,
EX9536, Semaglutide s.c. 2.4 mg for Weight Management, BuaaHHsa 7, cpiHanbHa Bepcia 1.0 Big 04
yepBHA 2021 ; MepelimeHyBaHHA MicusA NpoBeAeHHsA AochnigkeHHA: KomyHanbHe HeKomepuiliHe
nignpuemctBo «MicbKka KniHiuHa nikapHa Ne3» YepHiBeubKoi MicbKoi pagu, TepaneBTUYHE

13



BigAineHHa Nel 3 nibkkamu kKapgionoriyHoro npodinto; BYKOBUHCbHKUIA AepXaBHUA MegUUHMIA
yHiBepcuTeT, Kadeapa nponefeBTUKM BHYTPILWIHIX XBOPOO6, M. YUepHiBUi [0 NPOTOKONY K/IiHIYHOrO
pocnigxeHHs «SELECT - BnavB cemarnyTugy Ha cepueBO-CYAMHHI YCKIaAHEeHHN Y fiioaelt 3 Haf/IMLLKOBOK
Baroto abo OXupiHHAM», Koh JochnimpkeHHs EX9536-4388, chiHanbHa Bepcia 6.0 Big 04 ciyva 2021 p.;
cnoHcop - Novo Nordisk A/S (JaHisf)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNoO CTANO

O.M.H. npod. Inawyk T.0. A.M.H. npod. Inawyk T.O.

KomyHasibHe HekomepLiiHe nignpMemcTBo | KomyHasibHe HekoMepUjiiHe nignpuemMcTBo «Micbka
«Micbka KniHiuHa nikapHa Ne3» UepHiBeubKoil | kiiHiYHA nikapHa Ne3» YepHiBelbKOi MiCbKOT paau,
MICbKOT pagu, TepaneBTUyHe BigaineHHs Nol 3 | TepaneBTUYHe  BigAisieHHA  Nel 3 nibkkamu

nbXkamn  KapgionoriyHoro  npodoisito, Buwmi | kapaionoriyHoro npodinto, ByKOBUHCbKUiA
OEePXXaBHUI HaBUYa/IbHUI  3aknag, YKpaiHu | gepXXaBHUE MeAUUYHUIA YHiBepcuTeT, kadiegpa
«BYKOBUHCbKU AepxxaBHuii MeAWYHWUIA | NPOoNefeBTUKN BHYTPILLHIX XBOPO6, M. YepHiBLi
YHiBepcUTeT», Kadpeapa nponeaeBTUKN

BHYTPILIHIX XBOP06, M. YepHiBLi

34. NopoBxeHHA TepmiHy npupgatHocTi cepii LFD0654A pocnifXyBaHOro nikapcbKoro 3saco6y
AieHorect 2 wmr | EtuHinectpagion 0.02 mr (LPRI-424), Tta6neTkn nposiOHroBaHoOl pAii, BKPUTI
06010HKOI, A0 36 MicauiB; MNMoagoBXeHHA TepMiHy npugatHocTi cepii LFDO655A pocnipxysBaHoro
nikapcbkoro 3acooy AieHorecT 2 mr | ETuHinectpagion 0.02 mr (LPRI-424), Ta6neTKU NpoNOHroBaHoi
Aii, BKpUTi 060M10HKOI0, A0 36 MicAUIB; 3pa3ok MapKyBaHHSA A1 NOAOBXEHHSI TePMiHY NpuaaTHOCTI
po 10.03.2022, Mactep eTukeTka, Bepcia 1.0. Big 07.06.2021 [0 NPOTOKO/Y KNIHIYHOIO AOCNIAXKEHHSA
«BbaraToueHTpoBe, NoAgiliHe cnine, 3 NOABIVHOK IMITaLUI€D, paH4OMI30BaHe AOC/IAKEHHSA KOHTPaLEenTUBHOI
ehekTMBHOCTI, NepeHocMMocTi Ta 6e3nedHocTi npenapaTy LPRI-424 (gieHorecT 2 mr / eTuHinectpagion 0,02
Mr) NpW 3acTOCyBaHHI BMPOAOBX OEB'ATU UMKNIB Yy MOPIBHSAHHI 3 KOMOiHaLjielo apocnipeHoH 3 mr /
eTuHinectpagion 0,02 mr», kog pocnimpkeHHs LPRI-424/302, octaTouHa Bepcia 1.0, 15.10.2019; cnoHcop -
«Yemo Pesepu C.J1.» (Chemo Research S.L.), IcnaHis

3aaBHUK - «Ckoyn IHTepHeLwHN AlM», HimeuynHa

35. OHoBneHa Bpouwypa pgocnigHuka (Lu AA21004), Bepcia 18 Big 01 uepBHA 2021 p., aHINIVICbKOLO
MOBOI0; 306ifIblIEHHA KiNIbKOCTi gocnimkyBaHux B YKpaiHi (3 90 go 120 nauieHTiB) A0 NpPOTOKO/Y
KMNiHIYHOro AocnimpkeHHs «PaHgoMisoBaHe noAgiiHe cnine AOCiMKEHHS y NapasnesibHUX rpynax 3 akTMBHUM
KOHTpOsieM Ans OUiHKM ed)EKTMBHOCTI BOPTIOKCETUHY Y MOPIBHAHHI 3 AecBeHnadakcMHoM Yy A0pOocnunx
nauieHTiB, WO CTpaXaalTb Ha BENUKAA OENpecuBHUIA po3nag i Maau 4acTKOBY BignoBigb Ha Tepanito
CEeNEeKTUBHMMW iHriGiTopamMn 3BOPOTHOrO 3axonneHHs cepoToHiHy (CI33C)», kog pocnimpkeHHs 18498A,
Bepcia 1.0 Big 22 nuctonaga 2019 p.; cnoHcop - X. Jlyna6ek A/C, OaHis

3asABHUK - TOB «KniHiuHi gocnigpkeHHs AKoH», YkpaiHa

36. MopoBXEHHA TPUBAIOCTI KNiHIYHOrO AocnimxeHHA B YKpaiHi go 31 TpaBHA 2023 poky A0
NPOTOKONY KAiHIYHOrO AochimkeHHs «Bigkpute pocnimpkeHHa a3 3b ans ouiHku  AOBrocTpoOKOBOI
6e3neyHoCTi Ta ePEKTMBHOCTI BeAonisymady Ans NiglkipHOro BBeAEHHS Y NalieHTIB 3 BUPaA3KOBMM KOSITOM
Ta xBopob6oto KpoHa», kog gocnigxkeHHss MLN0002SC-3030, iHkopnopoBaHmii nonpaskoto 10 Big 20 XOBTHS
2020 poky; cnoHcop - «Takega OesenonmeHT CeHTep tOpon J/1Ta.» (Takeda Development Centre Europe
Ltd.), Cnony4yeHe KOponiBCTBO

3aaBHUK - NignpuemcTeo 3 100% iHo3emMHo iHBecTULicto «AK'HOBIA PAC Ykpaina»

37. Bk/1loYeHHA AO0AATKOBOro Micus NpoBefeHHs1 K/iHIYHOro AOC/iMKEeHHS [0 NPOTOKONY KMiHIYHOro
JocnipkeHHs «PaHgomizoBaHe noggiiHe cnine pocnimkeHHs 1l da3nm 3 BMBYEHHA eqeKTMBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHSAHHI 3 nnauebo cepeps y4acHUKIB 3 BTOPMHHO-NPOrPecyoymmM
poscistHum ckneposom 6e3 peunameis (HERCULES)», kog gocnigxeHHs EFC16645, 3 nonpaskoto 03, Bepcis
1 Big 03 nuctonaga 2020p.; cnoHcop - Genzyme Corporation, USA (xeH3aim KopnopeliwH, CLLUA)
3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

No M.1.b. BignoBigansHoOro gocnigHuka
n/n Ha3Ba Micug npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 K.M.H. JlekomueBa €.B.

[JepxaBHa ycTaHoBa «lHCTUTYT HeBpoOsiOrii, ncuxiaTpii Ta Hapkosorii HauioHanbHOT akagemii
MEeOUYHUX HayK YKpaiHu», Bigain yHKUiOHaNbHOT Hehpoxipyprii 3 rpynot natomopdonorii,
BiA4I/TEHHS YHKLiOHa/IbHOT HEMPOXIPYPril Ta NapoKCU3MasIbHNUX CTaHiB, M. XapkiB

38. BK/1lOUEHHSA A0AATKOBOro MicLsA NPOBEAEHHA KMIHIYHOTO BUNPOGYBAHHA [0 MPOTOKOJY KAIHIYHOTO
pocnipkeHHs «baraToueHTpoBe, paHAoMi30BaHe, noAggiiHe criine, nnauebo KOHTPOSIbOBaHe, B NapanesibHuX
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rpynax KiiHiyHe [OCNiMKEHHA ryceflbKymalOy Yy nauieHTiB 3 akTMBHUM BOBYaKOBUMM He(puUTOM»,
pocnipkeHHa CNTO1959LUN2001, 3 T[lonpaskowo 1 Big 07.05.2020 p.; cnoHcop - «AHCCEH
®APMALEBTUKA HB», Benbrisi

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

Ne MM.1.6. BiANOBiAa/IbLHOrO AOCMIAHMKA
n/n HasBa Micus NpoBeAeHHS K/iHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npodp. CtaHicnaBuyk M.A.

KomyHasibHe HekomepLiiHe NignpuemMcTBO «BiHHULBKA 06nacHa KniHivHa nikapHs im. M.l. MNMuporosa
BiHHMUbKOT 061acHOT Paan», BUCOKOCNELiali30BaHNA KAiHIYHWIA LLEHTP peBMAaTosIorii, 0CTeonoposy
Ta 6ionoriyHoi Tepanii, BiHHMUbKWIA HauioHa/TbHUIA MeauuHuiA yHiBepcuTeT im. M.l TMwnporosa,
Kadhegpa BHYTPiLLHLOT MeanumHn Nel, M. BiHHMUS

39. 36inbLUEeHHA 3an1aHOBaHOI KiIbKOCTi AoCAiMpKyBaHUX A/1S1 BK/TIOYEHHS Y BUNPOOYBaHHA B YKpPaiHi
3 155 go 200 ckpvHOBaHWX nNauieHTIB (KiNbKiCTb nauieHTiB 36inbwunacb Ha 45 CKpUHOBaHUX
nayieHTiB) [0 MPOTOKO/Y KIHIYHOTO [ocChifpKeHHs «baraToueHTpoBe paHAOMI3oBaHe, NOABIMHO chine
OOCnipKeHHA 3 OUiHKM edpbekTMBHOCTI Ta 6e3neyHocTi uedpTobinpony megokapusy B TMOPIBHAHHI 3
JanToMiuMHOM npu nikyBaHHI 6akTepiemii, BUknukaHoi Staphylococcus aureus, y ToMy uuchi iHeKUiiHoro
eHpokapanTy», kop pocnimkeHHs BPR-CS-009, pepakuis 9.0 Big 27 nwotoro 2020 p.; cnoHcop - basinea
dapmaueBTuka IHTepHauioHans J114., LWBeliyapis

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

40. Po3pgin aocbe aocnimxyBaHoro nikapcbkoro 3aco6y MK-7264 «P.8 STABILITY», Bepcia 06DHS3
Big 10 uepBHsA 2021 poKy, aHrNilicbko MOBOIO; MOAOBXEHHA TepMiHy 36epiraHHs AOCNigKyBaHOIo
nikapcbkoro 3aco6y MK-7264 no 36 micauwiB 40 NPOTOKOMY K/IHIYHOTO AOCAiMKEHHS «PaHgomisoBaHe,
noggiiHe cnine, naueb0-KOHTPONbOBaHe, GaraToLeHTPOBE [JOCAiMKEHHA a3 3b  4asa  OuiHkK
edpekTrBHOCTI Ta 6e3neku recpanikCaHTy Yy XIHOK 3 XPOHIYHVM Kallfiem Ta CTPECOBUM HETPUMAHHAM Cedi»,
koA pocnigxeHHs MK-7264-042, 3 iHkopnoposaHoto nonpaskoto 03 Big 23 nuctonaga 2020 poky; ChoHCOop -
«Mepk Wapn EHg Joym Kopn.», fodipHe nignpuemcTtso «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

41. Bpouwypa ana gocnigHuka 3 npenapary Ozanimod (RPC1063), pegakuis 14.0 Big 22 kBiTHA 2021
p.-; IHdbopmauiliHnia nuctok i oopma iHthopMoBaHOi 3rogun, octaTouHa pegakuia 7.0 gna YkpaiHu Big,
01 nunHA 2021 p., ocTaTOUHWIA NepeKnap, 3 aHrMiMnCbKoi MOBU Ha YKpaiHCbKY MOBY Big, 06 nunHa 2021
p., oCTaTOYHUI nepeKknaj 3 aHrNiNcbKOT MOBU Ha pociiicbky MoBy Big 06 nunHa 2021 p.; OuiHka
cniBBigHOWeHHA KopucTi Ta pusnky (Benefit and Risk Assessment) gna gocnigxeHHsa RPC01-3102,
pepakuia 6.1 Big 29 KBiTHA 2021 p. 40 NPOTOKO/Y KIIHIYHOTO AOChimKeHHA «BigkpuTe, 6araToueHTpoBe,
po3LlmnpeHe gocnimkeHHs ha3m 3 ANA BUBYEHHS nepopasibHoro 3actocysaHHs RPC1063 B AkocTi Tepanii y
nawieHTiB 3 NOMIPHUM ab0 TSXKUM BUPA3KOBUM KOJITOM», Kog, fAocnimpkeHHs RPC01-3102, peaakuia 8.0 Big
12 yepBHA 2020p.; cnoHcop - «CenmxeH IHTepHewHn I, Capn» (Celgene International 1, Sarl) («CIC II»),
Lisenuapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAALHICTIO «MI EC AN-YKPAIHA»

42. BK/IIOYEHHA [OAATKOBUX MicLb NMpoBefeHHA K/iHIYHOro BUNPOOYBaHHA; Bpowypa gocnigHuka
PF-06944076 (Talazoparib), Bepcia 4.0, TpaBeHb 2021 p., aHrnilicbkolo MoOBOIO; IHpopmaLia ans
nauieHTa Ta cpopma iHchopmoBaHOI 3rogu, YkpaiHa, Bepcia 1.2.0 Big 07 yepBHA 2021p. HA OCHOBI
Bepcii Ha piBHI gocnigmkeHHA Big 08 noToro 2021p., aHrAiCbKOK, YKPAiHCLKOK Ta POCIiCbKOLO
MoBamu; 3pas3oK siMcta A0 JlikapAa 3arasibHOI NMpaKkTUKW, YKpaiHa, Bepcis Big 24 nwotoro 2021p.
YKpPAlHCLKOI0O MOBOIO [0 MNPOTOKO/Y KIiHIYHOrO JdocnigpkeHHsa «TALAPRO-3: PAHOOMI3OBAHE,
MOABIMHE CNINE AOCMIMKEHHA ®A3M 3, WO MNPOBOAUTLCA 3 METOK TMOPIBHAHHA
TANA3OMAPUBY B KOMBIHALII 3 EH3ANYTAMIAOM TA TUIALEEO B KOMBIHALUII 3
EH3ANYTAMIAOM Y  YONOBIKIB I3 METACTATUUHUM  TOPMOHOUYYT/IMBM  PAKOM
NEPEAMIXYPOBOI 3AN031 3 MYTALIIEKO TEHA DDR», Kog, gocnigkeHHsi C3441052, octaTtoyHa Bepcis
npoTokony Big 28 ciuHa 2021 poky; cnoHcop - Mdaiizep IHk., CLUA

3anBHUK - Mdpaiizep IHk., CLUA

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micusl npoBeAeHHS KIIHIYHOrO BUNPO6YBaHHS

1 K.M.H. lnapuk A.B.

KomyHasibHe HekomepuiliHe mignpueMcTBo JIbBIBCbKOI 061acHOI paan «/1bBIBCbKWIA OHKOMOTIYHNIA
perioHasibHWI NiKyBasIbHO-AiarHOCTUYHWIA LLEHTP», BigdiNeHHs xiMioTepanii, M. J1bBiB
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2 O.M.H., npody. bBoHaapeHko |.M.

KomyHasibHe HekomepuiiiHe nmianpueMcTBo «Micbka KniHiuHa nikapHA Ned» [HINPOBCLKOT MiCbKOI
pagn, XimioTepaneBTMYHE BiAAINIEHHS 3 AeHHUM cTauioHapoMm, [HINpPOBCbKWMiA AepXaBHWIA
MeAMYHUIA YHiBepcuTeT, kacheapa oHKoOriT Ta MeanyHoi pagionorii, M. [IHinpo

43. OHOBMEHWUIA NMPOTOKON KJ/IHIYHOrO BUNPOOYBaHHA, Bepcisa 2 Big 29 6epe3Hsa 2021 p.; Popma
iHhopmoBaHoi 3rogun, Bepcia 3.0 AnA YKpaiHu yKpaiHCbKOKO Ta pocilficbkolo moBamMu Big, 03 yepBHA
2021 p. Ha ocHoBi maiicTtep-Bepcii hopmu iHchopmoBaHoi 3rogn ansa gocnipkeHHsa BN42082, Bepcis
2, Big 26 Gepe3Hsa 2021 p.; dopma iH(pOpMOBaHOI 3rogM Ha NPOBEAEHHA MpoueAypu MarHiTHO-
pe3oHaHCHOI Tomorpadyii y 340poBUX [06GPOBONbLLIB ANA KBasidikauii 4OCNIQHULLKOIO LEHTPY,
Bepcia 2.0 gna YKpaiHu yKpaiHCbKOK Ta pociiicbkoio mMoBamu Big 03 uepBHA 2021 p. Ha ocHoBI
Mavictep-Bepcii coopmu iHcbopmoBaHoOi 3rogn ana gocnimxkeHHa BN42082, Bepcia 2, Big 26 6epe3Hs
2021 p.; A03Bin Ha BUKOPUCTaHHA Ta nepepayvyy MefuUHOI iH(hopMauii 3a3Ha4yeHOol B ONUTYBaJ/IbHUKY
«Pe3ynbTar BariTHOCTi Ta Megu4YHa iHchopmaLisi NPo CTaH 340POB’S HEMOBATUA NPOTArOM NepLIoro
POKY XUTTA», Bepcia 2.0 ana YKpaiHU yKpaiHCbKOIO Ta pociiicbkolo moBamMu Big 03 uepBHsa 2021 p. Ha
OCHOBi MaiicTep-Bepcii gna pgocnigpkeHHa BN42082, Bepcia 2.1, Big 31 6GepesHa 2021 p.;
onutyBanbHUK «Pe3ynbTar BariTHOCTI Ta MeguyHa iHcopmauis nNpo ctaH 340pOB’S HEMOBMATU
NPOTAroM MEPLUOro POKY XUTTA» YKPAIHCbKOIO Ta POCINCbKOK MoBamMu ansa gocnigxkeHHa BN42082,
Bepcia 2.0 Big 03 uepBHA 2021 p. Ha ocHoBi wa6noHy IHQ, Bepcia 3.0 Big 21 BepecHs 2020 p.;
JonoBHeHHs A0 Popmu iHpopmMOBaHOI 3rogu: 3roga Ha NpoBeAeHHs1 anbTepHaTUBHUX Bi3UTIB Y
MeXax pfocnimxkeHHs nig 4vac naHgemii COVID-19, Bepcia 1.0 ana YkKpaiHW YKpalHCbKOKO Ta
pocilicbkolo moBamu Big 03 uepBHA 2021 p. Ha ocHOBi maiicTep-Bepcii AonoBHeHHA 1 go copmu
iHcbopmoBaHoOi 3rogu woao COVID-19 gna gocnimkeHHA BN42082, Big 26 OepesHa 2021 p. ao
NPOTOKONY KAiHIYHOrO AOoChigKeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MoABiliHe crine, KOHTPOsibOBaHe
pocnimpkeHHss a3 lllb ana ouiHkM ed)eKTMBHOCTI, 6e3neyHOCTi Ta dapMaKOKIHETUKM BULMX [03
okpeniszymaly y [OpoCAMX MNauieHTiB 3 PeuuavMBYHOYMM PO3CISHUM CK/IEPO30M», KO [AOCAiAKEHHS
BN42082, sepcis 1 Big 19 TpaBHsa 2020 p.; cnoHcop - ®.XoddmaHH-/15 Pow fTg, LWBeiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBiAasIbHICTIO «PoLl YKpaiHa»

44. MpoTtokon kKniHiYHOro pocnimkeHHAa MS200527_0080, Bepcia 3.0 Big 19 TpaBHAa 2021 poky,
aHrNincbKo MOBOI; PopMma nigTBEpKEeHHs oTpumaHHA [JIM yyacHUKOM [OCNiAKEHHA, Bepcifa
1.0UKR(uk) Big 13 tpaBHs 2021 poKy, nepeknajg yKpaiHCbKOO MOBOI Bif, 16 uepBHA 2021 poKy;
dopma niaTBEpAKEHHA oTpuMaHHA A/ yyacHMkom pgocnigkeHHs, Bepcisa 1.0UKR(ru) Big 13 TpaBHA
2021 poky, nepeknag pocilicbkolo MOBOK Bif 16 uepBHA 2021 poky; LLlogeHHMK yyacHUKa, Bepcis
[V02 UKR(uk)01] Big 20 TpaBHA 2021 poOKy, YKpaiHCbKOIO MOBOI0; LLLloAgeHHUK yyacHuKa, Bepcisa [V02
UKR(ru)01] Big 20 tpaBHA 2021 pOKY, POCIliCbKOIO MOBOK [0 MPOTOKO/Y KAIHIYHOTO AOCAIIKEHHS
«baratoueHTpoBe, paHAoMmi3oBaHe, MOABiiHE cnine, 3 MOABIMHOK IMiTaLi€ld, KOHTPO/IbOBAHE AKTUBHUM
npenapaTtom, gocnimkeHHs Il dasu, Wo nNpoBoauTbCS B NapasienibHUX rpynax 3 OUiHKM edeKTMBHOCTI Ta
6e3neyvyHoCTi eBOGPYTUHIGA Yy MOPIBHAHHI 3 Tepud/TlyHOMIAOM B YYacHUKIB i3 peunamnBytoymMM PO3CISHUM
CK1epo30M», Kog, AocnimpkeHHss MS200527_0080, sepcisa 2.0 Big 27 nuctonaga 2020 poky; cnoHcop - Merck
Healthcare KGaA, HimeuyunHa

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULie0 «ANK IOBIA PAC YkpaiHa»

45. MpoTtokon KniHiYHOro pocnimkeHHAa MS200527_0082, Bepcia 3.0 Big 19 TpaBHA 2021 poky,
aHrnificbkoo MoBow; dopma niaTBEpAKEHHS oTpuMaHHa [OJ/IM yyacHuMKOM AocnimxeHHs, Bepcis
1.0UKR(uk) Big 13 TpaBHA 2021 poky, nepeknaj yKpaiHCbKOIO MOBOIO Bif 16 yepBHA 2021 poky;
dopma niaTBEpAKEHHA OoTpuMaHHA A/ yyacHMkom gocnipkeHHs, Bepcisa 1.0UKR(ru) Big 13 TpaBHA
2021 poky, nepeknag pocificbkolo MoBOI Big 16 uepBHa 2021 poky; LLlogeHHUK y4yacHuka, Bepcis
[V02 UKR(uk)01] Big 20 TpaBHA 2021 pOKy, YKpaiHCbKOIO MOBOIO; LLloaeHHUK yyacHUKa, Bepcisa [V02
UKR(ru)o1] Big 20 tpaBHA 2021 poKy, POCI/ACbKOKO MOBOI [0 MNPOTOKO/Y KAIHIYHOTO AOCHILKEHHS
«baratoueHTpoBe, paHAoOMi30BaHe, MOABIHE criine, 3 MOABINHOK IMITALIE, KOHTPOMbOBAHE aKTMBHUM
npenapaTtom, gocnimkeHHs Il dasu, Wo npoBoauTbCS B NapasienibHUX rpynax 3 OUiHKM edeKTMBHOCTI Ta
6e3neyvyHoCTi eBOGPYTUHIGA Yy MOPIBHAHHI 3 Tepud/TlyHOMIAOM B YYacCHUKIB i3 peunamnBytoymMM PO3CISHUM
CKIepo30M», KoA AdocnimkeHHs MS200527_0082, sepcis 2.0 Big 09 rpygHsa 2020 poky; cnoHcop - Merck
Healthcare KGaA, HimeuunHa

3aaBHUK - MNignpremcTso 3 100% iHo3emMHoK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

46. OHoBneHuit npotokon 3 MonpaBkoiw 1 Big 22.04.2021 p.; COVID-19 [oaatok A0 NpPOTOKOy
KNniHiYHOro BUNpoOGyBaHHA Big 22.04.2021 p.; bpowypa pocnigHuka JNJ-73841937 (lazertinib,
YH25448), BupgaHHa 8 Big 13.05.2021 p.; Odopgatok 1 Big 20.05.2021 po Bpowypu pocnigHuka
JNJ-73841937 (lazertinib, YH25448), BugaHHa 8; bpouypa pgocnigHuka JNJ-61186372 (amivantamab),
BugaHHa 5 Big 08.03.2021 p.; IHchopmauis ana nauieHTa Ta ®opma iHopmoBaHoi 3rogn — MpoTokon
73841937NSC3003, Bepcifa yKpaiHCbKOIO MOBOW AnA YKpaiHu Big 11.06.2021 p., Bepcia 2.0;
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IHchopmaunia gna nauieHta tTa Popma iHhopmoBaHoi 3roan — Mpotokon 73841937NSC3003, Bepcia
pocilicbkoto MOBoOIo ans YKpaiHu Big 11.06.2021 p., Bepcis 2.0; OHoBneHi po3ginu 3.2.S focbe A3
JNJ-73841937-ZCY, Na3epTiHio, Ta 3.2.P Aocbe AN13 IJNJ-73841937-ZCY, Nla3epTiHio6, Ta6neTku, 80 wmr,
BiA 09.03.2021 p.; MoaoBXeHHsA TepMiHy npugaTHocTi A/13 INJ-73841937-ZCY, Jla3epTiHiG, TabneTKn,
80 mr, ao 30 micAuiB [0 NPOTOKOY K/IHIYHOro AoCNiMkKeHHs «PaHaoMi30BaHe K/liHiYHe AocnigkeHHs dasu
3 KoMbiHOBaHOi Tepanii AMiBaHTama6om Ta Jla3epTiHiGoOM y MOPiBHAHHI 3 OCMMEPTMHIOOM Ta Y NOPIBHSAHHI
3 JlazepTiHibomM £K nepwoi fiHii Tepanii y nauieHTiB 3 MiCLEeBO-NOWNPeEHUM abo MeTacTaTudHUM
HeApPIOHOKNITMHHUM pakoM JlereHb 3 MyTaui€eld peuenTopiB enigepMasibHoro daktopa pocty (EGFR-
MyTauieto)», Kog AocnimkeHHss 73841937NSC3003, Big 05.06.2020 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbrisi

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

47. OHOBJ/IEHUIA NPOTOKOAN KAiHIYHOro BUNpo6yBaHHA MK-3475-905, 3 iHKOPNOPOBaHOIO MONPaBKOK
04 Big 14 kBiTHA 2021 poKy, aHrnificbkoo MoBot; Bpowypa gocnigHuka 0713 MK-3475, BugaHHAa 20
Big 08 Gepe3Hsa 2021 pokKy, aHrnilicbkolo MoBOK; Bpouwypa gocnigHuka AN3 eHcopTymab BegOTUH
(Enfortumab Vedotin; ASG-22CE), BugaHHa 10 Big 12 Gepe3Hsa 2021 poky, aHr/iiCbKOIO MOBOIO;
YkpaiHa, MK-3475-905, Bepcis 2.00 Big 22 uyepBHA 2021 p., yKpaiHCbKOIO MOBOO, iHchopmauisa Ta
AOKYMeHT npo iHhopmMoBaHy 3roay AN nauieHTta; YkpaiHa, MK-3475-905, Bepcis 2.00 Big 22 yepBHS
2021 p., pociiicbKkol0 MOBOLO, iH(hopMaLifa Ta AOKYMEHT Npo iHhopmoBaHy 3rogy A/A nauieHTa 4o
NPOTOKONY K/IHIYHOro AocnifikeHHa «PaHaomizoBaHe pocnimkeHHsa 1l da3n ans OuiHKM LMUCTEKTOMIT B
KOMbGiHaLji 3 nepionepauiiiH1nmM 3acToCyBaHHSM NemMOoponizymady Ta A/1s OUIHKMA LUCTEKTOMIT B KOMOGIHaLT 3
nepionepauiiHiM 3acTocyBaHHsIM eHopTyMaby BeAOTMHY Ta Nemo6ponisymady NOpiBHSAHO 3 NPOBEAEHHSAM
TiINbKW UMCTEKTOMIT AN y4YaCHUKIB 3 M’SI30BO-iHBA3WBHMM pPaKOM CEYOBOr0 MixXypa, SKMM He MOXHa
npoBoaMTN NikyBaHHA uucnnatmHom (KEYNOTE-905/EV-303)», kop pocnigxkeHHs MK-3475-905, 3
iHKopnoposaHoto nonpasko 02 Big 05 cepnHa 2020 poky; cnoHcop - «Mepk Wapn EHg Ooym Kopn.»,
JodipHe nignpuemctBo «Mepk EHA Ko.,IHk.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc.), CLLA

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHicTI0 «MC/L YkpaiHa»

48. OHOBNeHa Gpolypa AocnigHuUKa AOCNiAKYBaHOro nikapcbKoro 3aco6y EtaHepuenT, niocpinisar
ANA po3uuHy pAns iH’ekuiin, Bepcia Ne 3 Big 14.06.2021p.; 3miHa Ha3BWM 3aTBepKeHOro Micus
npoBefieHHs1 BUNPOGYBaHHA [0 MPOTOKO/Y KIIHIYHOTO JOcCnimpKeHHA «Bigkpute, paHgomizoBaHe, B
napanencHux rpynax, éaratoueHTpoBe BUMPOOYBaHHA 3 NOPIBHANBHOT OLIHKM edeKTUBHOCTI, 6e3nekn Ta
iMyHOreHHoCTI npenapaTtis ETaHepuenT, niodiniat gns posuvHy Ans iH'ekuii Ta EHGpen, nioginisar gns
MPUIoTYBaHHA pPO3YMHY AONA NIAWKIPHOTO BBEAEHHA Y NauieHTiB 3 peBMartoigHVM  apTpuTOM», KOZ
pocnipkeHHa FM-ENRT-17, Ne 3 Big 20.05.2019; cnoHcop - AKUiOHEpPHe TOBapUCTBO «Papmak», YKpaiHa
3aaBHUK - AKLIOHEepHe ToBapmnCcTBO «dapMak», YkpaiHa

BYNO CTA/IO

A.M.H., npod. Ky3bmiHa I.I1. O.M.H., npod. KysbmiHa I".I.

KomyHanbHe nignpuemctBo «KpuBopisbka Micbka | KOMyHanibHe nignpruemMctBo «KpurBOpi3bka Micbka
KniHiyHa nikapHa Ne 2» KpuBOPI3bKOT MICbKOI pagm, | KniHiyHa nikapHsa Ne2» KprBOPI3bLKOT MiCbKOT paau,
KapgionoriuHe BiggineHHs, JQepxaBHwWii 3aknag | kapgionoriyHe BiA4iNeHHs, [HinpoBcbkuii
«[lHinponeTpoBCbKa MeguYHa akageMis | gepxaBHMA MegUUYHMIA yHiBepcuTteT, kadegpa
MiHicTepcTBa OXOpPOHM 3[0pPOB’A  YKpaiHw», | Tepanii, kapgionorii Ta CiMeiHOI  MeauuuMHK
kadpegpa Tepanii, kapAionorii Ta ciMeiHoT MeauuMHN | dhakyIbTeTY NICIAAUNIOMHOT OCBITH, M. KpmBuia Pir
dpaky/IbTeTy NiCASAMNIOMHOI OCBiTU, M. KpuBuii Pir
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