Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne06 Big 25.03.2021,
HTP Ne10 Big 25.03.2021, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU E€KCNEPTIB.»

1. «PaHgowmi3oBaHe, noAgiiiHe cnine, nnaueb0-KOHTPOsIbOBaHe, GaraToLeHTPOBE AOCAIMKEHHS 3 METOH
MOPIBHSAHHA €DEKTUBHOCTI Ta 6€3MeYHOCTi KOMBIHOBAHOIO 3aCTOCyBaHHS GyAecoHigy 4 Mr y HOBii dhopmi
CYno3u1TOPIiB i3 MecanasnHoM As18 NnepopasibHOro NpuitoMy Ta MOHOTepanii MecanasvHoM 47151 NepopasibHOro
npuiioMy y NaLieHTiB i3 rOCTPMM BMpPa3KOBUM KOMITOM», koA gocnigpkeHHss BUS-5/UCA, diiHanbHa Bepcis 2.0
Big 10 cepnHsa 2020 poky, cnoHcop - Ap. Panbk ®apma M'M6X, HimeuunHa (Dr. Falk Pharma GmbH, Germany)
dasza - Il

3asBHUK - TOBAPUCTBO 3 06MEXEHO!0 BiAnosiganbHICTIo «OCT YKPAIHA»

No MM.1.B. BiANOBigaILHOrO AOCNIAHMKA,
n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS
1. | 3aB. Big. XogaceHko O.M.
KomyHasibHe nignpuemctBo «[HinponetpoBcbka obnacHa KniHiyHa nikapHa im. 1.1, MeuHukoBa»

JHinponeTpoBCcbKoi 061acHOi paav», BigAifIEHHs racTPOEHTEPOsIOrii Ta renartonorii, M. [IHiNpo

2. | K.M.H. KonecHuk L.IT.

KomyHaslbHe HekomepuiiiHe MignpueMCTBO «Micbka JlikapHs €KCTPEeHOI Ta LWBUAKOT MeauYHOI
Jornomoru» 3anopi3bKoi MiCbKOT paauy, XipypridyHe BigaineHHs 3 ueHtpom KK, M. 3anopixoks

3. | A.M.H., npod. Jopochees A.E.

ToBapncTBO 3 OOMEXEHOK  BifMoOBILa/IbHICTIO  «YKpAIHCbKO-HIMEUbKUA  NPOTMBUPA3KOBUIA
racTPOEHTEePOsIoriYHNiA LEeHTP «BIK-KUIB», MeanyHuii ueHTp, M. Kuis

4. | K.M.H. OniliHuk O.1.

KomyHasnibHe HekomepuiiiHe nignpuemctBo «Micbka nikapHa Ne6» 3anopisbkoi MiCbkoi pagu,
raCTPOEHTEPO/IONiYHE BigAiNneHHs, M. 3anopixks

5. | nikap KOpkiB A.€.

KomMyHasibHe HekomepujliHe nignpnemMcTBo «Ofecbka obnacHa KiiHiuHa nikapHsa» Oaecbkoi 061acHoi
pagm, nonikniHivHe BigaineHHs, m. Ogeca

6. | K.M.H. JaueHko O.T.

KoMyHanlbHe HekoMepuiiHe nignpuemMctBo «Micbka KhiHiYHA nikapHa Ne2 imeHi npod.
0.0.WanimoBa» XapKiBCbKOI MIiCbKOI pagu, NPOKTO/IOrYHE BigAiNneHHs, M. XapkiB

7. | 3aB. Big. KopeHgosuu B.C.

KomyHanbHe HekomepuiliHe mignpuemctBo «O6nacHa KhiHivyHa nikapHsa iM. O.®. Mepb6ayeBCbKOro»
XKutomupcbkoi 061acHOi paan, racTpoeHTepPosIorNiyHe BigaiieHHs, M. XKUTomup

8. | K.M.H. MonnboHKiH €.I.

MepguuHwnii ueHTp TOB «AIALIEHTP», racTpoeHTeposoriyHe BigaineHHs, M. 3anopixoks

9. | K.M.H. Tomawukesuy I'.1.

MpuBaTHe Masne NignpUeEMCTBO, MEAUYHUIA LLEeHTP «ynbc», TepaneBTUYHE BiadineHHs, M. BiHHMUSA

10. | K.M.H. KizfioBa H.M.

KomyHasibHe HekomepLiiHe NignpueMcTBO «BiHHMUbKa ob6nacHa KiiHivHa nikapHs im. M.l MNuporosa
BiHHMLbKOT 06/1acHOT pagu», obnacHwiA cneuianizoBaHnii KAIHIYHUIA TaCTPOEHTEPOSIONYHUIA LEeHTP,
M. BiHHMUSA

2. «PaHgowmizoBaHe, noagiviHe cnine, nnaaueb0o-KOHTPO/IbOBaHe AOCNIMKEHHA ANSA OUiHKM edEKTMBHOCTI Ta
6e3neyHocTi Hemonisymaoy (CD14152) y nauieHTiB 3 aToniyHUM AepmMaTUTOM Bif NMOMIPHOTO A0 BaXKOro
CTYNeHs TSXKKOCTI», Ko gocnigxeHHs RD.06.SPR.118169, nonpaska 05 ans Ykpainu ig 09 notoro 2021p. fo
npoTtokony RD.06.SPR.118169, Bepcia 6.0 ansa Ykpainu Big 09 notoro 2021p., cnoHcop - MNangepma C.A.,
Lseiiuapis

®a3za - Il

3asaBHUK - TOB «IHC Pecepu YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micusi NnpoBeAEeHHS K/iHIYHOrO BUNPO6YBaHHS

1 K.M.H. AnekcaHgpyk O.[.

JlikyBaNbHO-AiarHOCTUYHWIA LLEHTP TOBApMCTBa 3 0OMEXEHOK BiANOBIga/ILHICTIO «MefeKe M/C»,
NOMIKMIHIYHE BigAiNeHHs, |BaHO-PpaHKIBCbKMIA HaLiOHaIbHUIA MeaudHWiA yHIBEpCUTET, Kadegpa
AepmaTtonorii Ta BeHeponorii, M. IBaHO-PpaHKIBCbK




2 nikap HopuyeHko J1.A.

KomyHaslbHe HekOMepLiiiHe MiANPUMEMCTBO «XEpCOHCbKa MiCbka KJ/liHiYHA  NikapHs

iM. A. i O. TponiHnx» XepCcoHCbKOI MICbKOT paZi, KOHCY/IbTaTuBHAa Nosik/iHika Nel, M. XepcoH

3 O.M.H., npodh. AoatoH A.L.

KomyHanbHe nignpmemMctso «O6aacHuiA WKIPHO-BEHEPOOriYHMI ancnaHcep» [HiNponeTpoBChbKOi
obnacHoi paaw, AeHHuwil cTauioHap, [depxaBHuil 3aknaf «/[HiNponeTpoBCcbka MeanyHa akagemis
MiHiCTepcTBa OXOPOHW 30POB’'A YKpaiHu», kadiepa LKipHUX Ta BEHEPUYHNX XBOPO6, M. [IHINpo

4 O.M.H. Pe3HiueHko H.1O.

BiicbkoBuii rochitasib (BilicbkoBa 4acTuHa A3309) BiliCbKOBO-MEAMYHOrO KAIHIYHOTO LEHTPY
MiBoeHHOro perioHy, TepaneBTWYHe BigAiNeHHA (3 nanaramum  ONA HEBPOJIONYHMX  Ta
JepmaToBEeHepoNoriYHNX XBopux), M. 3anopixks

5 nikap NInteuHeHko b.B.

KomyHasibHe HekomepuiiiHe nignprMeMcTBO «KuiBCbKa MiCbKa KJ/IiHIYHA LUKIpHO-BEHEPOsIOriYHa
nikapHs» BrkoHaBuoro opraHy KuiBcbkoi MicbKol paay (KUiBCbKOT MiCbKOT AepXaBHOT aZMiHicTpaLir),
nonikniHika 3 kabiHeTamu cneujanicTis, M. Kuis

6 O.M.H., npody. AHgpaLko HO.B.

JlikyBaNbHO-AiarHOCTUYHWIA LEHTP NPMBATHOIO NigNPYeEMCTBA «ACKIENiin», NoAIKNIHIYHE BigaineHHs,
M. YXXropoz,

7 3aB. Big. MNanarypny O.M.

JlikyBasIbHO-AjarHOCTUYHWIA  LEHTP npuBaTHOrO MiANPUEMCTBA «ACKNenin», BigOKPEMMEHWIA
CTPYKTYpHUIA nigpo3ain (BiggineHHs) Nel, m. JibBiB

8 O.M.H. MakypiHa I".1.

HaB4a/lbHO-HayKOBUIA MeAMYHUIA LEHTP «YHiBepcuMTeTCbKa K/iHika» 3anopi3bkoro AepXaBHOro
MeAMNYHOTO YHIBEPCUTETY, BIAAINEHHA My/NbTUMOAAILHOT NaTonorii, 3anopisbkuii  AepXaBHUI
MeaMYHUA  yHiBepcuTeT, Kadenpa AepMaToOBEeHeposorii  Ta  KOCMEeTosorii 3 Kypcom
JepMaToBEHEPO/IOrii | eCTETUYHOT MeauLUnHu PO, M. 3anopixxs

3. «Bigkpute 6aratoueHTpoBe AOCAIMKEHHA a3y 2, WO NPOBOAUTLCA B OAHI rpyni, AN OUiHIOBaHHS
thapmakoKiHeTuKN, 6e3nevHOCTi, NepeHOCUMOCTI Ta aHTUMIKOBakKTepiasibHOT akTMBHOCTI npenapaty TMC207 y
MOEAHAHHI i3 3acToCyBaHHSAM cynyTHIX npenapaTiB (CI) npoTu Ty6epkysibo3y i3 MHOXWHHOK JTliKapCbKO
cTivikicTio (TB-MJIC) npm nikyBaHHi giTew i nigiTkiB BikoM Big O MicAuiB fo < 18 pokiB i3 nigTBEPLHKEHUM ab0
nmMoBipHUM nereHeBuM TB-MJIC», kog, gocnigpkeHHs TMC207-C211, iHKopnopoBaHwuii nonpasBkoto 7, Big 02
6epesHsa 2020 poky, cnoHcop - Janssen-Cilag International NV, Belgium

®a3za - Il

3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigabHOro AocnigHvkKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 O.M.H., npod. binoropuyesa O.I.

JepxaBHa ycTaHoBa «HauioHasbHWUIA HCTUTYT doTUsiaTpii i NnynbMoHonorii iM. ®.I. AHOBCbKOro
HauioHanbHOT akagemii MeanYyHuX HayK YKpaiHu», BigaineHHs antadoi dprusiaTpii, M. Kuis

4. «baraTtoueHTpoBe, paHAoOMi30BaHe, NOABIHE chine, Niaueb0-KOHTPO/IbOBaHe, 3 NapasieNlbHUMK rpynamMm
gocnimpkeHHa 3 hasn 3 BiAKPUTMM MePiofoM MPOSOBXKEHHS NiKyBaHHSA A1 OLHKM edDeKTUBHOCTI | 6e3neYHOoCTi
nepopasibHOro 3aCToCyBaHHA puUnb3a6bpyTuHiIGy (PRN1008) y nopocnux Ta nignitkie 3 NepcucTyoyo abo
XPOHIYHOI iMyHHOK TpomboumToneHieto (ITM)», kog gocnimxkeHHs PRN1008-018, 21 ciuHa 2021 p., Bepcis
1.2, cnoHcop - «MpuHumnia biogpapma IHk.», CLUA (Principia Biopharma Inc., USA)

Pa3za - Il

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

Ne M.1.6. BignoBigabHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 3aB. LeHTpoM YceHko IM.B.

KoMyHasibHe HekomepLiiiHe nignpMemMcTBo «Micbka KniHivyHa nikapHa Ned» [HINPOBCbLKOT MICbKOT
pagu, MiCbKuii reMaTo/IorivyHuniA ueHTp, M. JHinpo

2 O.M.H., npod. KysbmiHa I".I1.

KomyHasbHe nignpremctBo «KpuBopisbka Micbka KniHiYHa nikapHa Ne2» KpruBOpi3bKoi MiCbKOT
pagun, TepaneBTWYHe BiAineHHs, [epxaBHWil 3aknafg «[HiNponeTpoBCbka MeAuyHa akajemis
MiHicTepcTBa OXOpOoHM 340pOB‘A YKpaiHu», kadheapa Tepanii, kapAionorii Ta ciMeinHoi MeguUmHu, M.
KpvBuia Pir




3 KepiBHUK LeHTpY Muxanbcbka /1.B.
KniHiyHa nikapHsa «®eodhaHis» [epxaBHOro yrnpasfiHHA chipaBamMu, LEHTP remaTosorii,
ximioTepanii remo6,1acTo3iB Ta NPOMeHeBOT Tepanii, M. KuiB

5. «[MpocnekTuBHe, 6araToueHTpOBe, [AOBFOCTPOKOBE [AOCNIMKEHHS 3 OLUiHKM 6e3nekn Ta eeKTUBHOCTI
HeMonisymaoy (CD14152) y nauieHTiB 3 aToMiyHUM AepMaTUTOM Bif NOMIPHOrO A0 TSXKOIO CTyNeHs», Kog
pocnipkeHHs RD.06.SPR.118163, nonpaska 05 pgnia YkpaiHu Big 09 notoro 2021 p. A0 NpOTOKOMY
RD.06.SPR.118163, Bepcis 6.0 ana Ykpainu Big 09 notoro 2021 p., cnoHcop - MNangepma C.A., Lseliuapis
da3za - Il

3aaBHuK - TOB «IHC Pecepuy YkpaiHa»

No MN.1.6. BignosiganbHOro gocnigHuka,

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

1 K.M.H. AnekcaHgpyk O.4.

JlikyBa/IbHO-AjarHOCTUYHWIA LEHTP TOBApUCTBa 3 0OMEXEHOI BiANoOBiAa/IbHICTIO «Meaekc nc»,
nonikniHiyHe BiagineHHs, |BaHO-PpaHKIBCbKWIA HaLiOHa/IbHUIA MeanYHUn YHIBEPCUTET, Kadegpa
Aepmartonorii Ta BeHeponorii, M. IBaHo-PpaHKIBCbK

2 nikap HopueHko J1.A.

KomyHaslbHe  HekomepujiliHe  MiANPUEMCTBO  «XEPCOHCbKa MicbKa  K/iHiYHA  MiKapHs
iM. A. i O. TponiHWNx» XepCoHCbLKOI MICbKOT pajiy, KOHCY/IbTaTuBHa nonikniHika Nel, M. XepcoH

3 O.M.H., npodp. AoatoH A L.

KomyHanbHe nignpnemctBo «O6iacHWiA LIKIPHO-BEHEPOIOTiYHUIA gncnaHcep» [JHINponeTpoBCLKOT
obnacHoi pagu, AeHHWii cTauioHap, [epxaBHuid 3aknag «[HinponeTpoBcbka MeaMyHa akajemis
MiHicTepCcTBa OXOPOHW 30POB’s YKpaiHuy», kadpepa LKipHUX Ta BEHEPUYHUX XBOPOO, M. [IHIMpo
4 O.M.H. Pe3HiveHko H.10.

BificbkoBunii rocnitanb (BificbkkoBa 4acTmHa A3309) BiliCbKOBO-MEAUYHOTO KIIHIYHOTO LEHTPY
MiBoeHHOro perioHy, TepaneBTUYHe BIAA4IIEHHA (3 nanatamMmyu AN  HEBPOJIOTiYHUX Ta
JepmaToBeHepoNoriYHUxX XBopux), M. 3anopixxs

5 nikap NiuteuHeHko b.B.

KomyHasibHe HekomepuiiiHe nignpuemMcTBO «KuiBCbka MiCbka K/liHIYHA LUKIPHO-BEHEPOsIOTiYHa
nikapHa» BUKOHABYOro opraHy KuiBcbkoi Micbkoi paan (KWiBCbKOT MICbKOT  AepXaBHOi
aZIMiHIiCTpaUil), nonikniHika 3 kabiHeTamu cneujanicTis, M. KuiB

6 O.M.H., npody. AHgpauko HO.B.

JlikyBa/IbHO-AIarHOCTUYHUIA  LLEHTP NpMBATHOrO  MNigNpPUEMCTBA  «AcCKNenin», nosikaiHiuHe
BiAAINEHHS, M. Y)Xropop,

7 3aB. Big. MNanarypny O.M.

JlikyBa/IbHO-AjarHOCTUYHWIA  LEHTP MNpUMBATHOrO NiANpUMEMCTBA «ACKMIenii», BiAOKPEMNEHNIA
CTPYKTYpHUIA nigpo3ain (BigaineHHs) Nel, m. JibBiB

8 O.M.H. MakypiHa I".1.

HaBua/ibHO-HayKOBUIA MeguyHWii LEHTP «YHiBepcUTETCbKa KAiHika» 3anopi3bkoro AepXXaBHOro
MEAWYHOTO YHIBEPCUTETY, BIAAINEHHS My/bTUMOAAILHOI MATO/Or, 3anopi3bkuii  AepXaBHWiA
MeAUYHUA  yHiBepcuTeT, Kadiegpa [AepMaToBeHeposiorii  Ta  KOCMETONorii 3 Kypcom
JepMaToBEHEPOsIOrNii | eCTETUYHOT MeanunHM PO, M. 3anopixxs

6. «PaHgomizoBaHe, noggiiHe cnine, nnaueb0-KOHTPOIbOBaHE GaraToueHTPOBE AOC/iMKEHHS 3 dhasu, ske
NPOBOANTLCA y NapasieNibHMX rpynax 3 METO OLHKM edpekTUBHOCTI Ta 6e3nekn npenapaty KarXT y gopocnux
nauieHTIB 3 LWM30dPEHIELD 3a KpuTepiamm DSM-5, rocnitanisoBaHnx 3 rOCTPUM MCUXOTUYHUM PO3NagomM», Ko,
pocnipkeHHs KAR-009, Bepcis 1.0 Big 27 cepnHa 2020 poky, cnoHcop - Karuna Therapeutics Inc., United
States (CLUA)

daza - Il

3asBHuK - TOB «IHC Pecepuy YkpaiHa»

Ne M.l.6. BignoBiganLHOro focnigHuka,

n/n Ha3Ba Micus NpoBefleHHs KNiHIYHOro BUNpo6yBaHHSA

1 O.M.H., npody. Nigkoputos B.C.

JepxaBHa ycTaHoBa «IHCTUTYT HeBPOJOril, ncuxiaTpii Ta Hapkonorii HauioHanbHOT akagemii
MeOMYHNX HayK YKpaiHu», KIiHika BigAisTy KNiHiYHOI, couia/ibHOT Ta AUTAYOT neuxiaTpii, M. Xapkis

2 O.M.H., npod. CKpunHikos A.M.

KomyHanbHe nignprMemctBo «O6n1acHUin 3aknaj, 3 HafaHHsA ncmxiaTpyuyHoi gonomoru MontascbKol
061acHOi pagn», 2-A rocTpe 3arajibHo ncuxiaTpyyHe YoMoBiYe BigdineHHs, 5-b rocTpe, cnokiiiHe,




3ara/ibHO NcuxiaTpuyHe XXiHouye BigdiNeHHs, YKpaiHCcbka MeAuyHa CTOMAaTosIofiyHa akagemis,
Kadhegpa ncmxiarpii, HapKoorii Ta MeanyHol ncuxonorii, M. NonTtasa

3 K.M.H. Bnaxesuy 10.A.

KomyHanbHe HekomepuiiHe nignpuemcTtBo «KniHiyHa nikapHs «MCUXIATPIA»» BMKOHaBYOro
opraHy KuiBcbKoi Micbkoi paan (KMIBCbKOI MICbKOT AepXaBHOi aaMiHicTpauil), LeHTp NepBUHHOIO
MCMXOTUYHOIO eni3oay Ta Cy4YacHUX MeTofiB NikyBaHHA, M. KniB

4 3aB. Big. ®inbL HO.0.

KomyHanbHe HekomepLiiHe nignpvemctBo JIbBiBCbKOi 061acHOi pagn «JlbBiBCbka 06n1acHa
K/iHIYHa ncuxiaTpuyHa nikapHa», BigdineHHa Ne 25, M. J1bBiB

5 AunpexTtop KoceHkoBa |.B.

KomyHanbHe HekomepLiliHe nianpremMcTBo «Hepkacbka o6nacHa ncuxiatpuyHa aikapHsa Yepkacbkoi
ob6nacHoi pagu», xiHo4ve BigaineHHsa Nell, yonosive BigginieHHs Ne 12, Yepkacbka 06., M. CMina
6 reH. gupekrop KosasieHko B.B.

KomyHasibHe HekomepuiiiHe MignpuMeEMCTBO XapkiBCbKoi 06s1acHOi pagn «O6nacHa KhiHivHa
ncuxiatpuuHa nikapHsa Ne3», ncuxiaTpyyHe BiAAINEHHSA MEepPBUHHONO MNCUXOTMYHOINO €eni3oay,
M. XapkiB

7 O.M.H., npod. JTiHCcbKwid |.B.

KoMyHaslbHE HeKOMepUiiiHe nignpPueEMCTBO XapkiBCbkOi 06nacHoi paan «O6nacHa KhiHivyHa
ncuxiatpmyHa nikapHs Ne3», 3-Te ncuxiaTpuyHe BiAAINEHHS ANsa AOPOCnX, M. XapkiB

8 O.M.H. Mopo3 C. M.

KoMyHasibHe nignpuemcTBo «[HiNponeTpoBCbka ob6siacHa K/iHiYHa nikapHsa iM. |.I. Me4yHukoBa»
[HinponeTpoBCbkOi 061acHoOi pagu», 06M1acHWIA LEHTP MCUXOCOMaTUYHUX po3nagie Ha 6asi
NCUXOHEBPO/IOriYHOro BigAiNneHHs, M. JHinpo

9 ron. nikap Manamapuyk N.B.

KomyHanbHe HekomepuiiiHe nignpuemMcTBO «XepCOHCbKWUA 06nacHuiA  3aknafg 3 HagaHHA
ncuxiaTpuyHoi [OMOMOrM» XepCcoHCbKOi 061acHOi paam, Yososide ncuxiaTpuyuHe sigdineHHA Ne3,
XiHoYe ncuxiatpuuHe BigaineHHa NelQ, c. CTenaHiska, M. XepcoH

10 | k.M.H. CepebpeHHikoBa O.A.

KomyHanbHe HekomepuiiHe nignpueMCTBO «BiHHMLbka o61acHa KAiHIYHa MCMXOHEBPOOriYHa
nikapHs iM. akag,. HoweHka BiHHULBKOT 061acHOT pagu», 3MillaHe (40no0Bive Ta XiHouve) BifineHHs
No2, BiHHWLbKUIA HauioHanbHUiA MeguuHuii yHiBepcuTeT iM. M.l. Muporosa, kadeapa ncuxiatpii,
HapKOJIOrii Ta ncmxoTepanii 3 KYypcom NicnsannaoMHol OCBiTU, M. BiHHUUA

11 | 3aB.Big. Bite6ecbka T.B.

KomyHasibHe HekomepuiiHe nignpuemcTBo «KuiBCbka MiCbka MCUXOHEBPOJIONiYHa JlikapHSa No2»
BukoHaBuoro opraHy KuiBcbkoi Micbkol paau (KuiBCbKOT MICbKOI AepaBHOI aaMiHicTpayii),
cTauioHapHe BigaineHHsaNel, m. Kuis

12 K.M.H 3akasib K.1O.

KomMyHaslbHE HekoMepuiiHe nignpuemMcTBo JIbBIBCbKOI 06/1acHOi paan «JIbBiBCbka o6nacHa
KniHiYHa ncuxiaTpryHa nikapHsa», BiaaineHHs Ne20, M. /1bBiB

7. «<PaHgomi3oBaHe, NoAgiiHe cnine, niaue60-KOHTPONbOBaHE AOCMIMKEHHS A1 0OrpYHTYBaHHA KOHUEenLil
LWoAO0 OUiHKM edhekTMBHOCTI Ta 6e3neku 3actocyBaHHA SAR443122 (iHribiTopa RIPK1) y nauieHTiB 3
nigroctpum abo AUCKOTOHUM/XPOHIYHUM LUKIPHUM YEPBOHUM BOBYAKOM CEpefHbOro i TSXKOro CTYMNEHs», Kog
pocnipkeHHa ACT16404, sepcia 1 Big 11 rpygHa 2020 poky, crnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTiC pellepLl e gesenonmaH, ®paHLis)

®a3za -l

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

Ne M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus NpoBefeHHS KAIHIYHOrO BUMPO6YyBaHHS

1. | nikap /iuTBrHEHKO B.B.

KomyHasibHe HekoMepuiiiHe nignprueMcTBO «KWiBCbka MiCbka KiHIYHA LLKIPHO-BEHEPO/IoriYHa
niKkapHsi» BUKOHABYOro opraHy Kniscbkoi Micbkoi pagu (KUiBCbKOT MiCbKOT AepXaBHOT agmiHicTpauii),
noniknidHika 3 kabiHeTamu cneujanicTis, M. Knis

2. | nikap CaBuyk J/1.M.

KomyHanilbHEe HekomepuiiHe nignpueMcTBO «LIeHTpasibHa Micbka KhiHiYHA nikapHs  |BaHO-
®paHKIBCbKOT MiCbKOT paam», PeBMaTOo/0rYHe BigaineHHs, M. IBaHO-PpaHKIiBCbK

8. «PaHgomizoBaHe, noggiiiHe cnine, nnaue60-KOHTPOsIbOBaHe A[OCAIMKEHHS ha3n 2 aA1a  OLUiHKK
edpekTnBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHA/IBHOrO aHTUTINa A0 aHTaroHicta CD40L, y naujieHTiB 3

4



peunanByovMM po3CistHUM CKIepo3oM», Kog gocnigxkeHHa ACT16877, Bepcisa 1 Big 26 nuctonaga 2020 poky,
cnoHcop - sanofi-aventis recherche & developpement, France (CaHoi-ABEHTIC peluepll e AeBefionMaH,
PpaHLin)

®a3za -l

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba MicLsl NpoBeAEeHHS K/TiHIYHOrO BUNPO6YBaHHS

1 K.M.H. Fono6opoabko A.A.

KomyHasibHe HekoMepuiiiHe nignpuemcTBo «Opecbka obnacHa KiiHiyHa nikapHsa» Opecbkol
ob6nacHoi pagu», BigaineHHs Helpoxipyprii, M. Ogeca

2 K.M.H. JopowueHko O.O.

JlikyBasibHO-AiarHOCTUYHWIA LeHTP «Helipo Mnoban» ToBapucTBa 3 0OMEXEHO BiANOBILANBHICTO
«Helpo Mnoban», nikyBa/bHO-NPOQINaKTUYHWIA Nigpo3ain, c. Kpuxieuyi, M. IBaHO-®paHKiBCbK

3 A.M.H. Kanbbyc O.I.

KomMyHasibHe nignpruemMcTBo «[HinponeTpoBcbka 061acHa KniHivHa nikapHsa iMm. |. 1. MeuHukoBa»
[HinponeTpoBcbkoi 06nacHoi paau, BigaineHHss Hesposorii  Nel, [epxaBHuii 3aknag
«[JHinponeTpoBCcbka MeAnyHa akaaeMis MO3 YkpaiHu», kadpegpa HeBpoorii, M. [IHinpo

4 K.M.H. JlekomueBa €.B.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpoorii, ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemii
MeAMYHUX HayK YKpaiHu», BiaAin (yHKUiOHa/IbHOT Helpoxipyprii 3 rpynol natoMopdonorii,
BiAAINEeHHs PyHKUIOHa/IbHOT HEMPOXipYpril Ta NapoOKCU3Ma/lbHUX CTaHIB, M. XapkiB

5 O.M.H., npody. Mockosko C.IM.

MeguyHuii LeHTp ToBapucTBa 3 0OMEXEHOI BIANOBIJALHICTIO «MeauyHuii LeHTp «Caniotems»,
NiKyBa/IbHO-NPOdiNaKTUYHWIA Bigaia, M. BiHHMUA

6 O.M.H., npod). Herpuny T.I.

KomyHanbHe HekomepuiiHe nignprvemctBo JIbBiBCbKOi obnacHoi paau «JlbBiBCbka 0b6sacHa
KNiHiYHa nikapHsa», HeBpPoJoriyHe BiaAiNeHHs, M. JIbBiB

7 K.M.H. MNactopa |.M.

XapkiBcbka KiiHiYHa fikapHSA Ha 3anidHn4yHomy TpaHcnopTi Nel doinii «LleHTp o0XopoHu 340p0oB S»
aKLioHepHOro ToBapuCTBa «YKpaiHChbKa 3ai3HNLUA», 3-€ HEBPOJIOrivyHe BiffiNeHHs, M. XapkKiB

8 nikap Mpuwena B.B.

KomyHasibHe HekomepuiiHe nignpremcTBo «O61acHa KiiHivHa nikapHs iM. O.®. NepbayeBCbKOro»
YXKutommpcbkoi 061acHOi pagn, HEBPONOTivHe BiAAINEHHS, M. )Kutomunp

9 K.M.H. XaByHka M.A.

KoMyHanbHe HekomepLjiiiHe NignpMeEMCTBO «5-a MiCbKa K/iHiUHa NikapHSA M. JTsBOBa», HEBPOJOTiYHE
BigAineHHs, M. JIbBiB

9. VERDICT: «PaHgoMi3oBaHe, KOHTpPO/IbOBaHe BUMNPOOYBaHHA A1S1 BU3HAYEHHSA ONTUMasIbHOI Uini Tepanii
npv akTUBHOMY BMPa3KoBOMY KONITi», koA agocnigpkeHHs RP1706, sepcis 04 Big 05 TpaBHs 2020 poky, CoHcop
- «PobapTc KniHikan Tpaitanc IHK.» / Robarts Clinical Trials Inc., KaHaga

da3za - IV

3asBHuK - TOB «biomanac», YkpaiHa

Ne M.l.b. BignosigansHoOro gocnigHuka,

n/n Ha3Ba Micus NpoBefeHHs KNiHIYHOro BUNpo6yBaHHS

1 K.M.H. Bya3ak |.4.

KniHika [lepxaBHOl ycTaHOBM «IHCTUTYT racTpoeHTeposorii HalioHanbHOT akageMil MeguuHuX HayK
YKpaiHn», BIA4IT 3axXBOPIOBAHHS LWIYHKY | ABaHaAUATUNaIol Kuwku, [epxaBHUin 3aknag
«[JHinponeTpoBcbka MeauyHa akafemia MiHicTepcTBa OXOpPOHW 340pOB’'A YKpaiHu», kadenpa
Tepanii, KapAionorii Ta CiMenHoi MeanunHM pakybTeTy NiCAgAMNAOMHOI OCBITH, M. JHINPO

2 O.M.H. Yoneli |.B.

KoMyHanibHe HekomepLjiiiHe NigNPUEMCTBO «YXXropoAcbKa paoHHa KiHIYHA NiKapHSA Y)XropoacbKol
panoHHOT paan 3akapnaTcbkoi 061acTi», TepaneBTUYHE BiAdINEHHS, M. Y)XXropoa,

3 O.M.H. Focnogapcbkuin 1.4.

KoMyHaslbHE  HekoMepuiiHe MigNPUEMCTBO  «TEepHOMiSIbCbKa YHIBEpPCUTETCbKa  MiKapHa»
TepHoninbCbkoi 06nacHoi pagn, O6nacHUn LEeHTP racTpoeHTeposiorii 3  renaTonorieto,
racTPOEHTEPO/IOriYHe BigaineHHs, M. TepHoninb

4 K.M.H. KyninHuy P.J1.

KomyHaslbHe HeKOMepL,iiiHe MiANPUEMCTBO «3anopidbka o6s1acHa KiHiyHa nikapHsi» 3anopi3bKoi
06/71aCHOI paau, BigAiNeHHs racTpoeHTeponorii i eHgockonii, M. 3anopixks




5 O.M.H. Mnnmua K.M.

KomyHasnibHe HekoMmepLiiiHe nignpueMcTBo «Micbka nikapHs Ne9» 3anopi3bkoi MicbKoi paaw,
racTpoxipypriyHe BigAineHHs, M. 3anopixks

6 O.M.H., npodp. CTtaHicnasuyk M.A.

KomyHanbHe HekomepLiliHe NignpueMcTBO «BiHHMLbKa 06/1acHa KniHibyHa nikapHs im. M.I. NMuporosa
BiHHMLbKOT 061acHoi Pagu», o61acHuiin cnelianizoBaHmnii KNiHIYHWIA raCTPOEHTEPOSIOTIYHNIA LEHTP,
M. BiHHMUSA

7 K.M.H. Tomawukesuy I".1.

KomyHaslbHe HekOMepUiiiHe MiANPUEMCTBO «BiHHMLUbKka Micbka KiHiYHA nikapHsa  Nelw,
raCTPOEHTEPOsIOriYHe BiaaiNeHHsa, M. BiHHMUSA

10. «PaHgomizoBaHe, noggiiHe cnine, niauebo-KOHTPOIbOBaHe AOC/IAKEHHSA 3 MOABIMHOW iMITaLi€, WO
NpoBOAMTLCA Yy 3 NapanenbHUX rpynax cepef nawieHTiB AMTA4oro Biky Big 10 Ao 17 pokiB BKNHOYHO i3 METOH0
OLiHIOBaHHS eheKTUBHOCTI Ta 6e3neyHocTi npenapaTtis BG00012 i BIIBO17 ansi nikyBaHHsS peuvanByoHo-
PEMITYOHMOrO PO3CISIHOTO CKNeposy», koA gocnigpkeHHs 800MS301, sepcis 4 Big 06 nuctonaga 2019 poky,
crnoHcop - Biogen Idec Research Limited, UK

dasza - Il

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3Ba Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA

1. O.M.H., npodp. BosnowwuHa H.1M.

JepxaBHa ycTaHoBa «IHCTUTYT HeBponorii, ncuxiatpii Ta Hapkosorii HauioHanbHOT akagemil
MeUYHUX HayK YKpaiHu», Bigain ayToiMyHHUX Ta [ereHepaTuBHMX 3axBOPIOBaHb HEPBOBOT
cuctemu, LIeHTp po3scisHoro ckneposy, M. Xapkis

2. | p.m.H., npodp. Herpuy T.1.

KomyHasibHe HekoMepLUiiiHe NignprueMcTBO JIbBIBCbKOT 06/1aCHOT pagu «J1bBiBCbka 06/1acHa KiHiuHa
niKapHa», HEBPOJIOriYHe BigAiNneHHs, M. J1bBIB

3. K.M.H. MakepgoHcbka |.B.

KomyHasibHe HekoMepuiiHe nignpremcTBo «Micbka guTsaya KniHidHa nikapHa NeS5» [IHINPOBCHKOT
MICbKOT pafin, HEBPOJIOTiYHe BifAiNeHHS MOIOALLIOro BiKy, M. JHINpo

4. K.M.H. KnpnuyeHko A.l".

KomyHanibHe  nignpuemcTBo  «[HiNponeTpoBCcbka 0O6s1acHa  AWTAYa  KANiHIYHA  NiKapHA»
[HIiNponeTpoBCbKOI 06/1aCHOT paay, HEBPO/IOro-HEpPOXipypridyHe BiaaineHHs, M. JHinpo

5. K.M.H. Knpuuenko B.[.

KomyHaslbHEe HeKoMepLiiiHe nianpuMeMCTBO «BiHHMUbKA 06/1acHa KhiHiYHa MNCMXOHEeBPOSOoriyHa
nikapHst im. akag,. O. |. OuweHka BiHHMLBbKOT 061aCHOT pagmn», AuTa4e HEBPOJOTiYHE BiaaineHHs Ne4,
M. BiHHMUS

6. K.M.H. MapTuHiok B.HO.

LepxaBHuWi1 3aknag «YKpaiHCbKuii MeAnMyHWin LeHTp peabinitTauii AiTein 3 opraHiyHUM ypaKeHHAM
HepBOBOI cucTemMn MiHICTEpPCTBA OXOPOHU 300POB’A YKPaiHW», KOHCY/IbTaTUBHO-AiarHOCTUYHE
BifAiIEHHSA, M. KWiB

7. O.M.H. Knpunosa J1.T.

JepxaBHa ycTaHoBa «IHCTUTYT negiatpii, akywepcTtsa i riHekosnorii iM. akag. O.M. JlyK'sHOBOI
HaujioHanbHOT akagemil MeAnuYHWX Hayk YKpaiHu», BigdifNeHHs MCUXOHEeBpoOorii ans Aaiten 3
nepuHaTasibHOI NaTosoriEn Ta OpdPaHHNMK 3aXBOPIOBAHHAMK, M. KUiB

8. | 3aB. Big. Kpuwrtadosuy A.J1.

KomyHasibHe HekoMepLiiiHe NignNprUeMCTBO «IBaHO-®paHKiBCbka 06/1acHa auTsaYda KiiHiuHa nikapHs
IBaHO-®PpaHKiBCbKOI 06/1aCHOT pagn», BiAAINEHHS 418 AiTel 3 ypaKeHHAM LEeHTpasibHOI HEPBOBOI
CUCTEMU Ta NOPYLUEHHAM (PYHKLIT ONOPHO-PYX0BOro anapary, M. IBaHo-®paHKiBCbK

11. «PaHgomi3oBaHe BigKpuTe K/iHIYHE pocnimpkeHHs ®asm 3 KombiHauii AmiBaHTamady Ta Tepanii
Kapb6onnatnHom Ta NemeTpekceaom Yy NopiBHAHHI 3 Kapb6onnaTuH-NemMeTpekceaoM Yy nauieHTiB 3 MicLLeBO-
nowmnpeHnm abo metactTaTUYHUM HeAPiIGHOKNITUHHUM PaKOM fiereHb 3 MyTallielo peuenTopiB enigepmMasibHOro
thakTopa pocty (EGFR) 3i BcTaBkamu B ek30Hi 20 (Exon 20ins)», kog, gocnimpkeHHs 61186372NSC3001, Bif,
17.07.2020 p., cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

®a3za - Il

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

[ Ne | M.1.6. BifnoBiganbLHOro A0CAiAHMKA |




n/n HasBa MicLs NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS

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

KoMyHasibHe HekoMmepuiiiHe nignpuemcTBo «Micbka KriHiYHa nikapHa Ned» [HINPOBCbLKOT MiCbKOT
paau, Micbkuii XiMioTepaneBTUYHMIA LeHTP, M. [IHInpo

2 | K.M.H. OcTaneHko FO.B.

HaujioHanbHWiA iIHCTUTYT paky, Big4iIeHHA ManoiHBa3MBHOI Ta eHAOCKONIYHOI Xipypril, iHTepBeHLiAHOT
pagionorii, M. Knis

12. «PaHpowmizoBaHe, noAgiliHe cnine, nnauebo-KOHTponboBaHe, a3 |l AocnimKeHHs 3acTocyBaHHS
aresonisymaly y noefHaHHi 3 6eBauusymadéom abo 6e3 6eBaumnsymady y KkoMOiHaUil 3 UMCnaTMHOM Ta
reMumMTabiHoM y nauieHTiB i3 paHiwe HeslikoBaHUM MOLUMPEHUM PakoM GifiapHOro TpakTy», KoA AOCNIIKEHHS
G042661, sBepcia 2 Big 07 xoBTHA 2020 p., cnoHcop - d.XoddmaHH-/19 Pow JTg, LWsenuapis

Pa3za -l

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

Ne MN.1.6. BigNoOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOOYBaHHS

1 | A.M.H., npodh. AyaHiveHko O.C.

[JepxaBHa ycTaHoBa «|HCTUTYT 3arasibHOT Ta HEBIAKNaAHOI Xipyprii imeHi B.T. 3aliueBa HaujioHabHOI
akagemii MeguuHMUX Hayk YKpaiHu», BigAiNeHHs rHINHOI Xipyprii Ha 25 NKOK 3 Nanartok iIHTEHCUBHOT
Tepanii Ha 6 NixokK, XapkiBCbka MeguyHa akagemis nicnaavmniomMHol ocsiTH, Kadenpa OHKOJIOriT Ta
ONTAYO0T OHKOOrT, M. XapkiB

2 | nikap 3y6kos O.0.

[JepxaBHa ycTtaHoBa «HauioHanbHWUiA iIHCTUTYT Xipyprii Ta TpaHcnnanTosorii im. O.0. LWanimoBa»
HaljioHanbHoT akagemii MeanyHnX HayK YKpaiHu, BigaineHHs oHkonorii, M. Kuis

3 | K.M.H. Miceubka M.E.

KomyHanbHe HekoMepLiiHe nignpnemcTso «O6aacHWi LLeHTP OHKOSIOTii», OHKOXIpYpriYHe BigAineHHs
NeyviHkK Ta NigWwayHKoBOI 3a1031, M. XapKis

13. «AganTuBHe, BiAKpUTE OOCMIMKEHHSA 2 (ha3n 3 3aCTOCYBaHHAM MHOXWHHUX 003 3 iX 30i/IbLLUEHHAM, L0
NPOBOANTLCA ANS1 OUIHKM edeKTUBHOCTI, 6e3nekn, nepeHocMMocTi Ta glapmakokiHeTukn AMB-05X npwu
BHYTPILULHLOBEHHOMY BBEJEHHI Y nNauieHTiB 3 TEHOCWUHOBI&/IbHOK T[Ir@HTOKNITUHHOI MYX/IMHOW», KOQ,
pocnipkeHHss AMB-051-02, sepcisa 1.1 Big 12 nuctonaga 2020, cnoHcop - AmMax Bio., Inc. («kAmMakc bio.,
IHK.»), CLLUA

Pa3za - Il

3anBHUK - TOB «ExiH», YkpaiHa

Ne M.1.6. BignoBigansLHOro gocnigHuka

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS

1 O.M.H., npody. dinineHko B.A.

JepxaBHa yctaHoBa «lHCTUTYT naronorii xpebta Ta cyrnobis im. npod. M.l. CuteHka HAMH
YKpaiHu», Bigain natonorii cyrno6is, M. XapkiB

2 K.M.H. MameTbeB A.O.

KomyHasibHe HekomepuiiiHe MmiagnpueMcTBo «Micbka KiiHiYHa nikapHa Ne6» [HINPOBCBLKOI MICbKOI
paaw, BigaineHHsa TpasMatoorii Ta optonegii Nel, M. [IHiNpo

14. «KniHiyHe BUNPo6yBaHHSA 3 OLiHKM 6I0EKBIBANEHTHOCTI NikapcbKknx 3acobis Fnimepin-M, TabneTtkn, BKpUTI
060/10HKO0, Mo 2 mMr / 500 mr, BupobHuuTBa AT «KNIBCbKUW BITAMIHHUI 3ABO/[», YkpaiHa Ta AMapun®
M 2 mr / 500 mr, TabneTkn, BKpUTI 0600HKOKD, BUPOOHULITBA «XeHAOoK IHK.», Pecnybnika Kopes B ymoBax
0HOPAa30BOr0 MepopasibHOr0 NpMinoMy 340pOBMMKU A06pPOBO/MbUAMU», KOA4 AochnipkeHHs KVZ-GD_MF,
Bepcis 2.0 Big 25.02.2021, cnoHcop - AT «KUIBCbKI BITAMIHHUIM 3ABO/», Ykpaina

JocnigpkeHHs1 6I0eKBIBaNIEHTHOCTI

3anBHuK - AT «KUIBCbKUIA BITAMIHHWIA 3ABO/l», Ykpaina

No MN.1.6. BigNoBiga/IbHOro AOCNiAHMKA

n/n HasBa micLA NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | ron. nikap ApTtuw B.1.

MeaunuHnin LeHTp ToBapucTBa 3 06MeXeHOol BignosiganbHicTio «KniHika IHHOPAP — YkpaiHa
IHHOBeliTIB ®apmMa Pecepu», YepHiBelbka 06/1., HoBOCENMUBKUIA p-H, €. BosHW




2. | k.6.H. NliGiHa B.B.
Nabopartopis capmakokiHeTukn (M. XapkiB) AN «[epxaBHWiA eKkcnepTHUIn LeHTp MiHicTepcTBa
OXOPOHM 3[00POB’A YKpaiHu», M. XapkiB

15. NoBHe gocbe (IMPD) gocnigxyBaHOro slikapcbkoro 3acody CSL112, sepcis 9 Big ciuHa 2021 poky
aHrniiicokolo MoBol0; 36inblUeHHA TepMiHy npupgatHocTi lMnauye6o po anoninonporteiH A-l
[apoA-I] 3 24 wmicAuiB Ao 36 mMicAUiB 40 NPOTOKOMY KiHIYHOrO BUNPoOyBaHHA «PaHaomizoBaHe,
GaraToLEeHTpOBe, NoABiliHe cnine, nnauebo-KOHTPObOBaHE AOCAIMKEHHSA TPeTboi (hasn y napanenbHuX
rpynax nons BMBYEHHS edekTUBHOCTI Ta 6e3nekn npenapaty CSL112 y nauieHTiB 3 rOCTPUM KOPOHaPHUM
CUHOPOMOM>, Ko aocnimkeHHs CSL112_3001, sepcis 3 nonpaskoto 1 Big 10 BepecHsA 2019 poky; cnoHcop -
CSL Behring LLC, United States

3asBHIK - TOB «KOBAHC KNIHIKAN AEBE/IONMEHT YKPAIHA»

16. OHOBNEHUIA NMPOTOKON KiiHIYHOro BUNpoGyBaHHA SEP361-304, Bepcia 3.00 3 iHKOopnopoBaHOIO
cyTTEBOIO nonpaskoto 2.00 Big 14 ciuHAa 2021 poky; CyTTeBa nonpaska 2.00 40 NPOTOKONY KNiHIYHOro
BUNpo6yBaHHA SEP361-304, Bepcisa 3.00 Big 14 ciuHa 2021 poky; Bpowypa gocnigHuka SEP-363856,
Bepcia 10.0 Big 14 rpygHAa 2020 poKy, aHrNiicbKolo MoBOHO; [lonaTokK «[loKniHiuHi gaHi» o bpowypu
pocnigHuka SEP-363856, Bepcis 10.0 Big 14 rpyaHsa 2020 pokKy, aHrNiicbKoo MOBOLO; IHchopmaviiiHuii
nncToK i cpopma iHhopmoBaHoi 3roau, Bepcia V5.0UKR(uk)1.0 Big 11 ntotoro 2021 poKy, nepeknag,
YKpaiHCbKOI MOBOWO Big 23 ntotoro 2021 poky; IHchopmauiiiHuii nuctok i dhopma iHpopMoBaHoi 3rogu,
Bepcisa V5.0UKR(ru)1.0 Big 11 notoro 2021 poky, nepeknag, pociiicbKotlo MoBolo Big 23 ntotoro 2021
POKY [0 MNpOTOKO/Y KiHIYHOTO BUNPOOYyBaHHA «PaHAomi3oBaHe, MOABIHE chine AOCAIMKEHHS, WO
NpoOBOANTLCA 3 BUKOPWUCTAHHSAM aKTMBHOrO npenapaTty B SKOCTi KOHTPOJIO A/1S OLiHKA AOBroTpMBasiol
6e3neyHocTi i nepeHocumMocTi npenapaty SEP-363856 y nauieHTiB i3 LWM30PEHIED», KOA4 OOCNIIKEHHSA
SEP361-304, Bepcis 2.00 3 iHkopnopoBaHo cyTTEBO nonpaskoto 1.00 Big 16 BepecHsi 2020 poky; CNOHCOop -
«CyHoBioH ®apmacbtoTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLLA

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

17. OHOB/IEHUIA NPOTOKO K/iHiIYHOro BunpooyBaHHsa SEP361-301, Bepcisa 4.00 3 iHKOpNopoBaHOIO
cyTTeBOI0 nonpaskoto 3.00 Big 26 ciuHA 2021 poky; CyTTeBa nonpaska 3.00 4O NPOTOKO/Y KNiHIYHOro
BunpooyBaHHA SEP361-301, Bepcia 4.00 Big, 26 ciuHa 2021 poky; Bpouwypa gocnigHuka SEP-363856,
Bepcis 10.0 Big 14 rpyaHa 2020 poky, aHrilicbKol MoBOIO; floaaTtok «oKniHiuHi gaHi» go Bpowypu
pocnigHuka SEP-363856, Bepcis 10.0 Big, 14 rpyaHa 2020 poky, aHriicbkoo MoBoto; IHthopmaviiiHuii
nncTok i cpopma iHhopmoBaHoi 3roau, Bepcia V5.0UKR(uk)1.0 Big 18 niotoro 2021 poky, nepeknag,
YKpaiHCbKOI MOBOIO Bif, 24 ntotoro 2021 poky; IHchopmauiiiHuii nucToK i popma iHhopmoBaHoi 3roau,
Bepcia V5.0UKR(ru)1.0 Big 18 niotoro 2021 poKy, nepeknag, pociiicbkoo MOBOIO Big, 24 ntoTtoro 2021
POKy [0 NPOTOKO/Y KAIHIYHOTO JOCNIMKEHHST «PaHgomizoBaHe, nodsiliHe crine, nnaueb0-KOHTPO/IboBaHe,
GaraTtoueHTpoBe AOC/IMKEHHS, WO NPOBOANTLCA B NapasiesibHMX rpynax, i3 3acTocyBaHHAM (DiKCOBaHNX 03
0N OUIHKM eddeKTUBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 y naujieHTiB i3 LWM30(PEHIED Y TOCTPOMY
NCUXOTUYHOMY €eni3ofi», ko agocnigxkeHHs SEP361-301, Bepcis 3.00 3 iHKOpNopoBaHOK CYyTTEBOK NOMNPAaBKO0
2.00 Big 16 BepecHs 2020 poky; cnoHcop - «CyHoBioH dapmacktoTikanc IHK.» (Sunovion Pharmaceuticals Inc.),
CWA

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

18. OHoBeHWI NpoToKon pocnimkeHHAa EX9536-4388, chiHanbHa Bepcia 6.0 Big 04 ciuHa 2021 p.
aHrniicbkolo moBoto; OHoBneHa Bpouwypa AocnigHuka, Semaglutide subcutaneous administration,
Projects: NN9536, EX9536, Semaglutide s.c. 2.4 mg for Weight Management, BugaHHsa 6, ciHanbHa
Bepcisa 1.0 Big 03 rpypHa 2020, aHrniiicbkolo MoBoto; IHhopmauis anAa nauieHTa Ta dopma 3rogm Ha
yJyacTb y pocnigxeHHi, piHanbHa Bepcia 5.0-UA(UK), Big 22 ciuHa 2021 p., yKpaiHCLKOIO MOBOIO;
IHchopmaunia ana nauieHTa Ta dopma 3ro4un Ha yyacTb Yy AoCnifKeHHi, (hiHanbHa Bepcia 5.0-UA(RU),
Bif, 22 ciuHna 2021 p., pocilicbKolo MOBOLO; IHhopmauis yyacHuka 1a popma iHchopmMoBaHOi 3rogm Nnpo
MOX/NUBICTb Yy4dacTi B pocnimkeHHax COVID-19 (akTyanbHO nuwe y Bunagkax 3a/lydeHHA f[o
napanenbHoro gocnigpkeHHa COVID), chiHanbHa Bepcisa 1.0-UA(UK), Big 22 ciuHsa 2021 p., yKpaiHCbKOIO
MoBoOto; IHhopmauis yuyacHuka Ta dopma iH(popMOBaHOI 3rogu MNPO MOXUBICTbL YydyacTi B
pocnimpkeHHAX COVID-19 (akTya/ibHO Nvlle Y BUNagKax 3alydeHHsl A0 Napasie/ibHOro AoC/ifKeHHA
COVID), ciHanbHa Bepcia 1.0-UA(RU), Big 22 ciuHA 2021 p., poOCifiCcbKOIO MOBOK [0 NPOTOKOY
KniHiyHoro BunpobyeBaHHA «SELECT - BnAnB cemarnyTuay Ha CepueBO-CYAUHHI YCKIaAHEHHA Y nogei 3
Ha/IMLIKOBOK Baro abo OXMpPiHHAM»., koA JochimpkeHHs EX9536-4388, hiHanbHa Bepcia 3.0 Big 07
6epe3sHsa 2019 p.; cnoHcop - Novo Nordisk A/S ([aHis)



3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

19. fopaTok 1 Big 24.07.2020 p. o bpowypu aocnigHuka INJ-61186372 (AmiBaHTama0b), BugaHHA 4 Bif,
03.03.2020 p.; Pos3gin 3.2.P [Jocbe pocnigKyBaHOro nikapcbKoro 3aco6y JlasepTiHi6, Lazertinib
(JNJ-73841937, YH25448), TabneTku Ans nepopasibHoro npuiiomy, 80 mr Big 06.11.2020; 36inbLlIeHHSA
TepMiHy NpUAATHOCTI [OC/ifAKYBaHOIO Jlikapcbkoro 3aco6y JlasepTiHi6, Lazertinib (JNJ-73841937,
YH25448), Ta6netkn gna nepopasibHOro npuiiomy, 80 mr 3 18 micauiB Ao 24 micAuiB gNa KNiMaTUYHOT
30HM 1 Ta 2; Ta 3 12 micAuiB go 18 micauiB gns KnimatuuHoi 30HM 3 Ta 4; IHopmauia gna BariTHOI
napTHepPKM yvyacHuKa gocnigpkeHHsa Ta dopma IHchopmoBaHoi 3rogu — Mpotokon 73841937NSC3003,
Bepcifa 1.0 pociicbKOo0 MOBOIO AnA YKpaiHu Big 23.10.2020 p.; IHchopmauia gna BariTHOI napTHEPKU
yyacHuKa gocnigkeHHA Ta ®opma iHchopmoBaHoi 3rogn — MpoTokon 73841937NSC3003, Bepcia 1.0
YKpaiHCbKOI MOBOI AnA YKpaiHu Big 23.10.2020 p.; 3pa3oK 3HIMKIB ekpaHy «HaBYa/ibHWIA MOAY b i3
KOPUCTYBaHHA nnaHweTom», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcia 1.00
yKpaiHCbKOlo MoBoo Big 11.09.2020 p.; 3pa3oK 3HiIMKIB eKpaHy «BkasiBKU ANA nawieHTa A0 noyarky
onutyBaHHs1», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -73841937NSC3003, Bepcis 1.00
yKpaiHCbKolo moBolo Bifg 08.10.2020 p.; 3pa3ok 3HIMKIB eKpaHy «BkasiBKM Ans nauieHTa nicns
3aBeplleHHss onuTyBaHHA», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -
73841937NSC3003, Bepciss 1.00 ykpaiHCbkoio MoBoio Big 08.10.2020 p.; 3pa3oK 3HIMKIB eKpaHy
«lHTeps’'to EQ-5D-5L», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcia 1.00
yKpaiHCbKolo moBoto Big, 05.11.2020 p.; 3pa3ok 3HiMKIB ekpaHy «lHTepB’to QLQ-C30», eCOA Tablet
Screenshots, Janssen 73841937NSC3003, Bepcis 1.00 ykpaiHCbKolo MoBOIO Big, 08.10.2020 p.; 3pa3ok
3HIMKIB ekpaHy «EQ-5D-5L», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcia 1.00
YKpaiHCbKOIO MOBOIO Bif 26.10.2020 p.; 3pa3oK 3HiMKiB ekpaHy «PGIC», eCOA Tablet Screenshots,
Janssen 61186372NSC3001 - 73841937NSC3003, Bepcia 1.00 ykpaiHCbKolo MoBoto Big 08.10.2020 p.;
3pa3ok 3HiMKIB eKkpaHy «PGIS», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -
73841937NSC3003, Bepcis 1.00 ykpaiHCbKoio MoBoto Bif 08.10.2020 p.; 3pas3ok 3HIMKIB eKpaHy
«NSCLC-SAQ», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcia 1.00 ykpalHCbKOIO
MoBoto Bif, 01.10.2020 p.; 3pa3ok 3HIMKIB ekpaHy «QLQ-C30», eCOA Tablet Screenshots, Janssen
73841937NSC3003, Bepcis 1.00 ykpaiHcbkoio MoBol Big 08.10.2020 p. [O NPOTOKOSY K/iHIYHOrO
JocnipkeHHs «PaHgomizoBaHe KiiHIYHe JochigpkeHHs dasm 3 kombGiHoBaHOI Tepanii AMiBaHTama6om Ta
Na3epTiHiGOM Yy MOPIBHAHHI 3 OCMMEPTUHIOOM Ta y MOPIBHSHHI 3 JlasepTiHIGOM K nepLuoi iHii Tepanii y
nauieHTiB 3 MiCLEBO-NOLIMPEHMM abo MeTacTaTUYHUM HeApiGHOKNITUHHUM pakoM JflereHb 3 MyTaLlli€to
peuenTopiB enigepManbHoro cakropa pocty (EGFR-myTaui€n)», koa aocnigpkeHHss 73841937NSC3003, Bia
05.06.2020 p.; cnoHcop - «AHCCEH »APMALEBTVKA HB», benbris

3aaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

20. 3HiMKM ekpaHy enneKTPOHHOro woaeHHuKa: ACT eCOA Tablet Screenshots TecT 3 KOHTPOJIIOBaHHA
actmu (ACT), Bepcia 1.00 Big 16 nuctonaga 2020p., YKPaiHCbKOW MOBOI; 3HIMKU eKpaHy
eneKkTpoHHoro wogeHHuka: ACT eCOA Tablet Screenshots TecT koHTponto Hag actmoto (ACT), Bepcisa
1.00 Big 15 rpyaHsa 2020p., pociiicbKolo MOBOI0; 3HIMKU €KpaHy eJIEKTPOHHOr o woaeHHuka: DLQI eCOA
Tablet Screenshots IHAEKC OLiHKM AIKOCTi XXUTTA MaLi€HTIB 3 AepMaToJIOriYHUMU 3aXBOPIOBaHHAMMU,
Bepcia 1.00 Big 16 nuctonaga 2020p., yKpaiHCLKOIO MOBOI0; 3HIMKM eKpaHy eNIeKTPOHHOrO WoAeHHUKa:
DLQI eCOA Tablet Screenshots OnutyBasIbHUK NO SIKOCTi XWUTTA MNaUieHTIB 3 AepMaTosiIoriyHumMun
3axBoproBaHHAMU, Bepcia 1.00 Big 15 rpyaHsa 2020p.,poCiiCbLKOIO MOBOI; 3HIMKM eKpaHy
eNleKTPOHHOro wopaeHHuka: EQ-5D-3L eCOA Tablet Screenshots EQ-5D-3L Tablet version AHketa
cTaHy 3a0poB’s, Mepeknag Ha yKpaiHCbKY MmoBY ansa Ykpaidu (Ukrainian version for Ukraine), Bepcis
1.00 Big 16 nuctonaga 2020p., YKPAiHCLKOIO MOBO); 3HIMKN €KpaHy €efIeKTPOHHOro LWoAeHHUKa: :
EQ-5D-3L eCOA Tablet Screenshots EQ-5D-3L Tablet version OnutyBasibHUK Npo CTaH 340pPOB’SA,
Bepcia pociiicbkoto moBol ans YkpaiHu (Russian version for Ukraine), Bepcia 1.00 Big 15 rpygHs
2020p.,pociiicbkol0 MOBOK; 3HIMKM €KpaHy eJIeKTPOHHOro uwogpeHHuka: PGAD eCOA Tablet
Screenshots PGAD (3aranibHa oLiHKa CTYNeHs TSHKKOCTi 3aXBOPIOBaHHSA navuieHTom), Bepcis 1.00 Big, 16
nucronaga 2020p., YKpaiHCbKOKO MOBOK; 3HIMKM eKpaHy eneKTpoHHOoro wopgeHHuka: PGAD eCOA
Tablet Screenshots 3aranbHa oLjiHKa TSHKKOCTiI 3axBoptoBaHHs nauieHTom (PGAD), Bepcia 1.00 Big 15
rpyaHs 2020p., pociicbKol0 MOBOIO; 3HIMKM eKpaHy esIeKTPOHHOro wogeHHuka: PGAT eCOA Tablet
Screenshots PGAT (3aranbHa ouiHKa nikyBaHHA1 nauieHTom), Bepcis 1.00 Big 16 nucrtonaga 2020p.,
YKPAiHCbKOKO MOBOIO; 3HIMKN eKpaHy efieKTPpoHHOoro wopeHHuka: PGAT eCOA Tablet Screenshots
3aranbHa ouiHKa nikyBaHHA nauieHToMm (PGAT), Bepcisa 1.00 Big 15 rpyaHsa 2020p., pocCiiicbKolo MOBOIO;
3HiIMKN eKpaHy eneKTpoHHOro wopaeHHuka: POEM eCOA Tablet Screenshots MauieHT-opieHTOBaHa
ouiHKka ek3emu, Bepcia 1.00 Big 16 nuctonapga 2020p., YKpaiHCbKOKO MOBOI; 3HIMKM eKpaHy
eNeKTPOoHHOoro uwogeHHuka: POEM eCOA Tablet Screenshots OnuTyBanbHUK gns camocTiiHOroO
3anoBHEHHA NauieHTamu 3 ek3eMoto, Bepcis 1.00 Big 15 rpyaHa 2020p., pociiiCbKO0 MOBOIO; 3HIMKM
eKpaHy efIeKTPOHHOro woaeHHuKa: Subject SCORAD eCOA Tablet Screenshots MokasHUK nauieHTa 3a
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wkanoto SCORAD, Bepcia 1.00 Big 16 nuctonaga 2020p., YKpPaiHCbKOO MOBOIO; 3HIMKU eKpaHy
e/IeKTPOHHOro uwoaeHHuka: Subject SCORAD eCOA Tablet Screenshots YuacHuk pocnipgXeHHsA
SCORAD, Bepcisa 1.00 Big 15 rpygHsa 2020p., pocCiificbkol0 MOBOIO; 3HIMKA eKpaHy eflIeKTPOHHOro
wopaeHHuka: TB Training Module eCOA Tablet Screenshots TpeHyBasibHUiiI MOAYNb A/ KOPUCTYBAHHA
nnaHweTtoMm, Bepcia 1.00 Big 16 nuctonaga 2020p., YKPAIHCLKOIO MOBOIO; 3HIMKA eKpaHy
enekTpoHHoro wopeHHuka: TB Training Module eCOA Tablet Screenshots Moagynb HaBuYaHHAI No
BMKOPUCTAHHIO NnaHweTy, Bepcia 1.00 Big 15 rpygHAa 2020p., poCilicbKOO MOBOIO; 3HIMKU eKpaHy
enekTpoHHoro wopeHHuka: WPAI-AD eCOA Tablet Screenshots OnuTyBanibHUK 3 Npaue3aaTtHoOCTi Ta
noripLweHHs NOBCAKAEHHOI AisnbHOCTI: ATOniuHUIA gepmartut, Bepcisa 2.2 (WPAI:AD), Bepcisa 1.00 Bipg,
16 nucrtonaga 2020p., YKpPAIHCLKOKD MOBOK; 3HIMKU €KpaHy €eJ/IeKTPOHHOro uwogaeHHuka: WPAI-AD
eCOA Tablet Screenshots OnMUTYyBaJIbHUK MO 3HWKEHHIO MNpaue3fatHOCTi Ta MNOPYLUEHHIO
NOBCAKAEHHOI AisiNbHOCTI: aTtoniuHuiA gepmatut, B2.2 (WPAI:AD), Bepcisa 1.00 Big 15 rpygHa 2020p.,
pociiicbkolo MOBOK; 3HIMKM eKpaHy efieKTPpOHHoro wopeHHuka: HADS eCOA Tablet Screenshots
AHKeTa wWoao Tpusorn ta genpecii B kniHiuHnx ymosax (HADS), Bepcia 1.00 Big 22 xoBTHA 2020p.,
YKpalHCbLKOI0 MOBOI; 3HIMKM eKpaHy enekTpoHHoro woaeHHuka: HADS eCOA Tablet Screenshots
KniHiuHa wkana ouiHku Tpusoru Ta genpecii (HADS), Bepcia 1.00 Big 22 »xoBTHA 2020p., pociiicbKoo
MOBOIO [0 MPOTOKO/Y K/iHIYHOrO A[OCnimxeHHsa «[llpocnekTuBHe, 6GaraToueHTpoBe, [OOBrOCTPOKOBE
OOCNIMKEHHS 3 OUIHKM 6e3nekn Ta edekTuBHOCTI Hemonizymaly (CD14152) y nauieHTiB 3 aTtoniyHuM
JepmaTUTOM Bif, MOMIPHOro A0 TSXKOro CTyneHs», ko aocnigpkeHHs RD.06.SPR.118163, nonpaska 05 a1
Ykpainu Big 09 nmotoro 2021 p. o npotokony Bepcia 6.0 ana Ykpainu Big 09 nmotoro 2021 p.; cnoHcop -
rangepma C.A., lWseiiyapis

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

21. 3HiMKM eKpaHy enneKTPOHHOro woaeHHuKa: ACT eCOA Tablet Screenshots TecT 3 KOHTPOJIIOBaHHA
actmu (ACT), Bepcia 1.00 Big 16 nuctonaga 2020p., YKpPaiHCbKOWO MOBOI; 3HIMKU eKpaHy
eneKkTpoHHoro wogeHHuka: ACT eCOA Tablet Screenshots TecT koHTponto Hag actmoto (ACT), Bepcisa
1.00 Big 15 rpyaHsa 2020p., pociiicbKolo MOBOI0; 3HIMKU eKpaHy eJIeKTPOHHOr o woaeHHuka: DLQI eCOA
Tablet Screenshots IHAEKC OLiHKM AIKOCTi XXUTTA MaLi€HTIB 3 AepMaTosIoOriYHUMMU 3aXBOPIOBaHHAMU,
Bepcia 1.00 Big 16 nuctonaga 2020p., yKpaiHCLKOI MOBOI0; 3HIMKM eKpaHy e/IeKTPOHHOrO WoAeHHUKa:
DLQI eCOA Tablet Screenshots OnuTyBa/sIbHUK NO SIKOCTi XWUTTA MNauUieHTIB 3 AepMaTosiIoriyHumMun
3axBoproBaHHAMU, Bepcia 1.00 Big 15 rpygHa 2020p., poOCiliCbKOIO MOBOK; 3HIMKM €eKpaHy
eNleKTPOHHOro woaeHHuka: EQ-5D-3L Tablet Screenshots AHkeTa cTaHy 340poB’s, Bepcia 1.00 Big, 16
nucrtonaga 2020p., yKpaiHCbKOKO MOBOO; 3HIMKU eKpaHy eNeKTPOHHOro woaeHHuka: EQ-5D-3L Tablet
Screenshots OnuTyBaNibHUK WOA0 CTaHy 340pOB’A, Bepcia 1.00 Big 15 rpyaHAa 2020p., poCiicbKoo
MOBOIO; 3HIMKM eKpaHy e€JfileKTPOHHOro uwogaeHHuka: Pain Frequency Intensity eCOA Tablet
Screenshots YacToTta Ta iHTeHCUBHICTb 60110, Bepcia 1.00 Big 16 nuctonaga 2020p., yKpaiHCbKOIO
MOBOIO; 3HIMKM eKpaHy eJfieKTPOHHOro uoaeHHuka: Pain Frequency Intensity eCOA Tablet
Screenshots YacTtoTa 1a iHTEHCUBHICTb 60nt0, Bepcia 1.00 Big 15 rpyaHsa 2020p., pociicbKOK MOBOIO;
3HIMKM eKpaHy enekTpoHHoro wogeHHuka: PGAD eCOA Tablet Screenshots PGAD (3arajibHa OLjiHKa
CTYrNeHsl TSAXKKOCTi 3axXBOpPIOBaHHA nauieHTom), Bepcis 1.00 Big 16 nucrtonaga 2020p., yKpaiHCbLKOIO
MOBOI0; 3HIMKM eKpaHy eneKTpoHHoro woaeHHuka: PGAD eCOA Tablet Screenshots 3arasibHa oujiHKa
TSOKKOCTI 3axXxBOploBaHHsA nauieHTom (PGAD), Bepcia 1.00 Big 15 rpyaHa 2020p., pociicbKOO MOBOIO;
3HiMKMN ekpaHy eneKkTpoHHoro wogaeHHuka: PGAT eCOA Tablet Screenshots PGAT (3aranbHa ouiHKa
NiKyBaHHA nauieHTom), Bepcia 1.00 Big 16 nuctonaga 2020p., YKPaiHCbKOO MOBOIO; 3HIMKU eKpaHy
eneKTpoHHoro woaeHHuka: PGAT eCOA Tablet Screenshots 3arasibHa ouiHKa NliKyBaHHA Naui€eHTOM
(PGAT), Bepcia 1.00 Big, 15 rpygHa 2020p., pOCIiACbKOIO MOBOLO; 3HIMKW €KpaHy efIeKTPOHHOro
woaeHHuKa: POEM eCOA Tablet Screenshots MNauieHT-opieHTOBaHa oujiHKa ek3emu, Bepcia 1.00 Big 16
nucronaga 2020p., yKpaiHCbKOO MOBOIO; 3HIMKU eKpaHy eneKkTPpoHHOoro wopeHHuka: POEM eCOA
Tablet Screenshots OnuTyBaNbHUK ANA CaMOCTIiHOro 3anOBHEHHA Naui€eHTamMu 3 eK3eMOolo, Bepcis
1.00 Big 15 rpyaHsa 2020p., pociiicbkolo MOBOI; 3HIMKM eKpaHy efleKTPOHHOro wWoAeHHuKa: Subject
SCORAD eCOA Tablet Screenshots MNoka3HuK nauieHTa 3a wkanoto SCORAD, Bepcisa 1.00 Big 16
nucronaga 2020p., yKpaiHCbKOI MOBOIO; SHIMKU eKpaHy efleKTPOHHOro woaeHHuka: Subject SCORAD
eCOA Tablet Screenshots YuacHuk pocnimkeHHs SCORAD, Bepcia 1.00 Big 15 rpygHa 2020p.,
POCIACbKOI0 MOBOIO; 3HIMKM €KpaHy €e/IeKTPOHHOro uwogaeHHuka: TB Training Module eCOA Tablet
Screenshots TpeHyBanibHUiII MOAyNb A1 KOPUCTYBAaHHA NMJiaHwWeToMm, Bepcia 1.00 Big 16 nuctonaga
2020p., yKpaiHCbKOI0 MOBOIO; 3HIMKU eKpaHy efleKTPOHHOro wogeHHuka: TB Training Module eCOA
Tablet Screenshots Mogynb HaBUYaHHA MO BUKOPUCTaHHIO NJaHweTy, Bepcia 1.00 Big 15 rpygHa 2020p.,
POCilicbKOI0 MOBOLO; 3HIMKN eKpaHy efieKTpoHHOro woaeHHuka: WPAI-AD eCOA Tablet Screenshots
OnuTyBa/IbHUK 3 NpauesfaTHOCTI Ta NOriplWeHHA NOBCAKAEHHOI AiiNIbHOCTI: ATONIYHWI AepmaTuT,
Bepcis 2.2 (WPAI:AD), Bepcis 1.00 Big 16 nuctonaga 2020p., YKpaiHCbKOIO MOBOIO; 3HIMKU eKpaHy
eNneKTpoHHoro uwopaeHHuka: WPAI-AD eCOA Tablet Screenshots OnuTyBa/IbHUK MO 3HWKEHHIO
npaue3fgaTHOCTi Ta MOPYLUEHHIO NMOBCAKAEHHOI Ais/IbHOCTI: atoniuHuii gepmaTtut, B2.2 (WPAI:AD),
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Bepcia 1.00 Big 15 rpygHa 2020p., pociiicbkolo MOBOIO; 3HIMKU eKpaHy e/IeKTPOHHOIO LWoAeHHUKa:
Evening sleep diary eCOA Handheld BeuipHiii wjoaeHHUK cHy, Bepcia 1.00 Big 16 nuctonaga 2020p.,
YKpalHCbLKOI0 MOBOIO; 3HIMKM eKpaHy efIeKTPOHHOrO WwoaeHHuKa: Evening sleep diary eCOA Handheld
BeuipHiii wopaeHHUK cHy, Bepcisa 1.00 Big 15 rpygHa 2020p., pociiicCbKOIO MOBOLO; 3HIMKM eKpaHy
eneKTpoHHoro wogeHHuka: HH Training Module eCOA Handheld Screenshots HaBuanbHuii moaynb i3
KOPUCTYBaHHS NOpPTaTUBHUM NPUCTPOEM, Bepcia 1.00 Big 16 nuctonaga 2020p., yKpaiHCbKOKO MOBOIO;
3HiMKN ekpaHy eneKTpoHHoro uwogeHHuka: HH Training Module eCOA Handheld Screenshots
MopTaTuBHUI TPeHyBa/lbHUIT MoAy b, Bepcia 1.00 Big 15 rpyaHsa 2020p., pocCilicbKOl0 MOBOIO; 3HIMKMN
eKpaHy enekTpoHHoro uwopaeHHuka: Medication Diary eCOA Handheld Screenshots LlogeHHUK
HaHeCeHHs npenapaTty A8 MicUeBOro 3acrtocyBaHHA, Bepcia 1.00 Big 16 nuctonaga 2020p.,
YKpaiHCbKOI0 MOBOIO; 3HIMKU eKpaHy efleKTPOHHOro wozaeHHuka: Medication Diary eCOA Handheld
Screenshots LlogeHHUK npuiiomy npenapartiB Ania MicueBOro sactocyBaHHA, Bepcia 1.00 Big 15
rpyaHa 2020p., pocilficbKkolo MOBO; 3HIMKM eKpaHy e/IeKTPOHHOro woaeHHuka: Morning Sleep Diary
eCOA Handheld Screenshots PaHkoBuiA wWopeHHUK cHy, Bepcia 1.00 Big 16 nuctonaga 2020p.,
YKpalHCbKOI0 MOBOIO; 3HIMKU eKpaHy e/IeKTPOHHOro woaeHHuka: Morning Sleep Diary eCOA Handheld
Screenshots PaHkoBUIA WoOAEHHUK CHY, Bepcia 1.00 Big 15 rpyaHa 2020p., pociiiCbKOI0 MOBOHO; 3HIMKM
eKpaHy efieKTpoHHoro uwogaeHHuka: PCS eCOA Handheld Screenshots PCS (kareropiiiHa wkana
cBep6exy), Bepcis 1.00 Big 16 nuctonaga 2020p., yKpaiHCbKOKO MOBOIO; 3HIMKU eKpaHy e/1IeKTPOHHOro
wopeHHuKka: PCS eCOA Handheld Screenshots KateropiiiHa wkana gns ouiHku cBep6exy (PCS),
Bepcia 1.00 Big 15 rpyaHAa 2020p., pocCiiicCbKOO MOBOI; 3HIMKN €KpaHy €/IEKTPOHHOIO LWoAeHHMKa:
PGIC-P eCOA Handheld Screenshots PGIC-P (3aranibHa ouUjiHKa 3MiHM CBepGexy nauieHToM), Bepcia
1.00 Big 16 nuctonaga 2020p., yKpaiHCbLKOK MOBOLO; 3HIMKN eKpaHy e/1eKTPOHHOro woaeHHuka: PGIC-
P eCOA Handheld Screenshots 3aranbHe BpaxeHHs nauieHTa npo 3MiHU-cBep6ik (PGIC-P), Bepcis
1.00 Big 15 rpypgHa 2020p., pocificbKkolo MOBOK; 3HIMKM eKpaHy eNeKTPOHHOro wopaeHHuka: PGIC-SD
eCOA Handheld Screenshots PGIC-SD (3arajibHa OLjiHKa 3MiHU NOpYyLeHb CHY nauieHToM), Bepcia 1.00
Big 16 nuctonapga 2020p., yKpaiHCbKOO MOBOIO; 3HIMKN eKpaHy efleKTPOHHOro wopaeHHuka: PGIC-SD
eCOA Handheld Screenshots 3arasibHe BpaXeHHs NauieHTa NPo 3MiHU cTaHy—nopyLweHHsA cHy (PGIC-
SD), Bepcis 1.00 Big 15 rpyaHs 2020p., pocilicbKOI0 MOBOL0; 3HIMKM eKpaHy e/IEKTPOHHOTO oA eHHUKA:
PGIS-P eCOA Handheld Screenshots PGIS-P (3aranbHa ouiHKa naLieHTOM TSXXKOCTi cBepOexy), Bepcis
1.00 Big 16 nuctonaga 2020p., yKpaiHCbKOI MOBOIO; 3HIMKU eKpaHy efleKTPOHHOro woaeHHuka: PGIS-
P eCOA Handheld Screenshots 3arajibHe BpaXeHHs1 Nayi€eHTa NPO THAXKICTb 3aXBOPIOBAHHA-CBEPOIX
(PGIS-P), Bepcia 1.00 Big 15 rpygHa 2020p., poCifiCbKOl0 MOBOK; 3HIMKM €KpaHy eNneKTPOHHOro
woaeHHuKa: PGIS-SD eCOA Handheld Screenshots PGIS-SD (3aranibHa OLiHKa TSHKKOCTi NMOpYyLUEHb
CHy nauieHTOM), Bepcia 1.00 Big 16 nuctonaga 2020p., YKPAIHCHLKOKD MOBOI; 3HIMKU eKpaHy
eN1eKTPOHHOro woaeHHuka: PGIS-SD eCOA Handheld Screenshots 3arasibHe BpaXeHHsA nauieHTa npo
TSOKKICTb 3aXBOPIOBaHHA - NopyLwweHHs cHy (PGIS-SD), Bepcisa 1.00 Big 15 rpygHa 2020p., pociliicbKoto
MOBOI0; 3HIMKN eKpaHy eneKTpoHHOro woaeHHuka: SD NRS eCOA Handheld Screenshots LLlogeHHUK
SD NRS (WofeHHUK NOpYLIEeHHs CHY 3a L poBoIo LWKanow ouiHku), Bepcia 1.00 Big 16 nuctonaga
2020p., YKpaiHCbKOIO MOBOIO; 3HIMKU eKpaHy enekTpoHHoro uwogeHHuka: SD NRS eCOA Handheld
Screenshots LLlogeHHMK LU POBOI WKanu oUiHKu nopyLweHHsA cHy (SD NRS), Bepcia 1.00 Big 15 rpyaHsa
2020p., pociiicbkolo MOBOIO; 3HIMKM eKpaHy e/fleKTpoHHoro uwopeHHuka: HADS eCOA Tablet
Screenshots AHkeTa WoO[0 TpUBOrM Ta Aenpecii B KniHiyHnx ymosax (HADS), Bepcia 1.00 Big 22
XOBTHA 2020p., YKpaiHCLKOIO MOBOIO; 3HIMKN eKpaHy eneKTpoHHoro woaeHHuka: HADS eCOA Tablet
Screenshots KniHiuHa wkana ouiHku TpuBoru Ta genpecii (HADS), Bepcia 1.00 Big 22 >xoBTHA 2020p.,
POCilicbKOI0 MOBOLO; 3HIMKN €KpaHy eNeKTPOHHOoro woaeHHuka: PP - AP NRS Diary eCOA Handheld
Screenshots wogeHHuk PP - AP NRS (WOAEHHUK OLiHKM cepefHbOi iIHTEHCUBHOCTI CBEpPOiHHA 3a
undpoBoOIO LWKaNo ouiHKK), Bepcia 1.00 Big 16 nuctonaga 2020p., YKPAiHCbKOIO MOBOIO; 3HiMKU
eKpaHy efnieKTpoHHoro woaeHHuka: PP - AP NRS Diary eCOA Handheld Screenshots LWoaeHHuK PP —
AP NRS, Bepcia 1.00 Big 15 rpygHa 2020p., pocCiiicbkOol0 MOBOI; 3HIMKM €KpaHy €e/IeKTPOHHOro
wopaeHHuka: PP NRS eCOA Tablet Screenshots PP NRS nig 4ac CKpuHiHry (ouiHKa MakCuMasibHOro
CTyneHsi cBep6eXxy 3a LMdpoBOoIo WKAIOK OLHKM Nig Yac CKPUHIHry), Bepcia 1.00 Big 16 nuctonaga
2020p., yKpaiHCbKOIO MOBOIO; 3HIMKM eKpaHy enekTpoHHoro uwogeHHuka: PP NRS eCOA Tablet
Screenshots CkpuHinr PP NRS, Bepcisa 1.00 Big 15 rpygHsa 2020p., pocificbKOKO MOBOIO [0 MPOTOKOJTY
KMiHIYHOrO BMNpoOGyBaHHA «PaHgomisoBaHe, noAgiiHe cnine, niaueb0-KOHTPO/IbOBaHe AOCAIMKEHHS AN
OLiHKM echbekTMBHOCTI Ta 6e3neyHocTi HeMonisymady (CD14152) y nauieHTiB 3 atonivyHMM 4EPMATUTOM Bif
NMOMIpPHOIO 40 BAXKOro CTYMEHA TSXKOCTI», koA aocnimpkeHHs RD.06.SPR.118169, nonpaska 05 an1s Ykpainu
Big 09 ntotoro 2021p. go npoTtokony RD.06.SPR.118169, Bepcisa 6.0 ana Ykpainm Big 09 ntotoro 2021p.;
crnoHcop - Fangepma C.A., Leeliuapis

3anaBHuK - TOB «IHC Pecepu YkpaiHa»

22, 3miHa Ha3BM MicLb NPOBeAEHHS K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOTOo AO0CNiAKEHHSA
«PaHgomizoBaHe, noggiiHe cnine pocnimkeHHsa 11l ca3u ana ouiHkM nepionepauiiHoro 3acTocyBaHHS
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nem6ponisymady (MK-3475) y kombiHaLji 3 Heoa/'loBaHTHO XiMioTeparieto NOpiBHSAHO 3 nepionepauiiHimM
3acTocyBaHHAM nnauebo y koMbiHauii 3 Heoaa'toBaHTHO XiMioTepanieto B y4acHUKIB 3 M'A30BO-iHBA3VBHUM
pakom CeyoBOro Mixypa, npuaartHux Ana nikysaHHA uucnnatuHom (KEYNOTE-866)», koA AoCnigKeHHs
MK-3475-866, Big 07 6epe3Hsa 2019 poky.; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AodipHe NignpueMcTBo
«Mepk EHZ Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

BYNO
K.M.H. JlnukoBcbkuii O.E.

CTANO
K.M.H. JlnukoBcbkuin O.E.

KomyHasibHe HekomepLiiHe nigNnpUeEMCTBO
JlbBIBCbKOI 06nacHOi pagn «JlbBiBCbka o6nacHa
KNiHiYHa  nikapHs», BigaineHHa yposorii 3
KaGiHeTOM NiTOTPUNCIl, /IbBIBCbKNIA HALIOHa/TbHUIA
MeAMYHWIA YHIBEPCUTET iMeHi JaHuna anmubKoro,

KomyHasbHe HekomepLinHe nigNnpueMcTBO
JlbBiBCbKOT 06nacHoi pagnm «J/lbBiBCbka 06nacHa
KNiHiYHa  nikapHs», YpoJoriuyHe BigAineHHs,
JIbBIBCbKMI HalUiOHa/IbHWIA MeauUHWiA yHiBepcuTeT
imeHi [laHuna [anvubkoro, kadpegpa yponorii, m.

JlbBiB
3aB. Bif. /InTBMH |.B.

Kadheapa yponorii, M. J/IbBiB
3aB. Bifg. /InteuH 1.B.

KomyHanbHuii 3aknapg, «KniHiyHuii | KomyHanbHe nignpuemcTBo  «[JHINPOBCLKUIA
OHKOJIOTiYHUiA pucnaHcep» [HINPONeTPOBCLKOI | 0GSIACHUI  K/TiHIYHWIA OHKOMIOTIYHMIA  AucnaHcep»
obnacHoi  paaw, BiggineHHa  XxiMmioTepanii, | JHiNpPoneTPOBCLKOT obnacHoi pagun»,
M. [Hinpo OHKOXiMmioTepaneBTUYHE BiggineHHs, M. [1HiNpo

23. 3asyyeHHA [OJATKOBMX MiCLb NPOBEAEHHA KMIHIYHOTO BUNPOOGYBAaHHA [0 MPOTOKOY KAIHIYHOTO
BMNpobyBaHHA «Bigkpute, OAHOrPynoBe, [AOAATKOBE L[OCMIMKEHHS AN 3abe3neyeHHs MNPOLOBXEHHS
NiKyBaHHs1 gaponyTamifom nauieHTiB, siki Oynn BKNKOYEHI Y nonepeaHi AoCiMpKeHHS KomnaHii baliep.», Ko
pocnipkeHHs BAY 1841788/ 20321, Big 02 ciuHsA 2020; cnoHcop - baliep KoHeblomep Kep Al, Lseliuapis
3anBHuK - TOB «baliep», YkpaiHa

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npo AHTOHSH |.M.

KomyHasnibHe HekoMepLjiiHe nignpuemcTBo XapkiBcbkoi O6nacHoi Pagn «O6nacHuiA meguyHuii
KMiHIYHWI LeHTp yponorii i Hedponorii imeHi B.1. LLlanoBana», yposoriyHe BigaiieHHs No5, M. XapkiB
2. O.M.H., npod. BoHpapeHko |.M.

KomyHanbHe HekomepuiiHe nignpueMcTBo «Micbka KniHiuHa nikapHa Ned» [HINPOBCLKOT MiCbKOT
paamn, MicbKunii ximioTepaneBTUYHWIA LeHTP , M. [IHiNnpo

3. | A.M.H. [puropeHko B.M.

JepxaBHa ycTaHoBa «IHCTUTYT yponorii HauioHannbHOI akageMil MeAnyHuX HayK YKpaiHu», Biggin
BIAHOBHOI YpO/Orii Ta HOBITHIX TexHOAOTi Ha 6a3i Il yponoriuHoro BiggineHHs KniHikn Y «lHCTUTYT
yponorii HAMH YkpaiHu», M. Kuis

24. 3miHa Ha3BM Ta agpecu MicUA NPOBeAEHHS KJ/iHIYHOro BUNPOGYBaHHA - BignoBigabHWUIA
pocnigHuk — FTHunopun6os AHApPI MuxaitnoBuy 40 NPOTOKO/Y KAIHIYHOTO AOCNIMKEHHS «PaHaoMizoBaHe
MOPIBHAMbHE AOCAIMKEHHS, WO MPOBOAMTLCA 3 METOK OLiHIOBaHHS B3aeMO3aMiHHOCTI npenapaTiB
PF-06410293 Ta Xymipa® npu iX 3acTocyBaHHi B KOMOIHaUil 3 npenapaTtoM MeToTpekcaT Yy Y4YacCHWKIB
LOCNIKEHHS i3 aKTUBHUM peBMaToigHMM apTPUTOM Bif CEPEefHLOro A0 BAXKKOIO CTYNEHs TSHXKKOCTI», KOf
pocnipkeHHs B5381012, chiHanibHa Bepcisi 3 iHKOpPNopoBaHoto nonpaskoto 1, Big 19 TpaBHA 2020 p.; CnoHcop -
Mdpaiizep IHk., CLUA

3anBHuK - MNdpainzep IHk., CLUA

BYNO CTANO
O.M.H. THUopn6os A.M. O.M.H. THUNopu6os A.M.
MeguuHnii  LeHTp ToBapucTBa 3 0OMexeHow | MeguuHuii  LeHTp ToBapucTBa 3 OOMEXEHOHo

BigNoBiganbHICTIO «PeBMOLEHTP», BiAiN KNiHIYHUX
[ocnimkeHb, M. Kuis

BignoBifanbHiCTIO  «lHCTUTYT  PeBmartoJsiorii»,
BiAAiN KNiHIYHMX aocnimkeHb, M. Kuis

25. IHdhopMmauiiHMii NMCTOK naujieHTa i hopma iHchopmoBaHoi 3rogn ansa yactuHm 1 (BPA) i yactuHm 2
(MB NM~N) pocnipxeHHs, Bepcia V11.0UKR(uk)1.0 Big 23 rpyaHAa 2020 poky, nepeknag yKpaiHCbKO
MoBolto Big, 05 ntotoro 2021 poky; IHchopmauiiHuiA NMCTOK naujieHTa i popma iHchopmoBaHoi 3roau ansa
yactuiu 1 (BPA) i yactnHm 2 (Mb NMM/) pocnipxeHHs, Bepcia V11.0UKR(ru)1.0 Big 23 rpygHa 2020
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pPOKy, nepeknapg, pocilicbkoto moBoto Big 04 ntotoro 2021 poky; IHchopmauiiiHuii IMCTOK NayieHTa Ta
dopma iHhopMOBaHOI 3roan ANA YacTUHU 2 (MOHITOPUHTr Ge3neku 3 npusogy NMM/) gocnigkeHHs,
V9.0UKR(uk)1.0 Big 23 rpygHAa 2020 poky, nepeknag, yKpaiHCbKOo MOBOIO Big, 04 noToro 2021 poky;
IHchopmauiliHuii NTMCTOK NauieHTa Ta Popma iHPOPMOBaHOI 3roAu A1A YaCTUHMU 2 (MOHITOPUHT 6Ge3neku
3 npuBopgy MM/) pocnipkeHHsa, V9.0UKR(ru)1.0 Big 23 rpygHa 2020 poKy, nepeknapg pocilicbKoto
MoBoto Big 04 noToro 2021 poky; 3MiHa Micus NpoBefeHHS1 BUNPOGYBaHHA [10 NPOTOKO/Y KiHIYHOro
LOcCnigpKeHHs «BigkpuTe po3wnpeHe AOCAIMKEHHS Ta MOHITOPUHT 6e3neKkn y NnauieHTiB 3 BUPa3KOBMM KOJTITOM
cepeaHbOro abo BaXKOro CTyMeHsl, SKi paHiwe 6pann ydyactb Yy pocnimkeHHsax dasm /Il npenapaty
eTponisymab», kog gocnimkeHHs GA28951, sepcis 9 Big 12 ntoToro 2019 poky; cnoHcop - «®. XodpmaHH-/15
Pow Nita» (F. Hoffmann-La Roche Ltd), LLBeinuapis

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

BYJIO CTA/O

K.M.H. HewrTa B.B.

A3 «BigpinkoBa KniHiuHa nikapHAa cTaHuii
3anopioksa - 2 AN «MpuaHinpoBCbKa 3a/i3HULSA»,
XipypriyHe BiggineHHs, M. 3anopixxs

K.M.H. HewTa B.B.

MepauuHuii UeHTp ToBapucTBa 3 OOGMEXEHO
BiANoBiganbLHiCcTIO «FacTpoeHTepoNoriuHuiA
LeHTp «AVBIALTIM», M. 3anopixks

26. YTOYHEHHs1 Ha3BW [OCAiIMKYBAHOIo NiKaApCbKOro 3acoby [0 NPOTOKO/Y KMiHIYHOTo AOCHigKeHHSA
«PaHgomizoBaHe, noggiiHe cnine, nnauebo-kOHTPONbOBaHe, GaraTtoueHTPoBE AOCiMKEHHA 2b dasm 3
nigbopy po3n npenapaty AZD5718 y nauieHTiB 3 XPOHIYHOK XBOPOOOK HMPOK 3 MPOTEIHYPIE», KOA
pocnigpkeHHsa D7551C00001, sepcisa 2.0 Big 05 cepriHa 2020 poky; cnoHcop - «AcTtpa3eHeka Ab», LBelis /
AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYNO
Aanarnico3un/Dapagliflozin (OanarnicosmnH
nponaHaion/Dapagliflozin  Propanediol); TabneTtku,
BKPUTI MNiBKOBOK 0060/0HKOW; 10 mr (minirpam);
AstraZeneca AB, LLselis

CTANO
Aanarnichnosunn/Dapagliflozin (OanarnicpnosnH
nponaHaion/Dapagliflozin  Propanediol); Tatnetku,
BKPUTI MNNiBKOBOK 060/10HKOI; 10 Mr (minirpam);
AstraZeneca AB, LLseujs

27. bpouwypa pocnigHuka IJNJ-54767414 (papatymymat), BuaaHHsa 17 Big 17.12.2020 p.; Posgin 3:
AKicTb [OCbE [OCifAKYBAHOro JlikapcbKoro 3aco6y [Japatymymab, cekuisi JlikKapcbKkuii 3acio,
Japatrymyma6é pAana nigwkipHoro BBeAaeHHA, 1800 wmr, nuctonag 2019; 36iNblIeHHA TepMiHy
npuAATHOCTI AOCNiAKYyBaHOro fnikapcbKoro 3aco6y fapatrymymao, ons niglwkipHoro BeBefeHHs, 120
mr/mn, 1800 mr, 15 mn, 3 18 go 24 micauiB; 3miHa BignoBiganbHoro gocnigHuka y MMNB 1o npoTtokony
KMIHIYHOTO BMMNpPObGyBaHHA «PaHgomizoBaHe 6GaraToueHTpPoBe KiiHiYHE AoChimkeHHs 3 dhasn NOpPIBHAHHSA
NiALWKIPHOro Ta BHYTPILLHbOBEHHOIO BBEAEHHS JapaTtyMmymaoy y nauieHTiB 3 peuuanBHO Yn pehpakTepHOo
MHOXWUHHO MIEIOMOI0», KO, AoCAipKeHH 54767414MMY3012, 3 nonpaBkoo Amendment 4 Big 01.04.2020
p.; cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris

3aaBHUK - « AHCCEH ®APMALEBTUKA HB», Besbris

BYJIO

CTA/O

nikap Mununexko I.B.
KomyHanbHe HekomepLUiiHe nignpremMcTeo
«Yepkacbknii 061acHWIn OHKOOTIYHWUIA AncnaHcep»

nikap Horaesa J1.1.
KomyHanbHe HekomepLiHe nignNpMeMCTBO
«YepKacbkuini 06/1aCHWIA OHKOJIOTIYHWIA AncnaHcep

Uepkacbkol o6nacHoi pagun, O6iacHuii nikyBasbHO-
AiarHOCTUYHUIA reMaToorNYHUIA LIEHTP, M. Yepkacy

Uepkacbkol 06nacHoi paan», 06/1acHUiA flikyBaslbHO-
AiarHOCTUYHWIA reMaToNorNYHUA LeHTP, M. Yepkacu

28. BK/1lOUEHHA A0[4aTKOBOro MicLsl NpoBeAeHHS KNiHIUHOro BUNPoGyBaHHSA; 3MiHa Micusl NpoBeAeHHA
KMiHIYHOrO BMMPOGYBaHHA [0 MPOTOKONY KIIHIYHOTO [OCNifKeHHs «baratoueHTpoBe, paHAoMi30BaHe,
noZBiiHe-cine, nnauebo-kOHTPONbOBaHe [OCMiMKeHHSA dpasu Il gnsa ouiHku edhekTMBHOCTI Ta 6e3neYHOCTi
npenapaTty eTponisymad B SKOCTI iHAYKUIT | NigTPUMYHOYOro nikyBaHHA MauieHTiB 3 XBOpPOo60o KpoHa B
aKTUBHIl (hasi Big cepegHbOro A0 TSHKKOro CTyneHs BaXKOCTi», KoA gocnigxeHHs GA29144, sepcis 7 Big 24
KBITHS 2019 poky; cnoHcop - «®. XOPPMAHH-TA POLW NTA», Weeiuyapia (F. HOFFMANN-LAROCHELTD,
Switzerland)

3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeto «ANK'HOBIA PAC YkpaiHa»

[ No | M.1.5. BignoBiganLHOro AoCiAHMKA |
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n/n HasBa micu NpoBeAeHHs KNiHIYHOTO BUNPOOBYBaHHS

1. | nikap BiTkoBcbka B.M.

KuiBcbka KiHiYHA NikapHa Ha 3anisHnyHomy TpaHcnopTi Ne 1 cinii «LIeHTp OXOpoHU 340pOB’'si»
aKLiOHEPHOro TOBapuCTBa «YKpaiHCbKa 3a/1i3HMUSA», NPOKTOSOrYHE BigaineHHs, M. KuiB

BY/NO CTAJIO
K.M.H. HewTa B.B. K.M.H. HewTa B.B.
A3 «BipginkoBa KniHiYyHa nikapHA cTaHuil | MeguyHUii LUeHTp ToBapucTtBa 3 O6OMEXEeHOoH
3anopiioks - 2 N «MpugHinpoBCcbKa 3anisHULA», | BiANOBigaNbLHICTIO «FacTpoeHTeponoriuHuin
XipypridyHe BigfineHHs, M. 3anopixxs ueHTp «AVBIALTIM», M. 3anopixoka

29. BK/1IOUEHHS [0AaTKOBOro Micusi npoBeAeHHs KNiHIYHOro BUNPoG6yBaHHA; 3MiHa MicLisl NpoBeAeHHS
KNiHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y KIIHIYHOIO AOCAIMKEHHS «BigkpuTe poslmpeHe AOCNIMKEHHS i3
CrnocTepexeHHsM 6e3nekn nawieHTiB 3 XBOPOOO KpOHa B akTVBHIN (hasi Big cepeHbOro A0 TSKKOrO CTyneHs
BaXKOCTI, SIKi paHille npuimanu yvyacTb Yy NPOTOKO/ eTponisymad dasza lll gocnimkeHHa GA29144», kof
pocnipkeHHss GA29145, Bepciss 6 Big 29 kBiTHA 2019 poky; cnoHcop - «®. XoddmaHH-J1a Pow /14»,
Leeiiyapis (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHWK - NignpuemcTBo 3 100% iHo3eMHolo iHBecTULjeto «ANK'HOBIA P/C YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3ga Micus npoBefeHHs K/1iHIYHOro BUNPO6YBaHHS

1. | nikap BiTkoBcbka B.M.

KuiBcbka KiHIYHA nikapHA Ha 3anisHUYHoMy TpaHcnopTi Ne 1 dpinii «LIeHTp 0XopoHu 340pO0B’'A»
aKUiOHEPHOro TOBApUCTBA «YKpaiHCbKa 3a/1i3HMUSA», NPOKTOSOrYHE BigaineHHs, M. KuiB

BY/NO CTAJIO
K.M.H. HewTa B.B. K.M.H. HewTa B.B.
A3 «BipginkoBa kniHiuHA nikapHA cTaHuii | MeguUHMiA LEHTP ToBapucTBa 3 OOMEXEHO
3anopixoksa - 2 AN «MpuaHinpoBCcbKa 3aii3HULA», | BigNOBIAa/IbHICTIO «FacTpoeHTeponoOriuHui
XipypriyHe BiggineHHs, M. 3anopixxs ueHTp «ANBIALTIM», M. 3anopixxs

30. bpowypa pocnigHuka MK-8835; MK-8835A; MK-8835B, BupaHHa 8 Big 14 rpyaHs 2020 poky,
aHrniicbkolo moBoto; MK-8835-059, YkpaiHa, Bepcia 1.01 Big 04 ntotoro 2021 pokKy, YKpPaiHCbKOIO
MOBOI0, iHhopMallisi Ta [OKYMEHT nNpo iHhopMoBaHy 3roay As 6arbkiB AUTUHUINIANITKA, AKKA Gepe
y4yacTb y HaykoBomy pocnigxkeHHi; MK-8835-059, YkpaiHa, Bepcia 1.01 Big 04 niotoro 2021 poky,
pociiicbKol0 MOBOIO, iHpOpMaLif Ta JOKYMEHT Npo iHhopmoBaHy 3roay Ana 6aTbKiB guTuHU/NigniTka,
AKNI Oepe yyacTb Y HayKoBoMy gocnimkeHHi; MK-8835-059, YkpaiHa, Bepcia 1.01 Big 04 niotoro 2021
POKY, YKpAiHCbKOIO MOBOIO, iH(hopMaLis Ta JOKYMEHT Nnpo iHhopMoBaHy 3rogy Ans nauieHTta (gns
nauieHTiB, Wo AocArnv nosHoniTTa); MK-8835-059, YkpaiHa, Bepcia 1.01 Big 04 niotoro 2021 poky,
pocilicbkolo MOBOIO, iHhOpMaLifl Ta AOKYMEHT Npo iHhopMoBaHy 3rogy AJis nauieHTa (411 nawieHTiB,
WO AOCArAM MOBHOJITTA) A0 MPOTOKO/Y KNIHIYHOrO BMNpo6yBaHHA «baraToueHTpoBe, noAgiliHe chine,
paHgoMi3oBaHe, M1aLeb0-KOHTPOoIboBaHe K/iHiYHe gocnimkeHHa Il da3n ana ouiHkm 6e3neku Ta
ectbekTuHocTi EpTyrnichnosiny (MK-8835/PF-04971729) y piTteld, Bikom Big 10 g0 17 poKiB BK/IIOUYHO, XBOPUX
Ha ULyKpoBuiA ajabeT 2 Tuny», koA AocnimkeHHs MK-8835-059, 3 iHkopnoposaHow nonpaskot 01 Big 11
yepsHA 2020 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

31. BK/1IOUEHHA A0[4aTKOBOIro MicLA NpoBeAeHHSA KNiHIUHOro BUNPOGOBYBaHHA A0 MPOTOKO/Y K/iHIYHOro
JOCNIOKEHHA «26-TWXHEBE [OCMNIMKEHHS edeKTMBHOCTI Ta 6e3neku LWOTWXHEBOro MNpuiioMy IHCYMiHY
aiikopek (icodec) y NOpiBHAHHI 3 WoAeHHUM NPUIAOMOM iHCYNiHY Aernogek (degludec) y nauieHTiB 3 LyKpOBUM
diabeTtoM 2-ro Tuny, SAKi NiKyloTbcA 6a3asibHUM iHCy/sliHOM 3 abo 6e3 3acTocyBaHHA HEiHCYNiHOBUX
npoTugiabetTnyHmx npenaparis»., Kog gocnigxeHHs NN1436-4478, sepcia 2.0, dphiHasibHa, Big 30 nuctonaja
2020 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa
n/n HasBa Micusi npoBeAeHHS KIHIYHOrO BUNPO6YBaHHS
1. A.M.H., npod. Maceyko H.B.
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KomyHanibHe HekomepuiiHe nignpueMcTBO TepHONINbLCLKOI paioHHOI pagn «TepHoMiNbCbka
LUeHTpanbHa palioHHa JlikapHa», MOMiKNiHika, TepHONIMbCbKUA  HauioHa/IbHUA  MeaNYHWIA
yHiBepcuteT iMeHi |.4. FopbaveBcbkoro MiHicTepcTBa OXOpPOHM 340pPOB'S YKpaiHu, kKadeapa
BHYTPIWHbOT MeanumHN Nel, M. TepHoninb

32. 3miHa BignoBiganbLHOro gocnigHuka ta 3MiHa Hassu MIMB: KniHika JepaBHOT yCTaHOBU «IHCTUTYT
MeguyHoOi pagionorii Ta oHkonorii im. C.M. Mpurop’eBa HauioHanbHOi akagemil MegUYHUX HaAyK
YKpaiHu», BigAineHHa KAiHIYHOI OHKoJorii Ta remaronorii, M. XapkiB [0 NPOTOKO/Y K/iHIYHOro
BMNpOGYyBaHHA «[lloaBiiHe cnine, paHAOMi30BaHe, aKTMBHO KOHTPO/bOBaHe, B NapasiesibHUX rpynax
AocnimpkeHHs1 ha3m 3 3 METOH NOPIBHAHHA edEeKTMBHOCTI Ta 6€3Ne4YHOCTi 3acTocyBaHHs npenapaty CT-P16
Ta ABaCTUHy, CXBasieHOro B €C, SK nNepLuoi iHil NikyBaHHSA MeTacTaTuyHOro abo peumavByHOro
HEMN/I0CKOKMITUHHOTO HeApPiGHOKMNITUHHOIO paky fereHb», kog aocnimpkeHHsa CT-P16 3.1, Bepcis 2.0 Big 14
yepsHA 2019 p.; cnoHcop - «LUENNTPIOH, IHk.», Pecny6nika Kopesa (CELLTRION, Inc., Republic of Korea)
3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

BYNO CTAJIO
A.M.H., npocp. [Monoscbka T.M, nikap Myxuuyk 1.B.
KniHika [lepaBHoi yCcTaHOBM «IHCTUTYT MeAnuHoi | KniHika [epxaBHOI yCTaHOBU «IHCTUTYT MEUYHOI
pagionorii im. C.M. Tpurop’eBa HaujoHanbHoi | pagionorii Ta oHkonorii im. C.M. [purop’esa
akageMii MeauuHUX Hayk YKpaiuu», BiggdineHHs | HauioHasibHOT akagemil MeanuHnx Hayk YKpaiHu»,
KMiHIYHOT OHKOOTii Ta remaTosiorii, M. Xapkis BIAAINEHHS  KNiHIYHOT OHKOJOriT Ta remartonorii,
M. XapkiB

33. OHOBNEHNiI NPOTOKOJ1 KAMiHIYHOrO JocnimKeHHA Bepcia Homep 5.0 Big 25 ciuHa 2021 poky;
OHoBneHa Bpouwypa gocnigHuka Bepcia Homep 15.0, pata Bepcii 26 ciuHa 2021 poky; OHOBMeHa
yactuHa 2.3 Jocbe AoCnimKyBaHOro KiiHiuHOro sacoGy OcimepTiHio (AZD9291). MonepepgHi paHi
KNiHIYHUX AocnimKeHb Ta AocnifpkeHb Ha nogax Big 3 nortoro 2021 pokKy; OHoBNeHa yacTuHa 2.6.6
Aocbe pocnigxyBaHoro KniHiuHoro 3aco6y OcimepTiHi6 (AZD9291). HekniHiuHMii 3BiT 3 TOKCUKONOTIT
Bif, 22 ciuHA 2021 poKy [0 NPOTOKOAY K/iHIYHOro BUNpobyBaHHs «baraToLeHTpoBe paH4oMi30BaHe noagiliHe
cnine nnauebo KOHTPOsibOBaHe AoCAiMKeHHA 3 dha3u AN ouiHKU ehekTUBHOCTI Ta 6e3neyHoCTi npenapaTy
AZD9291 y nopiBHAHHI 3 Ns1auebo0 y nauieHTiB 3 HeJPiIGHOKMITUHHUM pakoM fiereHb IB-IIIA cTagii Ta myTaujieto
peLenTopa enigepmManibHoro pakropa pocTy Npu 3acTOCyBaHHI MiC/1A NOBHOT Pe3eKLiT MyX/IMHU HE3a/1EXHO Bif,
npoBefeHHA af’toBaHTHOT XimioTepanii (ADAURA)», kog pnocnimpkeHHs D5164C00001, sepcia 4.0 Big 02
nunnHa 2020; cnoHecop - «Actpa3eHeka Ab», Lseuis

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

34. byknet gna nauieHta, YKpaiHCbKOO MOBOK AN YKpaiHu, chiHanbHa Bepcia Big 10 notoro 2021
poky. Byknet gnsa nauieHta, Ha pociiicbkili MOBi gnsa YKpaiHu, tpiHanbHa Bepcis Big 09 ntoTtoro 2021
POKY [0 MPOTOKO/Y KAIHIYHOTrO AJocnifxeHHs «PaHgomizoBaHe, noAgiiHe chine, nnaue6o-KoOHTPOoIboBaHe
OOCNIMKEHHS ANA OOrpyHTYBaHHA KOHUeNUil WoAo OUiHKM  ebekTUBHOCTI Ta 6e3nekn 3acToCyBaHHA
SAR443122 (inridiTopa RIPK1) y nauieHTiB 3 nigroctpum abo AUCKOIAHUM/XPOHIYHUM LUKIDHUM YepPBOHUM
BOBYAKOM CepefHbOro i TAXKOro CTyneHs», kog, gocnigpkeHHa ACT16404, sepcid 1 Big 11 rpyaHa 2020 poky;
cnoHcop - sanofi-aventis recherche & developpement, France (CaHodpi-ABEHTIC peluepll e AeBesiornMaH,
®paHuin)

3aaBHUK - TOB «CaHogi-ABeHTIC YKpaiHa»

35. 30i/1bLEHHA KiIbKOCTi NauieHTiB, AKI NPUAMaTUMYTb Y4acTb Y KNiHIYHOMY AocigkeHHi B YKpaiHi 3
80 paHpgomiszoBaHux (90 ckpuHoBaHuX) Ao 150 paHpomizoBaHux (160 CKpuUHOBaAHMX) A0 MPOTOKONY
KNiHIYHOrO gocnigkeHHs «PaHAomi3oBaHe, NoABiliHe criine AoCNiMKeHHs dha3n 3 3 aKTUBHUM KOHTpPONEM ANs
OUiHKM | niaATBEPMKEHHA He MeHWoi ed)eKTMBHOCTI, ©6e3nekn | nepeHocMMOCTi  npenapary
Ledenim/VNRX-5133 Hix npenapaty 418 akTUBHOrO KOHTPOJIO Y AOPOC/UX i3 YCKNaAHEHUMU iHdeKUisMy
CEeYOBMBIAHMX LWIAXIB, Y TOMY 4YMUCNi 3 TOCTPUM mnienoHedputomM», kog gdocnimpkeHHs VNRX-5133-201, 3
nonpaskoto 2, Bepcia 3.0 Big 10 rpyaHa 2019 poky; cnoHcop - VenatoRx Pharmaceuticals, Inc., CLUA
3anBHUK - TOB «KOBAHC K/TIHIKAN AEBE/IONMEHT YKPAIHA»

36. EnekTpoHHWii WoaeHHUK (MOPAAOK 3anoBHEHHA LWOAEHHUKY), Bepcia 5.0, 03 nuctonapga 2020
YKPAiHCbKOIO MOBO; ENEKTPOHHUI WOoAeHHUK (NOPAAOK 3anoOBHEHHSA WOAEHHUKY), Bepcia 5.0, 03

15



nuctonaga 2020, pociiicbKOl0O MOBOI;ENEKTPOHHUIT WOAEHHUK (NOPAAOK 3aNOBHEHHA LWOAEHHUKY),
Bepcia 5.0, 02 nuctonaga 2020, aHrniicbkold MOBO; [MOCIGHMK KopucTyBada MNPUCTPOIO
€/1eKTPOHHOrO WoAEeHHUKA AA yYacHUKa pocnigxkeHHs Crimson 1 (MAA-304), Bepcis 1, 03 nuctonaga
2020poKy, yKpalHCbKOl0 MOBOIO; MOCIGHMK KOpUCTyBa4ya NMPUCTPOIO €/IEKTPOHHOIO LoAEeHHUKA ANA
yyacHuka gocnigpkeHHsa Crimson 1 (MAA-304), Bepcis 1, 03 nuctonaga 2020poKy, pocCiiicbkolo MOBOIO;
MociGHMK KopucTyBava NPUCTPOLO e/IEKTPOHHOIO WOAEHHMKA ANMA YyYacHUKA gocnigpkeHHA Crimson 1
(MAA-304), Bepcia 1.0, 14 BepecHsa 2020pOKy, aHrNilicbKO MOBOI; DiHa/IbHi 3HIMKU €KpaHy
€N1eKTPOHHOro uwoaeHHuKa (3HATI 05 nwoToro 2021poky, diHaribHe TecTyBaHHA) Ha OCHOBI
ENeKTPOHHUIA WOAeHHMK (NOpPSAOK 3arNoOBHEHHA WOAEHHUKY), Bepcia 5.0, yKpaiHCbKOD MOBOIO;
®DiHaNbHI 3HIMKN eKpaHy e/IEKTPOHHOTIO WoAeHHUKA (3HATI 12 ciuHA 2021pokKy, hiHaIbHe TeCTyBaHHA)
Ha OCHOBi ENeKTpPOHHUII WoAeHHUK (NOPAAOK 3anoBHEHHA WOAEHHUKY), Bepcia 5.0, pociiicbKoro
MOBOI0; ®PiHa/IbHi 3HIMKN eKpaHy eNeKTPOHHOro woaeHHuKa (3HATi 02 notoro 2021pokKy, iHanbHe
TecTyBaHHSl) Ha OCHOBi ENeKTPOHHWMII WoAeHHUK (MOPSAOK 3anoOBHEHHSA LWOAEHHUKY), Bepcisa 5.0,
aHrnificbKko MoBoto; Bpowypa: “UYu BUHUKaloTb y Bac enizoaun kpoBoTedi, BUK/IMKaHi remodpinieto?”,
Bepcia gna Ykpaiiu 1.0 Big 14 ciuHa 2021 poky Ha ocHoBi Maiictep-Bepcii 2, 31 nunHa 2020 p.,
YKpPaiHCbKOI, pOCilicbKolo, aHrniiicbkoro mMoBamMu; MyTiBHUK yuyacHuKa AocnigkeHHA: Bepcia gnsa
Ykpainu 1.0 Big, 14 ciuHa 2021 poKy Ha ocHOBi MaiicTtep-Bepcii 3, 11 BepecHsi 2020 poKy, YKpPaiHCbKOlO,
pOCiiicbKOl0, aHIMiICbKOI MoBamu; JOBigHVK /18 NauieHTa 3 BBeAeHHsA npenapaty MarzAA, Bepcis
2.0 10 rpygHa 2020p pnAa YkpaiHm Bepcia 1.0 05 nwoToro 2021p, ykpaiHCbKOK, POCiliCbKolo,
aHrnincbKol MOBOM; [lOBigHUK A[NnA y4dacHukiB, Bepcia 3, 02 noTtoro 2021p., YKpaiHCbKOIO,
POCilicbKOI0, aHrNiACbKOI MOBOI; JIUCT-NoAsAKA yYaCHUKaM AOoChiaKeHHs, Bepcia 1, 04 noToro
2021p., YKpalHCbKOK, POCIACLKOID, aHrNiACbKO MOBOIO; 3MiHa BignoBiganbHOro gocnigHuka Ao
NPOTOKONY KAIHIYHOrO AocnimkeHHs «JocnigxeHHs dasm Il gna ouiHkM edeKTUBHOCTI Ta 6e3MneyYHOCTi
Map3enTakory asbga (aKTMBoBaHOro) 415 NiALWKIPHOro BBEAEHHS MpK NiKyBaHHI HA BUMOrY Ta KOHTPOJIO
eni3ofiB KpoBOTeY y nauieHTiB 3 remodpinieto A abo remodpinieto B, 3 iHribiTopamu: gocnimpkeHHsa KpimcoH 1
[Crimson 1]», kog pocnipxkeHHa MAA-304, Monpaska 1.0, 02 uepsHA 2020, JlokasibHa nonpaska MAA-304,
Bepcis 1.1 Big 04 ciuna 2021 poky (nuiwe ansa YkpaiHm); cnoHcop - «KeTenicT baliocaiieHcus, IHkopnopeTeny»
[Catalyst Biosciences, Inc.], CLLA

3anBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiANOoBiAanbHICTI0 «MEAMENC YKPAIHA»

BYJIO

CTAJIO

nikap Mununexko I.B.

KomyHasbHe HekomepuinHe nignprUeMCTBO
«Yepkacbknii 06n1acHWiA OHKOMOTNYHWIA AnucnaHcep
YepKacbKoi obnacHoi pagn», O6nacHwii
NiKyBa/IbHO-AjarHOCTUYHWIA remMaToNOrUYHNUIA LEHTP,
M. Yepkacu

nikap Horaesa J1.1.

KomyHanbHe HekomepLiiiHe nignpuemMcTBo
«Yepkacbkuin 061aCHWIA OHKOJIOTIYHWI  AucnaHcep
YepkacbKoi ob6nacHoi pagu», Ob6nacHwit
NiKyBa/IbHO-AiarHOCTUYHWIA TeMaTOoMONYHNIA LEHTP,
M. Yepkacu

37. 3MiHa Micub nNpoBeAEeHHA K/iHIYHOrO BUNPOGYBAHHA [0 MPOTOKO/Y KIHIYHOrO AOCAifKEHHS
«MixHapogHe, 6araToLeHTpoBe, paHAoMi3oBaHe, MoABiliHe cnine, Niaueb60-KOHTPO/IbOBaHE A0CAIAKEHHS
thasun 3 B napanenbHUX rpynax y nawlieHTis i3 peunavBHUMY popMamMm po3cisHoro ckiieposy (PPC) o5 ouiHku
edekTnBHOCTI, 6e3NeyYHOCTi Ta NepeHOCMMOCTi rnaTupamMepy auetaty Aeno, BHYTPILLUHbOM A30BOT iH'EKLT
MPOSIOHrOBaHO!  Aji, fka BBOAWUTLCA OAWH pa3 KOXHI  4YOTUPU  TWXKHI», KOA  AOCHIOKEHHSA
Mapi GA Depot Phase Ill - 001, Bepcisa 01 Big 01 kBiTHA 2019 poky; cnoHcop - Mapi Pharma Ltd., 13painb
3asBHnk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BEY/NO CTAJIO

K.M.H. Tomax H.B.

KomyHanbHe  HekomepuiiHe  NigNPUEMCTBO
«Micbka nikapHA Ne2» 3anopisbKoi MiCbKOi paau,
HEBPOJIOriyHe BiagAisIeHHs, M. 3anopixks

O.M.H., npodp. Cokonosa J1.1.

KniBcbka MicbKa KniHiyHa nikapHA  Ne4,
HeBpoJioriuHe BiggineHHa Ne2, HauioHanbHuiA
MeAuYHWIA yHiBepcuTeT imeHi 0.0. Boromonbus,
Kachegpa HeBponorii, M. Kuis

K.M.H. Tomax H.B.
MeauuyHWiA UEHTP ToBapucTBa 3 OGMEXEHOI
BignoBiganbHicTio «IHET-09», M. 3anopixoks

O.M.H., npodp. Cokonosa J1.1.

MeguuHuiA LEeHTP ToBapucTBa 3 OOMEXEHOK
BignoBiganbHicTIO «Mepaoya-KniHik»,
NiKkyBanbHO-NpochinakTMuHUiA nigposgin, m. Knis

38. bpouwypa pocnigHuka (YcrekiHymao(ustekinumab) FYB202), Bepcis 4.0 Big 12 niotoro 2021p.,
aHrNiNCbKOKD MOBOK [0 MPOTOKONY K/HIYHOrO BuUMNpobyBaHHSA «PaHgomizoBaHe, MoOABiiHE crine
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[ocnimpKeHHs dhasn 3, WO NPOBOANTLCA B NapasiesibHUX rpynax 3 MeTol NOPIBHAHHA edoeKTUBHOCTI, 6e3neku
Ta iMyHOreHHOCTI 3anponoHOBaHOro 6ionoAibHOro fikapcbKoro 3acoby Ycrtekinymaoé FYB202 ta npenapaTa
Ctenapa y nauieHTis 3 615LLKOBUM NCOPia3oM CepeHbOro Ta BaXKKOro CTYMNEHS TSXKKOCTI.», KOA, [OCIAKEHHSA
FYB202-03-01, chiHanbHa Bepcisa 1.0 Big 30 ciuHa 2020p.; cnoHcop - «bioek TM6X», HimeyuunHa (bioeq GmbH,
Germany)

3anBHuUK - TOB «BOPABANA, KNIHIKAS TPAISIC YKP»

39. JlucT ana nauieHTa, WO NpPoAoBXYE yyacTb Y KNiHIYHOMY BUNpo6yBaHHi, Bepcia 1.0 Big 09 ntotoro
2021p., aHrniicbKOK MOBOIO, NepeKknaj YKpaiHCbLKOK Ta pociiicbKoto MoBamu; JIUCT gNnsa nauieHTa, Wo
3aBepLUUB y4acTb Y K/liHIYHOMY BUNpoGyBaHHiI, Bepcis 1.0 Big 09 ntotoro 2021p., aHr1iiCbKOK MOBOIO,
nepeknajg YKpaiHCbKOW Ta POCINCbKO MOBaMW [0 MPOTOKO/Y  KAIHIYHOTO  BUMIPOGYBaHHS
«BbaratoueHTpoBe, NoAgiliHe chine, paHAOMi30BaHe AOCAIMKEHHS, L0 NPOBOAMTLCS Y NapasiesibHUX rpynax 3
METOK BUBYEHHA (DApPMaKOKIHETUKM, edDEKTUBHOCTI, 6e3nekn Ta iMyHOreHHOCTI Y NauieHTiB 3 XPOHIYHUM
611ALLKOBUM NCOPia3oM Bif, MOMIPHOTO A0 TSXXKOro CTYNeHs, AKi OTPUMYIOTb Npenapart Xymipa®, Ta y nauieHTis
(ab0 NopiBHAHO 3 NauieHTaMu) 3 XPOHIYHUM BISALLKOBMM NCOPia30M Bif, MOMIPHOIO [0 TAXKOrO CTyNeHs, AKi
3Haxo4ATbCA Y CTafil MOBTOPHOrO Nepexoay Bif NikyBaHHA npenapaTtoM Xymipa® Ha JlikyBaHHSA npenapaTom
AVTO2 3 HacTyrnHOK MOAOBXEeHO (a3o BMBYUeHHSA 6e3nekn AVTO2 (ALVOPAD-X)», kof, AOCNiAKeHHS
AVT02-GL-302, Bepcis 3.0 3 iHkoprnopoBaHoto nonpaskoto 2 Big, 03 cepnHa 2020 p.; cnoHcop - «AnBoTek CBicc
Al» (Alvotech Swiss AG), LLseliLapis

3asBHIK - TOB «BOP/IABAINL KNIHIKA TPAINC YKP»

40. Jocbe pocnigKyBaHOro siikapcbkoro 3acooy EG12014 (Trastuzumab) (IMPD): posagin "EG12014
Nikapcbka Cy6cTaHuis | Drug Substance", pepakuia 3.0 Big 31 ciuHa 2021 p.; posgin "EG12014
(Trastuzumab) ANTI-HER2 RECEPTOR ANTAGONIST Jlikapcbkiii npenapat / Drug Product”, pegakuis
3.0 Big 31 ciuHa 2021 p.; pos3ain "EG12014 (Trastuzumab) ANTI-HER2 RECEPTOR ANTAGONIST
OuiHka kopucTi Ta pusuky | Benefits and Risk Assessment”, pepakuis 3.0 Big 31 ciuHa 2021 p. go
MPOTOKOMY KIIHIYHOTO AOC/igKeHHS «baraToueHTpoBe paHAOMi30BaHe MOABIMHO chine MOpiBHAbHE
JocnigpkeHHs edeKkTMBHOCTI Ta 6esnedyHocTi npenapaty EG12014 (TpacTy3ymaby <«EMpKeHike») i
epuenTuHY® npu NpoBefeHHI Heoand toBaHTHOI Tepanii nauieHTkam i3 HER2-no3uTMBHUM pakoM MOJIOUHOI
3aU/1031 paHHbOI CTajil y NOEAHAHHI i3 CUCTEMHOIO Teparnieto Ha OCHOBI NpenapaTy aHTPaLuMK/IiHOBOro psaay i
naknitakceny (Il dpasa KniHiYHUX goCAimKeHb)», Kog aocnimpkeHHss EGCO002, octaTtoyHa pegakuisi 3rigHo 3
Monpaskoto 4 Big 02 6epesHsa 2020 p.; cnoHcop - «EnpxeHikc IHkopnopelitea» (EirGenix, Inc.), TaiBaHb,
Pecny6nika Kutaii

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

41. 3any4yeHHs AoAaTKOBOro Micusi NpoBeAeHHSs KNiHIYHOro BUNPOGOBYBaHHSA [0 NPOTOKOJTY KNiHIYHOIo
pocnigxeHHs «EdekTnBHICTb Ta 6e3neka NpuMitoMy nepopasibHOro cemarsyTuay y nopiBHAHHI 3 nnaue6bo y
AiTel Ta nigniTkiB 3 UyKpoBUM AiabeTom 2-ro Tuny, SKi AiKyloTbcA MeTopMiHOM Ta/abo 6a3asibHuUM
iHCyniHOM.», ko4 gocnimkeHHss NN9924-4437, dhiHasibHa Bepcia 1.0 Big 20 TpasHA 2020 poky.; cnoHcop - Novo
Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 3aB. Bif. €HrosartoBa B. A.

KomyHanbHe HekomepuiiHe nignpuemMcTBo «Micbka KriHiYHa nikapHA Ne9» [HIMPOBCLKOI MICbKOI
pagun, AnTave eHAoKPUHOAOriIYHe BigaineHHs, M. JHINpo

42. Bpowypa pocnigHuKa gna pocnigkyBaHoOro nikapcbkoro sacooy BAY 86-5321 (acniGepcenrt),
Bepcisa 15.0 Big 05 ntotoro 2021 poKy [0 MPOTOKONY KAiHIYHOTO BUNpo6yBaHHA «PaHgomizoBaHe, 3
NoABIHUM MacKyBaHHAM JOC/iKeHHSA 3 ha3n 3 aKTUBHUM KOHTPOEM /1 OLiHKM edDEKTUBHOCTI Ta 6e3neku
BMCOKMX 03 adonibepcenTy B NaLi€HTIB i3 HEOBACKYIAPHO0 BIKOBOK MaKy/104MCTPOieto», KOA, AOCNIIKEHHS
20968, Bepcis 2.0 Big 14 ntotoro 2020 poky.; cnoHcop - Bayer AG, Germany/ Baiiep Al', HimeuunHa
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

43. MNocioHuk 3 eCOA (cucTteMa OUiHIOBaHHA pe3y/bTaTiB /liKyBaHHA 3 €/IEKTPOHHUM 36MpaHHAM
AaHux) gnAa naudieHTiB, Bepcia 1.0 Big 21 rpyaHa 2020 poKy, YKpaiHCbKOK MOBOLO; MocioHuK 3 eCOA
(cuctema oOuiHIOBaHHA pe3ynbTaTiB JliKyBaHHA 3 €/1eKTPOHHMM 30MpPaHHAM AaHUX) ONA NauieHTIB,
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Bepcia 1.0 Big 21 rpyaHa 2020 poKy, poCiicbKOK MOBOI [0 NPOTOKO/Y KMiHIYHOrO BUNPOGYBaHHS
«[MopagiliHe cnine, paHAOMi30BaHe, KOHTPO/bOBaHE akTMBHWM npenapaTom Aoc/imkeHHA da3mn 3 B
napanenbHUX rpynax aasa nopiBHAHHA edoekTUBHOCTI Ta 6e3neyvHocTi npenapaTtis CT-P39 i Kconap y nauieHTis
i3 XPOHIYHOI CMOHTAHHOI KPOMUB'AHKOK, Y AKX 36epiraloTbC CUMMNTOMMW, HE3BaXaroun Ha NikyBaHHSA H1-
aHTuricTaMiHHUMK npenapaTtamu», kog gocnimkeHHsa CT-P39 3.1, sepcisa 2.2 Big 04 nuctonaga 2020 poky;
cnoHcop - CELLTRION, Inc., Republic of Korea

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

44. OHOBNEHNI NPOTOKON KiiHIYHOro BMNpoGyBaHHA SEP361-303, Bepcia 3.01 3 iHKOpnopoBaHOIO
HecyTTEBOIO nonpaBkot 2.00 Big 25 ciuHa 2021 poky; HecytteBa nonpaBka 2.00 Ao npoToKony
KniHiyHoro BunpoGyBaHHA SEP361-303, Bepcia 3.01 Big 25 ciuHa 2021 poky; Bpoulypa pgocnigHuka
SEP-363856, Bepcia 10.0 Big 14 rpyaHa 2020 poKy, aHrilicbKolo MOBOH; JoaaTok «[JOoKNiHiuHi paHi»
bo Bpouwypu gocnigHnka SEP-363856, Bepcia 10.0 Big 14 rpyaHAa 2020 poKy, aHIiiCbKOIO MOBOLO;
IHchbopmauiiiHuii nuctok i popma iHchopmoBaHoi 3roau, Bepcia V5.0UKR(uk)1.0 Big 18 ntotoro 2021
POKy, nepeknap yKpaiHCbKOI0 MOBOM Bifg 24 ntoToro 2021 poky; IHdopmauiiiHuiAi nuctok i chopma
iHdbopMmoBaHoi 3roau, Bepcia V5.0UKR(ru)1.0 Big 18 ntotoro 2021 poky, nepeksag pocCilicbKoo MOBOIO
Bif, 24 noToro 2021 poKy [0 NPOTOKOJTY KNiHIYHOro AoCimKeHHs «Bigkpute poswmpeHe AocimpKeHHs ans
OUiHKM 6e3neyvyHocTi Ta nepeHocumocTi npenapaty SEP-363856 y nauieHTiB i3 LWM30bpeHieo», Kog
pocnipkeHHs SEP361-303, sepcis 3.00 3 iHKoprnopoBaHOoK cyTTeBO nonpaskoto 2.00 Big 16 BepecHsA 2020
POKy; cnoHcop - «CyHoBiOH d®apmacbtoTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

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

45. OHOBNEHNIT NPOTOKON KiiHIYHOro BMNpoGyBaHHA SEP361-302, Bepcia 3.00 3 iHKOpnopoBaHOIO
CyTTEBOIO nonpaBKoto 2.00 Big 26 ciuHA 2021 poky; CyTTeBa nonpaska 2.00 4O NPOTOKO/Y KNiHIYHOro
BUnpooyBaHHA SEP361-302, Bepcia 3.00 Big, 26 ciuHAa 2021 poky; Bpouwypa gocnigHuka SEP-363856,
Bepcis 10.0 Big 14 rpyaHa 2020 poky, aHrilicbKol MoBoOIO; floaaTtok «[lokniHiuHi gaHi» go Bpowypu
pocnigHuka SEP-363856, Bepcis 10.0 Big, 14 rpyaHAa 2020 poky, aHriicbKkoo MoBoto; IHthopmaviiiHuii
nncTok i cpopma iHhopmoBaHoi 3roau, Bepcia V4.0UKR(uk)1.0 Big 18 ntotoro 2021 poky, nepeknag,
YKpaiHCbKOIO MOBOIO Bif, 24 ntotoro 2021 poky; IHchopmauiiiHuii nucToK i popma iHhopmoBaHoi 3roau,
Bepcia V4.0UKR(ru)1.0 Big 18 niotoro 2021 poKy, nepeknag, pociiicbkoo MOBOIO Big, 24 ntoTtoro 2021
POKY [0 NPOTOKO/Y KAIHIYHOIO [OCNIMKEHHS «PaHgomizoBaHe, nogsiliHe crine, nnaueb0-KOHTPOsIboBaHe,
GaraTtoueHTpoBe AOC/IMKEHHS, WO NPOBOANTLCA B Napasie/ibHMX rpynax, i3 3acToCcyBaHHAM (DIKCOBaHNX 03
ONs OUiHKM edheKTUBHOCTI Ta 6e3neyHocTi npenapaty SEP-363856 y naujieHTiB i3 WM30IPEHIED ¥ FOCTPOMY
NCUXOTUYHOMY eni3odi», koa pocnipkeHHss  SEP361-302, Bepcis 2.00 3 iHKOPMOpPOBAHOK CYTTEBOK
nonpaskoto 1.00 Big 16 BepecHsi 2020 poky; cnoHcop - «CyHOBIOH dapmacbloTikasic IHK.» (Sunovion
Pharmaceuticals Inc.), CLLA

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

46. OHoB/eHa Opolwypa gocnigHuka 3 npenapaty KBusapTuHio, Bepcia 15.0 Big 29 ciuHa 2021 poky;
JopaTkoBa hopma iHPOPMOBaHOI 3roau yyacHUKa Ha AMCTaHUiliHy nepeBipKy AaHuX AnA YKpaiHu
aHrniicbKkol moBoto, Bepcia 1.0 Big 12 noTtoro 2021 p.; AoaatkoBa chopma iHthopmoBaHOi 3rogu
yyacHMKa Ha AUCTaHLUilfiHy nepeBipKy AaHux gns YKpaiHu aHrniicbkow moBoto, Bepcia 1.0 Big 12
motoro 2021 p., nepekniageHo Ha yKpalHCbKY MOBY Ansi YKpaiHu 17 ntotoro 2021 p.; JopaaTkoBa chopma
iHhopMOBaHOI 3rogn yyacHUKa Ha UCTaHLUiliHy nepeBipKy AaHuX A YKpaiHU aHr1iiCbKO MOBOIO,
Bepcisa 1.0 Big 12 notoro 2021 p., nepeknageHo Ha pocificbKy MOBY anf YKkpaiHu 17 ntotoro 2021 p. o
NPOTOKONY KAiHIYHOro BUNpPo6yBaHHA «[lofagiiiHe cnine, niaueb0-KOHTPONbOBaHe AoCNimkeHHs da3un 3 ans
BMBYEHHS 3aCTOCYBaHHS KBU3apTUHIOY y MOEAHAHHI 3 IHAYKUIHOK i KOHCOMiJauiiHoW XxiMioTeparnieto, a
TaKoX y BUrNA4I NPOAOBXEHHA Tepanii y nauieHTiB Bikom Big 18 no 75 pokis i3 BnepLue sussneHum FLT3-ITD-
NO3UTMBHOI rOCTPOIO MienoigHow nenkemieto (QUANTUM First)», kog gocnigkeHHs AC220-A-U302, sepcis
6.0 Big 28 x0BTHA 2020 poky; cnoHcop - [aiiidi CaHkio, IHK., [Daiichi Sankyo, Inc.], CnonydeHi LUTatm
AmMepuKu

3asnBHUK - TOB «KOBAHC K/TIHIKAT AEBE/IONMEHT YKPAIHA»

47. BK/1IOUEHHA A0AATKOBOro Micusi NPoOBeAeHHs KNiHIYHOro AOCAiMKEHHA [0 NMPOTOKONY KNiHIYHOro
pocnigxeHHs «OuiHka npenaparty pekombiHaHTHoro dhaktopa IX, APVO101, y giteld, xBopmx Ha remodisiito B,
AKAM paHille NpoBOAW/IOCA NiKyBaHHA AAHOro 3axBOPKOBaHHA», ko4 fochimpkeHHa APV0101-903, pepakuis
3.0, nonpaska 2 Big 29 nunHA 2020 p.; cnoHcop - "Megekcyc ®apma, IHK." [Medexus Pharma, Inc.], CLLA
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AN-YKPAIHA»
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Ne M.1.6. BignoBigabHOro AocnigHuka

n/n HasBa Micus npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1 4.M.H. CtacuwmH O.B.

[epxaBHa ycTaHoBa «IHCTUTYT NaToNorii KPOBi Ta TpacH(Y3iiNHOT MeanuuHm HauioHanbHoT akagemil
MeAMYHNX HayK YKpaiHW», BiAAINEeHHA 3ara/ibHOl Ta reMaTosorivyHoi Xipyprii, M. J1bBiB

48. Nuct iHdhopmauii anA naudieHta Ta Popma iHopmMOBaHOI 3roaM Ha ydyacTb Yy KJliHIYHOMY
pocnipkeHHi_sepcia 1.1 Big 25 ciuHa 2021_Ha ocHOBIi MacTep-Bepcii Ana YkpaiHu 1.1 Big 22 rpyaHA
2020 (ykpaiHCbKOIO Ta pociiicbkoto moBamu); Jluct iHcpopmauii gna nauyieHta Ta dPopma iHhopmoBaHOi
3roAu Ha y4yacTb y KniHiuHOMY pgocnigkeHHi (IHTeHcuBHuMiA BigGip 3pa3kiB Ha PK)_ Bepcia 1.1 Big 25
ciuHsa 2021_Ha OCHOBI MacTep-Bepcii ana Ykpaiuum 1.1 Big 22 rpyaHsa 2020 (yKpaiHCbKOLO Ta POCiliCbKoto
MOBaMM) [0 NPOTOKOMY K/iHIYHOro BMNpPobyBaHHA «PaHgomizoBaHe, niauebo-KOHTPOsiboBaHe, MoABiiHe
cnine gocnimkeHHs 3 dasn, B TPbOX rpynax, 3 METOH OLiHKK 6e3nekn Ta e(pekTUBHOCTI BUKOPUCTaHHSI HOBOTO
npenapaTy rigpOKOPTU3OHY aueTaTty, cyno3uTopii, 90 Mr, siki BBOAATb 3a AONOMOroK anjikatopa Ans
cyno3uTopiiB Sephure® oguH i ABa pasu Ha AeHb, Y NalieHTIB 3 BUPA3KOBUM KONITOM NPSMOT KULLKW», KOA,
pocnipkeHHa CHS1221, sepcis 1.5 Big 03 ntotoro 2020; cnoHcop - Cristcot HCA LLC («KpicTkoT Eiiu-Ci-Ei
En-En-Ci»), USA

3anBHUK - TOB «Kpomochapma YkpaiHa»

49. NIncT-NOAACHEHHA Bif, 28 XOBTHA 2020 poKy aHrNiiicbKolo MoBOK A0 npotokony MK-3475-992, 3
iHKkopnopoBaHoto nonpaBkoto 01 Big 30 Gepe3Ha 2020 poky; 3miHa Ha3BUM Ta agpecu Micusa
NpoBeAEeHHSA K/iHIYHOro BUNPOG6yBaHHA; 3MiHa Ha3BM MiCLA NPOBEAEHHS K/iHIYHOro BUNPOGYBaHHS;
MK-3475-992_01_KepiBHULTBO 3 Bi3UTIB ANA NauieHTa_BapiaHT 1: LlucnnatuH ykpaiHCbKOKO MOBOKO
Ans Ykpainu Big 30 6epesHa 2020 p.; MK-3475-992_01_KepiBHMLTBO 3 Bi3UTiB A1 nauieHTa_BapiaHT 1:
LUucnnaTtuH pociiicbkoto MoBOLO ansa YKpaiHu Big, 30 6epe3Hs 2020 p.; MK-3475-992_01_KepiBHULTBO 3
Bi3uTIB gn1a nayieHta_BapiaHT 2: 5-FU + MMC yKpaiHCbKOI0 MOBOIO AnsA YKpaiHu Big 30 6epe3Hsa 2020
p.; MK-3475-992_01_KepiBHMUTBO 3 Bi3uTiB /15 nayieHTa_BapiaHT 2: 5-FU + MMC pocilicbkolo MOBOIO
AnA YkpaiHu Big 30 6epesHs 2020 p.; MK-3475-992_01_KepiBHULTBO 3 Bi3UTIB ANA NauieHTa_BapiaHT 3:
FeMuunTaGiH yKpaiHCbKOI MOBOIO ANA YKpaiHu Big, 30 6epesHs 2020 p.; MK-3475-992_01_KepiBHMLTBO
3 Bi3uTiB AN nauieHta_BapiaHT 3: FemuuTaGiH pociiicbkolo MoBOIO Ana YkpaiHu Big 30 6epesHs 2020
p. A0 NPOTOKO/Y KAIHIYHOTO AochimpkeHHs «PaHgomizoBaHe, MoABiiHe criine, niaueb60-KOHTPO/IbOBaHe
KiHiYHe gocnimxkeHHs 11l dpasun oA BUBYEHHA epeKTMBHOCTI Ta 6e3neyHocTi nemoponisymaody (MK-3475) y
KOMOGiHauji 3 ximionpoMeHeBot Tepanieto (XMT) y NopiBHAHHI nuwie 3 XimionpomMeHesot Tepanieto (XIMT) B
y4yacCHVKIB 3 M’i30BO-iHBa3MBHUM pakoM ce4yosoro Mixypa (MIPCM) (KEYNOTE-992)», kon, AOCNifXeHHS
MK-3475-992, 3 iHkoprnopoBaHoto nonpaskoto 01 Big 30 6epe3Hs 2020 poky; cnoHcop - «Mepk LWapn EHg,
Joym Kopn.», godipHe nignpunemcteo «Mepk EHg Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «MC/ YkpaiHa»

BY/NO CTAJIO
ron. nikap Kpynesko C.1. ron. nikap Kpynesko C.1.
ToBapucTBO 3 OOMEXEHOK BignoBiganbHICTIO | MegUYHMIA LEeHTP ToBapucTtBa 3 O6OMEXeHOoH
«YKpalHCbkuniA LEHTP ToMoTepanii», BiAfi/fIeHHs | BignoBiganbHiCTIO «YKpaiHCbKuiA LUeHTp
ximioTepanii, M. KponuBHuLbKUiA, Byn. AnTuHcka 1 | TomoTepanii», Big4iNeHHn ximioTepanii,

M. KponvBHULBbKWiIA, ByN. ANTUHCKa 5-A,

BYNO CTAJIO

3aB. Bif. /InTBuH |.B. 3aB. Bif., /IuTBuH |.B.

KomyHanbHuii 3aknag, «KniHiuHuii oHkonoriyHuii | KomyHanibHe  nignpuemcTBo  «[lHINPOBCbKUiA
AucnaHcep» [HinponeTpoBCbkoi 061acHOi paaun, | 06NacHWUii  KIiHIYHWIA  OHKONOrIYHWI - AnucnaHcep»
BigaineHHs ximiotepanii, m. [Hinpo [HinponeTpoBCbKOi obnacHoi pagn»,
OHKOXiMioTepaneBTUYHE BiaaineHHs, M. [IHINpo

50. OHOBIEHMI NPOTOKOJ1 KAiHIYHOTO pocnigkeHHs 04, Bepcia 1 Big 17 rpyaHa 2020p., aHrMiiCbKOKO
MOBOI0; 3MiHa HA3BU NPOTOKONY KNiHIYHOro AOCAiMKEHHS:

BEY/N0 CTAJIO

BiakpuTe paHoomizoBaHe AOCNiMKEHHA 2 dhasun, Wwo | Bigkpute paHaomizoBaHe A0C/iMKeHHS 2 dhasu, Lo
NPOBOAMTLCA 3  METOK  MOPIBHAHHA  Tepanii | NpoBoANTLCA 3 METOK MOPIBHAHHA npenapaty
SAR439859 i eHOOKPMHHOI MOHOTepanii, BubpaHoi | amueHecTpaHT (SAR439859) |  eHAOKPMHHOI
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nikapem, Yy nauieHTiB 3 eCTpOreH-peLenTop- | MOHOTepanii, BMOpaHoi nikapem, Yy nauieHTiB 3
NO3UTUBHUM, HER2-HeratmBHum | ecTporeH-peuenTop-no3nTMBHNM, HER2-
MiCLLEBOMOLLUMPEHMM ab0 MeTacTaTUYHUM pPakoM | HEFaTUBHUM MiCLLEBOMOLUNPEHNM abo
MOJIOYHOI  3a103M, K  paHille OoTpuMyBanM | MeTacTaTUYHUM PakoM MOJIOYHOT  3a/103U,  SKi
rOpMOHasIbHY Tepanito paHilwe oTpUMyBasIv TOpMOHa/IbHY Tepanito

BK/lOUEHHA Ha3BU [O0C/iAKYBaHOro flikapCbKOro 3acody — amueHecTpaHT (amcenestrant); OcHOBHa
iHbopMmauia npo pocnipxkeHHsa i copma iHchopmoBaHOi 3roau, Bepcia 7 Big 18 rpygHa 2020p.,
aHrnificbkoro mMoBolo; IHchopmauia ana nauieHta i popma iHpopmoBaHOI 3roau, Bepcia Ansa YKpaiHu
Ne5 Big 12 ciuHsa 2021 p. (Ha ocHOBi OcHOBHOI iH(hopMaLii npo gocnigkeHHA i popmu iHopmoBaHoT
3roau, Bepcia 7 Big 18 rpyaHa 2020p.) aHrNilicbKo, YKPAIHCbKOIO Ta POCIiCbKOK MoBamu; dopma
3rogn Ha nogasnblue CNOCTEPEeXeHHs 3a BariTHICTIO ANA napTHepKu, Bepcia 2 Big 18 rpyaHa 2020p.,
aHrniicbkoto moBo1o; IHhopmauisa ana BariTHOT NnapTHEPKM nauieHTa Ta choopma iHopmoBaHOI 3rogu
Ha nojasblue CNocTepeXeHHs, Bepcia ansa YkpaiHm Ne2 Big 13 ciuHA 2021 p. (Ha ocHOBi ®opmMu 3rogu
Ha nogasnblue CNOCTEPEXEHHA 3a BariTHICTIO ANA NapTHepKW, Bepcia 2 Big 18 rpyaHa 2020p.),
aHrniicbKo Ta yKpaiHCbKO MoBaMu; IHdhopMauis Ana BariTHOI NapTHEPKM nauieHTa - yyacHuKa
pocnipkeHHsa i popma iHopmoBaHOI 3roan Ha nogasibluie CNOCTEPEXEHHSA, Bepcia ansa YKpaiHu Ne2
Big 13 ciuHAa 2021 p. (Ha ocHoBi Popmu 3roaM Ha nNojasbllue CMOCTEPEXEHHA 3a BariTHICTIO AnA
napTHepKu, Bepcis 2 Big, 18 rpyaHa 2020p.), pociiicbkolo MOBOI [0 MPOTOKO/Y K/iHIYHOrO BUNPO6yBaHHS
«BigkpuTe paHgomisoBaHe JoCimKeHHA 2 dhasu, WO NPOBOAUTLCA 3 METO NOPiBHAHHA Tepanil SAR439859 i
E€HOOKPUHHOT MOHOTepanii, BubpaHoi nikapem, y nauieHTiB 3 eCcTporeH-peuentop-no3vtueHuUM, HER2-
HeraTMBHMUM MICLEBOMOLLUMPEHNM ab0 MeTacTaTUYHVMM PakoM MOJIOUHOT 3a/103M1, fAKi paHile OTpMMYBasu
ropMoHasibHy Tepanito», Ko gocnigxkeHHa ACT16105, npotokon 03, Bepcisa 1 Big 30 uepsHA 2020p.; cnoHcop
- sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC peLlepLl e aAesesionmMaH, ®paHLis)
3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

51. OHOBMEHWII NPOTOKON KNiHiYHOro BUNpo6yBaHHA MK-3475-859 3 iHKkopnopoBaHo nonpaskok 03
Big 11 ciuHsa 2021 poky, aHrnilicbKkoto MoBoto; IHhopmauis Ta SOKYMeHT npo iHhopMoBaHy 3rogy Asisi
nauieHTa, YkpaiHa, MK-3475-859, Bepcis 09 Big 29 ciuHAa 2021 poKy, YKpaiHCbKOI MOBOI0; IH(hopmaLis
Ta AOKYMeHT npo iHchopMoBaHy 3rogy ANs nauieHTa, YKpaiHa, MK-3475-859, Bepcis 09 Big 29 ciuHA
2021 poKy, pociiicbkolo MoBoOlO; IH(hopmaLiAiHMA INCTOK i JOKYMEHT Npo iHopMOBaHy 3rogy Ha
Maii6yTHE GiomeguuHe pocnimkeHHs, YKpaiHa, MK-3475-859, Bepcia 02 Big 03 G6epe3Hsa 2021 poky,
YKpaiHCbKOI0 MOBOIO; IHthopmauiiiHuiA NNCTOK | AOKYMEHT Npo iH(hopmoBaHy 3rofy Ha MaiiOyTHE
GiomeauuHe AocnimpkeHHA, YKpaiHa, MK-3475-859, Bepcisa 02 Big 29 ciuHA 2021 poKy, pOCiliCbKOLo
MOBOIO [0 MPOTOKOMY KAIHIYHOTO AOC/IMKEHHS «PaHOomi3oBaHe, MOABIHE chine KiHIYHE [OCNILKEHHS
hasn 3 nemoponizymady (MK-3475) y kombiHaLii 3 XimioTepani€lo y NOPIBHAHHI 3 nnauebo y KombiHauii 3
ximioTepanieto B SIKOCTi MiKyBaHHA NepLUoi NiHii y nauieHTis 3 HER2-HeraTuBHO, nonepeHb0 HeNikoBaHoH,
Heonepab6esibHOW abo MeTacTaTMYHOK a[EeHOKapPLUUHOMOH LWYHKY abo ractpoesodiareasibHOro 3’€HaHHs
(KEYNOTE-859).», koa gocnimkeHHs MK-3475-859, 3 iHkopnopoBaHot nonpaskoto 02 Big 12 rpyaHs 2019
pokKy; crnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe nignpuemcTtso «Mepk EHA, Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

52. bpowypa [focnigHuka Bepcia 15.0 Big 05 noToro 2021 [0 NPOTOKO/Y K/IHIYHOTO BUMNPOOYBaHHSA
«JlopaTkoBe OOCNIMKEHHA ANS OUHKM [OBrOCTPOKOBUX Pe3ynbTarTiB fliKyBaHHA NauieHTIB, AKi OTpUMyBasv
NiKyBaHHA Big peTuHonarTii HegoHOLWeHNX y gocnigxeHHi 20090», ko nocnimpkeHHA No. BAY 86-5321 / 20275,
Bepcis 2.0 Big 27 nuctonaga 2019 poky 3 iHTerposaHoto NMonpaskoto 1 Big 27 nuctonaga 2019 poky; CnoHcop -
banep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

53. 3miHa BignosiganbHoro AocnigHuka; 3MiHA KOHTaKTHOI o0co6u CrnoHcopa KiiHi4YHOro
BUNPOOGYBaHHA Ta KOHTAKTHOI iHchopmauii [0 nNPOTOKOAY KMIHIYHOrO AochimpkeHHs «JoaaTkose
JocnimpkeHHs npenapaty TasemeTocTar y nauieHTiB, Skux 0yno nepesBefeHo i3 OCHOBHOMO AOCNiAKEHHS
(TRUST): BigKpWTe gofaTkoBe nepexifHe AoCnimMKeHHs», koA aocnigpkeHHs EZH-501, nonpaska 4.0 Big 18
ntotoro 2020 p.; cnoHcop - Enisum, IHK., CLLUA (Epizyme, Inc., USA)

3anBHUK - TOBAPUCTBO 3 0BMEXEHO0 BiANOBiAaNbHICTI0 «MEAMENC YKPAIHA»

BYNO CTANO
MN.1.B. koHTakTHOT oco6u: Olya Wright, MN.I.5. KOHTaKTHOI oco6u: Christinne Villanueva,
KoHTakTHui TenecpoH: 001 561-569-7857, MS
®dakc: 001 617 349 0707, KoHTtakTHuii TenecpoH: 001 617 797 9092,
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Appeca €J/1eKTPOHHOI nowTu: | dakc: 001 617 349 0707,
owright@epizyme.com Apapeca €/1eKTPOHHOI noLwTK:
cvillanueva@epizyme.com

BYJ1IO CTA/O

A.M.H., npod. [Monoscbka T.M.| nikap, Fony6esa /1.B.

JlepaBHa ycTaHoBa «IHCTUTYT MeAuyHOT pagionorii | JepxaBHa ycTaHoBa «IHCTUTYT MeAnYHOT pagiosnorii
Ta oHkonorii im. C.M. Tpurop’eBa HauioHanbHoi | Ta oHkosorii im. C.M. Tpurop’eBa HaujioHa/bHOT
akageMii MeauUHUX HayK YKpaiHu», BiafineHHs | akagemil MeanuHux Hayk YKpaiHu», BifaineHHs
K/TiIHIYHOT OHKOOTT i remaroorii, M. Xapkis K/TiIHIYHOT OHKOJ10TiT | remaTtonorii, M. Xapkis

54. OHoBneHni npotokon 3 MonpaBkoiw 2 Big 15.12.2020 p.; 3miHa HasBM Micuss NMPOBeAEHHS
KMiHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y KNIHIYHOrO AOCAIMKEHHS «Bigkpute, 3 0gHMM pyKaBOM JliKkyBaHHS
NOAOBXEHHS MOABIAHOrO CAINOro, pPaHAOMI30BaHOro, akTUBHO KOHTPOJ/IbOBAHOIO, B MapasieflbHUX rpynax
KNiHIYHOrO  JOCNiMKEHHA  nafinepuaoHy nanbMmiTaty LWeCTUMICAYHOT  Aii», KO — LOC/IIKEeHHS
R092670PSY3016, COVID-19 ogaTok ao npotokony (Monpaeka 1) Big 23.04.2020 p.; cnoHcop - «AHCCEH
SAPMALIEBTVKA HB», benbrisi

3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris

BYJIO CTA/O

reH. aupekTop 3inbbepo6nart .M. reH. aupekTtop 3inbbepodnar .M.

KomyHanbHuii 3aknapg, KuiBcbkoi o6nacHoi pagn | KoMyHanbHe  HeKoMepuiiiHe  nignpuemMcTBO
«O6nacHe ncuxiaTpuyHO-HapKosnoriyHe MegnyHe | Kniscbkoi o6n1acHoi pagn «Ob6nacHe ncuxiaTpuyHo-
06’'egHaHHA», yonosive BigaineHHA NelO, XiHoue | HapkonoriyHe meauyHe o6'egHaHHA», 40N0BiYe
BigaineHHa Ne2, Kuiscbka o6nactb, cMT. 1eBaxa BigaineHHa NelO, xiHoue BigaineHHs Ne 2, KuiBcbka
06n., cMmT. [N1leBaxa

55. OHOBJIEHNIT NPOTOKON KJliHIYHOro BUNpoGyBaHHs: I8F-MC-GPGN 3 iHKOpnopoBaHOKO MOnpaBKoo
(c) Big 12 nuctonaga 2020 poKy, aHI/iNCbKOK MOBOIO; IH(hopmauia AnA nayieHTa JOCNIMKEHHA Ta
®dopma IHchopmoBaHOi 3roan ANs yyacTi y AOCNiMKEHHI ANs1 BUKOPUCTaHHA B YKpaiHi, Bepcisi Ne 3.0
YKpaiHCbKOI MOBOLO Big 02 rpyaHs 2020 poky; IHchopmauia gna nayieHTa gocnimpkeHHa 1a dopma
IHcbopmoBaHOi 3rogu AnA y4vacTi y pocnigkeHHi oNnsa BUKOPUCTAHHA B YKpaiHi, Bepcia Ne 3.0
pocilicbkolo MoBo Bif 04 Gepe3Hsa 2021 poky; [onoBHeHHA (7) A0 NPOTOKONY KIiHIYHOro
pocnipxeHHs I8F-MC-GPGN Big 15 rpygHsa 2020 poKy, aHrnilicbkoto MoBoto; IHpopMaLis ans nayieHTa
pocnimpkeHHA Ta ®opma IHhopmoBaHOi 3roan Ha yuyacTb Y AO0AATKOBOMY AOC/iMKEHHI NO AiabeTUYHii
peTuHonarii, Bepcia Nel.0 ykpaiHCbKOO MOBOK Bif 04 ciuHa 2021 poky; IHchopmauis anAa nauieHTa
pocnimpkeHHA Ta ®opma IHhopmoBaHOi 3roan Ha yyacTb Y AO0AATKOBOMY AOC/iAKEHHI NO AiabGeTUYHiIi
peTtuHonarii, Bepcia Nel.0 pociiicbkolo MoBOI Big 04 ciuHa 2021 poky; IHopmauia ana nauieHTa
pocnipkeHHs Ta Popma IHopMoBaHOI 3roan AN 3abe3nevyeHHs 6e3nepepBHOI yyacTi NauieHTiB y
pocnipxeHHi IBF-MC-GPGN nig yac naHgemii COVID-19, Bepcisi 1.0 ykpaiHCbKOI0 MOBOIO Big, 18 nioTtoro
2021 poky; IHcdopmauin pna nauieHTa pocnipkeHHA Ta dopma IHdopmoBaHoi 3rogn Ans
3abe3neyeHHs 6e3nepepBHOI y4yacTi nauieHTiB y pocnigmkeHHi I8F-MC-GPGN nig uyac naHgemii
COVID-19, Bepcia 1.0 pocilicbkolo MoBow Big 18 ntotoro 2021 poKy A0 NPOTOKO/Y KAiHIYHOMO
BMNPOGYBaHHA «[ocnimpkeHHs BNvMBYy npenapaty Tipsenartif B NOPIBHAHHI 3 npenapaTtom Aynarnytug Ha
PO3BMTOK 3HAYHMX HECMNPUAT/IMBUX CEPLEBO-CYAUHHUX MOAi Yy nauieHTiB 3 LYyKPOBMM AiabeTom 2 Tuny
(SURPASS-CVOT)», kog gocnimkeHHs I8F-MC-GPGN, 3 iHkopnoposaHoto nonpaskoto (b) Big 01 TpaBHa 2020
poky; cnoHcop - Eni flinni e Komnani, CLUA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LBeliyapis

56. OHoBneHwuii MpoToKON KNiHIYHOro AocnifAKeHHA, Koa pocnimkeHHs: Z-S02, Bepcia Ne 4 Big
15.03.2021 p.; OHoBneHa IHdopmalis gNA [OGPOBObUA, WO MNPUAMAE y4dacTb Yy KJliHIYHOMY
pocnipkeHHi, Ta IHhopmoBaHa 3rofia yKpaiHCLKOKO MOBOIO, KOA, AOCimKeHHs: Z-S02, Bepcia Ne 4 Big,
15.03.2021 p.; OHoBneHa IHdopmalis gNA [OGPOBOJbLUA, WO MNPUAMAE ydyacTb Yy KJliHIYHOMY
pocnipxeHHi, Ta IHdopMoBaHa 3roga pocilicbKolo MOBOIO, KOA, fochimKkeHHsA: Z-S02, Bepcia Ne 4 Big,
15.03.2021 p.; OHoBneHa IHgMBigyanbHa peectpauiiiHa hopma, Kog gocnimkeHHsa: Z-S02, sepcisa Ne 4
Big 15.03.2021 p.; OHoBneHuii CuHoncuc MpoToKoy KiHIYHOro JOCNiAKEHHSA, KOA4 BUNPOGYBaHHA: Z-
S02, Bepcis Ne 4 Big 15.03.2021 p.; 3miHa Ha3BU [OCAIAKYBAHOIO J1iKAPCbKOro 3aco6y: 6yno — IoyHopM
ynbTpakan, kKancynm m’saki no 400 mr, ctano - IoynpoceH-340poB’a ynbTpakan, kKancynu m’siki no 400
Mr.; MoaoBXeHHA TepMiHYy NpuAaTHOCTI A0CAIMKYBAHOro JlikapcbKoro saco6y I6yHopmMm ynbTpakan,
Kancynm m’siki no 400 mr, 3 30 go 36 micAuiB; OHoBneHui po3gin 3.2.P.8 «CTaBiNbHICTb» AOCbE
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[OCNipKYBaHOIO JliKapCbKOro 3acoly IGYHOpM ynbTpakan, kKancynu M’aki no 400 wr, Kopg
114ICTI24I118IUA, Bepcisa 08/2020; OHOBIeHWUI TEKCT MapKyBaHHs1 NePBUHHOT YNakoBKu (6nictep) ans
KNiHIYHMX BUNpoGyBaHb AO0C/iAKYBaHOro NiKapCcbKOro 3aco6y I6yHopM ynbTpakan, kancysam M’siki no
400 mr, Bepcia 08/2020; OHoBMEeHUIT 3pa30K €TUKETKU A1 KNIHIYHUX AOCniMKeHb [OCAiAKYBaHOro
nikapcbkoro 3aco6y I6yHopM ynbTpakan, kancynu m’aki no 400 mr, Bepcia 08/2020 o npoTokosy
KMiHIYHOTrO BMNpPO6yBaHHA «KniHiYHE [OCHifpKEHHA 3 OLUiHKM GiOEKBiBas/IEHTHOCTI npenapartie 1GyHopm
ynbTpakan, kancysm m'ski no 400 mr (Bupo6bHnk TOB “®apmaieBTvyHa KoMMaHisa “340poB's”, YkpaiHa) Ta
AABin Ynetpa dopTte, kancynn m'saki no 400 mr (Bupo6Huk Pfizer Consumer Manufacturing Italy S.r.l.,
Olaszorszag) y 340poBMX 0OPOBO/LLIB NPM O4HOPA30BOMY MPUAOMI», KOA, AochimpkeHHA Z-S02, Bepcis
npotokony Ne 2 Big 10.12.2019; cnoHcop - TOBapMCTBO 3 0OMEXEHOI BiANoBigabHICTIO «PapmMaleBTNYHa
KOMMaHist «340poB'a», YKpaiHa

3asBHMK - TOBApMCTBO 3 0OMEXEHOH0 BiANOBIAAbHICTIO «®apmMaueBTMYHa KOMNaHis «340p0oB's», YkpaiHa

BYJ10 CTAJ1I0
I6yHOpM ynbTpakan, kancynM mMm'aki no 400 mr I6ynpodpeH-300p0B’A yabTpakan, Kancynm M'ski no
400 mr
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