Aopatok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne13 Big 22.07.2021,
HTP Ne25 Big 22.07.2021, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «da3a 2b, paHgomizoBaHe, NoggiiHe cnine, niauebo-KOHTPOsIbOBaHe, GaratoueHTPoBE BMNPOOYBaHHS 3
METOH BM3HAYeHHA pfiana3oHy [03 PopaTrpuctaty eTuny y nauieHTiB 3 NlereHeBol apTepiasibHO
rinepteHsieto», kog gocnipkeHHs RVT-1201-2002, sepcisa 2.0 3 nonpaskoto 1 Big 19 nuctonaga 2020 poky,
crnoHcop - «AntaBaHT CaeHciz TM6X», LBeliuapisa/ Altavant Sciences GmbH, Switzerland

da3za - IIb

3asaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

No M.l.6. BiANOBIAaLHOrO AOCNIAHVKA,

n/n HasBa Micus npoBefeHHS KiHIYHOro BUNPo6yBaHHS

1 O.M.H., npodp. CipeHko t0.M.

KniHika [epxaBHOi ycTaHOBU «HauioHanbHWI HayKOBUIA LEHTP «IHCTUTYT KapAionorii iMeHi
akagemika M.[. Ctpaxecka» HauioHasibHOT akafeMil MegUuHUX HayK YKpaiHu», Bigain BTOPUHHUX i
fiereHeBuX rinepreHsii, M. Knis

2 K.M.H. Bacunsesa /1.1.

KomyHanbHe mignpueMcTBO «[JHINPONETPOBCbKMA 06MacHWMIA KNIHIYHUIA LeHTp Kapaionorii Ta
Kappgioxipyprii» [OHINpoONeTpoBCbKOi 06sacHOi pagw», BiAA4INEeHHA kapgionorii, [HINpoBCbKuiA
OEPXaBHWI MeANYHUIA YHIBEPCUTET, Kaddeapa BHYTPILWHLOT MeguumHu 3, M. JHIinpo

2. «JloBrocTpokoBe mnofasblue AOCNIMKEHHA AN OLIHKA MiHepasibHOT LWiNIbHOCTI KICTKOBOT TKaHUHU Y
nauieHToOK 3 MIOMOK MaTKuW, siki 3aBepLUylTb AO0CAiMKEHHs1 ha3nm 3 i3 3acTOCyBaHHSAM fliH3arosikca,
PRIMROSE 1 a6o PRIMROSE 2», koa gocnigxeHHs 20-OBE2109-007, octaTtoyHa Bepcis 1.0, 22.01.2021,
crnoHcop - ObsEva S.A., LLBeliuapis

daza - Il

3aaBHUK - «Ckoyn IHTepHeLwHN AlM», HimeuynHa

Ne MN.1.B. BignoBiganbHOro focniaHNKa,

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

1. | uneH-kop HAMH Y«kpaiHu, g.Mm.H., npod. KamiHcbkuii B.B.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «KWiBCbKWMI MICbKWMIA LEHTP PenpoaykTUBHOI Ta
nepuHatanbHOT MeAUUMHW» BUKOHABYOro opraHy KuiBCbKOi MicbKoi pagu (KWiBCbKOT MiCbKOT
JepxaBHOT agMmiHicTpaduii), XXiHoya KoHcynbTauis, M. KuiB

2. | A.M.H., npodp. Muporosa B.I

KomyHanbHe HekomepuiiiHe nignpuemcTBo JIbBiBCbKOI 06nacHoi paan «J/1bBiBCbkuii 061acHUiA
KMIHIYHUIA NepuHaTanbHUA LEHTP», BiAAIEHHS «PenpoayKTVBHOrO 340pOB S Ta N/laHyBaHHS CiM 1»,
JIbBIBCbKMIT HALOHa/TbHWIA MeaNYHNIA yHIBEpeUTET iMeHi JaHuna Manmubkoro, kadpeapa akyLuepcTsa,
riHekonorii Ta nepuHartonorii pakynbTeTy NicNSAUNIOMHOI OCBITU, M. JIbBiB

3. | A-M.H., npoch. Koceir H.B.

JepxaBHa YcTaHoBa «IHCTUTYT negjatpii, akyllepcTBa i riHekonorii imeHi akagemika O.M. Jlyk'siHOBOT
HallioHanbHoT akagemii MequYHNX HayK YKpaiHu», BifAiNeHHs eHA0KPUHHOI riHekonorii, M. Kuis

4. | a.M.H.. npoch. PoxkoBcbka H.M.

BararonpoinibHUiA  MegnyHuin - ueHTp OAecbkoro HauioHa/IbHOro MeAMYHOro YHiBepcuTeTy,
riHekonorivyHe BigaineHHs, Oaecbknii HauioHanbHWii MeguyuHuiA yHiBepcuTeT, kadeapa akylepcTaa i
rinekonorii Nel, wm. Opgeca

5. | K.M.H. XKenesHskos O.10.

dipma «CENNI NIMITEL» TOBapMCTBO 3 0OMEXEHOI0 BigNoBiAa/IbHICTIO, MeanyHuUiA LeHTpP, M. XapkiB
6. | A.M.H. [puropeHko A.M.

KomyHasibHe HekomMepuiiiHe nignpremcTBO «BiHHMLbKA MiCbKa KiHIiYHA nikapHA «LleHTp matepi Ta
ONTUHW», BiAAiNEHHS NHEKONOTiT 3 Mas10iHBa3MBHUMK onepauisMi, M. BiHHMUSA

3. «baraTouUeHTpoBe, paHAoMi30BaHe, NoABIHE crine, niaueb0-KOHTPOoIboBaHe AOCAiAKEHHS dhasn 2b, wo
NPOBOAUTLCA B NapasieflbHNX rpynax 3 MeTol BU3HAYEHHS Aiana3oHy 03, OLiHKM eddeKTUBHOCTI, 6e3neYHocCTi
Ta nepeHocumocTi 3i6oTeHTaHy i Janarnipno3vHy y nauieHTiB 3 XPOHIYHOK XBOPO6OK HUPOK 3 OLHIOBAHOK
WBMAKICTIO K1y60oukoBOi hinbTpadil (olUK®) Big 20 mn/xs/1,73 M2 o 60 mn/xB/1,73 M2», Kof, [OCNIIKEHHSA
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D4325C00001, sepcis 1.0 Big 14 BepecHs 2020 poky, cnoHcop - «AcTpa3eHeka Ab», LLBeujs / AstraZeneca
AB, Sweden

®asa - 2b

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

No M.1.6. BignoBigasbHOro AocnigHuka

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHS

1 O.M.H., npod. KomicapeHko HO.I.

KomyHasibHe HekomepUiiHe NignpuemMcTBo «KUiBCbKUIA MiCbKWIA KMiHIYHWIA €HAO0KPUHOIOTIYHNIA LLEHTP>»
BMKOHABYOro opraHy KuiBcbKoi MicbKoT paam (KUIBCbKOT MiCbKOT fiepyxaBHOT agMiHicTpay,ii), Big4i/IeHHA
3arasibHOI eHAOKPVHHOI naTonorii, HauioHansHuiA meanyHnii yHiBepeuTeT iMeHi O.0. boromonbLus,
kacheapa eHgokpuHonorii, M. Kuis

2 nikap Kycbkano N.M.

KomyHanbHe HekomepujiliHe nignpnemMctBo «O6nacHa KiHidHa nikapHsa im. O.®. ['epbayeBCbKOro»
XXnToMMpCbKOi 061acHOl paan, eHAOKPUHOONIYHE BiadiieHHs, M. XKUTOMUP

3 K.M.H. fognescbka O.M.

KomyHanbHe HekomepujiiHe nignpuemMcTBo «Micbka K/iHIYHA NikapHs LWBWAKOT Ta HEBiAKIaaHOI
MeauyHoi gornomorn iM. npodd. O.l. MewaHiHoBa» XapKiBCbKOi MICbKOI pagun, TepaneBTU4He
BigAineHHs Nel 3 HePPOIOTiYHMMM NixKKaMK, M. Xapkis

4 O.M.H., npod. MawkoBcbka H. B.

ObnacHe KOMyHaslbHEe HekoMepLiiHe MigNpUEMCTBO «UepHiBeubknuii 061acHNiA eHAO0KPUHOTOTIYHNI
LEeHTP», NoNiKNiHIYHE BigAiNeHHS, M. YepHiBLi

5 nikap IBaHuyk O.B.

MpuBaTHe Mane NignpPUEMCTBO, MEAUYHUIA LEHTP «[yNbC», TepaneBTUYHE BigaineHHs, M. BiHHUUSA

6 K.M.H. MuwiaHny I.1.

KuiBcbka KNiHiYHa NikapHA Ha 3ai3HM4HOMY TpaHcnopTi Ne2 dinii «LleHTp OXOpOoHM 340pOB’'S»
aKLiOHepHOro ToBapucTBa «YKpaiHCbKa 3ani3HnLSA», eHAOKPUHONOrIYHE BiaaineHHsa, M. Kuis

7 K.M.H. CTpunxak B.B.

KomyHasilbHe HeKoMepUiiHe nignpueMCTBO «3akapnaTcbka o0b6acHa KhiHiYHa nikapHSA iMeHi AHApIs
HoBaka» 3akapnatcbkoi ob6nacHoi paau, BigdineHHs Hedposorii Ta NporpamHoro remogianiay,
M. YXropof

8 4.M.H., npodp. CTyck B.MM.

KomyHasnibHe nignpuemMcTBo «J[HinponeTpoBcbka ob6nacHa KkiiHiYHa nikapHa iMm. |.1. MeuyHukoBa»
[JHinponeTpoBcbKoi 061acHoi paan», BigaineHHs Hedbponorii, JHINPOBCbKMA AepXaBHW MeanyHNiA
yHiBepcuTeT, Kadpegpa yposiorii, M. [Hinpo

9 O.M.H., npodh. PogioHosa B.B.

KomyHasnibHe HekomepuiiHe nignpuemMctBo «Micbka KiiHiyHa fikapHs Ned [HINPOBCHLKOI MiCbKOT
pagn», Micbkunii LeHTP Hedpponorii, JHINPOBCbKMIA AepXaBHUA MeQUYHUA YHIBEPCUTET, Kadegpa
nNpodeciinHMx XBOPO6 Ta KAiHIYHOT iMyHonorii, M. [IHINpo

4. «PaHgomi3oBaHe, NoABgiiHe cnine, nnauebo-KoOHTPOoIbOBaHe, baraToueHTpoBe AOCMIMKEHHSA O/18 OLHKM
6e3nekn Ta eqEeKTUBHOCTI IHAMBIAYya/IbHO TUTPOBAHUX MNEPOpasIbHUX [A03 PYHKauuryaty Yy naujieHTiB 3
KNiHIYHUM AiarHO30M XPOHIYHOT XBOPOOM HMPOK 3 LIYKPOBUM AiabeTom Ta/abo rinepTeHsieto, Ta Xxoua 6 ogHier0
CepLeBO-CYAMHHOI CYNYyTHbOK nNaToforien», kog gocnimpkeHHs No. BAY1101042 /18748, sepcia 2.0 3
iHTerpoBaHoto nonpaskoto 1 Big 03 BepecHs 2020p., cnoHcop - baiiep AlC, HimeuunHa

®a3za-lla

3asBHUK - TOB «baliep», YkpaiHa

Ne M.1.B. BignoBiganbHOro gocnigHuka

n/n Ha3ga Micus npoBefeHHA KiHIYHOro BUNPo6yBaHHSA

1 O.M.H., npodp. Aypap 1.O.

KomyHanbHe HekomepuiiHe nignpuemcTBo «KWiBCbkWii MIiCbKWil LEeHTp Hediposiorii Ta Aianisy»
BVKOHaBYOro opraHy KuiBcbkoi Micbkoi paan (KuiBCbKOT MICbKOI AepXaBHOI aagmiHicTpadil), Bigain
Hedpposorii Ta gianizy Nel, m. Kuis

2 nikap KopHeesa C.IT.

KomyHaslbHe HekomepuiiiHe MiANpUEMCTBO «3anopidbka 06s1acHa KAiHiYHa MikapHs» 3anopi3bKoi
061acHOI pagym, BigaineHHa Hedpoorii Ta gianisy, M. 3anopixks

3 K.M.H. [JopeLbknii B.B.

KomyHasnibHe nignpremcTBo «BosiMHCbka o6nacHa KiiHiYHa nikapHsa» BoavHCbKOT 06n1acHol paaw,
BigaineHHs Hedpponorii, M. Jlyubk
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Nikap Konomiuyk H.O.

KomyHasnibHe HekoMepLjiiiHe NigNpPUEMCTBO «KWIBCbKMIA MICbKWiA LLeHTp Hediponorii Ta Aianisy»
BMKOHaBYOro opraHy KuiBcbkoi Micbkol pagn (KWiBCbKOT MICbKOI AepXaBHOI aaMmiHicTpauir),
BifAiNeHHsA rocniTasibHOI Hedpponorii Ta Aianizy Ne2, M. Kuis

nikap Manywak O.B.

KomyHasibHe nignpuemMcTBo «[HinponeTpoBcbka obnacHa KniHiyHa nikapHa iM. 1.1, MeyHukoBa»
[JHinponeTpoBCcbKOT 06/1aCHOT paau, BigdineHHa gianisy (XpOHIYHOro remogianiay Ta ambynaTtopHoro
gianisy), M. [IHinpo

Nikap NaweHko C.B.
MpuBaTHe MiANPUEMCTBO MpMBaTHa BUPOGHMYA qoipMa «AUMHYC», NiKyBaslbHO-AiarHOCTUYHUIA
LeHTp, M. KponuBHULbKNMI

nikap I3aii A.B.
MegaunuHunii ueHTp TOB «EpenbBeiic Megike», nikyBasibHO-NpodhinakTnuHunii nigposain, m. Kuis

O.M.H., npody. MapTuHtok J1.T1.

KomyHanbHe  HekomepuiiiHe  nignpuMeEMCTBO  «TepHOMifibCbKa  YHIBEPCUTETCbKA  JliKapHA»
TepHoninbCbKOT 061acHOT paau, BigaineHHs Hedbponorii, TepHOMINbCLKUIA HALOHANbHWUIA MeaNYHNiA
yHiBepcuteT iMeHi |.H. FopbayeBcbkoro MiHicTepcTBa OXOPOHW 340pPOB'A YKpaiHu, kadenpa
BHYTPILIHLOT MeanuMHU Ne3, M. TepHoninb

5. «PaHgomizoBaHe, noggiiHe chnine, GaratoueHTPOBE AOC/IMKEHHSA TepaneBTUYHOI eKBIBa/IEHTHOCTI, L0
NPOBOAMTBLCA B NapanefibHux rpynax [Ans MOPIBHAHHA eqEeKTMBHOCTI, 6e3neyYyHOCTi Ta IMyHOreHHOCTI
npenapaty DMB-3115 a1 nigwkipHoro BBeAeHHs Ta npenapaty Ctenapa® BMpo6HuUTBa €C Yy NauieHTiB i3
XPOHIYHMM BSLLKOBMM MCOpia3om cepefHboro abo TSXKKOro CTyneHs», kog gocnimpkeHHs DMB-3115-2, Bepcis
Big 07 rpyaHs 2020 poky, cnoHcop - Dong-A ST Co. Ltd., Republic of Korea

daza - Il

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBeCTULje0 «AK'IOBIA PAC YkpaiHa»

Ne MN.1.B. BigNoBigaIbHOro [OCNIAHNKA,

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1 rosioBHUiA nikap Myray M.M.
MeanyHWin LeHTP TOBapMCTBa 3 06MEXEHOI0 BiANOBIZaNLHICTIO «MeanyHa KiiHika «bnaromen,
NiKyBasIbHO-AIarHOCTUYHMIA Nigpo3ain, M. Kuis

2 O.M.H. Pe3HiveHko H.10.
BilicbkoBuin rocnitasib (BilicbkkoBa 4YacTuHa A3309) BIiliCbKOBO-MEAMYHOTO KAIHIYHOrO LEHTPY
CxigHoro perioHy, TepaneBTUYHe BiA4i/leHHa (3 nanatamu  O19  HEBPOJIONYHUX  Ta
[epMaToBeHepooriyHmUxX XBopurx), M. 3anopixxs

3 K.M.H. ['ycak O.C.
MegunyHWiA LeHTP TOBapuCTBa 3 0OMEXEHOK BIAMNOBIAANBHICTIO «MefgnyHnii LeHTp «KoHcuniym
Megikan», KIiHIKO-KOHCY/IbTaTuBHE BigaineHHs, M. Knis

4 3aB. Big. AHgpatuko HO.B.
JlikyBaNbHO-AIarHOCTUYHUIA  LEHTP NpMBATHOrO NignNpuemcTBa «ACK/Ienin», MoMik/iHiYHe
BiAAINEHHS, M. Y>Xropop,

5 3aB. nigpo3ginom Manarypmny O.M.
JNikyBanbHO-AjarHOCTUYHWIA LUEHTP NPUBATHOIO MiANPUEMCTBA «ACKENi», BidOKPEMIEHWI
CTPYKTYpHMIA nigpo3ain (BiaaineHHs) Nel, m. JibBiB

6 O.M.H., npodp. WeBuyk C.B.
KniHika HaykoBo-A0CNiAHOro iHCTUTYTY peabiniTauii ocié 3 iHBasigHICTIO (HaBYa/lbHO-HAYKOBO-
NiKyBasibHWIA KOMNEKC) BiHHMLbKOro HalioHa/IbHOro MeguYHoro yHiBepcuTeTy iM. M.1. Muporoea,
Biggin Tepanii Ta KAiHIYHOI peBMaTosorii, pPEeBMaTo/IorivyHe BiAAINEHHS, BiHHULbKWIA
HaLioHa/TbHUIA Mean4yHWiA yHiBepeuTeT iM. M.I. Muporoa, kadeapa BHYTPILLHLOI MeauuUmHn Ne2,
M. BiHHMUS

7 rO/I0BHUIA fikap K.M.H. Myxwuuyk B.B.
KomyHasibHe HekomepuiiHe NignpueMcTBO «MiCbKWA LLKIpHO-BEHEPOOTriYHNiA ancnaHcep No2x»
XapkiBCbKOI MIiCbKOI pasiv, AMCNaHCepHe AepMaTo-BeEHePOoriYHe BiaAisIeHH:A, M. XapkiB

6. «PaHpgomizoBaHe noABiiHE cnine nnaueb0-KOHTPO/IbOBAHE KIIHIYHE  [OCTIiIKEHHS,

O BKUBYaE

ehekTVBHICTb Ta 6e3MeKy 3acTOCyBaHHS NepopasibHOr0 cemarnyTuay y nauieHTiB i3 No4aTKOBOK CTafieto
xBopobu Anbureimepa (EVOKE plus)», kog, gocnigpkeHHs NN6535-4725, chiHanbHa Bepcis 1.0 Big, 30 XKOBTHSA
2020 poky, cnoHcop - Novo Nordisk A/S, Denmark

®asza - lll, llla
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3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3sBa Micus npoBefeHHA K1iHIYHOro BUNPOBYBaHHSA

1. | A.M.H., npoch. Ay6eHko A.€.

MeanyHuin LeHTp NpMBaTHOrO NignpuemMcTBa «HelipoH», [lepxxaBHa ycTaHoBa «IHCTUTYT HEBPOAOTiT,
ncuxiaTpii Ta Hapkonorii HauioHasibHOI akagemii MeAWYHUX HayK YKpaiHu», Bigain AuTayol
NCUXOHEBPOJIOTii Ta NAPOKCM3Ma/IbHUX CTaHIiB, M. XapkKiB

2. rofloBHWIA nikap Bonouyk A.€.

KomyHanbHe HekomepujiiHe nignpnemcTBo «Ofecbkuii 06/1acHWUn MeAMYHUIA LLeHTP MNCUXIYHOro
300poB'A» OfecbKoi 061acHoi paau, BigaineHHa Nel8, M. Ogeca

3. | A.M.H., npodh. BaunHcbka H.HO.

JepxaBHa ycTaHoBa «IHCTUTYT repoHTonorii iMeHi O.9. YebotapboBa HAMH YkpaiHu», Biggin
BiKOBOI (Pi3iosiorii Ta narosiorii HEpPBOBOT cUCTEMU, M. KWiB

4. | A.M.H., npod. Mockosko C.T1.

MeanuHuii LeHTp ToBapucTBa 3 OOMEXEHOI BiAMoBifa/IbHICTIO «MeAnyHuii LeHTp «CasoTem»,
NiKyBa/IbHO-NPOhiNakTnYHWiA Bigain, M. BiHHMUSA

7. «PaHgowmizoBaHe, noggiiHe cnine, nnauebo-kOHTPOsIbOBaHe, bGaraToLeHTpoBe AocnimkeHHsa 3b dasn 3
METO0 OL|iHKM eheKTUBHOCTI Ta 6e3neyYHOCTi NiALKIPHOro BBEAEHHS FycesibKymMaoy A5 3MEHLLEHHS O3HaK |
CYMMTOMIB Ta CMOBI/IbHEHHSI PEHTIEHO/IONYHOT NPOrpecii y NauieHTiB 3 akTUBHMM NCOPIaTUYHUM apTPUTOM,
Koa pocnimkeHHs CNTO1959PSA3004, nonpaBka 1 Big 07 kBiTHA 2021 poKy, cnoHcop - Janssen
Pharmaceutica NV, Belgium / fAHcceH ®apmaueBTtuka HB, benbris

®aza - llIb

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHnka
n/n Ha3ga Micus npoBefeHHs K/iHIYHOro BUNpPo6yBaHHSA
1 ronosHuiA nikap beliko I.B.

1. MeguuHnii LEeHTp ToBapucTBa 3 OOGMEXEHOK BiANOBiIAANLHICTIO «LleHTp ciMeiHOT MeauumHK
N/KC», NiKyBa/IbHO-NPOdiNaKTUYHWIA Nigpo3ain, m.Knis

2 A.M.H. Tocnogapcbkuia |.4.

KomyHaslbHe  HekomepuiiHe  nignpueMcTBO  «TepHOMiNIbCbKa  YHIBEPCUTETCbKA  JIIKApHS»
TepHONiNbCbKOI  06nacHoi pagu, O6nacHWin  UEHTP KIIHIYHOT  IMyHOMOriT  Ta asnepronorii,
peBmarosoriyHe BigfineHHs, M. TepHoninb

3 K.M.H. Mapmiw O.O.

[JepxaBHa ycTtaHoBa «HauiOHasIbHWII HayKOBUI LEHTP «IHCTUTYT Kapgionorii iMeHi akajemika
M.O. CTtpaxecka» HauioHanbHOT akagemii MegnuHnx Hayk YKpaiHu, Biafi HEKOPOHAPHMX XBOPOO
cepus Ta pesmaronorii, M. Kuis

4 O.M.H., npod. M'Hnnopnéos A.M.

MeaunuHWiA LeHTp ToBapucTBa 3 0OMEXEHO BiANOBIAASIBHICTIO «IHCTUTYT peBMAatonorii», Biagin
KNiHIYHUX gocnigxeHb, M. Knis

8. «baratoueHTpoBe, MoAgiliHe cnine, nnaueb0-KOHTPOSIbOBAHE A[OCAIMKEHHS hasn 2 [N OUiHKK
6e3neyHOoCTi, edpeKTMBHOCTI Ta hapmakokiHeTukn npenapaty PRA023 B AKOCTI iHAYKLUiHOT Tepanii y nawuieHTis
i3 aKTMBHMM BUPA3KOBUM KOMITOM Bif, MOMIPHOrO [0 B&XKOIO CTYMEHA TAXKOCTI», KOZA4 AOCNiIKEeHHN
PR200-102, sBepcisa 1.0 Big 11 6epe3Hs 2021 poky., cnoHcop - «[pomeTeyc baiiocaieHci3 IHK.»/ Prometheus
Biosciences, Inc., CLLA

da3za -l

3aaBHuK - TOB «biomanac», YkpaiHa

No M.1.B. BignosiganbHOro gocnigHnKa

n/n HasBa Micus npoBefeHHS KAIHIYHOrO BUNPO6YBaHHS

1 O.M.H., npodp. 3axapawl HO.M.

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BiANOBIAASIBHICTIO «[apMOHIA kpacu», BigdifeHHs
KNiHIYHNX BUNPOGYBaHb, M. KniB
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9. «ocnimKeHHsA hasun 2 18 OuiHKM 6e3neYHOoCTi, NepeHOCMMOCTI Ta ehekTUBHOCTI KOMBIHaLil npenaparis
VIR-2218 i VIR-3434 y nauieHTiB i3 XpOHIYHUM BipyCHUM renatutoM B», kog pocnigpkeHHs VIR-2218-1006,
noyartkosa Bepcis Bif 12 nwoTtoro 2021 p., cnoHcop - «Bip biotekHonoaxu, IHK.» (Vir Biotechnology, Inc.),
United States

daza - Il

3asaBHUK - ToBapncTeo 3 O6MexeHoto BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisadis IHHodhapM-
YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka,
n/n HasBa Micus npoBefeHHS KAIHIYHOrO BUNPO6YBaHHS
1 | nikap Jo6psiHcbka M.A.
MeanyHuii LeHTp TOBapuCTBa 3 OOMEXEHOK BiAMOBISANLHICTIO «[apMOHIA Kpacw», BiOLITEHHS
KNiHIYHNX BUNPOGYBaHb, M. KniB

10. «PaHgomi3oBaHe, noAgiiiHe cnine, nnayebo-KkOHTPOIbOBaHe, B NapasiefibHMX rpynax, 6araToueHTpoBe
KNiHiYHe BUMNPOOYBaHHSA ans OLLiHKM edheKTMBHOCTI, 6e3neyHocTi Ta NepeHoCUMOCTi
JNJ-40411813, Ak [04ATKOBOrO JliKyBaHHSA y NauieHTiB 3 CYAOMHMMM Hanagamu 3 pokasibHUM novyaTkoMm 3
HeJoCTaTHLO BIAMNOBIAAI0 HA IeBeTUpaueTamM», Kof gocnimkeHHsa 40411813EPY2001, 3 nonpaskoto INT-1
Big 18.01.2021 p., cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

®a3a - lla

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

Ne M.1.B. BignoBiganbHOro gocnigHnKa
n/n HasBa micLs npoBeAeHHs K/iHIYHOTro BUMPOOYBaHHS
A.M.H., npodh. [lyb6eHko A.€.
1 KomyHasnibHe HekomepuiiiHe nignpuemcTBO XapkiBCbkOi obnacHoi paan «O6nacHa  KniHivHa
' ncuxiatpuyHa nikapHa Ne3», iKyBa/lbHO-AIarHOCTUYHUIA LEHTP ANs XBOpPMX Ha enifienciio 3
ncuxiaTpMyHO NaTosIorier, M. XapkiB
K.M.H. [leHncos €.M.
2 KomyHasnbHe  HekomepuiliHe nignpuemcTBo  «O6nacHa  KAiHiYHA  ncuxiaTpuyHa  nikapHs
' KipoBorpaacbkoi o6nacHoi pagu», NCUXOHEBPOSIOriYHe AucrnaHcepHe BigAaineHHs, cMT. Hose,
M. KponmBHUUbKMiA, KipoBorpaacbka 0611.
3aB. Bif,. BiTebcbka T.B.
3 KomyHanbHe HekomepujiiHe nignpnemcTBo «KuiBcbka MiCbKa MCMXOHEBPOJIOriYHA JslikapHsA No2x»
' BMKOHaBYOro opraHy KuiBCcbKOi Micbkol pagyn (KWiBCbKOT MICbKOI AepxaBHOT agMiHicTpal,ii),
KOHCyNbTaTUBHE BigAaiieHHs, M. Knis
4.M.H. Mopos C.M.
4 KomyHasibHe nignpuemcTBo «/[IHiNponeTpoBcbka ob6nacHa KhiHiyHa nikapHA iMm. |1, MeyHukosa»
' [HinponeTpoBCcbKOI 06/1acHOi pagn», 061acHWii LEHTP MCMXOCOMaTUYHUX POo3/iagiB Ha 6Gasi
NCUXOHEBPOOriYHOro BiaAiNeHHs, M. [Hinpo

11. «58-TvxHeBe BigkpuTe AocnimkeHHs TaBanagoHy Yy NauieHTiB 3 XBOPOOOK MapkiHCOHa (A0C/iAKEHHSs
TEMPO-4)», kog paocnipkeHHss CVL-751-PD-004, sepcis 3.0 Big 07 cepnHsa 2020 p., cnoHcop - Cepesen
Tepan'toTike, /INIC, CLLUA [Cerevel Therapeutics, LLC, USA]

®aza - Il

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micusi npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1 K.M.H. Mopo3 O.M.

KniHika [epXaBHOI yCTaHOBW «YKpPaiHCbKWA [AepXaBHUIA HayKOBO-AOCNIAHWUIA IHCTUTYT MeOMKo-
couianibHMX npo6nem iHBanigHOCTI MiHiCTepcTBa OXOPOHW 340POB'A YKpaiHu», BiA4in Meauko-
COLjaUTbHOT eKkcnepTu3n Ta peabdisniTalii Npy BHYTPILLHIX, HEPBOBKX XBOpO6ax Ta NCUXOCOMaTUUYHUX
po3sagax Ha 6asi Bifi/IeHHss HEBPOJIOTIT Ta NOrPaHNYHNX CTaHiB, M. JHINpo

2 K.M.H. Uepke3 A.M.

KomyHaslbHe HekomepuiiiHe MigNpUEMCTBO «3anopidbka o6s1iacHa KiiHiYHA fikapHs» 3anopi3bKoi
061acHOi pagu, HeBposiorivHe BigaineHHs Nel, M. 3anopixoks

3 3aB. Big. CkpunueHko I.P.

KomyHasibHe HekOMepL,iiHe NiANPUEMCTBO XapKiBCbKOT 06n1acHoi paan «ObnacHa KniHivHa nikapHsa»,
HeBposiorivyHe BigaineHHs Nel, m. XapkiB
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4 O.M.H., npod. MiweHko T.C.

JepxaBHa ycTaHoBa «IHCTUTYT HeBponorii, ncuxiaTpii Ta Hapkonorii HauioHanbHOT akagemil
MeOMYHNX HayK YKpaiHW», KIiHika BigAi1y CYyAUHHOT NaTonorii rosIoBHOT0 MO3Ky, M. XapkiB

5 K.M.H. Tomax H.B.

KomyHasnbHe HekomepuiiiHe nignpuemcTBo «Micbka nikapHsi Ne2» 3anopi3bkoi MiCbKoi paaw,
HeBPOJIOriyHe BigaiNeHHs, M. 3anopixks

6 O.M.H., npodp. KapabaHb |.M.

KniHika pepxaBHOI yCTaHOBU «IHCTUTYT repoHTosorii imeHi [O.®. YebotapboBa HauioHanbHOI
akageMii MeANYHUX Hayk YkpaiHw», Biggin kniHiyHoi disionorii Ta naronorii ekctpanipamigHoi
HepBOBOI cMCTeMU Ha 6a3i BigdiNeHHsa ekcTpanipamMiiHMX 3aXBOpPHOBaHb HEPBOBOI CUCTEMU, M. KKiB

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

MeguuHuii LeHTp ToBapucTBa 3 0OMEXEHOK BigNoBiAAIbHICTIO «MeanuHuii ueHTp «CanTem»,
NiKyBa/IbHO-NpohiNakTu4HMiA Bigain, M. BiHHMUA

8 K.M.H. Kanb6yc O.I.

KomyHasibHe mignpueMcTBo «[HinponeTpoBCcbka obaacHa KhiHiYHa nikapHsa iM. 1.1, MeyHukoBa»
[HinponeTpoBCcbKOi 06nacHoi pagu», BiggineHHs Hesponorii Nel, [HINPOBCbKUA AepXaBHWiA
MeAMNYHWI YHIBEPCUTET, Kadpeapa HeBponorii, M. JHinpo

9 K.M.H. HepsaHoBa HO.M.

KomyHasibHEe HekomepuiiHe nignpueMcTBo «Micbka nikapHa Ne9» 3anopi3bkoi MiCbKOT paaw,
BigAiNeHHs HEBPOOrii, M. 3anopixKs

10 | K.M.H. CaHoupbkuin A.€.

KoMyHasibHe HekoMepUiinHe nignpremMcTBo JIbBIBCbKOI 061acHOT paan «/IbBiBCbka 06/1acHa KriHivyHa
NiKapHs», HEBPOOrivyHe BigaineHHs, M. JIbBiB

11 yneH-kop. HAMH Ykpainn, g.m.H., npod. 435k J1.A.

MeguyHuii LeHTp JHINPOBCLKOrO AEPXXaBHOITO MeAMYHOr0 YHiBEPCUTETY, [HINPOBCLKUIA AePXaBHNI
MeANYHWIA yHIBepcuTeT, kadieapa HEPBOBKX XBOPOO6 Ta Helpoxipyprii chakynbTeTy NicasgunIoMHOT
0CBiTW, M. [IHINpO

12. «PaHpomi3oBaHe, BiAKpUTE, KOHTPOJ/IbOBaHe, OGaraToUeHTpoBe [JochnimkeHHs ha3nm 3 npenapaty
3aHpenicn6 (ME-401) y kombiHauii 3 puTykcumaboMm y MOPIiBHAHHI 3i CTaHAapTHOK iMyHOXIMiOTepanieo y
NauieHTIB 3 peunamByUOI0 IHAONEHTHOK HEXOMKKIHCLKO niMdhomotro (IHXJT) — pocnigxeHHs COASTAL»,
koA pocnimkeHHs ME-401-004, nonpaska 1 Big 11 nuctonaga 2020 poky, crnoHcop - «MEI ®apma, [HK.»/ MEI
Pharma, Inc., CLLUA

Pa3za - Il

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

Ne M.l.6. BignoBigasbHOro AocnigHvka

n/n HasBa MicLsl NpoBeAeHHSs KMiHIYHOTo BUNPO6YBaHHS

1 nikap Horaesa /1.1.

KomyHanbHe HekomepuiliiHe nignpueMcTBO «Yepkacbkuii 061aCcHWn  OHKONOTiYHWUIA - AucnaHcep
YUepkacbkoi o61acHoi pagu», 06iacHWii NikyBaslbHO-AiarHOCTUYHWI remMaTooriuHni LIeHTp,

M. Yepkacu

2 O.M.H., npod. BoHpapeHko .M.

KomyHanbHe HekoMmepuiliHe nignpuemcTtBo «Micbka KiiHiYHa nikapHa Ned» [IHINPOBCbLKOI MiCbKOI
paau, XimioTepaneBTuYHe BiAAiNEHHA 3 AEHHUM cTalioHapoMm, JHINPOBCLKUI AepXaBHUA MeaNYHNI
yHiBepcuTeT, Kadpeapa OHKO/OTIi Ta MeiyHoi pagionorii, M. [IHinpo

3 A.M.H. Camypa B.B.

KomyHasibHe HekoMepujiiHe nignpMeMCTBO «3anopidbka 06s1acHa K/iHiYHA JlikapHs» 3anopisbkol
06/1acHOT pagu, reMaTonoriyHe BigAiIEHHS, M. 3anopixKs

4 3aB. Bia. WesHs C.IM.

KomyHasibHe HekomepLiiHe NignpueMCTBO «IMoAibCbKNIA PerioHaIbHUIA LLEHTP OHKOOTIT BiHHMLBKOT
o6nacHol Pagu», BigaineHHs ximiotepanii, M. BiHHMUSA

13. «KowwukoBe pgocnigxeHHs dhasn 2 3aCTOCYBaHHS MepopasibHOro iHribitopa TRK napoTpekTiHioy Yy
nauieHTiB 3 NyxaAMHaMu, NO3NTUBHMMM 3a 3nuTTAM reHiB NTRK», ko gocnimkeHHs BAY 2757556 | 20289,
Bepcisa 10.0 Big 16 rpyaHs 2020, cnoHcop - baiiep KoHcblomep Kep AT, LUBeliyapis

Pa3za - Il

3anBHUK - TOB «baliep», YkpaiHa

[ Ne | M.1.6. BigNOBIAANLHOTO AOCAIAHMKA
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n/n

HasBa micLsl npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

K.M.H. KykyLlikiHa M.M.
HauioHanbHWiA iIHCTUTYT paky, HayKoBO-A0CNiAHE BigAiIeHHSA MYX/IVH LIKIPU Ta M’SKUX TKaHWH Ha 6asi
BifAi/IEHHS OHKOOPTONEAil Ta NYX/IMH LKIPW | M’AKUX TKaHWH, M. KniB

14. «TALAPRO-3: PAHAOMI3OBAHE, NMOABIVHE CNIMNE AOCAIKEHHSA ®A3U 3, WO MPOBOANTHCH
3 METOK MOPIBHAHHA TAJTASOMAPUBY B KOMBIHALT 3 EH3ANYTAMIAOM TA MNALEBO B
KOMBIHALLIT 3 EH3ANYTAMIAOM Y YONOBIKIB 13 METACTATUYHUM TOPMOHOYYT/IMBM PAKOM
MNEPEAMIXYPOBOI 3AN03M 3 MYTALIEKD FEHA DDR», Kog, gocnimkeHHs C3441052, octaTtouHa BepCist
nNpoTOoKOoNYy Big, 28 ciuHa 2021 poky, cnoHcop - MNdpaiisep IHk., CLUA

®asza - Il

3asaBHUK - Mdcpalizep IHK., CLUA

Ne M.I.6. BiANOBiAaIbLHOrO AOC/IAHNKA,

n/n HasBa Micus NpoBeAeHHS KiHIYHOTO BUNPOOGYBaHHS

1 3aB.Big. HanbaHgsH T.A.
KomyHasibHEe HekoMmepuiiiHe nignpueMcTBo  «O6GNACHUIA  UEHTP OHKOJIOri», OHKOYpOJSIOriYHe
BiAAiSIEHHS, M. XapKiB

2 Nikap Mouynsk A.B.
KomyHasibHe HekomepLiHe NianpueMcTBo «Ob6nacHa KniHiyHa nikapHs IBaHO-®paHkiBCbKOi 06/1aCHOT
pafav», BigAiIeHHS yponorii, M. IBaHO-®PpaHKiBCbK

3 O.M.H., npodp. CTych B.IM.
KomyHasibHe nignpruemcTBo «/[HinponeTpoBcbka obnacHa KniHiyHa nikapHa im. 1.1, MeuHukoBa»
[HinponeTpoBCcbLKOT 061acHOT paav», BigaiieHHs yposorii Ne2 (oHkonorivyHe), M. JHinpo

4 nikap Kynséa A.M.
MegunuHuin  LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAAILHICTIO «ACKNEMIOH», CTauioHapHWiA
nigpo3gin, Kniscbka 06nactb, Kneeo-CBATOLMHCHKUIA paiioH, ¢. Xo40ciBka

5 K.M.H. Agamuyk I".A.
KomyHasibHe nignpuemMcTBo «KpuBOPI3bKMIA OHKOOTIYHNIA AncnaHcep» [HiNponeTpoBCbKOi 061acHOT
pagu», XimioTepaneBTUYHe BifdiNeHHS,
M. Kpmsuia Pir

6 K.M.H. Pncnaesa [.E.
JlikyBanbHO-AiarHOCTUYHWIA LEHTP TOBapucTBa 3 OOMEXEHOKW BifgnoBigasbHICTIO «Megikc-pei
IHTepHewHn Tpyn» JlikapHA i3painbCbkoi OHKONOrT «LISOD», BigAiNeHHs1 KAiHIYHUX Ta HayKOBUX
pocnimpkeHb, Kniscbka 06/1., OBYXiBCbKWIA p-H, €. Ma0TH

7 O.M.H., npody. CtaxoBcbkuii E.O.
HauioHaslbHWIn IHCTUTYT paky, HaykoBO-AOCNiAHE BiAAIEHHS NNACTUYHOI Ta PEKOHCTPYKTUBHOIT
OHKoyponorii, M. KuiB

15. [OdocnipxeHHa Ib/ll da3n kombiHOBaHOI Tepanii 3 nemoponisymacom (MK-3475) npu nikyBaHHI
MeTacTaTUYHOro KacTpaLiliHO-pe3nCTEHTHOIO paky nepeaMixypoBoi 3a103u (MKPPIM3) (KEYNOTE-365), kof
BunpobysaHHAa MK-3475-365, Bepcia 3 iHkopnoposaHot nonpaskoto 09 Big 16 kBiTHA 2021 poky, CNOHCOop -
«Mepk Wapn EHg Joym Kopn.», fovipHe nignpuemctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

®aza - Ib/ 1l

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

No MN.1.B. BignosiganbHOro gocnigHunka,

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 O.M.H., npody. BoHaapeHko |.M.
KoMyHasilbHEe HeKoMepuiiiHe nignpuemMcTBo «Micbka K/iHiYHa nikapHa Ned» [HINPOBCbKOT MICbKOT
pagu, XimioTepaneBTUYHe BiAdiNEeHHA 3 AEHHMM CTaLjioHapoM, [HINPOBCbKNIA AepXaBHUA MeaNYHWIA
YHiBepcuTeT, kKaddepa OHKOOriTi Ta MeAnyHol pagionorii, M. HINpo

2 3aB. Big. HanbangsH T.A.
KoMyHanibHEe HekomepuiiHe nignpuemctBo «OO6MaCHUA LEHTP OHKOMOrii», OHKOYpOsoriyHe
BifAiNIeHHSA, M. XapkKiB

3 O.M.H., npogp. Ctycb B.IM.
KomyHasibHe nignpuemMcTBo «[HinponeTpoBcbka obnacHa KhiHiyHa nikapHa iM. 1.1, MeyHukoBa»
[JHinponeTpoBCcbKOi 061acHOI paau, BigaineHHs yposorii Ne2 (oHKoyposioriyHe), M. [IHinpo
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16. «Bigkpute, paHOoOMi3oBaHe, KOHTpo/iboBaHe, 3 ha3n JocnifpkeHHs eHdopTymMady BeAOTUHY B
koMb6iHaLii 3 nembponizymaboM Yy MOPIBHAHHI 3 sMWwe XiMioTepanielo nNpuW paHdile He JlikoBaHOMY
MicLieBornowpeHoMy abo MeTacTaTUYHOMY YpOTenia/isHOMY paky», kof gJocnigpkeHHs SGN22E-003,
nonpaska 3 Big 10 siroToro 2021 poky., cnoHcop - «CimkeH IHK.»/ Seagen Inc., CLUA

®a3za - Il

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

No M.1.6. BignosiganbHOro gocnigHnkKa

n/n HasBa micus npoBefeHHS KiHIYHOrO BUNPO6YBaHHS

1. | nikap CiHenbHikoB I.B.

KomyHasibHe nignpueMCTBO «BOMUHCBHKMIA 06NaCHWI MeAWYHWIA LLEHTP OHKOJONi» BOMWHCBKOI
06/1acHOI paauy, OHKoNoriYyHe XiMioTepaneBTUYHE BiA4iIeHHSA, M. JIyLbK

2. | A.M.H., npod. BoHaapeHko |.M.

KomyHasibHe HekomepuiiiHe nignpremcTBo «Micbka KniHiuHa nikapHa Ned» [IHINPOBCHKOI MiCbKOI
pagu», XiMmioTepaneBTW4YHe BIAAINIEHHA 3 LEHHMM CcTauioHapoM, /[HINPOBCLKUA AepXXaBHWUIA
MeVYHWNI YHIBEpCUTET, Kaddegpa OHKOOrii Ta MeanyHol pagionorii, M. IHINpo

3. | nikap Kynata A.M.

MegnyHuin UeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAA/BLHICTIO «ACKMNEnioH», CTauioHapHWi
nigpo3ain, c. Xogocieka, KNeeo-CBATOWNHCLKWI p-H, KniBcbka 0611.

4. K.M.H. Agamuyk I".A.

KomyHanibHe nignpuemMcTBo  «KpMBOPI3bKWI  OHKONOTIYHWIA — AMcnaHcep»  [HiNPoOneTpoBCbKOI
ob6nacHol pagu», xiMmioTepaneBTUYHe BiaAineHHs, M. Kpusuii Pir

5. | A.M.H., npodh. Ctycb B.IM.

KomyHasnbHe nignpuemMcTBo «[HinponeTpoBcbka ob6siacHa KniHiYHa nikapHa iM. 1. MeyHukoBa»
JHiNponeTpoBCbLKOT 06/1aCHOT paaun», BigaineHHs yponorii Ne2 (oHKonorivyHe), M. JHinpo

6. | A.M.H., npoch. YopHobai A.B.

KomyHanbHe nignpmemctBo «[loATaBCbKMIA  0GMACHWIA  KIIHIYHWIA  OHKOMOTIYHWI  gucnaHcep
MonTaBCbKOI 06/1aCHOT paan», YposorivyHe BigdineHHs, M. Nontasa

7. | 3aB. Big. WeBHA C.IM.

KomyHasnibHe HekomepuiiHe nignNpueMCTBO  «[lMOAIIbCbKUIA  perioHasIbHUA  LLEHTP  OHKOAOTII
BiHHUUBKOT 061acHOT Paaun», BigdineHHs ximiotepanii, M. BiHHULSA

8. 4.M.H. KoBansos O.0.

MeanyHW LEHTP TOBApPMCTBA 3 0OMEXEHOH BiANOBIAANBHICTIO «HOnic», M.3anopixks

9. 3aB.Bign. Apo6Hep I.T".

KomyHasibHe HekomepuiiHe NigNPUEMCTBO «XMEeJIbHULbKMIA 061acHUiA MPOTUNYX/IMHHUIA LLEHTP»
XMesbHULbKOT 06/1aCHOT pagu, BiAAiNEHHS HOBOYTBOPEHb IPYAHOT 3a/103U, LWKIPU, M'SKUX TKAHWH Ta
KICTOK, M. XMeNbHULbKNIA

10. | nikap Xonygesa J1.0.

KomyHanbHe  HEKOMepLjliHe  NigNPUMEMCTBO  «3akapnaTtCbKUili  MPOTUNYX/IMHHWIA  LEHTP»
3akapnarcbKoi 06/1acHOT pagu, XimioTepaneBTUYHE BiAdINEHHS, M. YXXropo,

11. | 3aB. Bia. HanbaHasH T.A.

KomyHaslbHEe HeKoMepuiiiHe nignpueMcTBo «O6GNACHUA LEHTP OHKOJOTii», OHKOYPONOriYHe
BigAiNeHHs, M. XapkKiB

12. | 3aB. Bia. CaHaypcbkuin O.I.

KomyHanilbHEe HekoMepuiiiHe nignpneMcTBo «O6nacHa KiHiYHa NikapHSa  IBaHO-PpaHKiBCbKOT
06n1acHoi paan», yponoriyHe BigaineHHs, M. IBaHO-®paHKiBCbK

17. «baraToueHTpoBe, BiLKpWUTE, paHLOMi30BaHe AOCMIMKEHHA 3 MOPIBHAMBHOI OLIHKM e(qIEKTUBHOCTI Ta
nepeHocuMocTi npenapaty BpuH3onamig+BpuMOHIAMHY TapTpart, kpanni Ou4Hi, cycneHsia 10 mr/mn+2
Mmr/mn, BupobHuuTtea AT «®Papmak», YkpaiHa Ta npenapaty CiMopuH3a®, kparnsii 04Hi, BUPOBHMLTBA «AJKOH-
KyBpbop», Besbrisi y naujieHTiB 3 BigAKPUTOKYTOBOIO r1ayKOMOI ab0 O4YHO rinepTeHsiern», Koh AOCNiIKEeHHS
FM-BMN-BZN-20, sepcisa No2 Big 25.06.2021, cnoHcop - AT «®apmak», YkpaiHa

MopiBHANbHE hapMakoguHaMiYHe AOCTIIKEHHS

3aaBHuK - AT «®apmak», YkpaiHa

No MN.1.6. BignosiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. CanamiH O.C.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka K/iHiyHa nikapHs Neld iMm. npodp.
JNI.J1. TipwmaHa» XapkiBCbKOT MiCbKOT paau, 1V MikpoxipypriyHe BigainieHHA NiKyBaHHSA rnaykomu Ta
HEP Ne13 Big 22.07.2021
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KaTapaktu, M. Xapkis

2. K.M.H. MoBx B.J1.

MpuBaTHE nNIANPMEMCTBO NpuBaTHa BUPOOHMYA oipMa «ALMHYC», NiKyBaslbHO-AiarHOCTUYHWIA
LUeHTp, M. KponvBHULEKNMIA

3. nikap Komapropogacbka |.J1.

KomyHasibHe HekoMmepLujiiHe MiANPUEMCTBO «BiHHMLbKA Micbka KniHiYHa NikapHa Ne3x», BigaineHHs
«MicbKuii LEHTP MiKpoXipyprii oka», M. BiHHMLA

4. | nikap Kip'aH M.M.

KomyHasnibHe HekoMepuiiiHe MigNpMeEMCTBO «Yepkacbka ob6sacHa nikapHs Uepkacbkol o6nacHoi
pagv», opTanbmorsoriyHe BigaineHHs, M. Yepkacu

18. «[opiBHANbHE, paHAOMi3OBaHe, MOABiiHE cnine, nepexpecHe, 3 [ABoMa nepiojamn i ABomMa
NOCNiJOBHOCTSAMY, 3 NEPIOLOM BigMMBaHHA 5 Ai6 gocnigpkeHHs | has3n rinepiHCYNIHEMIYHOTO yr/liKeMIiYHOro
KNeMny 3 BWKOPWUCTaHHSAM OAHOPAa30BMX MIAWKIPHUX [03 KaHaudaTa-6iocumingpa Xymogap B100P B
MOPIBHSIHHI 3 pechbepeHTHUM fikapcbkum 3acobom XymyniH HIMX», kog gocnigpxeHHs INO1-H, Bepcia 1.4 Big 19
nwotoro 2021 poky, cnoHcop - lMpuBaTHe akuioHepHe ToBapucTBO «[10 BMPOGHMLTBY iHCYNIHIB «IHAAP»,
YKpaiHa

da3za — |; gocnigkeHHsi 6ioekBiBaSIEHTHOCTI

3asBHuK - TOB «Bepym KniHikan Picepu», YkpaiHa

No MM.1.B. BignoBigabLHOro focigHuKa
n/n Ha3Ba Micus npoBeAeHHA K/iHIYHOro BUNPOOGYBaHHS
K.M.H. Onekcuk O.T.
1. KomyHanbHe HekomepLiliHe MignpreMcTBO «3akapnartcbka obsiacHa K/iHiYHa ikapHA iMeHi AHApis

HoBaka» 3akapnatcbkoi 06/1aCcHOI paay, eHO0KPUHOJIONYHE BigAiNeHHs, M. YXXropog,

ArHewka Linbynbcki
2. SYNLAB Analytics & Services Switzerland AG, M. BipcchenbaeH, 4127, LUselinapia (npoBefaeHHs
6ioaHaniTM4HoOI YacTuHu KB)

19. OHOBNEHUI NPOTOKO/ K/iHIYHOrO gocnimkeHHsA, Bepcia 6, nonpaBka 5 Big 04 6epe3Ha 2021p.;
CnpoujeHe [O0CbE AOCNIMKYBAHOIO JiKAPCbLKOro 3aco6y: S-649266 nOpOLWOK Ansi po3yuuHy Anas
iHy3ili, 1 ridonakoH, Cekuia 2 fAkictb, Bepcia 011-5 Big 09 kBiTHA 2021p., aHrNiICbKOIO MOBOIO;
MoaoBXeHHA TepMiHy NPUAATHOCTI [OCNIAKYBAHOIO JliKApCbKOro 3acody S-649266 nopollok Ans
po3uuHy ansa iHdysiii, 1 richnakoH go 60 micAuiB; 3MiHa Ha3BW 3asiBHUKA KMiHIYHOTO BUNPOGYBaHHA 3
TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc YKpaiHa» [0 NPOTOKOMY K/IHIYHOro AOCAifKEHHS
BigkpuTe HenopiBHAMbHE AOCNIMKEHHA A9 OLiHKM 6e3nekun, NnepeHOCUMOCTi Ta hapMakoKiHETUKN Pa3oBuX i
baraTopasoBux 03 uedpigepokony y rocnitanizoBaHux negiaTpuyHmMx nauieHTiB BikOM Bifg 3 MicsAuiB 40
MeHLLUe Hix 18 pokiB i3 nigo3ptoBaHMu abo NigTBEPIKEHUMU aepPOBHUMN rPaMHeraTuBHUMK 6akTepialbHUMK
iHbekuiamu., ko gocnigpkeHHs 1802R2135, sepcis 4, nonpaska 3 Bif, 28 kBiTHA 2020 p; cnoHcop - LLioHoaxi
Bi.Bi. [Shionogi B.V.], Hinepnanau

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

20. OHoBneHuii npotokon D5290C00004 iHkopnopoBaHuii nonpaBkol 1 Big 1 nwtoro 2021 p.,
aHrniiicokoro MoBor; HeoGoB’siskoBa pgogatkoBa opma iHoOpmMoOBaHOI 3rogu ydyacHuKa
[OcCnipKeHHA Ha anbTepHaTUBHI 3axoau gnA 3B’aA3Ky yepe3 COVID-19, Bepcia V2.0UKR(uk)1.0 Big 02
yepBHA 2021 poKy, nepeknaj YKpaiHCbKOK MOBOK Big 17 uepBHA 2021 poky; HeoGoB’AaskoBa
popatkoBa chopma iHpopmoBaHOI 3rogM ydyacHuUKa AOCHIMKEHHA Ha anbTepHaTUBHI 3axoau Ans
3B’A3Ky uepe3 COVID-19, Bepcia V2.0UKR(ru)1.0 Big 02 uepBHA 2021 poKy, nepeknag pocilicbKoto
MoBOIO Big, 17 uepBHA 2021 poKy; J/IMCT-yTOUHEHHA LWOAO Bi3UTIB AoAoMy nig yac naHgemii COVID-19,
Bepcia V02 Big 05 KBiTHA 2021 poKy, Nepeknaf yKpaiHCbKOlo MOBOIO Bif, 25 TpaBHA 2021 poky; [locbe
AocnigkKyBaHoOro nikapcbkoro 3aco6y: Po3gin «faHi 3 sAKOcTi», Bifg 6epe3Hsa 2021, aHrnificbKoto
MoBOI0; MoaoBxeHHs TepmiHy npugaTtHocTi A/13 MEDI8897 (Nirsevimab) ao 48 micsauis; 3miHa Ha3BuU
nignpuemcTBa, WO 3gilicHioe Bunyck npenapaty — 3 Medimmune Pharma B.V., Netherlands Ha
AstraZeneca Nijmegen B.V., Netherlands po npoTokony KniHIYHOrO [ocnimpKeHHA «PaHaomi3oBaHe,
noZgiiHe cnine, niauebo0-KOHTPOIbOBaHE LOCAIMKEHHS (dasn 3 AN OuiHKM 6e3neyYHOCTi Ta eDEKTUBHOCTI
npenapaTty MEDI8897, MOHOK/10Ha/TbHOTO aHTUTINIA A0 pecnipaTopHO-CUHLMTIaIbHOTO BipyCy 3 NOAOBXEHUM
nepiogomM HaniBBMBEAEHHS, Y 3[40POBUX Mi3HIX HEAOHOLIEHMX Ta AoHOoLWeHUX HemoBnsaT (MELODY)», ko
pocnigpkeHHss D5290C00004, chiHanbHa Bepcis Big 05 kBiTHA 2019 poky; cnoHcop - Medimmune, LLC, CLUA
3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULieo «ANK IOBIA PAC YkpaiHa»
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21. OHoBneHi pos3ginn 3.2.P. focbe pAocnigKXyBaHOro snikapcbkoro 3zacody JNJ-67896062-AAA,
TabneTkn, BKpuTi o6onoHkoro, 10 mr, 37,5 mr Ta 75 Mr Ta BignosigHoro nnaue6o Big 12.04.2021 p.;
3anyuyeHH A0[aTKOBOro BUPOOHUKa AocnigkyBaHOro Jikapcbkoro 3acody JNJ-67896062,
MauiTeHTaH, TaGn1eTKU, BKpUTi 060/10HKOM0, 10 Mr, 37,5 Mr Ta 75 Mr Ta BignoBigHoro nnaue6o - Catalent
Germany Schorndorf GmbH, HimeuuuHa; lMogoBXeHHAI TepMiHY NPUAATHOCTI AOCAiIMKYBaHOro
nikapcbkoro 3aco6y JNJ-67896062, maniTeHTaH, Tab/1eTKu BKpUTI 060/10HKOMO, 37,5 Mr Ta 75 mr go 30
micauiB; Jopatok 1 go Bpowypu focnigHuka, BugaHHa 18, Big 21.05.2021 p.; 3miHa Micus npoBefeHHs
KNiHIYHOro BUNPOGYyBaHHA; 3MiHa Ha3BU MicLb NPOBeAEHHSA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKONYy
KNiHiYHOro pocnimkeHHs «lpocnekTMBHe, GaratoueHTpoBe, NoABiiHE cnine, 3 MOABIAHOK iMiTaui€to,
paHAoMi30BaHe, 3 akTVBHUM KOHTPOJIEM, B NapanesfibHUX rpynax, 3 MOCAiAOBHUM BK/IIOYEHHSAM Tpym,
afanTMBHE, KOHTPOJ/IbOBAHE 3a NoAiAMU K/TiHIYHE JOoCNiMKEHHA TPeTbol hasn ANs NOPIBHAHHA edPeKTUBHOCTI,
6e3MeyHoCTi Ta NepeHOCUMOCTi MauiTeHTaHa 75 Mr 3 mauiTeHTaHoMm 10 Mr y nauieHTiB 3 JIereHeBoto
apTepiasibHOI0 TinepTeH3ielo 3 NnojasibliMM MepiogoM BIOKPUTOrO JliKkyBaHHA MauiTeHTaHoOM 75 Mr», Koj,
pocnipkeHHa AC-055-315, nonpaBka 2, Bepcia 3 Big 6 cepnHa 2020 p.; cnoHcop - «AHCCEH
®APMALIEBTUKA HB», Benbrist

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNno

CTANO

A.M.H., npodp. Lienyiiko B.I.

KomyHasibHe HekopmepLiiHe nignpnemcTeo «Micbka
KniHiyHa nikapHsa Ne8» XapkiBCbKOi MICbKOI paju,
KapAionoriyHe BigdiIeHHSA AN XBOPUX Ha iHapKT
Miokapga Ne2, XapkKiBCbKa MeguuHa akagemis
nicnAAUNJIOMHOI OCBITY, Kacheapa Kapaionorii Ta
(PYHKLiOHaIbHOT AiarHOCTUKU, M. XapkiB

A.M.H., npodh. Lienyiiko B.1.

KomyHasibHe HekopmepLiiHe niANpUEMCTBO
«Micbka KniHiuHa nikapHa Ne8» XapkiBCbKOT MiCbKOT
pagw, KapgionoriyHe BigAileHHS AN XBOPUX Ha
iHhapKT Miokapaa Ne2, M. XapkiB

4. 3miHa Ha3su Micyb rnPoBeodeHHs K/1iHIYHO20 B8uUr

06YBaHHSA:

BYNO

CTANIO

3aB. Big. Kynuk A.B.

KomyHasnbHe HekomepLiiHe nignpUeEMCTBO
«Yepkacbka obnacHa nikapHs Yepkacbkoi ob6nacHoi
pagu», KapgionorivyHe BigaineHHs, M. Yepkacu

3aB. Bifg. Kynuk A.B.

KomyHasnbHe HekomMepLiiHe nigNnpPUeEMCTBO
«Yepkacbka obs1acHa nikapHsa Yepkacbkoi 061acHoT
pagu»,  KapaiopeBmaTrosioriuHe  BiaAineHHs,
M. Yepkacu

A.M.H., npodp. CipeHko F0.M.

[epxaBHa ycTaHoBa «HalioHanbHUA HayKoBWiA
LEeHTp «IHCTUTYT Kapgionorii iMeHi akagemika
M.[.CTpaxecka» HauioHanbHOT akagemii MegnuyHmx
HayK YkpaiHu», BigAiIEHH CUMNTOMATUYHUX
aprTepiasibHUX rinepTeHsii, m. Kuis

AO.M.H., npoc. CipeHko F0.M.

[epxaBHa ycTaHoBa «HauioHa/IbHWII HayKoBWiA
UeHTp «IHCTUTYT Kapaionorii iMeHi akagemika
M.[.Ctpaxecka» HauioHanbHOT akagemii MmeguyHux
HayK YkpaiHuv», BigAin BTOPUHHUX i NnereHeBuX
rinepreHsiii, m. Kuis

K.M.H. Bacunbesa J1.1.
KomyHasibHe MigNpMEMCTBO  «/[IHINPONETPOBCLKNI

K.M.H. BacunbeBa J1.1.
KomyHasibHe nignpuemMcTBo  «/JHINPONEeTPOBCLKMIA

o6nacHUA  KIIHIYHUIA  UEeHTP  Kapgionorii  Ta | obnacHuiA  KNiHiYHWIA — UeHTp  Kapgionorii  Ta
Kapgioxipyprii»  [HiNponeTpoBCbKOI obnacHoi | kapajioxipyprii»  [HINponeTpoBCbKOi  061acHoi
paau», BiaaineHHa kapaionorii, fiepXaBHuUi 3aknag | paan», BigaineHHs kapgionorii, AHinpoBcbKuii

«[lHinponeTpoBCbKa MeauvHa akagemis
MiHicTepcTBa OXOpPOHU 3A0pPOB‘A  YKpaiHU»,
kadpefpa BHYTPiLLHbOT MeanumHn Ne3, M. [IHINpo

AepXaBHUA MeguuyHMIT  yHIBepcuTteT, Kadegpa
BHYTPILWHbLOT MeguunHn Ne3, M. JHinpo

22. focbe pocnimkyBaHoro nikapcbkoro 3aco6y Melflufen (IMPD): Posgin "flkicTb Jlikapcbka
Cy6cTaHuis | Quality Drug Substance", pegakuis Big 15 uepBHA 2021 p.; Po3gin "Akictb JlikapcbkKii
npenapar |/ Quality Medicinal Product”, peagakuia Big 15 uepBHA 2021 p. 4O NPOTOKOAIB KNiHIYHUX
JocnigpkeHs «PaHOoMi30BaHe nepexpecHe gocnimkeHHs |l dpasm, wo npoBognTbCA y ABa eTanv 3 MEeToH
MOPIBHSAHHA (DapMaKkOKIHETUYHNX XapaKTEPUCTUK i OLiHKM 6e3MeYHOCTi Ta nepeHocumocTi mendnydeHy npu
BHYTPILLHLOBEHHOMY BBE/IEHHI B NepudyepuyHi Ta LeHTpasibHi BEHM Mpu NiKyBaHHI NAUEHTIB i3 peLuavMBHO0 Ta
pedpakTepHO0 MHOXMHHOK MIETIOMOLO», KoA, AocnimkeHHs OP-109, pepakuis 2.2, MNonpaeka 3 Big 10
6epesHs 2021 p.; «PaHgomizoBaHe KOHTPO/bOBaHE, BigkpuTe gocnimpkeHHs Il dpasn 3 MeTo NopiBHSIbHOT
ouiHkn mendpnydeHy, Wo 3acTOCOBYETLCA B MOEAHAHHI 3 gapaTyMyma6oM, i gapaTyMmymaty npu nikyBaHHi
nauieHTiB i3 peunanBHO abo peuuanBHOK Ta pedpakTePHO MHOXWHHOK MIENIOMOID», KOA, AOCAIMKEHHS
OP-108, pepakuisa 2.1, Monpagka 2 Big 25 nuctonaga 2020 p.; cnoHcop - «OHkonenTtainac Ab» [Oncopeptides
AB], WBeuis

HEP Nel3 Big 22.07.2021
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3aasHuK - TOBAPUCTBO 3 OBMEXXEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

23. OHoBneHwuii npotokon Bepcis 1.0 3 nonpaBkoto 5 Big 24 notoro 2021 poky, aHrNiiCbKOO MOBOIO;
Xbrane_XBR1001__ IHchopmauia ana nauieHta Ta dopma iHpopMmoBaHOi 3roau_ YkpaiHa _Homep
Bepcii: 3.1_Jara: 25 Gepe3Hsa 2021 p., yKpaiHCbLKOIO Ta pociiicbkoo moBamu; Xbrane_XBR1001_ I3
BariTHOI napTHepku_YkpaiHa_Homep Bepcii: 3.1_[Jlata: 25 Gepe3Hsa 2021 p. , yKpaiHCbKOKO Ta
pociiicbkolo moBamMu; 3MiHa agpecu CNOHcCOpa KMiHIYHOrO BUMNPOOYBaHHA; 3pPa3oK EeTUKETKN 3
iHchopmauielo Npo npenapar ykpaiHCbKol MoBOLO: Xlucane a6o Lucentis® nepBuMHHE NakKyBaHHS,
Bepcia 2.0 Big 19 Gepe3HAa 2021p.; 3pa3oK eTUKeTKM 3 iHpopmauielo Npo npenapaTr yKpaiHCbKOKO
moBoto: Xlucane a60 Lucentis® BTOpMHHE nNakyBaHHA, Bepcisa 2.0 Big 19 6epe3Hsa 2021p.; MogoBXeHHA
TepMiHy NPoBeAEHHA K/iHIYHOro BUNpoOyBaHHA B YKpaiHi A0 15 ciuHa 2022 poky; flonoBHeHHA 1 Bif,
noTtoro 2021p. ao Pospiny 2.1 locbe gocnigKyBaHoro nikapcbkoro 3aco6y (Xlucane (Ranibizumab),
Bepcis Big rpyaHAa 2020 p., aHrilicbKo MOBOIO; 3MiHAa Ha3BU 3aABHMKA KNiHIYHOro BUNpoo6yBaHHA 3
TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xesic YKpaiHa»; YTOUHEHHA [0 Ha3BM CMOHcopa
KNiHIYHOro BMNPOGYBaHHA; YTOUHEHHS [0 Ha3BU MPOTOKOY KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKONY
KMiHIYHOrO BUNpobyBaHHSA «Xplore: noagiiiHe cnine 6aratoueHTpoBe gocnigpkeHHs 11l dasun, Wwo npoBognTLCA
y napanesibHUX rpynax, 3 rnopiBHAHHA edeKTUBHOCTI Ta 6e3neyvHocTi 3acTtocyBaHHA npenaparty Xlucane
NnopiBHAHO 3 npenapaTtom Lucentis® y nauieHTIB 3 HeOoBacCKy/NSAPHOK (OOPMOK BIKOBOT MakyNnspHOI
JeHerepadii», kog gocnimkeHHa XBR1001, sepcis 1.0 3 nonpaskoto 4 Bifg, 26 nuctonaga 2020 poky; CroHcop -
IkcopeliH biochapma, LLBeuis [Xbrane Biopharma, Sweden]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO
Banvaktsvagen 22 SE-171 48 Solna

CTANO
Retzius vag 8, SE-171 65 Solna

BYNO
TOB «IHC Pecep4 YkpaiHa»

CTAIO
TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
IkcbpeliH biothapma, LUBeuis [Xbrane Biopharma, IkcopeitH bBiodpapma Eii.Bi., LWBeuisa [Xbrane
Sweden] Biopharma AB, Sweden]

BYNO CTANO
«Xplore:  noggiiiHe cnine  6GaraToueHTpoBe | «Xplore: noggiine  cnine  GaratoueHTpoBe
pocnipkeHHsa 1l da3m, wo nposoautbcsa Yy | gocnimpkeHusa Il casm, wo npoBoAnTbCA Y

napasenbHuX rpynax, 3 NopiBHAHHA ePeKTUBHOCTI
Ta 6e3neyYyHOoCTi 3acTocyBaHHA npenapaTy Xlucane
NopiBHAHO 3 npenapartomM Lucentis® y nauieHTiB 3

napanenbHuX rpynax, 3 NOPIBHAHHA edEeKTUBHOCTI
Ta 6e3neyHoCTi 3acTocyBaHHA npenapary Xlucane
NnopiBHAHO 3 npenapatoM Lucentis® y naujieHTiB 3

HeoBacCKy/1sIpHOK (DOPMOKD  BIKOBOT  Maky/sipHOT
AeHerepauii»

HeoBacCKy/1IIpHOKO  (DOPMOKO  BIKOBOT  MaKyNsipHOI
AereHepauii»

24. MpoTokKon KniHiyHoro pgocnigkeHHa CT-P42 3.1, Bepcia 2.0 Big 06 TpaBHA 2021 poky; Bpouwypa
pocnigHuka (CT-P42), Bepcia 2.0 Big 13 TpaBHs 2021 poky; OcHoBHa chopma iHhopMoBaHoOi 3roau Ans
YkpaiHu, Bepcia 2.1.0 Big 11 tpaBHA 2021 pOKy YKpaiHCbKOIO Ta POCIiCbKOW MoBaMu; 3aslyueHHs
HOBOro BUpo6Huka gna AN3 Aiinia — Bayer Pharma AG, Germany; CnpouieHe gocbe gnsa AN3 Aiinis,
Bepcia 2.0 Big 07 TpaBHA 2021 poKy [0 NPOTOKOMY K/HIYHONO JochifkeHHs «PaHaomizoBaHe,
KOHTPO/IbOBaHE 3a akTUBHVM MpenapaToM, NoAgiliHe MackoBaHe AOCNIMKeHHA ha3n 3 B napasienlbHUX rpynax
3 OLIHKM ePEKTUBHOCTI Ta 6e3neyHocTi npenapaty CT-P42 y nopiBHAHHI 3 npenapaTom Al y NauieHTiB 3
OiaGeTUYHMM MaKynsipHUM Habpsikom», kog, gocnigpkeHHs CT-P42 3.1, sepcia 1.0 Big 22 »oBTHA 2020 poky;
crnoHcop - «CennTpioH, IHK.» (Celltrion, Inc.), Pecny6nika Kopes

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

25. OHOBNEHUII NPOTOKOJ K/iHIYHOrOo BUNpPoGyBaHHsA 3 MonpaBkoto 1.0 Big 03 G6epe3HAa 2021 poky,
aHrniicbKow MoOBOK; CUHOMNCUC MPOTOKOJYy KAiHiYHOro BMNpo6yBaHHA 3 MonpaBkow 1.0 Big 03
6epe3HA 2021 poKy, YKpalHCbKOK MOBOLO; JIUCT-PO3’AICHEHHA A0 MPOTOKOJZly CTOCOBHO KpUTEpito
BK/toueHHs Ne8 Big 10 TpaBHA 2021 poKy, aHIMIACbKOK Ta YKpaiHCbKO MoBaMu. IHopmauiiiHuiA
nncTokK nauieHTa Ta dpopma iHchbopmoBaHoi 3roau, Bepcia 2.1 ansa YkpaiHu Big 30 6epesHa 2021 p.,
AHINIACbKOIO MOBOIO, Mepeknaf YKpPaiHCbKOK Ta pocilficbkoo MoBamu; IHpopmauiAiHuiA NUCTOK
nauieHTa Ta popma iHchopmoBaHoi 3rogn ans dpasn BiAKPUTOro posLLINPEHOro AocnimKeHHs, Bepcia
HEP Ne13 Big 22.07.2021
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1.1 pna Ykpainu Big 20 6epe3Hs 2021 p., aHrNiiCbKOIO MOBOIO, Nepekaf, yKpaiHCbKOIO Ta POCiiicbKoo
MoBamu; [loaatok go Posginy 2.1.S.7 «CrtabGinbHicTb» Ta Po3giny 2.1.P.8 «CtabinbHicTb» A0 fockbe
AocnigkyBaHoro siikapcbkoro 3acoo6y (MampeBnymat), Bepcis 3.1 Big ciuHA 2020 poky, aHrAificbKoto
MoBoOl10; MoAO0BXeHHs1 TepMiHY NpUAATHOCTI NikapcbKoi cyGeTaHuii nampeBnymaé ao 36 micauiB Ta
JNiKapcbKoro sacooy nampeBsiymat o 42 micsuiB; 3pa3sok MmapKyBaHHA KOpooku ans casu BP/A Big 15
ciuHA 2021 poKy, yKpalHCbKOIO MOBOI0; 3pa3oK MapKyBaHHSA (hnakoHy ansa cpasu BPA Big 15 ciuna 2021
POKY, YKPaiHCbKOIO MOBOI0; Bpoliypa ans 3asiydyeHHA NalieHTIB y AOCNiIfKEeHHS, aHINMICbKOI0 MOBOLO,
nepeknag yKpaiHCbKOIo Ta POCilicbKol MoBaMu; 36i/IbLUEHHSA KiZIbKOCTi AOCNigKyBaHUX B YKpaiHi 3 16
[0 24 oci0; 3anyuyeHHA AOJATKOBOro Micus NpoBefeHHs K/iHIYHOro BUMPOOYBaHHA [0 MPOTOKOY
KniHiYHOro gocnigxeHHs «3edipyc Il: PaHgomisoBaHe, noAgiliHe cnine, nnauebo-KOHTPOIbOBaHE KIIiHIYHE
AocnimpkeHHs ha3m 3 3 MEeTOoK OLiHKM edIeKTMBHOCTI Ta 6e3neku npenapaty nampeBsiymad y nauieHTiB 3
igionatnyHnm nereHeBuM hibposom (1/19)», koa gocnipkeHHs FGCL-3019-095, npoTtokon Big 11 ntoToro 2020
pokKy; cnoHcop - «®ibpoleH, IHK.» (FibroGen, Inc.), CnonyyeHi WTatn AMepukm

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1 K.M.H. Kipeea T.B.

KomyHanbHe HekomepuiiHe nignpueMcTBo «Micbka KniHiuHa nikapHa Nel6» [HiNpoBCbKOT MiCbKOT
pagun, TepaneBTMYHe BigAdineHHs, [HINpPOBCbKWI AepXxaBHWI MeAuudHWiA yHiBepcuTeT, kadenpa
BHYTPILLIHBOT MeanLMHN 1, M. JHINpo

26. OHOBJ/IEHHSA NPOTOKOJY KJliHIYHOro BUuNnpooyBaHHA MDCO-PCS-17-02 (CKJX839A12302), Bepcis 01
Big, 08 )xoBTHA 2020 poky; 3MiHa CMOHCOpa K/iHIYHOro BUNpoG6yBaHHA 3 «3e MegeciHc KomnaHi», CLUA
(The Medicines Company, USA) Ha HoBaptic ®apma Al, LUBeiiyapia |/ Novartis Pharma AG,
Switzerland; 3miHa 3asBHuka 3 TOB «BOPNABAWNA KMAIHIKAN TPAIIC YKP», YkpaiHa Ha TOB
«MAPEKCEN YkpaiHa»; 3miHa kogoBaHOro Homepy npotokony 3 MDCO-PCS-17-02 Ha MDCO-PCS-17-
02 (CKJX839A12302); MlogaHHA KOAOBAHOro HOMepY Ta HasB [OC/iAKyBaHOro JlikapCbKOro 3acooy
Inclisiran, a came: KJX839; IHknisnpaH; IHknisupaH Hatpiii; OHOBMEHHA OGpoWwypu A[ochigHUKa:
Bpowypa pocnigHuka (KJX839 (Inclisiran)), BupgaHHa 14 Big 17 cepnHAa 2020 poky; Bpowypa
pocnigHuka (KJX839 (Inclisiran)), BuaaHHa 15 Big 23 rpygHsa 2020 poky; OHOBMeHHs [ocbe
AocnigpkyBaHOro nikapcbKoro 3aco0y Inclisiran, Bepcia 9.1 Big BepecHs 2020 poky; OHOBMEHHSs
3pa3kiB MapKyBaHHA [30BHilWHbOI (KOPOOGKA) Ta BHYTPIWHbLOI (h/1akOH) YyNakoBOK] AOCAigKYyBaHOIoO
NikapcbKoro 3aco6y IHKni3MpaH ansa iH’ekuii a6o nnaye6o (IHknisupaH 284 mr (iHknisupaH HaTpiii 300
Mr) abo nnaue6o Ha 1,5 mn), po3unH Ana iH’ekyii AnA NigWKIPHOro BBe4EeHHs, YKPAIHCbKOK MOBOLO;
IHchopmaunia gna nauieHTiB: IHopmaudiiHuiA NMCTOK NauieHTa Ta ¢popma iHchopmoBaHoi 3rogu, Bepcis
v01.02.1 Big 04 nuctonaga 2020 pokKy, YKpaiHCbKOIO Ta pociiicbkolo moBamMu; IHhopmayiiHKiA TNCTOK
ANA yyacHuKa pocnimkeHHs i copma iHpopmMoBaHOI 3rogM Ha y4vyacTb Yy HEOOOB'SA3KOBOMY
reHeTUMHOMY pAocnimKeHHi, Bepcia 01.02.1 Big 13 ciuHA 2021 poKy, YKpPaiHCbKOK Ta POCilAiCbKOIO
MoBamu; IHchopmoBaHa 3roga Ha NpoBefeHHs NOJAMbLIOro CrOCTEPEXEHHs 3a BariTHICTIO Ans
BariTHUX y4yacHuub, Bepcia v01.00.1 Big 04 nuctonaga 2020 pokKy, YKpPaiHCbLKOKO Ta POCIVCbKOLO
MOBaMM [0 NPOTOKO/Y KNiHIYHOrO AOCNifKeHHA «baraToueHTpoBe AOC/IIKEHHS, WO cKnagaeTbca 3 ABOX
YyacTuH (MoABiHO criina, nnauebo-KOHTPOSIbOBaHa YacTUHA Ta BiAKPUTaA 4YacTuHA), A/ OUiHKA 6e3neku,
NepeHOCMOCTI Ta e(PeKTUBHOCTI IHK/TICMPaHy Yy NaLEHTIB i3 TOMO3MIOTHOH CIMEHOI TiNepxoieCTEPUHEMIEID
(rerx)», kop pocnimpkeHHs MDCO-PCS-17-02, Bepcis opuriHan Big 18 yepsHa 2018 p.; cnoHcop - The
Medicines Company, United States

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

27. OHOBEHUIA NPOTOKOAN KAiHiYHOro BUNpo6yBaHHA M14-465 3 iHkopnopoBaHoOl AAMiHICTPaTUBHOO
3miHoto 1 Ta Monpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Big 20 nuctonaga 2020 pokKy;
IHbopMmauia pgnAa nauieHTa Ta iHopMoOBaHa 3rofa Ha y4yacTb Y HayKOBOMY [AOC/iKEHHi Ta
Heo6O0B’sI3KOBOMY AoChimKeHHi, Bepcis 11.0 ana YKkpaiHu Big 17 TpaBHA 2021 poKy, YKpalHCbKOIO Ta
pociiicbkolo moBamun; OHoBNeHa KopoTka xapakTepucTuka Jlikapcbkoro 3aco6y Xymipa (aganimymao)
40 Mr, po3uuH gns iH’ekuiii y nonepegHb0 HanoBHEHOMY wWNpuui Big 06 TpaBHA 2021 poky; 3MiHa
aapecu 3asiBHMKa KNiHiYHOro Bunpo6yBaHHA - «EGG6Bi BiothapmacbloTikans MmeX», LBeiyapisa go
NMPOTOKOMY KJ/TIHIYHOrO JocnimpkeHHs «PaHgomizoBaHe, noggiiHe cnine pgocnigpkenHs, |l dasn, ans
MOPIBHAHHA nNpenapaty YnapgauyutuHio (ABT-494) 3 nnaue6o Ta 3 agasiMmymabom, y nauieHTiB 3
CepefiHbOTSHKKOK abo TSXKKOK (hopmMamu akTMBHOTO PEBMATOIAHOrO apTpuTy, WO OTPMMYIOTb CTabinbHY
6a3uncHy Tepanito MeTOTPEKCATOM Ta He A0CArN afeKBaTHOI BiANOBIAl Ha HET», KoA AocnimkeHHsa M14-465, 3
iHKopropoBaHoto AgmiHicTpaTuBHol 3miHot 1 Ta Monpaskamun 0.01, 0.01.01, 1, 2, 2.02, 3,3.01,4,4.03,5Ta 6
Bifg 22 kBiTHA 2020 poky; cnoHcop - AbbVie Inc., USA
HEP Nel13 Big 22.07.2021
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3asBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

BYNO CTANO
Heiixodpwitpacce 23, 6341 M. bBaap, | Anbte LraiiHxay3epwTtpacce 14, 6330 Xam,
LWeeiinapia (Neuhofstrasse 23, 6341 Baar, | LLiBeiiyapia (Alte Steinhauserstrasse 114, 6330
Switzerland) Cham, Switzerland)

28. OHoBneHwnii MpoTokon KniHiuHoro Bunpo6yBaHHA MS200569_0004, Bepcis 3.0, Big 05 TpaBHsa 2021
POKy, aHrniiicbkoto moBoto; IHchopMmauiiiHuii nucTok Ta chopma 3rogu Bepcia 3.0 gna YkpaiHu Big 20
TpaBHsA 2021 poKy, aganToBaHa Ha OCHOBI MalicTep-Bepcii ocHoBHOI P13, Bepcii 3.0 Big 18 TpaBHA 2021
poky, «Mepk Xenckea KFaA», Mpotokon MS200569-0004, aHr/MiicbKOK Ta YKPAiHCbKOIO MOBaMW;
Aopatok po IHpopmauiiHoro nucTtka Ta ¢popmu 3roau Bepcia 3.0 gna YkpaiHu Big 20 TpaBHa 2021
pPOKy, aganTtoBaHa Ha OCHOBI MalicTep-Bepcii ocHOBHOI I3, Bepcii 3.0 Big 18 TpaBHsA 2021 pokKy, «Mepk
Xenckea KraA», MNMpotokon MS200569-0004, aHrniiCbKO Ta YKPAiHCbKOD MoOBaMW [0 MPOTOKOY
KNiHiYHOro gocnimpkeHHs «PaHaomizoBaHe, noagiviHe crine, nnauebo-koHTposiboBaHe AochigkeHHs Ib dasn
0N OUiHKM 6e3neyvyHoCcTi Ta drapmakokiHeTuKM npenapaty M5049 npu nepopasibHOMY 3acTOCyBaHHi Yy
GaraTokpaTHMX 3pOCTaluMx A03ax B YHACHUKIB 3 CUCTEMHUM YEPBOHVMM BOBYAKOM Ta 3 LUKIPHUM YEepBOHWM
BOBYaKOM, AIKi OTPUMYIOTb CTaHAApPTHE NiKyBaHHA», Ko4 JocnimkeHHa MS200569 0004, sepcia 2.0, Big 15
ciyHa 2021 poky; cnoHcop - Merck Healthcare KGaA, Darmstadt, Germany / «Mepk Xenckea KlraA»,
Japmwtaar, HimeuwunHa

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

29. Indhopmauia ana BariTHOI NapTHEPKU yyacHuKa pocnimxeHHs Ta dopma IHcpopmoBaHoi 3roam -
MpoTtokon 40411813EPY2001, Bepcia yKpaiHCbLKOID MOBOI A/ YKpaiHu Big 29.04.2021, Bepcisa 1.0;
IHcbopmauia ana BariTHOI NapTHEPKM y4vyacHUMKa AocnimkeHHA Tta dopma IHopmoBaHoi 3rogn -
MpoTokon 40411813EPY2001, Bepcia pociiicbkolo MoOBOK Ana YkpaiHu Big 29.04.2021, Bepcis 1.0;
IHhopMmauia gna nadieHta Ta ®opma iHhopMoBaHOT 3roguM ANs yyacTi Yy HEeOBGOB’sA3KOBIA YaCTUHI
pocnipxkeHHs - MpoTtokon 40411813EPY2001, Bepcis yKpaiHCbKOKO MOBOK ANA YKpaiHu Big 29.04.2021,
Bepcisa 1.0; IHchopmauisa gna nauyieHTa Ta dopma iHPOpMOBaHOT 3roau ANA yvacTi y HEOOOB’A3KOBI
yacTuHi gocnigkeHHa - Mpotokon 40411813EPY2001, Bepcis pociiicbkoo MOBOK A/ YKpaiHu Bif
29.04.2021, Bepcina 1.0; KapTka npu3sHaveHHs Bi3uTIB nauieHTa - NMpoTtokon 40411813EPY2001, Bepcif
YKpalHCLKOI0 MOBOO A5 YKpaiHu Big 07.05.2021, Bepcia 1.0; KapTka npusHavyeHHA Bi3WUTIB nauieHTa -
MpoTtokon 40411813EPY2001, Bepcis pociiicbkolo MOBOIO AsA YkpaiHu Big 07.05.2021, Bepcia 1.0 go
NMPOTOKOMY K/IHIYHOrO JocnimpkeHHs «PaHgomisoBaHe, noggiiHe cnine, nnaueb0-KOHTPO/IbOBaHe, B
napanencHux rpynax, 6araToueHTpoBe KiiHiYHe BMNPOOYBaHHS A5 OLHKM edDeKTUBHOCTI, 6e3neyHOoCTi Ta
nepeHocumocTi JINJ-40411813, ik 4O4ATKOBOIO /iKyBaHHS y NaLEHTIB 3 CYAOMHUMM Hanagamu 3 ookasibHUM
noyaTKOM 3 HegoCTaTHbOK BIANOBIAAK Ha neBeTUpaueTam», kog pocnimpkeHHs 40411813EPY2001, 3
nonpaskoto INT-1 Big 18.01.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», benbris

3aaBHUK - « AHCCEH ®APMALEEBTUKA HB», Benbris

30. Bk/1lOUEHHA A0[aTKOBUX MiCLib NMPOBeAeHHs K/iHIYHOro BUNPOOYBaHHA B YKpaiHi 40 MpOTOKOoNy
KNiHIYHOro AocnifxeHHa «[loBrocTpokoBe nojasblle AOCMIMKEHHS A/ OUiHKM MiHepasibHOI LWiSIbHOCTI
KICTKOBOT TKaHWHW Yy MaLieHTOK 3 MIOMOIO MaTtku, fiki 3aBepLUyoTb AOCAiAKeHHA dha3n 3 i3 3aCTOCYBaHHAM
ninsaronikca, PRIMROSE 1 a6o PRIMROSE 2», kog gocnigkeHHs 20-OBE2109-007, octaTtoyHa Bepcis 1.0,
22.01.2021; cnoHcop - ObsEva S.A., WBeiuapis
3aaBHUK - «CKoyn IHTepHeLwHn AlM», HimeuunHa

Ne MN.1.6. BignoBiga/bHOro AocnigHvKa

n/n HasBa micLs npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 | A.M.H., npodp. Makapuyk O.M.

KomyHasilbHEe HeKOMepLUiiHe NigNnpPUEMCTBO «IBaHO-PpaHKIiBCbKMA 061aCcHWIA NepuHaTaNibHWIi LEHTP
IBaHO-®paHKiBCbKOI 06/1acHOT pagmn», LeHTP NiaHyBaHHS CiM'T, IBaHO-®paHKIBCbKMIA HaLiOHa/IbHWIA
MeAUYHUA yHiBepcUTeT, kadiedpa akyllepcTBa i riHekosorii micnsaunioMHol OcBiTWM, M. IBaHO-
®paHKiBCbK

2 | o.M.H., npodp. Boiiuyk A.B.

KomyHanbHe HekomepLiiHe nignpueMCTBO «TepHONiSIbCbka KOMyHaslbHa Micbka nikapHsa No2»,
riHekonorivyHe BigAdisieHHa, M. TepHonisib

HEP Nel3 Big 22.07.2021
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31. 3anyyeHHA [O[ATKOBUX MiCUb NPOBefeHHA KMiHIYHOro BUMNPOOYBaHHA [0 NPOTOKOJY K/1iHIYHOro
AocnipkeHHs «baraToueHTpoBe paHAoMi30BaHe MoABiiHE criine nnaueb60-KOHTPO/IbOBaHE A0CAIAKEHHS
hasn 2 ana BMBYEHHA edekTuBHOCTI Tucnenisymady (BGB-A317), MOHOKNOHauIbHOro aHtutina go PD-1, y
noegHaHHi 3 npenapatom BGB-A1217, MOHOK/IOHa/IbHUM aHTUTINOM Ao TIGIT, B NOpPiBHAHHI 3
TucnenizymaboMm y noefHaHHi 3 nnauebo sk Tepanii Apyroi MiHil B NauieHTiB i3 HeonepabesibHo, MicLeBo-
MOLUMPEHOI0, PELMAMBYHOYOK ab0o MeTacTaTUYHOK NMIOCKOK/ITUHHOK KapUUHOMOK CTPaBOXoAy 3 eKCMPECIe0
PD-L1 (Bi3yasibHO-OL|iHIOBaHWI I KOMGIHOBaHWIA MOKa3HUK MO3UTUBHOCTI VCPS 2 10%)», kog gocnigpxeHHs BGB-
A317-A1217-203, Bepcis 0.0 Big 16 BepecHsa 2020 poky; crnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLA
3anaBHMK - TOBAPUCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

Ne MN.1.6. BigNoBiAa/IbHOrO AOCNiAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 K.M.H. BuHHnueHko 1.0.
KomyHanibHe HekoMepuiHe nignpuemcTBo CymMcbKoi 061acHoT pagm CyMCbKMiA 061aCHWUIA KNiHIYHWIA
OHKOJIOTIYHMIA AMcnaHcep, OHKOTOpakasibHe BiggineHHss, CyMCbKWil [OepXaBHWIA YHIBEpPCUTET,
Kadpepa oHkosorii Ta pagionorii, M. Cymu
2 3aB. Big. Bolitko H.J/.
KomyHanbHe HekomepuiiiHe nignpuemcTBO «KWIBCbKUA MICbKMIA KIHIYHWIA OHKOMOTIYHWI LEHTP»
BMKOHaBYOro opraHy KuiBcbKoi MicbKoi pagy (KWIBCbKOI MICbKOI AepXaBHOi agMiHicTpauii),
XiMioTepaneBTuyHe BigaineHHa Ne 2, M. Kuis
3 O.M.H., npodp. KonecHik O.I1.
MegmnuHmnin LeHTp ToBapucTBa 3 0OMEXEHOH0 BigMNoBigasbHICTIO «OHKOMan», BiAAITEHHS 4EHHOIO
cTauioHapy, M. 3anopixxs
4 nikap Kynaéa A.M.
MegunuHnin ueHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAAIBHICTIO «ACKMEMIOH», CTauioHapHWi
nigposgain, c. Xogociska, Kneeo-CBATOWNHCEKNIA p-H, KuiBCbka 0611.

32. IHhopmauis ana nauieHTa Ta Popma 3rogm Ha y4acTb Y AOCNiAKeHHi, (hiHanbHa Bepcia 6.0-UA(UK),
Big 30 KBiTHA 2021 p., yKpaiHCbKOIO MOBOIO; IH(hopmauisa ana nauieHTa Ta Popma 3rogu Ha yyacTtb y
BocnifmkeHHi, piHanbHa Bepcia 6.0-UA(RU), Big 30 kBiTHA 2021 p., pocilficbkolo MOBOIO; 3MiHA Ha3BU
MicLb NpPOBeAEeHHA KNIHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNIHIYHOrO gocnimkeHHs «SELECT - Brn/vB
cemMarnyTuay Ha cepueBO-CyAVHHI YCKIaAHEeHHs y fiiodeli 3 HaZ/IMLLKOBOIO Barold abo OXMPIHHAM», KO,
pocnipkeHHa EX9536-4388, dhiHanbHa Bepcisa 6.0 Big 04 ciuna 2021 p.; cnoHcop - Novo Nordisk A/S (JaHis)
3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNO CTANO

3aB. Big. PyaeHko /1.B. 3aB. Big. PyaneHko /1.B.

KniBcbka MicbKa KniHiYHa nikapHA wWBUAKoi | KomyHanbHe HeKkomepuiliHe niagNprMeMcTBO

MeAUYHOI Aonomoru, iHchapkTHe BipgineHHs, | «<KMiBcbka MicbKa KniHiYHa nikapHA LWBUAKOT

M. Knis MeANYHOI A0NOMOrM» BUKOHABYOrO OpraHy
KniBcbkoi Micbkoi paau (KWMIBCbKOi MiCbKOIT
AepxaBHOT aamiHicTpauii), KappgionoriyHe

BigAineHHa (oNsa XBOpUX Ha iH(hapKT miokapay),
M. Knis

3aB. Big. KywHip M.O.

3aB. Big. KywHip M.O.

nikapHs Nel m. XXutomup», KOHCynbTaTUBHO-
niKkyBanbHe BiaAiNeHHs «HaykoBo-
[OCNIAHNUBbKUIA LeHTP», M. XKutomup

KomyHanbHa yctaHoBa «OG6GnacHa KiiHiuHa | KomyHanbHe HeKkomepuiliHe nigNnpuemMcTeo

nikapHs im. 0.9. Fep6aueBCcbKOro» | «O6nacHa KNiHiYHa nikapHs

XXutoMupcbKoi o6nacHoi pagu, kapgionoriyde | im.  O.®. Tep6ayeBcbKoro» XXUTOMUPCLKOI

BiagineHHs, M. XKnutomup obGnacHol paau, KapgionoriyHe BigAineHHs,
M. XKntommp

K.M.H. BULLIHMBELLKWHA |.1. K.M.H. BULLHVBELbKWA |.1.

KomyHanbHa ycTaHoBa «LleHTpanbHa Micbka | KoMyHanbHe nignpuemMctBo  «JlikapHs  Nel»

XntommpcbKoi MiCbKOi pagy, KOHCY/NbTaTUBHO-
nikyBanbHe BiAfiNeHHs «HaykoBo-
[OCNIAHNUBKWIA LEeHTP», M. XKutomup

nikap Nopowko O.C.

KomyHanbHuii 3aknag KuiBcbKoil
pagn «KuiBcbka oOs1lacHa niKapHs
TepaneBTUYHe BigaineHHAa Ne2, m. Kuis

o6nacHoi
Ne2»,

nikap Nopowko O.C.
KomyHanbHe HeKkomepuiliHe niagnpMemMcTBO
KniBcbkoi oGnacHoi pagu «KuiBcbka oGnacHa
NniKapHaA», KOHCY/IbTaTUBHO-NiKyBaJ/ibHe
BigAineHHsa, m. Kuis
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33. bpowypa agocnigHuka ans AocnigKyBaHOro nikapcbKkoro saco6y Beninapn6 (ABT-888), BugaHHs
15 Big 06 TpaBHA 2021 poOKy [0 MPOTOKO/Y K/IHIYHOrO AOC/iMKeHHA «PaHgomisoBaHe mniaue6o
-KOHTpONbOBaHe AocnifxeHHA dha3n 3 kapbonnatuHy Ta naknitakceny 3 MAPIT iHriiTopom Beninapnéom Ta
6e3 TAPI iHri6iTopy Beninapudy (ABT-888) npy HER2-HeratvBHOMy MeTacTaTU4HOMY ab0 J/10KaslbHO
nowmpeHomy HeonepabensHomy BRCA-acouiiioBaHOMY paky MOSTIOYHOT 3a/1031», koA AocnigpkeHHs M12-914,
3 iHKOpnopoBaHMMK AMIHICTpaTUBHUMUK 3MiHamMu 1, 2 , 3 Ta 4 i nonpaskamu 1, 2, 3 Ta 4 Big 23 nunHa 2020
POKy; cnoHcop - AbbVie Inc., CLLUA

3anBHUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

34. MoBTopHa OGatapes ANA OUiIHKM HelponcuxonoriuHoro ctatycy (UA-RBANS): YkpaiHCbKa
pocnigHuubka Bepcia, RBANS RF A (RV)_Ukrainian-UA_v.1.0_2021-03-18, yKpaiHCbKOIO MOBOIO;
MoBTOpHa GaTapes A/1s OLiHKN HE/APONCUXOJIOTIYHOro cTaTycy: AocnigHuubka Bepcis, RBANS Form A
(RV)_Russian-UA_v.1.0_2021-03-18, pociiicbkol0 MOBOIO [0 MPOTOKO/Y K/iHIYHOTO [AOCHiIAKEHHS
«PaHgomizoBaHe noggiliHe cnine naaueb0-KOHTPOIbOBaHE K/iHIYHE AOCAIAKEHHS, L0 BUBYAE €IEKTUBHICTb
Ta 06e3neky 3acTOCYBaHHA NepopasibHOro cemMarnayTuay Yy nauieHTiB i3 Mo4yaTkoBOK CTafied XBopoowu
Anburelimepa (EVOKE plus)», kog gocnimxeHHs NN6535-4725, dhiHanbHa Bepcis 1.0 Big 30 xoBTHA 2020
poky; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

35. OHOB/E€HNI NPOTOKOJ1 KNiHIYHOro BUNPOGYBaHHs, Bepcif 4 Big 14 ciuHa 2021 p.; OHoBneHa dopma
iHpopmoBaHoi 3rogu, Bepcia 4.0 anA YKpaiHn yKpaiHCbKOK Ta pocilficbkolo moBamMu Big, 03 uepBHA
2021 p. Ha ocHoBi maiicTep-Bepcii (hopmu iHchopmoBaHoi 3rogu gnsa gocnimkeHHa YO42137, Bepcin 4
Bif 29 ciuHA 2021 p.; OHoBNeHWI [03BiN HAa BUKOPUCTAHHA Ta nepepavy MeguuHoil iHchopmauii npo
BariTHicTb, Bepcia 3.0 AnA YkpaiHu yKpaiHCbKOIO Ta pociiicbkoto MoBamu Big 03 uepBHA 2021 p. Ha
OCHOBiI MalicTtep-Bepcii c¢opmu 3rogm Ha HagaHHA iHdopMauii BariTHOIO napTHeEpPKOK AnA
pocnipkeHHs YO42137, Bepcia 3 Big 29 ciyHa 2021 p.; OHOBNeHa KapTka yyacHuKa KJliHiYHOro
pocnipxeHHs, Bepcia 2.0 Big 01 motoro 2021 p. yKpaiHCbKOI Ta pociicbkoio MmoBamu; EQ-5D-5L
AHKeTa WOA[O0 CTaHy 3A0POB’A, TEKCT A/IA TeslePOHHOro iHTEpPB'I0 YKPAIHCbKOK Ta POCIACHKOK
MoBaMW; ONUTYBa/IbHMK pONA OLiIHKM sIKOCTi Xutta — Core 30, Bepcia 3 (QLQ-C30), cueHapiii
npoBefeHHs TeniethOHHOro iHTepB’o, Bepcif 2.0 yKpaiHCHKOIO Ta POCIiCbKO MoBamMu; ONuTyBaJiIbHUK
ANA OLUiHKM SIKOCTi XXUTTA npu paky ctpaBoxopy (QLQ-OES18), moaynb go QLQ-C30, TumuacoBuii
cueHapii npoBegeHHs TenecoHHOro iHTepB’to, BepciA 1.0 yKpaiHCbKOIO Ta POCiliCbKOK MOBamWu;
3MiHa HasBM KMiHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y K/IHIYHOrO [OCNIMKEHHS «PaHaoMi3oBaHe,
noagiiHe cnine, nnaueb6o-KoHTposboBaHe da3n Il gocnigkeHHs aTte3onisymaby B MNOEAHAHHI 3
Tiparonyma6om (aHTU-TIGIT aHTUTINO) abo 6e3 Tiparonymaby y nauieHTiB i3 Hepe3ekTabeslbHOW MicLeBO-
MOLUMPEHOI0 MJIOCKOK/TITUHHOK KapLMHOMOK CTPaBOXOAY», KOA AocnigkeHHA YO042137, sepcia 3 Big 16
BepecHs 2020 p.; cnoHcop - . XodpmaHH-/1a Pow /T4, Lseliyapis

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

BYNO CTANIO
«PaHgomizoBaHe, nopAgiiiHe cnine, nnaue6o- | «PaHgoMizoBaHe, noggiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe hasn i [OCNIMKEHHS | KOHTPO/IbOBaHe hasu [l JocC/impKeHHs

atesoniaymaby B MOedHaHHI 3 Tiparonymabom | ate3onizymaby B MOEAHaHHI 3  Tiparosymabom
(@HTK-TIGIT aHTUTINO) abo 6e3 Tiparonymaby y | (aHTU-TIGIT aHTUTINO) abo 6Ge3 Tiparonymaby y
nauieHTiB i3 Hepes3ekTabenbHOo MiCLEBO- | MauieHTiB i3 HepesekTabenbHOK M/I0CKOKMITUHHOK
NoLIMPEHOI0 NJIOCKOKNITUHHOO KapLuMHOMOK | KapuMHOMOIO CTpPaBOXOAy, YMSl KapuuHoOMa He
CTpaBoXxopay» nporpecyBsana nicna pagukanbHoil
ximionpomeHeBOi Tepanii»

36. 3miHa Ha3BU Micus NpoBeAeHHs KNiHIYHOro BUNpPooyBaHHsA; 3MiHa BignoBiganbHOro gocnigHukay
MicLi NpoBeAeHHA K/iHIYHOro BUNPOOYBaHHA [0 NMPOTOKOY KNiHIYHOIO JocnimkeHHA «baratoueHTpose
paHAoMi30BaHe, NOABIHO cnine NOPIBHSA/IbHE AOCAIMKEHHS 6E3NeYHOCTI i1 e(hekTUBHOCTI OMaAauuKIiHy Ta
MOKCU(PNOKCaALUHY, WO 3aCTOCOBYHTbHCA BHYTPILWHLOBEHHO ab0 MepopasibHO NpY JliKyBaHHI [OPOC/INX
nauieHTiB i3 HerocnitasibHOW 6GakTepiasibHOW MHeBMoHie (lllb dasa kiiHiYHMX BUNpobGyBaHb)», KoL,
pocnipkeHHs PTK0796-CABP-19302, pepakuia 5 Big 19 nuctonaga 2020 p.; crnoHcop - «[llapaTek
dapmacoloTikans IHkopnopenTen» [Paratek Pharmaceuticals, Inc.], CLUA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»
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BY/NO
K.M.H. Benocnyguesa K.O.
KomyHanbHe HekomepuiiiHe nignpuemcTtBo «Micbka
KniHiyHa nikapHa Ne6» [HINpOBCLKOI MICbKOI pagu,
TepaneBTUYHE  BIiA4INEHHA 3 NY/IbMOHOTYHUMU
nixxkamu, M. JHinpo

CTANO
K.M.H. Benocnyguesa K.O.
KomyHasnbHe HekomMepLUiiHe nignpPUEMCTBO
«Micbka KniHiYHa nikapHa Ne6»  [HINPOBCLKOT
MiCbKOI  paau, TepaneBTUYHEe  BigAiNeHHs,
[HinpoBCcbKWii AepXaBHWIl MeguyHuii yHIBEpCUTET,
Kadpepa BHYTPILWHbOT MeAUUMHN 1, M. IHINpO

BYNO CTANO

nikap Csipigexko A4.0.

nikap [KytHuk H.B.

KomyHasibHe HekomepLujiiHe nignpuemcTBo «KuiBcbka | KOMyHanbHe HeKomepLjiitHe nignpUeEMCTBO
Micbka KniHiuHa nikapHs Nel» BukoHaBuoro opraHy | «KuiBCbka — Micbka — KiiHiYHa  nikapHs — Nel»
KuniBcbkoi Micbkol paay (KUIiBCbKOT MiCbKOT epxaBHoi | BuUkoHaByoro opraHy KuiBCbKOT MiCbKOi paau
afMiHicTpaLuil), TepaneBTuMuHe BiadineHHa Ne2, | (KMIBCbKOT MICbKOI AepxaBHOT agmiHicTpauii),
M. Kni TepaneBTuYHe BiaaineHHa Ne2, M. Kuis

37. OHoBneHa ®opma iHhopmoBaHOI 3roau, Bepcia 2.0 gna YKpaiHM YKPaiHCbKOID Ta POCINCbKOIO
moBamMu Big 11 uepBHA 2021 p. Ha ocHoBi maiicTtep-Bepcii ¢opmu iHcphopmoBaHOi 3rogn Ansa
pocnipkeHHa WO42633, Bepcia 2 Big 08 ntotoro 2021 p.; WO42633 [lonaroum pasom, BepCisl XXypHany
1.0 Big 15 ciuHa 2021 poKy, YKpPAIHCLKOIO Ta pPOCiiCbKO MoBaMu; 3pa3ku eKpaHiB onuTyBaJibHUKa
EQ-5D-5L, Bepcifa 1.0, yKpaiHCbKOK Ta pocCilicbkolo MoBaMu; 3pas3ku eKpaHiB OnuUTyBas/ibHUKa
EQ-5D-5L, Tekct gna tenedpOHHOro iHTepB’lo, Bepcisa 1.0, yKpaiHCbKOK Ta POCilicbKOol MoBamu;
3pa3kn ekpaHiB onutyBasibHUKa EORTC IL46 Treatment Burden Item, Bepcis 1.0, yKkpaiHCbKOIO Ta
pociiicbkoto moBamu; 3pa3ku ekpaHiB onutyBasibHUKa NCI PRO-CTCAE, Bepcia 1.0, ykpaiHCbKOIO Ta
pociiicbkoto moBaMu; 3pa3ku ekpaHiB onuTyBasibHUka EORTC QLQ-C30, Bepcisa 1.0, ykpaiHCbKOIO Ta
pociiicbkolo mMoBamu; 3pas3km ekpaHiB onutyBasibHUMKa Other Subject Facing Text, Bepcia 1.0,
YKPaiHCbKOIO Ta POCiliCbKOO MOBaMu; BK/IIOUEHHA A0AATKOBOrO MiCuA NPOBEAEHHA KIIiHIYHOIO
BUNPOOYBaHHA [0 MPOTOKO/Y KIIHIYHOrO AocnimkeHHs «PaHgomisoBaHe, noggiiHe cnine, nnaue6o-
KOHTpO/SibOBaHe AocnimkeHHa as3un Il ana ouiHk1m ed)eKkTMBHOCTI Ta 6e3nedHoCTi af’toBaHTHOT Tepanii
aresonisyma6om a6o nnauebo y kombiHaLji 3 TpacTyaymabom eMTaHCMHOM Y nauieHTiB i3 HER2-no3uTuBHNM
pakoM MOJIOYHOT 3a/1031 3 BUCOKMM PU3UKOM pPeuuavsy nicns nepegonepauiinHoi Tepanii», kog, AOCiAXeHHA
WO042633, Bepcis 1 Big 14 »oBTHA 2020 p.; cnoHcop - d.XoddmaHH-/1a Pow /74, LBeliyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiNoBiAa/IbHICTIO «PoL YKpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka
n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS
1 O.M.H., npodp. MoTbKO E.C.

KomyHanbHe HekomepLiiiHe nignpnemcTBo «LleHTpanbHa Micbka KiiHiYHa NiKapHa» YXXropoacbKol
MiCbKOi pagmn, MiCbKWii OHKOOTiYHWIA LIEHTP, TepaneBTWYHE BiAAINEHHS, [epXaBHUA BULLNIA
HaBYa/IbHWUI 3aKnagf «Y)XropoACbkuii HauioHaslbHWIA yHiBepcuTeT», Kadiefpa OHKOJorii Ta
pagionorii pakynbTeTy NicNgAUNIOMHOI OCBITU Ta AOYHIBEPCUTETCHKOI MiATOTOBKN, M. Y)XXropos

38. OHoBNeHe [locbe gocnigKyBaHOro flikapcbKoro 3aco6y CT-P42 (achni6epcenT), Bepcisa 3 AKOcCTi 2.2
Big 14 tpaBHsa 2021 p.; MoaoBXeHHA TepMiHy NPUAATHOCTI AOCNiAKYBaHOro nikapcbKoro 3aco6y CT-
P42 (achnibepcent) 3 6 g0 9 micAUiB; 3MiHA KOHTAKTHUX AaHUX CrnoHcopa AoCiAKEeHHA [0 NpOoTOKoNy
KNiHiYHOro gocnimpkeHHs «PaHaoMi3oBaHe, KOHTPO/IbOBaHE 3a aKTUBHUM MpenapaTtoMm, NoABiiHe MacKoBaHe
AocnimpkeHHs hasn 3 B napanefibHuX rpynax 3 ouiHkM eddeKTMBHOCTI Ta 6e3neyHocTi npenapaty CT-P42 y
MOPIBHSAHHI 3 NpenapaTtom Alinis y nauieHTiB 3 giabeTUYHUM MakynsapHUM Habpsakom», Kog focnigpxkeHHs CT-
P42 3.1, Bepcia 1.0 Big 22 xoBTHA 2020 poky; cnoHcop - «CennTpioH, IHK.» (Celltrion, Inc.), Pecny6nika Kopes
3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

BYNo
HalimeHyBaHHS topuanyHoi ocobu / 1. 1. B.
hisnyHoi ocobu: «CennTpioH, IHK.» (Celltrion, Inc.),
Pecny6nika Kopes;
N I.B. KoOHTaKTHOT 0co6u: Sung Hyun Kim;

CTANO
HaiimeHyBaHHS topuanyHoi ocobu / M. 1. B.
i3nyHoi ocobu: «CennTpioH, IHk.» (Celltrion, Inc.),
Pecny6nika Kopes;
M I.6. KoHTaKTHOI 0oco6u: Keum Young Ahn;

Micue3HaxomKeHHS IopuagnvHoOi ocobu | micue
npoXxxuBaHHA pisnyHoi oco6u: 23, Academy-ro,
Yeonsu-gu, Incheon 22014, Republic of Korea;

Micue3HaxopKeHHs pUgUYHOI ocobu | micue
npoxuBaHHA pisuuHoi ocodu: 23, Academy-ro,
51beon-gil , Yeonsu-gu, Incheon, 22014,
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KoHTakTHUi TenedyoH: +82 32 8505778; Republic of Korea;

dakc: +82 32 8371203; KoHTakTHuii TenecoH: +82 32 8504190;
Appeca eNneKTPOHHOI NnowTn: dakc: +82 32 8371202;
SungHyun.Kim@celltrion.com Appeca enekKTPOHHOT NOWTU:

KeumYoung.Ahn@celltrion.com

39. OHoBneHe Jocbe focnigxXyBaHOro nikapcbkoro 3acody X842, sepcis 5.0 Big 06 kBiTHA 2021 poKy;
Matepianu ana yyacHuKiB gocnigkeHHs: CKpiHWOT Ans moGinbHoro goaatky Engage (Application
screenshots Engage At-Home-Ukrainian (Ukraine)-Android)), Bepcis 1.0 gna YkpaiHu Big 17 TpaBHA
2021 poKy, YKpaiHCbKO MOBOW; CKpiHWOT pAna moGinbHoro popatky Engage (Application
screenshots Engage At-Home-Russian (Ukraine)-Android)), Bepcis 1.0 gnsa YkpaiHu Big 17 tpaBHA 2021
POKy, pocilicbkolo MOBO; CKpiHLWOT Ans MoGinbHOro gogarky Engage 3 iHchopmauieio wopno BisuTis
(X-GERD), Bepcisa 1.0 Big ciuHA 2021 poKy, YKpPaiHCbKOI Ta POCIViCbKOKO MoBamMu; BKOUeHHA
[OAAaTKOBOro MiCUA NpoBefeHHA K/iHIYHOro BUNPOOYBAHHA [0 NPOTOKOMY KAIHIYHOrO AOCAiAXEHHS
«PaHgomi3oBaHe, 3 NoABiliHOK iMiTali€lo Ta 3 akTMBHMM KOHTpoMem A/ nigbopy Ao3v, noAgiiHe chine
OOCnimpKeHHs y naujieHTiB 3 pedpntokc-e3oaritom ctyneHs C abo D 3a Jloc-AHOKenecbkot knacudikauieto, a
TaKOX Yy NauieHTIB 3 NPUWHaNMHI 4acTKOBMMK cuUMATOMaMun pedysitokc-e3odiarity, asie 6e3 3aroeHHs 3a
pe3ynbTatoM €HAOCKOMIYHOIO AOCAIMKEHHS MiCASA OTPMMAaHHA HUMK 8-TWXXKHEBOTO Kypcy 3aroloBasibHOI
CTaHAapTHOI Tepanil iHri6iTopoM NpPoToHHOI nomnu (IMMM), 38419 BUBYEHHA 6e3MeYHOCTi Ta NepeHOCUMOCTi
NiKyBaHHS, LUBMAKOCTI 3aro0BaHHs epoaili micns 3actocyBaHHS X842 abo naHconpasosy NpoTAroM 4 TUXHIB, a
TaKoX XapakTepy 3MiH CUMNTOMIB MPOTATOM HaCTYMNHOro 4-TUXXHeBOro nepioay NikyBaHHA /laHCONPa30/10M»,
koA pocnimkeHHAa CX842A2201, sepcis 1.0 Big 03 BepecHa 2020 poky.; crnoHcop - «CiHkniyc ®apma Al»,
LWeeiiyapis/ Cinclus Pharma AG, LLUBseiuapis

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne MN.1.6. BigNoBiga/IbHOrO AOCNiAHMKA

n/n HasBa MicL NpoBeAeHHS KNiHIYHOTO BUNPOBYBaHHS

1 O.M.H., npogp. ®epis O.I.

O6nacHe KOMyHaslbHe HekoMmepLiiHe NignpueEMCTBO «YepHiBelbka 061acHa KiiHiYHa NikapHs»,
nigposain ractpoeHTeposnorii, ByKOBUHCLKWIA AepxaBHUA MeAMYHUIA yHiBepcuTeT, kadegpa
BHYTPILWHLOI MeANLMHM Ta iHEKUiNHMX XBOPO6, M. YepHiBLj

40. NMoaoBXeHHA TepMiHY NPOBeAEeHHA KNiHIYHOro BUNPOOYBaHHA B YKpaiHi A0 31 rpyaHsa 2021 poky;
306iNnbLeHHs KiNbKOCTI NaLieHTIB 3a/ly4eHuX y KiiHiYHe BUNnpooyBaHHs B YKpaiHi 3 165 go 210 oci6 fo
MPOTOKO/Y KAIHIYHOTO JOCNIMKEHHS «[oagiHe cnine niaueb60-KOHTPO/IbOBaHe AOCiMKEHHS KapinpasnHy B
AKOCTI A0AAaTKOBOI Tepanii 40 aHTuAenpecaHTiB NPK NikyBaHHI NalieHTIB 3 BE/IMKUM AenpecrBHUM po3n1aaomMm,
AKi HEe MaNu HasIeXHOoT BIiAMOBIAi Ha NiKyBaHHA aHTuaenpecaHtamu», koA gocnimpkeHHa 3111-301-001, 3
iHKopriopoBaHoto nonpaskoto 3 Big 27 nunHa 2020 p.; cnoHcop - Allergan Limited, doinia komnaHii Allergan
Sales, LLC, BenukobpuTaHisi

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

41. Inchopmauin Ana ydacHuka gocnimkeHHs i dopma iHhopMoBaHOT 3rogn Ha y4yacTb Y AOC/iMKEHHI
TP0003 (myOpportuniTy 1), mogenb ana YkpaiHu, sepcia 4.0 Big 01 uepBHA 2021 poKy, YKpATHCbLKOIO Ta
pociiicbkoto MoBamu; MaTepianu gns nayieHTiB: JINCTOK-BKNaAKa B yNakoBKY 3 BakyuHo HimeHpukc
(Nimenrix), OctaHHe OHOBMeHHA: 04 Gepe3Hs 2021 poKy, YKpPaiHCbKOK Ta pPOCIAiCbKOIO MOBaMu;
NucTok-BKNaaKka B ynakoBKy 3 BaKLuuHol NMHeBMoBakc 23 (Pneumovax 23), OcTaHHE OHOBJ/IEHHA: 11
noToro 2021 poky, yKpaiHCbKOIO Ta pocCilicbKolo MoBaMu; JIMCTOK-BK/IaAKa B YNaKOBKY 3 BaKLMHOIO
MpeBeHap 13 (Prevenar 13), OcTaHHE OHOBJIEHHA: 8 ciuHA 2021 pOKy, YKPAiHCbKOIO Ta POCiliCbKOIO
MOBaMu [0 MPOTOKONY K/HIYHOrO JocnifpkeHHs «baraToueHTpoBe, noAgiliHe cnine, paHgoMi3oBaHe,
nnaueb0-KoOHTPO/IbOBaHE AOC/IMKEHHS 3 dhasn A1 OUiHKM edIEKTUBHOCTI, 6€3MeYHOCTi Ta NepeHOCUMOCTI
npenapaTty pPoO3aHOMIKCi3ymab Yy [AOpPOCANX YYACHUKIB AOCAIAXKEHHS 3 NEepPCUCTYOHOK abo XPOHIYHOH
NepBUHHO iIMyHHOI TpomboumToneHieto (ITM)», kog aocnigxkeHHsa TP0003, 3 nonpaBkoto 2 Bifg, 29 BepecHs
2020 poky; cnoHcop - KOCibi biochapma ECApER, Benbris / UCB Biopharma SRL, Belgium

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

42. MopoBXeHHA TepMiHy KNiHIYHOro BUNPoGyBaHHA B YKpaiHi o 31 rpygHa 2021; 3miHa agpecu
3asiBHMKa KniHiyHoro BunpoGyBaHHA TOB Jokymeac («CIA JOokymepc»), JlatBis [O NpPOTOKO/Y
KNiHIYHOro JocnimkeHHs «BigkpuTe paH4oOMi30BaHe KOHTPONbOBaHe A0C/impKeHHA 3 ¢ha3un, cnpAmMmoBaHe Ha
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OUiHKY ceniHeKcopy, 60opTe3oMiby Ta fAekcameTasoHy (cxema SVd) B MOpIiBHAHHI 3 60pTe30MiGOM i
JekcameTasoHoM (cxema Vd) y nauieHTiB i3 peunanByoyoto abo pethpakTepHO MHOXUHHOK MIESTOMOIO», KOZ,
pocnipkeHHs KCP-330-023, pepakuis 4.0 3 iHKopnopoBaHoto nornpaeBkoto 3 Big, 17 cepnHa 2018; cnoHcop -
«Kapiothapm TepanbioTukc IHkoprnopeiTea», CLUA

3anBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsisi

BYNO CTANO
Alojas iela 6, Riga, LV-1013 (/laTBis) Riga, Katrinas dambis 20, LV-1045 (1aTBis)

43. bpouwypa pgocnigHuka AocnigpKyBaHOro Jikapcbkoro 3aco6y RO5333787/ ENSPRYNG®
(satralizumab), Bepcisa 12 Big 15 kBiTHA 2021 p., aHriicbKOIO MOBOIO; IH(hopmauisa gns nauieHta Ta
c¢hopma iHchopmoBaHoOi 3rogn gnsa pocnimkeHHs WN42349, Bepcia 2.0 gna YKpaiHM aHrniicbkoro
MoBoOlo Big 06 uepBHA 2021 p.; IHopmauia gnAa nauieHTa Ta ¢opma iHhopMmoBaHOi 3rogn Ans
pocnipkeHHa WN42349, Bepcia 2.0 gna YKpaiHM yKpaiHCbKO MoBor Big 06 uepBHA 2021 p.;
IHchopmauia gna nagieHTa Ta popma iHhopmoBaHoi 3roau ana gocnigpkeHHsa WN42349, sepcis 2.0 ansa
YKpaiHu pocilicbkolo moBoto Big, 06 uepBHs 2021 p.; 3MiHa BignoBiganbHOro AocnigHuKa 1a Micus
NpoBeAEeHHA KiHIYHOrO BUNPOOYBaHHA [0 MPOTOKOMY K/IHIYHOTO AochimpkeHHs «baraToueHTpoBe,
HenopiBHANbHE, BIAKPUTE AOCMIIKEHHA 3 METOK OUiHUTWM [O0BroCTPOKOBY 6e3neyHiCTb Ta e(IEKTUBHICTb
npenapaTy cartpasiisymaé y nauieHTiB 3 po3/1agoM CnekTpy onTukoHelpomienity (PCOHM)», kopg
pocnipkeHHa WN42349, sepcisa 1 Big 28 nunHa 2020 poky; cnoHcop - «®. XoddpmaHH-1a Pow fita» (F.
Hoffmann-La Roche Ltd), LLseiiuapis

3asaBHUK - ToBapucTBo 3 ObMexeHoto BignosigasbHicTio «KoHTpakTHO-JocnigHubka OpraHizadis IHHodapm-
YkpaiHa»

BYNO CTANO

K.M.H. KocTioueHko A.B. K.M.H. Cmonko A.T.

KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasnbHe HekomepLiiHe nignpueMCTBO

«BiHHMUBKA 06nacHa KhiHiYHa MCUXOHEBPOSIOriYHA | «BiHHMUbKA 06/1acHa K/iHiYHa MCUXOHEBPO/OrivyHa

nikapHs iMm. akag. O.l. | nikapHs iM. akag. O.l.

HOweHka BiHHMLBKOT 061acHOi pagu», HeBponoriyHe | HOoueHka BiHHUUBKOT o6nacHoi paan,

BigaineHHs Ne3, m. BiHHMUA HeBposioriyHe  BiggdineHHs Ne3, BiHHULbKUIA
HaLioOHaNIbHWIA MeANYHWIA yHiBepcuteT
im. M.l. MuporoeBa, kadeapa HepBOBUX XBOPOO,
M. BiHHMUA

44. Posginn «Jlikapcbka cyGcTaHuis», «Jlikapcbkuii 3aci6» Ta «[lnaue60» OHOBIEHOrO0 AOCHE
pocnigkyBaHoro nikapcbkoro 3aco6y (IMPD - Quality data) Tone6pyTuHi6 (Tolebrutinib), Ta6netkn,
BKpUTi 0GosoHKO, 60 Mr, Bepcia Big uepBHA 2021 poKy, aHraificbkoro MoBoOW; Po3ginn «He
Moaund)ikoBaHUIA JliKapCbKkuii 3acio», «lMnaye60» OHOB/IEHOIO AOCHLE AOCAILKYBAHOIO J1iKAPCbKOro
3aco6y (IMPD - Quality data) TepucpnyHomig (Teriflunomide), Tabnetkn, BKpuTi 060N0OHKOLO, 14 Mmr,
Bepcia Big uepBHA 2021 poKy, aHrNIACbLKOI MOBOI; 3a/lyuyeHHA [0AATKOBUX BUPOOHUKIB
[OCNiopKYBaHOIO JliKapcbKoro 3aco6y Tone6pyTuHio (SAR442168) Ta nnaue6o A0 HbLOro, npenapary
nopiBHAHHA TepudcnyHomig ta nnaue6o ao Hboro — Almac Clinical Services, Durham, USA; Almac
Clinical Services, Souderton, USA 0 NpoTOKOIB KNiHIYHUX AocAigpkeHb «PaHaomizoBaHe, noagiiiHe cnine
pocnimpkeHHa 3 dasu Ans BUBYEHHA epekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHAHHI 3
TepudnyHomigom (O6amkio®) B yyacHUKIB 3 peuuansyounmy oopmamm poscissHoro ckieposy (GEMINI 1)»,
kog, pocnigpxkeHHs EFC16033, 3 nonpaskoto 03, Bepcis 1 Big 28 cepnHa 2020p.; «PaHaomizoBaHe, noagiiHe
cnine gocnimkeHHa 3 dpasm Ana BMBYEHHA edpeKkTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NOpiBHAHHI
3 TepudpniyHomigom (O6amxio®) B yHaCHKIB 3 peunanByroummmn oopmamm poscisiHoro ckneposy (GEMINI 2)»,
koA pocnimpkeHHAa EFC16034, 3 nonpasko 04, Bepcia 1 Big 14 kBiTHA 2021p.; cnoHcop - Genzyme
Corporation, USA (xeH3aiim KopnopeiwH, CLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

45. Po3ginu «JlikapcbKa cyo6cTaHuisi», «J/likapcbKuii 3acio» Ta «[lMnawe60» OHOB/IEHOIO [0ChLE
pocnipkyBaHoro nikapcbkoro 3aco6y (IMPD - Quality data) Tone6pyTuHi6 (Tolebrutinib), Ta6neTku,
BKpUTi 000/0HKOIO, 60 Mr, Bepcifi Big 4YepBHA 2021 pOKy, aHINiACbLKOK MOBOL; 3a/lyyeHHs
[OoAaTKOBUX BUPOGHUKIB AOCAiMKyBaHOro nikapcbkoro 3aco0y ToneopyTtuHio (SAR442168) Ta
nnaue6o o Hboro — Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA
[0 NPOTOKO/IB KNiHIYHUX AocnigkeHb «[lOBroCTpOKOBE pPO3LIMPEHE [OCMIMKEHHSA 3 OUiHKM 6e3nekn Ta
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edpekTrBHOCTI npenapaty SAR442168 y y4yacHUKIB SOCNILKEHHS 3 peunamnByouMM PO3CISHUM CKNEPO30M»,
kopg, pocnimxkeHHs LTS16004, 3 nonpaskoto 04, Bepcis 1 Bifg 28 xoBTHA 2020 poky; «PaHaoMi3oBaHe noAgiliHe
cnine gocnimkeHHs Il hasn 3 BUBYEHHA edpekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHAHHI 3
nnauebo cepep y4acHUKIB 3 BTOPUHHO-NPOrpecyoynm po3ciaHum ckneposom 6e3 peunamsis (HERCULES)»,
Kof pocnigpkeHHs EFC16645, 3 nonpasBkoto 03, Bepcia 1 Big 03 nuctonaga 2020p.; «PaHaomizoBaHe,
noZBiiiHe cnine gocnigpkeHHsa 3 dpasu 4s1a BUBYEHHS ehekTMBHOCTI Ta 6e3neyvHocTi npenapaty SAR442168 y
MOPIBHSIHHI 3 Naueb0 B yYaCHWKIB 3 MEPBMHHO-NPOrpPecyuMM po3cisHuM cknepo3oMm (PERSEUS)», kog
pocnigpkeHHs EFC16035, 3 nonpaskoto 04, Bepcia 1 Big 02 nuctonaga 2020p.; cnoHcop - Genzyme
Corporation, USA (xeH3ainm KopnopeliwH, CLLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

46. 36inbLIeHHsA 3an1aHOBaHOI KifIbKOCTi A0CNiAKyBaHUX A1 BK/IIOYEHHA Y K/liHiYHe BUNPOGYBaHHA B
YkpaiHi 3i 125 go 200 g0 NpOoTOKONY KAiHiYHOro gocnigpkeHHa «bAFATOLEHTPOBE PAHOOMI3OBAHE
MOABIVMHE CINE AOCNIAKEHHSA ®A3M 1l Y NAPANENBHUX FPYNAX 3 NOABIVHAM KOHTPONEM
MNALEBO ANA OUIHKM E®EKTUBHOCTI TA BE3MNEYHOCTI ®PEHEBPYTUHIBY [MMOPIBHAHO 3
OKPENIBYMABOM ¥ [OOPOC/NX MAUIEHTIB 3 MNEPBVHHUAM TMPOIPECYOUYNM PO3CIAHNM
CKNEPO30OM», kog pocnigxeHHsa GN41791, sepcis 3 Big 09 BepecHsa 2020 p.; cnoHcop - ®.XoddmaHH-/1a
Pow /14, Weeiiyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAILHICTIO «Pow YkpaiHa»

47. YkpaiHa, MK-3475-A86 Bepcia 00 Big 25 uepBHA 2021 p. yKpaiHCbKOIO MOBOLO, IHchopmauiiHuia
JINCTOK i [OKYMEHT npo iHcopmoBaHy 3rofly Ha MaiiGyTHe GiomeauuHe [OCNifKeHHs; YKpaiHa,
MK-3475-A86 Bepcis 00 Big 25 uepBHs 2021 p. pociiicbKolo MOBOIO, IHhopmauiliHKiA INCTOK | SOKYMEHT
npo iHhopmMoBaHy 3rofy Ha MaliGyTHe GiomeauUHe AOCNIMKEHHA A0 NPOTOKO/Y KNiHIYHOro A0CAiAKEHHS
«Bigkpute, paHgomizoBaHe pocnimkeHHs 1l asn ansa BMBYEHHA apMakoKiHeTMKM Ta 6e3neyHoCTi
nemo6ponisymady O1A NiAWKIPHOTO BBEAEHHS MOPIBHAHO 3 nemM6ponisymMabom AN BHYTPILLUHLOBEHHOTO
BBEJEHHSA, B KOMOiHALji 3 ABOXKOMMOHEHTHOIO XiMioTeparnielo npenapartamu naaTnHW, B AKOCTI NepLloi JIiHil
Tepanii Ana yyacHUKIB 3 MeTacTaTUYHUM MNJSIOCKOKNITUHHUM ab0 HenjoCKOKMITUHHUM HeApiGHOKMITUHHUM
pakom nereHie», kog gocnimkeHHs MK-3475-A86, sepcisa 00 Big 26 6epe3Hsa 2021 poky; cnoHcop - «Mepk
LWapn eHg Joym Kopn.», AodipHe nignpnemMmctBo «Mepk eHf Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

48. bpouwypa gocnigHuka JNJ-212082 ZYTIGA (aGipaTtepoHa auetar), BugaHHa 16 Big 11.06.2021 p. 1o
NPOTOKONY KAiHIYHOTO AocnigkeHHs «PaHaomizoBaHe, NofBiiiHe chine, KAiHIYHE AOCAIMKEHHS MOPIBHAHHS
npenapaTy AGipaTepoHa aueTtaTy N/c HU3bKi 403K NPeAHi30Hy N/KC aHApPOreHHa AenpuBaliiiHa Tepanis
(ADT) y NOpIiBHAHHI 3 TifIbkKM @aHAPOreHHO AenprBaLiliHO Tepanielo y nauieHTiB 3 BrepLue BCTaHOBNEHUM
MeTacTaTMYHNUM Pakom nepeaMiXypoBOT 3as103M BUCOKOTO PU3NKY, AKAM He NpoBOAMMIOCA nonepegHe
ropMoHasnbHe nikysaHHsa (MHNPC)», ko gocnimpkeHHsa 212082PCR3011, 3 nonpaskoto INT-4 Big 15.02.2017
p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB», Benbris

3aaBHUK - «<AHCCEH ®APMALIEBTUKA HB», Benbris

49. OHoBneHuii npotokon 67652000PCR1001, Bepcia MonpaBka 2 Big 19 kBiTHA 2021 poKy,
aHINiNcbKOK MOBOIO /10 NPOTOKO/Y KAIHIYHOIO AOCNiMKEHHS «BiakpuTe, paHaoMizoBaHe A0CNiMKEHHS Ans
OUiHKM BigHOCHOI GiogoctynHocTi (BA) i 6ioeksiBaneHTHocTi (BE) npenapaTiB y Burnagi komo6iHauii i3
chikcoBaHoto fo3oto (KD ) Hipanapuby nntoc abipaTtepoHy auetaT (AA) y NOPIBHAHHI 3 Hipanapnoom i AA, Lo
NpM3HavyalTbCA 04HOYACHO Y BUI/IALI MOHONPenaparis, y YOMN0BIKIB 3 pakoM rnepeamixypoBoil 3a/1031», KoL,
pocnipkeHHa 67652000PCR1001, sepcia lMonpaska 1 Big 06 >0BTHA 2020 poky; CNOHcCOp - FAHCCeH
dapmareBTunka HB /Janssen Pharmaceutica NV, Benbris

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

50. OHOBEeHUIT NPOTOKON KiiHIYHOro Bunpo6yBaHHAa MK-3475-B21 /| ENGOT-enl1ll | GOG-3053, 3
iHKopnopoBaHoto nonpaskol 02 Big 13 TpaBHA 2021 poKy, aHrnilicbkold MoBoH; IHhopmauisa Ta
[AOKYMEHT npo iHthopMoBaHy 3rogy AnA nauieHTa, YkpaiHa, MK-3475-B21 | ENGOT-enl1l | GOG-3053,
Bepcia 1.00 Big 11 uepBHA 2021 p., yKpaAiHCbKOIO MOBOIO; IHhopmaLisa Ta JOKYMEHT npo iHhopmoBaHy
3roay ANa nauieHTa, YkpaiHa, MK-3475-B21 | ENGOT-en11 | GOG-3053, Bepcis 1.00 Big 11 uepBHAa 2021
p., POCINCbLKOIO MOBOK [0 MPOTOKONY KMiHIYHOTO A[OCNiMKEeHHS «PaHAomizoBaHe, noAgiHe cnine
pocnipkeHHs 1l dhasn gnsa ouiHkM nemo6ponisymady nopiBHAHO 3 niauebo y kombGiHauii 3 aj'toBaHTHO
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ximioTepanieto 3 abo 6e3 NpoMeHeBOl Tepanii ANa NiKyBaHHA NauieHTOK 3 HeJaBHO AiarHOCTOBaHWM pakoMm
eHAOMEeTPIA 3 BUCOKUM PU3UKOM nicna onepadii 3 nikysasibHolo metoto (KEYNOTE-B21 / ENGOT-enll /
GOG-3053)», koa pocnimpkeHHss MK-3475-B21 | ENGOT-en11 | GOG-3053, Bepcis 00 Big 09 BepecHs 2020

poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»
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