JopaTtok
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«Mepenik NPOTOKOJIB KAIHIYHUX BUNPOOGYBaHb JliKAPCbKMX 3aco6iB Ta CYTTEBUX MOMPaBOK A0
NPOTOKOJIB K/iHIYHUX BUNPOOYBaHb, pPO3rAAHYyTMX Ha 3acigaHHax HEP Ne10 Big 26.05.2022,
HTP Ne15 Big 26.05.2022, Ha siki 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKN EKCNEPTIB.»

1. «PaHgowmizoBaHe, noABiiHe criine, nnaueb0-KOHTPO/IbOBaHE A[OC/IMKEHHS a3 3 ONa  OUjiHKM
ehekTnBHOCTI, 6€e3neYyHOCTi Ta NepeHOCUMOCTI BasibGeHasuHy $K [04ATKOBOI Tepanii y nauieHTiB i3
lm3odppeHieto», koa aocnimkeHHst NBI-98854-ATS3019, 3 iHkoprnopoBaHow nonpaskoto 1.0 Big 15 BepecHs
2021 poky, cnoHcop - «HblopokpuH BailiocaeHcis, IHK.» (Neurocrine Biosciences, Inc.), CLUA

da3za - I

3asBHYK - Mignpnemctso 3 100% iHozeMHo iHBecTULjiE «AVK'IOBIA PAC YkpaiHa»

No M.l.6. BigNOBiAaIbLHOrO AOCNIAHMKA,

n/n HasBa Micus NpoBeAeHHS KiHIYHOTO BUNPOOYBaHHS

1 reH. gupektop Bonouwyk A.€.
KomyHasnibHe HekomepLiliHe mignpnemMcTBo «Ofecbkuii 061acHWn MEAUYHWIA LEHTP MCUXIYHOTO
3p00poB’a» Opecbkoi o6nacHol paaw, BigaineHHsa Ne6 (4onosiye), BigdineHHA Nel2 (kiHoue),
M. Ofeca

2 O.M.H., npodp. CKpunHikos A.M.
KomyHasnbHe nignprmemctBo «O6nacHWin 3aKnag 3 HagaHHS ncuxiaTpuyHoi gonomory MoaTascbKoi
obnacHoi pagu», XiHouye rocTpe 3arasibHorncuxiaTpuyHe BigaineHHsa 5-6, 4onosiye rocTpe
3arasibHOMCMXiaTpMyHe BigAiNeHHA 2-a, [MoNTaBCbkWil AepXaBHWU MeAWYHWUA  YHIBEpPCUTET,
Kadhezpa ncuxiarpii, Hapkonorii Ta MeanyHoil ncuxonorii, M. NMontasa

3 reH. gupekrop KosasneHko B.B.
KomyHasibHe HekoMmepuiiiHe MiANPUEMCTBO XapkiBCbKOi 0b6nacHoi pagn «O6nacHa KhiHiyHa
ncuxiatpuyHa nikapHa Ne3», ncuxiaTpyuHe BiAAINEHHA NepBUHHOIO MNCUXOTUYHOrO enisony,
M. XapkiB

4 anpekrtop Manamapuyk M.B.
KomyHa/lbHEe HEKOMepUiiiHe MigNPUEMCTBO «XEPCOHCbKUI 06/1acHWiA 3akniag 3 HadaHHs
ncuxiaTpmMyHOT AOMNOMOr» XepCOoHCLKOT 06/1acHOT paaun, 4ooBside ncuxiaTpuyHe BigaineHHs Ne3,
XiHo4ye ncmxiaTpuyHe BigaineHHa Nel0, M. XepcoH, ¢. CTenaHiBka

5 O.M.H., Npod., AUPEKTOp, 3aB. Biaainy JliHcbkuii |.B.
JepxaBHa yctaHoBa «IHCTUTYT HeBposiorii, ncuxiaTpii Ta Hapkonorii HAMH YkpaiHu», Bigain
HeBigkNnagHoi neuxiatpil Ta Hapkonorii Ha 6asi BiA4INEeHHA KiHIYHOI, couianbHOT Ta AWMTAYOT
ncuxiaTpii, M. Xapkis

6 K.M.H. [leHncos €.M.
KomyHanbHe HekoMmepuiliHe nignpuemctBo «O6nacHa KAiHIYHA ncuxiaTpyyHa  JlikapHS
KipoBorpaacbkoi o6nacHoi pagu», NCUXOHEBPOSIOriYHE AucnaHcepHe BifAisieHHda, cMT Hose,
M. KponmBHULIbKMIA

7 O.M.H., npod. BUHHWK M.I.
KomyHanbHe HekomepuiiHe nignpremctBo «[lpukapnaTtCbkuiAi 061aCHUA  KAIHIYHWIA  UEHTP
NncuxiyHoro 340poB'a  IBaHO-®PpaHKiBCbKOI 06/1acHoOl paau», cTauioHapHe BigaineHHs No7
NJ1aHOBOr0 NiKyBaHHSA 3 repiaTpu4yHUMu ixkkamu, M. IBaHo-PpaHKiBCbK

8 reH. gupekrop Mynuk M.1.
KomyHasibHe HekomepujiliHe nignpueMcTBo  «lpukapnaTcbkuii  061acHWn  KAIHIYHUIA  LeHTP
NCUXIYHOTO 340POB'A  IBaHO-PpaHKIBCbKOT 06/1acHOI  pajun», KOHCY/NbTaTUBHA MONIKNIHIKa,
M. |BaHO-®PpaHKIBCbK

9 anpektop KoceHkoBa |.B.

KoMyHasnibHe HekomepLljiiHe nignpuemcTBo «Yepkacbka o6/1acHa ncuxiaTpuuHa  fikapHs
Yepkacbkoi 06M1acHOi pagu», KOHCY/bTaTUBHO-AIarHOCTUYHWIA Migpo3aisi No ambynaTtopHomy
06CnyroByBaHHIO HacesieHHs Yepkacbkoi ob6nacTi B cknafi npuiMasibHO-KOHCY/IbTaTUBHOMO
BigAineHHs, M. Cmina, Yepkacbka 0651acTb

2. «[lMopgiitHe cnine, paHAoMi30BaHe, nnauebo-KOHTPO/IbOBaHe, GaraToLEeHTPOBE AOC/iMKEHHSA 3 diasu, Lo
NPOBOAUTLCA Y NapasiesibHUX rpynax Ans OuiHku 6e3ne4yHOoCTi, MepeHOCMMOCTI Ta eddeKTUBHOCTI NiKapCbKoro
3acoby Tpanncon® Uukno™ (rigpokcunponisi- - LMKNoAeKCTPUH) y 103i 2000 Mr/Kr Macu Tina y NoeHaHHi 3i
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CTaHAapTHO Tepanieto NOPIBHAHO 3 Nnaye6o y NoeAHaHHI 3i CTaH4apTHOK Tepanielo y NauieHTiB 3 XBOpO6oko
HimaHa-Mika Tmn Cl», kog gocnigxeHHa CTD-TCNPC-301, 3 iHkoprnopoBaHOoKo nonpaskoto 2, Bepcis 3.0 Big 26
KBiTHA 2021, cnoHcop - Linkno TepanbtoTuks, IHK. (Cyclo Therapeutics, Inc.), United States

®a3za - Il
3anBHuK - TOB «Bopngasaiig KniHikan Tpainc YKP»

No M.1.B6. BigNOBiAa/ILHOrO AOCNIAHKKA,
n/n Ha3Ba Micus npoBefeHHSA K/iHIYHOro BUNpPo6yBaHHSA

1 K.M.H. Miukyp H.O.

HauioHanbHa gutadya cneuianisoBaHa nikapHs «OXMATANT» MO3 Ykpainu, LieHTp opdhaHHux
3axBoptoBaHb, M. Kuis

3. «PaHgomiszoBaHe, Bigkpute, 6aratoueHTpoBe gocnimkeHHs doasu Il nigTprmyBanibHOT Tepanii KombiHaLie
nyp6iHeKTeAUMHY Ta are30/isymadby B MOPIBHAHHI 3 MOHOTepanield are3oniisymabomM Yy nauieHTiB 3
OPIGHOKNITUHHUM pakoM fereHb Mi3HbOI cTadil nicns iHAYKUiMHOT Tepanii neplioi AiHii 3a 40NOMOrot
KapbonnaTuHy, eTonosungy Ta ate3onisymaby», kog gocnimkeHHss GO43104, sepcis 3 Big 03 rpyaHsa 2021 p.,
cnoHcop - ®.XoddmaHH-/1a Pow /T4, LWBelilapis

daza - Il
3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoLl YKpaiHa»
Ne MN.1.B. BigNOBiAaIbLHOro [OCNIAHNKA,
n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNPoGYyBaHHSA

1 O.M.H., npod. BoHaapeHko |.M.

KomyHasibHe HekomepLuiiiHe nignpmemcTBo «Micbka KiiHiYHa nikapHsa Neds» [HIMPOBCLKOI MiCbKOT
pagn, XimioTepaneBTUYHE BIAAINEHHA 3 [EHHUMM CTauioHapoM, JHINPOBCbKWIA OepXaBHWI
MeOUYHUIA YHIBEPCUTET, Kaddeapa OHKOJION Ta MeanyHo1 pagionorii, M. JHinpo

2 3aB. BigaineHHsam Boiiko B.B.

KomyHasibHe HekomepuiiHe nignpuemMcTBO «MpuKapnaTCbKUA KAIHIYHWIA OHKOMOTIYHUIA LEHTP
IBaHO-®paHKiBCbKOi  06nacHOi  pagu», XipypridHe BiggdineHHsa Ne2, |BaHO-DpaHKIBCbKMiA
HaLiOHa/IbHWI MeaNYHNI YHIBEPCUTET, Kadleapa OHKONOriT, M. |IBaHO-PpaHKIBCbK

3 3aB. BigaineHHsm Kobses O.1.

KomyHasibHe HekoMmepuiiiHe nignpuemctBo «O6GMaCHUA LEHTP OHKOJIONii», OHKOXIpypriyHe
BifJINIEHHs opraHiB rpyHOI NOPOXHUHW, M. XapkKiB

4 K.M.H. MomiHuyk [.B.

MeanyHWil LeHTP TOBapucTBa 3 06MeXxeHOI BifnosigasbHiCTio «KniHika Bepym Ekcnept», m. Kuis
5 nikap CemereH O.B.

O6nacHe KOMyHaslbHE HEeKOoMepujiiiHe MiANPUEMCTBO «BYKOBMHCBKMIA KAIHIYHWIA OHKOMOTIYHNIA
LEHTP», CTPYKTYPHWIA Nigpo34ia 4EHHOTO cTauioHapy, M. YepHiBui

6 K.M.H., gou. Wnapuk A.B.

KomyHasibHe HekomepLiiHe NignprueMcTBO JIbBIBCbKOT 06/1aCHOT pagmn «J1bBIBCbKUIA OHKO/IOTIHYHWIA
perioHanibHWIA NiKyBasIbHO-AiarHOCTUYHWIA LLEeHTP», BigdifieHHs xiMioTepanii, M. J1bBiB

7 nikap CiHenbHikoB 1.B.

KomyHasibHe nignpremctBo «BOAMHCBbKWI 06NacHWA MEAUYHUIA LLEHTP OHKOAOTrii» BoAMHCLKOT
06/1aCHOI paaun, OHKO/OriYHe XiMioTepaneBTUYHE BiadineHHs, M. JlyubK

4. «KniHiyHe BuNpobyBaHHA 3 OLIHKM GIOEKBIBa/IEHTHOCTI NiKapCbkMx 3acobis Oncanpec, TabneTkn, BKPUTI
NNiBKOBOIO 060/I0HKOI, No 40 Mr, BUpo6HULUTBA AT «KUIBCbKMA BITAMIHHUA 3ABO[», YkpaiHa Ta
OnmeTek, TabneTkn, BKpUTI NNIBKOBOK 060/10HKOI, No 40 mr, BUpobHuuTBa «[Jaivi CaHkio FOpoyn MMeX»,
HimeuunHa B yMOBax 04HOPa30BOro nepopasibHOro NpuiiomMy 340p0OBMMU A06POBOLLAMMY», KOA AOCAILKEHHS
KVZ-OLST, Bepcia 2.0 Big 27.04.2022, cnoHcop - AT «KUNIBCbKNW BITAMIHHUA 3ABO/1», Ykpaia
JocnigpkeHHs 6i0ekBiBaNIE@HTHOCTI

3asBHuK - AT «KNIBCbKWY BITAMIHHWY 3ABO[», YkpaiHa

No M.l.6. BignoBiganbLHOro AocnigHuKa,
n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPO6YBaHHS

1 rosn. nikap Aptuw b.1.
MeanyHWii LeHTp ToBapucTBa 3 06MeXeHOoW BignosigasbHICTIO «KniHika IHHO®AP — YkpaiHa
IHHOBeNTIB Papma Pecepu», YepHiBelbka 06/1., HoBocenuupknii p-H, ¢. BosiHu




2 K.6.H. Cabko B.€.
BioaHaniTnyHa nabopatopis TOB «KniHthapm», KuiBcbka 06.1., M. IpniHb

5. MopoBxeHHA TepMiHy npupaTtHocTi A/13 MichenpuctoH 5 mr napTii 20223A1 go 04/2023; IHchopmaunis
AN nauieHTa Wwoao npuiioMy AocniAKyBaHOro nikapcbKoro 3aco6y MichenpuctoH 5 mr naptii 20223A1
YKpaiHCbKOI0 MOBOLO, Bepcia 1.0 Big 07 kBiTHA 2022 poky; IHchopmauia ana nauieHTa Wwoao npuomy
pocnigkyBaHoro nikapcbkoro 3aco6y MichenpuctoH 5 mr naptii 20223A1 pociiicbkolo MOBOHO, Bepcis
1.0 Big 07 kBiTHA 2022 poky; 3miHa Ha3Bu BupoGHuka A/1I3 MidenpuctoH 5 mr 3 IDIFARMA
DESARROLLO FARMACEUTICO, S.L., Spain Ha ARDENA PAMPLONA, S.L., Spain go npotokony
KMIHIYHOTO JoCniAkeHHA «baraToLeHTpoBe, BiAKPUTE AOCTIIKEHHS 3 O4HIEI0 rpynoto, 3 OLiHKK 6e3neyHocTi Ta
edpekTrBHOCTI MithenpuUcTOHY 5 Mr 418 NiKkyBaHHA eHAOMETPIO3Y Y XIHOK PenpoayKTUBHOTO BiKy NPOTATOM
ABOX LUMKNIB Tepanii TpMBaslicTio 24 TWXKHSA KOXHWIA», Kog gocnigpkeHHs CLI20001/Lita005, sepcia 3.0 Big 20
XOBTHA 2020 poky; cnoHcop - Litaphar Laboratorios S.L., Spain / Nlitacpap JTabopaTopio3 EcEn, IcnaHis
3aasHuK - TOB «tO CI TI-ITMOBAS», YkpaiHa

6. OHoBeHul MpoToKon KAiHiuHOro BunpoG6ysaHHA D2912C00003, Bepcisa 5.0 Big 13 ciuHA 2022 poky,
aHrniiicokoto moBol; IHhopmauisa gna naudieHTa i popma iHhopmoBaHoi 3rogun ana YactuHm 1
BUNPOGYBaHHA, As1 YKpaiHu, Bepcia 3.0 Big, 27 ciuHa 2022 p. Ha ocHOBI MaiicTep-Bepcii 3.0 Big 13 ciuHna
2022 p., aHrniiicbkol Ta yKpaiHCbKOK MoBawmu; fopatok Ao IHcdopmauii ana nauieHta i chopmum
iHdhbopMoBaHoI 3rogu ans YactuHu 1 BMNnpoG6yBaHHsA, ANA YKpaiHu, Bepcia 3.0 Big 27 ciuHa 2022 p. Ha
ocHoBi malictep-Bepcii 3.0 Big 13 ciuHa 2022 p., aHINIACbKOIO Ta YKpaiHCbKOO MoBamu; IHchopmauis
Ans nauieHTa i opma iHchopmoBaHOi 3roau Ana YacTtuHu 2 aocnimxeHHs, Ana YkpaiHu, sepcia 3.0 Big,
27 ciuHa 2022 poky Ha ocHoBi Maiictep-Bepcii 4.0 ana YactuHu 2 gocnigxeHHaA Big 13 ciuHa 2022 poky,
aHINiNCbKOIO Ta YKpaiHCbKO MoBamu; floaatok Ao IHcopmauii gnsa nagieHTta i popmu iHpopmoBaHoi
sroau ana YactvHu 2 BMNpoOGyBaHHA, Ana YKpaiHu, Bepcia 3.0 Big 27 ciuHA 2022 poKy Ha OCHOBI
Maiictep-Bepcii 4.0 gnAa YactmHm 2 BunpoGyBaHHA Big 13 ciuHA 2022 pokKy, aHIIiACbKOI Ta
YKpaiHCcbKoo MoBamu; Moci6HuK ana naudieHta ana focnigpkeHHa APATURA: BuBUYeHHs meTopiB
niKyBaHHA acTtMmu Bepcia 1.0 Big 10 nuctonaga 2021 poKy, yKpaiHCbKOK MoBO0; IHchopmauiiiHuia nucT
[0 nikapa wopno HanpaBsieHHA nauieHTiB y focnigpkeHHa APATURA YactuHy 2 Bepcia 1.0 Big 30
nuctonaga 2021 poky, YKpaiHCbKOK MOBOI; PeknamHuii nnakar gnsa QocnigpxeHHa APATURA Bepcis
1.0 Big 30 nuctonaga 2021 poKy, YKPAIHCbKOIO MOBOK [0 MPOTOKOAY KiHIYHOrO [AOCMiAKEHHS
«PaHpomizoBaHe, noggiliHe cnine, naauebo KOHTPO/IbOBaHe, GaraToOLEeHTpPOoBe Joc/imkeHHs casu lla 3
BM3HAYEHHA OMTUMANIbHOT [03U, Y ABOX YacTuHax, O/18 OUiHKW edeKTUBHOCTI i 6e3MeYHOCTi TPbOoX PIBHIB
[03yBaHHA iHransauinHoro npenapaty AZD1402, wo npuiiMaeTbes Yy dOpMi CyXOro nopoLUKy ABidi Ha J06y
NPOTAroM 4 TWXHIB, Y AOPOC/IMX NAUEHTIB 3 GPOHXiaNIbHOK acTMOH0, SKi OTPUMYIOTb CEPEAHI 403U IHraNAUIRHNX
KOPTUKOCTEPOIAiB», koA AocrimkeHHs D2912C00003, sepcia 4.0 Big 09 uyepBHA 2021 poky; CNOHCOp -
AcTpa3eHeka Ab, LLiBeujs/AstraZeneca AB, Sweden

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

7. BK/IOYEHHA AO0AATKOBOro Micus NpoBeAeHHS K/iHIYHOro BUNpPoOyBaHHSA; 30i/IbLUEHHA KiSIbKOCTI
nayieHTiB, WO NpUiMaloTb yyacTb Y K/liHIMHOMY BUNpoGyBaHHi 3 128 no 250 nauieHTiB; OHOBMEHa
Bpowypa gocnigHuka 3i60TeHTaHy, BugaHHa 21 Big 11 nuctonapga 2021 poky; OHOBeHi po3ginu
Aocbe pocnipKyBaHoro nikapcbKoro 3aco6y 3i6oTeHTaH: A) Po3gin «BBegeHHs» - Introduction; Doc ID
004669183 v2.0 - 20 ciuHsa 2022 poky; B) Po3gin P.8. «CtabinbHicTb»: Cekuisa P.8.1 Stability for drug
product; Doc ID 004435320 v6.0 Big, 20 ciuHa 2022 poky; Cekuia P.8.1 Stability Conclusion for drug
product; Doc ID 004343145 v6.0 Big 20 ciuHsa 2022 poky; Cekuis P.8.3 Stability Data for Drug Product;
Doc ID 004375925 v7.0 Big 20 ciuHsa 2022 poky; B) IMPD AZD4054 Zibotentan “Previous clinical trial and
human experience data” — Table 1 Edition 2 “Clinical IMPD Sections Cross-referenced to Zibotentan
IB”; I') Cekuis 2.6.1 Written Summary Introduction (Non-clinical written summary introduction); Doc ID
004677477 Big, 28 xoBTHA 2021 poky; A) Cekuis 2.6.2 Written Summary Pharmacology; Doc ID
004664905 Big 28 xoBTHA 2021 poKy; €) Cekuia 2.6.4 Written Summary Pharmacokinetics; Doc ID
004664690 Big 28 »oBTHA 2021 poKy; XK) Cekuifa 2.6.6 Written Summary Toxicology; Doc ID 004652368
Bifg 28 oBTHA 2021 poky; 3) Cekuisa 2.6.7 Toxicology Tabular Summary; Doc ID 004707472 Big, 28
XOBTHA 2021 poky; MofoBXeHHA TepMiHy nNpuAaaTHOCTI AOCNIMKYBAHOro /NiKapCcbKoro 3acooy
3i6oTteHTaH, kancynu, no 0,25 mr ta 1,5 mMr ao 24 micAWiB [0 NPOTOKO/Y KNIHIYHOIO AOCNIIKEHHA
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«baraToLeHTpoBe, paHaoMi30BaHe, NO/BIiiHE cnine, nnaueb0-KOHTPO/IboBaHe AochimpkeHHs a3 2b, wo
NPOBOAMTLCA B NapasiesibHUX rpynax 3 METOH BU3HAUYeHHS Aiana3oHy 403, OLiHKM edpeKTUBHOCTI, 6e3neyHoCTi
Ta nepeHocuMocTi 3i6oTeHTaHy i Janarnidp1o3nHy y nauieHTiB 3 XPOHIYHOK XBOPOOOK HUPOK 3 OLiHIOBaHO
LWIBMAKICTIO Ky60ouKoBOI qinbTpauii (olLUK®) Big 20 mn/xs/1,73 M2 go 60 mn/xB/1,73 M2», KOL AOC/iIAXEHHSA
D4325C00001, sepcisa 1.0 Big 14 BepecHa 2020 poky; crnoHcop - «AcTpa3eHeka Ab», LLiBeLis / AstraZeneca
AB, Sweden

No M.1.B. BignoBiganbHOro gocnigHNKa

n/n HasBa Micusa npoBefeHHs KiHIYHOro BUNPOOYBaHHS

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

KomyHasibHe HekomepuiiHe nignpueMcTBO JIbBiBCbKOI 061acHOT paan «J1bBIBCbKUiA 061acHWi
OEPXaBHUIA  KITIHIYHWIA  JiKyBasIbHO-AiarHOCTUYHNUI  €HOOKPUHOMOTNIYHUIA  LIEHTP», MNOAIKAIHIYHE
BigAiNneHHs, M. JIbBiB

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

8. Jopatok ana cmapTdoHa AiCure yyacHUKIB AOCNiMKEHHA: AOKYMeHT Ana KoMmicii 3 nutaHb eTuKu,
Bepcia 1.0 Big 28 BepecHsa 2021 poKy, YKpalHCbKOK MOBOIO; Jopatok ana cmaptdoHa AiCure
yyacHUKIB gocnimKeHHs: gokyMeHT ana Komicii 3 nutaHb eTukun, Bepcia 1.0 Big 28 BepecHs 2021 poky,
pociiicbkoto MoBoto; LLIkana natonoriuHMx MumMoBiNnbHUX pyxie (AIMS), Bepcisa 1.0 Big 14 cepnHsa 2017
POKY, YKpaiHCbKOI MOBOIO Bif, 17 rpyaHa 2020 poky; LLkana ouiHK1U naToNnoriYyHMX MUMOBINIbHUX PYXiB
(AIMS), Bepcis 1.0 Big 14 cepnHa 2017 poky, pocilicbkoro MOBOIO Bif, 05 ciuHa 2020 poky; LLikana ouiHKu
akaTusii, BUK/IMKaHOI flikapcbkumu npenaparamu (LUkana ouiHkn akatusii BapHca [BAS]), ykpaiHCbKOLO
MoBOI0; LLikana ans ouiHKu akaTusii, BUKIUKaHOI nikapcbkumMmun npenaparamu (Lkana ouiHku akaTusii
BapHca), pocilicbkoto moBoto; LLkana genpecii Kanrapi ana xsopux Ha wusodpeHito (CDSS), Bepcis
yKpaiHcbKolo MoBoto Bif 30 KBiTHSA 2021 poky; Lkana genpecii Kanrapi gnsa xsopux Ha wu3ogpeHito
(CDSS), Bepcisa pociiicbkolo MOBOIO Big 23 KBiTHA 2021 pokKy; 3arasibHe KiiHiYHe BpPaXeHHs Lwop[o0
CTyneHs TSHKKOCTi 3axBoptloBaHHA (Clinical Global limpression-Severity of ilines, CGI-S), Bepcisa 1.0 Big
27 )oBTHA 2021 poKy, yKpaiHCbKOI MOBOIO Bif, 04 ciuHa 2022 poKy; 3arajibHe K/liHiuHe BpaXeHHsA npo
ctyniHb TAXKOCTi (Clinical Global limpression-Severity, CGI-S), Bepcia 1.0 Big 27 oBTHA 2021 poKy,
pociiicbkolo mMoBol Big 04 ciuHA 2022 poky; Lkana ouiHKM TAXKOCTI cyiumgy KonymGiiicbkoro
yHiBepcuteTy (C-SSRS) BuxigHi paHHi/Bepcia gna ouiHioBaHHA, Bepcia Big 14 ciuHa 2009 poky,
YKpaiHCbKOIO MOBOMO Big 06 TpaBHA 2014 poky; Llkana ouiHku TshkkocTi cyiumpy KonymGilicbkoro
yHiBepcuteTy (C-SSRS) BuxigHi paHHi/Bepcia gna ouiHloBaHHA, Bepcia Bifg 14 ciuHa 2009 poky,
pociiicbkolo MoOBOI Bif 29 KBiTHA 2014 poky; 3pa3oK 306paXeHHs Ha €eKpaHi €eJIeKTPOHHOro
npuctpoto_LLkana ouiHkM TsXKOCTI cyiungy Konym6Giiicbkoro yHiBepcutety (C-SSRS) BwuxigHi
baHHi/Bepcia ansa ouiHoBaHHSA, Big 10 rpyaHsa 2021 poky, YKpPaiHCbKOIO MOBOI0; 3pa30K 306paXeHHs Ha
eKpaHi efleKTpOHHOro npucTpoto_LLkana ouiHKM TAXKOCTI cyiumay KonymGilicbkoro yHiBepcutety (C-
SSRS) BuxigHi gaHHilBepcia ansa ouiHioBaHHSA, Big 10 rpygHAa 2021 poky, pociliicbkoto MoBoto; LUkana
OLHKM TAXKOCTI cyiumay Konymoilicbkoro yHiBepcutety (C-SSRS) 3 MOMEHTY OCTaHHbOrO Bi3UTY,
Bepcia Big 14 ciuHA 2009 poKy, yKpaiHCbKOIO MOBOLO Bif 06 TpaBHA 2014 pokKy; LLIKana OLiHKM TSXXKOCTI
cyiumay Konymoiiicbkoro yHiBepcuteTy (C-SSRS) 3 MOMEHTY OCTaHHbOrO Bi3uUTy, Bepcis Big, 14 ciuHsa
2009 pokKy, pociiicbkolo MOBOLO Big, 29 KBiTHs1 2014 pokKy; 3pa3oK 306paXeHHs Ha eKpaHi e/IeKTPOHHOTIo
npucTtpoto_ Llkana ouiHkn TsbkkocTi cyiumay KonymGilicbkoro yHiBepcutety (C-SSRS) 3 momeHTy
OCTaHHbLOrO Bi3UTY, Big 18 TpaBHA 2021 poKy, YKPAIHCbKOIO MOBOIO; 3pa3oK 300paXeHHA Ha eKpaHi
e/leKTPOHHOro npucTtpoto_ LLikana ouiHKy TsHXKOCTI cyiuuay KonymGilicbkoro yHiBepcutety (C-SSRS) 3
MOMEHTY OCTaHHbLOIO Bi3nTy, Bif 18 TpaBHA 2021 poKy, POCiliCbKOIO MOBOIO; 3pa30oK 306paXeHHs Ha
eKpaHi enekTpoHHoro npuctporo_EQ-5D-5L AHkKeTa Woa0 cTaHy 340poB’s, Big 18 TpaBHA 2021 poky,
YKPaiHCbKOI0 MOBOIO; 3pa3oK 300paXeHHA Ha eKpaHi efeKTPOHHOro npuctporo_EQ-5D-5L AHkeTa
woao crtaHy 340poB’A, Big 18 TpaBHA 2021 pokKy, pPOCiiiCbKOO MOBOK; ONUTYBaJIbHUK A/ OLiHKU
BUKOPUCTaHHA pecypciB oxopoHu 3gopoB’s_HCRU, Bepcia Big 21 nunHA 2021 pokKy, YKpaiHCbKOK
MoBOI0 Big 04 ciuHa 2022 poky; OnuTyBaJ/IbHUK A1 OLiHKA BUKOPUCTAHHA PECYpCiB OXOPOHU
3popoB’sa_HCRU, Bepcisa Big 21 nunHa 2021 poky, pocilicbkoo MoBow Big 04 ciuHa 2022 poky;
MixHapogHe HeiiponcuxiatpuuHe iHTepB’lo MINI gnsa gocnigxeHb NCUXOTUYHUX pPO3nagiB, Bepcis
yKpaiHCbKol MoBolo 7.0.2 Big 11 rpyaHa 2020 poky; KopoTkuii MbXHapogHUii HeliponcuxiaTpuuHMii
oNUTYBaJIbHUK ANA AOCAiIMKeHb NCUXOTUYHMX 3axBoproBaHb (M.L.N.L), Bepcifa pociiicbkolo MOBOIO
7.0.2 Big 11 ciyHa 2021 poky; OnuUTyBa/IbHMK ornsgada A/1sl WKaIu NO3UTUBHUX Ta HeraTuBHUX
cuHapomis (IQ-SCI-PANSS), ykpaiHCbKOI0 MOBOIO; ONUTYBa/IbHUK ornsigada Ans wKkaam nosuTUBHUX
Ta HeratuBHux cuHppomie (IQ-SCI-PANSS), pociiicbkoo mMoBOIO; LlUkana OLiHKM NO3UTUBHMX Ta
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HeraTuBHUX cuHgpomiB (PANSS), ykpaiHCbKOIO MOBOIO; LLkana OUiHKM MO3UTUBHUX Ta HeraTUBHUX
cuHngpomie (Popma PANSS QuikScore™), Bepcia Big 19 notoro 2021 poKy, pociiiCbKOl0 MOBOLO;
KpuTtepii oLiHKU 3a WKa1010 NO3UTUBHUX Ta HeraTuBHUX cuHapomiB PANSS, Big 05 BepecHsa 2008 poky,
YKpalHCbKOI0 MOBOO; Kputepil OLiHKM 3a WKa/i0l0 NO3UTUBHUX Ta HeraTUBHUX cuHgpomis PANSS, Big,
19 notoro 2021 poKy, pocilicbKOo MOBOIO; CTPYKTYpOBaHe K/iHiuHe iHTepB’to - LLikasia no3nTMBHUX Ta
HeraTuBHUx cuHgpomiB (SCI-PANSS), Bepcia Big 14 cepnHa 2008 poOKy, YKpalHCbKOIO MOBOIO;
CTpykTypoBaHe KniHiuHe iHTepB’'lo - LLUkana NoO3UTUBHUX Ta HeraTUBHUX cuHapomie (SCI-PANSS),
pocilicbKolo MOBOIO; 3pa30K 306paXXeHHs1 Ha eKpaHi e/IeKTPOHHOro npucTpoto_LLikana Nno3aMTMBHUX Ta
HeratuBHux cuHgpomiB PANSS), Big 13 ciuHa 2022 poKy, YKPAiHCbKOIO MOBOIO; 3Pa30K 306paKeHHA Ha
€eKpaHi eneKTpoHHOro npuctpoto_LLkana NO3MTUBHUX Ta HeratTuBHMX cuHgpomiB PANSS), Big 18
TpaBHA 2021 poKy, POCIiCbKOI MOBOLO; MNMam’ATKa WOAO0 3acTOCyBaHHA nnaueodo-koHTponto (PCRS),
Bepcia 1.0 Big 10 cepnHsa 2021 poKy, Bepcis yKpaiHCbKoto MoBoto 1.0 Big 04 ciuHa 2022 poky; Mam’aTka
npo 3acTocyBaHHA Maue6o-koHTponio (PCRS), Bepcia 1.0 Big 12 cepnHa 2021 poky, Bepcis
pociiicbkolo moBoto 1.0 Big, 04 ciuHa 2022 poky; MaM’ATKa WoA0 3acTOCYyBaHHA NJjialLe60-KOHTPOsII0 —
NapTHep yyacHuka (PCRS-SP), Bepcis 1.0 Big 12 cepnHsa 2021 poky, Bepcis yKkpaiHCbKolo MoBoto 1.0 Big,
04 ciuHsa 2022 poky; Mam’ATKa NPO 3acCTOCYyBaHHS NsaLe60-KOHTPosIto — MapTHep yuyacHuka (PCRS-SP),
Bepcis 1.0 Big 27 BepecHs 2021 poky, Bepcis pocilicbkoto mosoto 1.0 Big 04 ciuHa 2022 poky; Lkana
HegiespaTHocTi WnxaHa KopoTkuii onuTyBas/IbHUK AJI1 CAaMOCTIVHOT OLiHKM Hepie3aaTHOCTi, Bepcis
YKpPaiHCbKOIO MOBOK Bif 27 TpaBHA 2016 poky; OnuTyBa/IbHUK 3 OLHKU Hepie3naTHOCTI
LUnxaHa_KopoTkuii onuTyBaJ/IbHUK [/ CaMOCTIMHOI OL{iHKA Hepfie3aaTtHOCTi, Bepcis pPOoCilicbKoto
MOBOIO Big 27 TpaBHsA 2016 poky; MogudikoBaHa wkana CimncoHa — AHryca (MSAS), aHrnincbKoo
MoBoOI0; LLIkana ocoGucToi Ta couianbHOi etheKTUBHOCTI, BepCisl aHINMiNncbKoo MOBOIO Bif 02 BepeCHs
2016 poky; Bpowypa woao Ha6opy B AoCNiMKeHHSA, Bepcia 2 Big, 17 rpyaHAa 2021 poKy, YKpaiHCbKOKO
MOBoOI0; Bpouwypa wWoao HaGopy B AochnimKeHHA, Bepcia 2 Big 17 rpygHa 2021 poKy, pocilicbKoto
MOBOI0; BK/IlOUEHHA A0AATKOBUX MicUub NpPOBefEeHHA BUNPOOYBaHHA [0 MPOTOKOY K/iHIYHOTO
BMNpobyBaHHA «PaHgomi3oBaHe, NoAgiliHe chine, nnaue60-KOHTPOIboBaHe [OCAIMKEHHS ha3n 3 415 OUIHKK
epekTMBHOCTI, 6e3neyHoCTi Ta NepeHOCUMOCTi BasibOeHasuHy SK [04AaTKOBOI Tepanii y nauieHTiB i3
Lmn3odppeHieto», Kog pocnimpkeHHa NBI-98854-ATS3019, 3 iHkopnoposaHoto rnonpaskoto 1.0 Big 15 BepecHs
2021 poky; cnoHcop - «HblopokpuH BaiiocaeHcis, IHk.» (Neurocrine Biosciences, Inc.), CLUA

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3Ba Micug npoBeAeHHA K/iHIYHOro BUNPo6yBaHHSA

1 nikap ®inby HO.0O.
KomyHasibHe HekomepLiiHe nignpremcTBo JIbBIBCLKOT 06/1aCHOT paayn «/IbBiBCbka 06/1acHa KiHiuHa
ncuxiatpuyHa nikapHa», sigaineHHs No25, m. J1bBiB
2 reH. gupektop Muxanntwokosmd O.K.
KomyHasibHe HekomepujiliHe nignpueMmcTBo «Opecbka o6siacHa ncuxiatpuyHa nikapHa Ne2»
Opfecbkoi obnacHoi pagu», ncuxiatpuyHe BiggineHHs Nel6, Opecbka 06nacTb, JIMMaHCbLKWIA p-H,
c. OnekcaHgpiBka
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLjel «AVK'IOBIA PAC YkpaiHa»

9. OHOBNEHUI NPOTOKON KANiHiYHOro BUNpPoGyBaHHs, Bepcia 10 Big 10 ciuHa 2022 p.; dopma
iHbopmoBaHOi 3roau Bepcifa Ana YKpaiHu yKpaiHCbKOK Ta pocilicbkolo MoBamu Bif, 24 ntotoro 2022 p.
Ha ocHoBi mogenbHoi chopmu iHhopmoBaHOi 3rogu ana gocnigxeHHsa W0O30070 Bepcia 10 Big 07 ciuHsa
2022 p. [0 NPOTOKOJTY KNiHIYHOIo BUNPO6YyBaHHA «baratoueHTpoBe paHLoMi30BaHe niaLeb0-KOHTPOoIboBaHe
pocnipkeHHs Il chasn atesonisymady (aHTU-PD-L1 aHTUTINIO) B pexumi MOHOTepanii Ta B NOEAHaHHI 3
ximioTepanielo Ha OCHOBI NMaTVHW Yy NAUiEHTIB i3 HEsliKOBaHOI MiCLEeBO-MOWNPEHO abo MeTacTaTU4yHo
ypoTeniasibHO KapumHOMOo», Kog AochigpkeHHa WO30070, sepcia 9 Big 9 6epesHs 2021 p.; cnoHcop -
®.XothdhmanH-/1a Pow /114 (LBenuapis)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIAAILHICTIO «Pow Ykpaina»

10. Bpouypa gocnigHuka Etpacimog (APD334), BugaHHus 9.0 Big 17 nuctonaga 2021 poKy, aHrnilicbKoto
MoBoto; IHchopmauiiHnii nuctok i copma 3rogm [nNA foaaTtkoBoro pocnimkeHHs 1, Bepcis
V6.1UKR(uk)1.0 Big 10 ntotoro 2022 poky, nepeknag yKkpalHCbKolo MOBOI Big 11 KBiTHA 2022 poky;
IHcbopmauiiiHuii McTOK | popma 3roau ans goaarkoBoro gocnimpkeHHs 1, sepcia V6.1UKR(ru)1.0 Big,
10 ntoTtoro 2022 poky, nepeknapg, pociiicbkoto MoBoto Bif 11 kBiTHA 2022 poky; IHchopmauiiiHnii NNCTOK i
thopma 3roau ana gopatkoBoro aocnimkeHHs A, Bepcia V3.1UKR(uk)1.0 Big 08 niotoro 2022 poky,
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nepeknaj ykpaiHCbKolo MoBoto Big 11 kBiTHA 2022 poky; IHhopmauiiiHuii nucToK i hopma 3roau ans
[oaaTkoBoro gocnigkeHHs A, Bepcia V3.1UKR(ru)1.0 Big 08 niotoro 2022 poky, nepeksiag, pocCiiicbKoo
MoBolo Big 11 kBiTHA 2022 poky; IHchopmaLiiiHuii NMCTOK | hopma 3roam Ha yuyacTb Y HEOGOB’I3KOBOMY
MaiibyTHbOMY HayKoBOMY gochimkeHHi, Bepcia V1.1UKR(uk)1.0 Big 28 ntotoro 2022 poky, nepeknag
YKpaiHCbKOIO MOBOIO Big 25 Gepe3Hsa 2022 poky; IHchopmauiiiHuii nMcToK i hopma 3roam Ha yvyacTb y
HeO0GOB’sI3KOBOMY MaiiGyTHLOMY HayKOBOMY pocnigkeHHi, Bepcia V1.1UKR(ru)1.0 Big 28 ntotoro 2022
POKy, nepeknap pociificbkoo MOBOI Bif 25 Gepe3Hs 2022 poky; Onuc npo peknamy, wo Gyae
po3miweHa B mepexi Facebook Ta Ha Be6-cTopiHui EFCCA ans kpaiH-yyacHuub €Bponu, Bepcis 1.0 Big,
29 nuctonaga 2021 poKy, aHrniicbKko MoOBOLO; Mepeknag yKpaiHCbKOO MOBOHO Big 21 ntoTtoro 2021
poKy Onucy npo peknamy, wWo 6yae posmiweHa B mepexi Facebook ta Ha Be6-cTopiHui EFCCA gns
KpaiH-y4yacHuub €Bponu, Bepcisa 1.0 Big 29 nuctonaga 2021 poky; Peknama gns po3millleHHs1 B MepeXxi
Facebook ta Ha BeG-cTopiHLi EFCCA pgns KpaiH-yuyacHuub €Bponu, Bepcia 1.0 Big 17 nuctonaga 2021
POKy, aHrniicbKkolo MoBoO1O; Mepeknag ykpaiHCbKo MOBOIO Big 21 notoro 2022 poky Peknamu gns
pos3miweHHs B MepeXxi Facebook Ta Ha Be6-cTopiHLi EFCCA ansa kpaiH-yyacHuub €Bponu, Bepcis 1.0
Big 17 nuctonaga 2021 poKy [0 NPOTOKO/Y KIiHIYHOrO AOCNifpKeHHA «baraTtoueHTpoBe, paHAoMi30BaHe,
noagiiHe cnine AOCNIMKEHHS, WO NPOBOAUTLCA B MapasieNibHUX rpynax [AAs OUiHKM edqeKTMBHOCTI Ta
6€e3MeYyHOCTi NepopPasILHOrO eTpaciMogy Npwv Moro 3acTocyBaHHi 4Ns IHAYKLIAHOT Ta NigTpMMyBasbHOT Tepanil
npy NikyBaHHI aKTMBHOI XBOpPOo6W KpoHa Bif NOMIPHOro A0 BaXKOro CTYNEeHs TSXKOCTI», KOA, AOC/iAKEeHHS
APD334-202, 3 iHKopriopoBaHoiw nonpaskoo 2.0 Big 11 uepBHA 2020 poky; CroHcop - «ApeHa
dapmachbloTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AK'IOBIA PAC YkpaiHa»

11. MpuBiTanbHUIA NUCT nauieHTa, Bepcia 1.0 Big 17 notoro 2022 poky pnAa YKpaiHu, yKpaiHCbKOK
moBoto; ®OPMA 3AABKU HA BIALLKOAYBAHHA BUTPAT TA NPABWNA 1i SANOBHEHHS, Bepcis 1.0
Big 17 moToro 2022 poky AnA YKpaiHWu, yKpaiHCcbKoio Mosoto; JIUCT MPO MNATDKHY KAPTKY
PATIENTPRIMARY®, Bepcisa 1.0 Big 17 ntoTtoro 2022 poky AnA YKpaiHu, yKpaiHCcbKolo MoBoto; JIUCT
NPO MNATDKHY KAPTKY PATIENTPRIMARY®, Bepcisa 1.0 Big 17 niotoro 2022 poky A/sl YKpaiHu,
aHrniicbKolo moBoto; ®OPMA 3rogn HA 361P TA BUKOPUCTAHHA NEPCOHANTbHUX AAHUX, Bepcin
1.0 Big, 17 nmoToro 2022 poky AnA YKpaiHu, yKpaiHCbKOI0 MOBOLO; BiTanbHuii nuct caiity, Bepcisa 1.0 Big,
16 6epe3HA 2022 poky, aHrNilicbKO MOBOI; HaBUasibHI cnaigu caiity, Bepcia 1.0 Big 16 6epe3Hsa 2022
POKY, aHrNiicbKO0 MOBOIO [10 NPOTOKO/Y K/iHIYHOIo BUNpobysaHHA «PO3LINPEHE JOCNIIKEHHA ®A3U
1/2a 3| 3bI/IbLUEHHAM 003U ANA OUIHKNA BE3MEYHOCTI, MEPEHOCUMOCTI, PAPMAKOKIHETUKW,
®APMAKOONHAMIKM TA MPOTUMYXINHHOI AKTUBHOCTI MPEMAPATY PF-06873600 B AKOCTI
MOHOTEPAMIT TA Y KOMBIHALJI 3 EHAOKPVHHOI TEPAMIEHO», kog aocnigkeHHsi C3661001, nonpaska
7 po npoTtokony Bifg 07 yepBHA 2021 poky; cnoHcop - MNdaisep IHK., CLUA

3adABHuK - MNdpainzep IHk., CLUA

12. bpowypa agocnigHuka Eftilagimod alpha (efti; IMP321), BugaHHAa 9.0 Big 2 G6epe3Hsa 2022 poky,
AHINiNCbKOK MOBOIKO [0 NPOTOKO/Y KAiHIiYHOro gocnigxeHHss TACTI-003 («/[Ba akTVBHi iMyHOTEpaneBTUYHI
3acobu»): baraToueHTpoBe, BigkpuTe, paHAoMi3oBaHe pochimpkeHHs |l ha3m gna ouiHKM 3acTocyBaHHSA
PO34YMHHOIO riGpugHoro 6Ginka LAG-3, edtunarimogy anbca (edptn; IMP321), y kombiHauii 3
nembponizymabom (aHTaroHictom PD-1) gns nepwoi niHil Tepanii nauieHTiB 3 HepesekTabesibHO
peunanBHO abo MeTacTaTUYHOK NMOCKOKIITUHHOK KapumnHomMmoto roniosu Ta wni (MKKILW), ko aocnimkeHHs
TACTI-003, Bepcisa 1.3 Big 05 )oBTHA 2021; cnoHcop - Immutep S.A.S. / ImmyTen C.A.C., ®paHuis

3anBHuK - TOB «ApeHcis EkcnnopaTopi MegiciH», YkpaiHa

13. Bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHA 21 Big 31 ciuHa 2022
POKY, aHrniiCbKOl0 MOBOK [0 MPOTOKONY KIIHIYHOTO BWUNpoGyBaHHA «JocnimkeHHa Il dasn ana
nemoposisymady y KombGiHauii 3 kapbonnatMHom / TakcaHOM (MmakniTakcen abo Hab6-nakniTakcesn) 3
nofanblnM BBeLEeHHAM neMo6ponisymady y KOMOiHauii 3 niagTpyMyrounM nikyBaHHAM onanapubéom abo 6e3
HbOro B SIKOCTi Tepanii nepLuUoi NiHii y NauieHTIB i3 MeTacTaTUYHUM NAIOCKOKNITUHHUM HEAPIOHOKNITUHHUM pakom
nereHis (HOKPM)», kog nocnimpxeHHs MK-7339-008, 3 iHkopnopoBaHot nonpaskoto 04 Bif 22 xo0BTHA 2021
poky; crnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., 1HK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiAnoBiganbHICTI0O «MC/, YKpaiHa»



14. bpouuypa gocnigHuka ans gocnigkyBaHoro nikapcbkoro 3aco6y BeHetoknakc (ABT-199), Bepcia 14
Bif 14 ciuHsa 2022 poKy [0 NPOTOKOANIB KNIHIYHNX AoCnigxeHb: «baraToLueHTpoBe, paHaoMi3oBaHe, noagiliHe
cnine pocnimpkeHHsa dasn 3, y SAKOMy BUBYAETbCA 6GopTe3oMib Ta [AekcameTasoH Yy KoMmbGiHauil 3
BeHeTOK/IaKcoM abo nnauebo y nauieHTiB 3 peunauBHo abo pedypakTepHO MHOXWHHOK MIE/IOMOKO 3
YyT/IMBICTIO [0 IHr6ITOpiB NpoTeacoMm abo y nauieHTIB, SKi He OTpUMyBasIM JliKyBaHHS iHriGiTopamm
npoTeacom», Ko gocnimkeHHs M14-031, 3 iHkopnopoBaHoK AZMiHICTpaTMBHOK 3MiHOK 1 i MNMonpaskoto 0.01
(Tinbkn gna dpaHui), Micuesoto Monpaskoto 1 ana AnoHii Ta FnobanbHumK MNonpaskamn 1, 2, 3, 4,5, 6,7 1a 8
Big 16 rpyaHsa 2020 poky; «baraToueHTpoBe paHAOMI30BaHe BiAKpUTe AOCAIMKEHHSA ha3n 3 A1 BUBUYEHHS
BEHETOKJ/1aKCy Ta AeKkcaMeTa3oHy Y NOPIBHSHHI i3 MOManigomMigom Ta AekcaMeTaszoHoM y nauienTis i3 t(11;14)-
NMO3UTVBHOIO PeLmanBHOIO abo pedipakTePHOID MHOXUHHOK MIEIOMOIO», KOA AocnimkeHHs M13-494, sepcis
10.0 Big 31 cepnHa 2021 poky; cnoHcop - E66BI IHK, CLUA / AbbVie Inc., USA

3asaBHuK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiilapis

15. IHcpopmauis ana naudieHTa Ta iH(popmMoBaHa 3rofa Ha y4vyacTb Y HayKOBOMY AOCNiMKEHHi Ta
HeOOOB’sI3KOBOMY AoOCNifKeHHi, Bepcia 12.0 ana YKpaiHu Bif, 24 ciuHA 2022 pokKy, YKpaiHCbKOK Ta
pociiicbkolo moBamu; IHhopmauiiHa KapTka nauieHTa, Bepcia 4.0 gna YkpaiHu Big 07 xoBTHA 2021
POKY, YKPaiHCbKOIO Ta POCI/iCbKOIO MOBaMu [0 MPOTOKOY K/IHIMHOrO AOCAioKeHHA «PaHgomizoBaHe,
noagiHe cnine gocnimkeHHs [l dasn Ans NopiBHAHHA npenapaTy YnapgauuTuHio (ABT-494) y surnsgi
MOHOTepanii ogMH pas Ha AeHb 3 MeToTpekcaToM Yy BUrAsAi MOHOTepanii y NauieHTiB 3 CepeiHbOTSHKKOI Ta
TSXKKOKO (hopMaMn akTMBHOITO PeBMATOIAHOINO apTpuTy, WO paHille He OTpuMyBasiu MeToTpekcar», KOof
pocnigpkeHHss M13-545, 3 iHkopnopoBaHuMmK AgMiHicTpaTuBHMMK 3miHamun 1, 2, 3 i 4 Ta MNonpaekamu 1, 2, 3, 4,
5, 6, 7 Ta 8 Big 03 rpyaHa 2020 poky; cnoHcop - E66BI IHk, CLUA / AbbVie Inc., USA

3adaBHuK - «<E66BI BiothapmacktoTikans FTmM6X», LLseliuapis

16. 3miHa BignoBiganbLHOro focnigHUKa Ta Micusa NpoBeAeHHA K/1iHIYHOro BUNPOGYBaHHA [10 NPOTOKONY
KMIHIYHOTO AOCNimpKeHHs «PaHaomi3oBaHe, NoABiiiHe crine gocnigpkeHHs, 11l dpasun, ans nopiBHAHHA npenapary
YnagauuTtuHi6 (ABT-494) 3 nnauebo T1a 3 agaslimymabom y NauieHTiB 3 akKTUBHUM NCOPIiaTUYHUM apTpUTOM,
SKi MalTb B aHaMHe3i HeaJeKBaTHY BignoBiAb NPWHANMHI HA OAMH HEBIOMOTNYHMI XBOPOOO-MOANIKYHOUNIA
npotupeBmaTuyHmuii npenapat (XMMPI) — SELECT — PsA 1», ko, gocnimpkeHHss M15-572, 3 iHkopnopoBaHMMu
aAgMiHiCTpaTUBHUMN 3MiHamn 1, 2, 3, 4, 5, 6 [ans FoHkoHry (KuTait)], 7 i 8 Ta Monpaskamu 1, 1.01 (gna VHP
KpaiH) 2, 3, 4, 5, 6 Ta 7 (a1 BCiX KpaiH Kpim AnoHii) Big 30 civyHsa 2021 poky; cnoHcop - AbbVie Inc., USA

BYNO CTANO
K.M.H. CopokiHa 1.0. K.M.H. Boliuyk H.C.
MeAnyHWi LEHTP NPMBATHOTO BULLOIO HABY&UIbHOTO | MeanyHWini  LeHTp ToBapucTBa 3  OOMEXEHOH
3aKnagy «IHCTUTYT 3arasibHOT MpakTUKK - CIMENHOI | BigaoBiganbHICTIO «EpenbBeic Megikc»,
MeauUMHU», M. KniB NiKyBas/1IbHO-NPOQINAKTUYHWIA Nigpo3ain, M. Knis

3adaBHuUK - «E66BI BioghapmacbtoTikans FTmM6X», LLseliuapis

17. 3miHa cnoHcopa KniHiYHOro BUNpoGyBaHHA 3 «AnnepraH flimitea», Benuko6puTtaHia (Allergan
Limited, United Kingdom) Ha «EG6BI IHK.», CLLUA (AbbVie Inc., USA); MoBigoMneHHs nauieHToBI Npo
3MiHy cnoHcopa, Bepcis 2.1 Big 27 ciuHa 2022 poKy, yKpPaiHCbLKOIO Ta POCifiCbKOK0 MOBaMu 0 NMPOTOKONY
KMIHIYHOTO  gocrimkeHHs  «Bigkpute pocnigpkenHs 1l ¢asm 3 OouiHKM  OOBrOCTPOKOBOI  6E3MeYHOCTI
NepopasibHOr0 3acTOCyBaHHA JliHaKMOTUAY B AiTel i3 hyHKuioHabHUM 3akpenom ($®3) abo cuHAPOMOM
noApasHeHoro KnweyHvka i3 3akpenom (CriK-3)», kog gocnigxeHHs LIN-MD-66, nonpaska EU-2 Big 07 cepnHs
2020 p.; cnoHcop - Allergan Ltd., United Kingdom

BYJ1O CTAJIO
«AnnepraH JNimimeg», Benuko6pumatis | «E66BI IHk», CLLA (AbbVie Inc., USA)

Yukazo, wmam InniHolic, 60064, CLLUA (1 North

Aapeca: Marlow International, Parkway, Marlow, Waukegan Road, North Chicago, IL 600646 USA)

Buckinghamshire SL7 1YL, United Kingdom
3anBHuK - «EB6BI BiothapmachktoTikan3 TM6X», LLseliapisa




18. 3miHa cnoHcopa KniHiYHOro BUNpoGyBaHHsA 3 «AnnepraH flimitea», Benuko6putania (Allergan
Limited, United Kingdom) Ha «EGGBI IHk.», CLUA (AbbVie Inc., USA); MNoBigoMneHHs nauieHTOBI Npo
3MiHYy cnoHcopa, Bepcif 2.1 Big 27 ciuHa 2022 poKy, yKpaiHCbLKOIO Ta POCilicbKOK MOBaMU 10 NPOTOKO/Y
KMIHIYHOTO [ocC/igKeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MnoABiliHe chine, nnaueb0-KOHTPONboBaHe
JocnimpkeHHs asn 3 B napanenbHuX rpynax 3 OUiHKM 6e3MnedHOCTi 1 edDeKTUBHOCTI JliHAKNoTugy npuv
nepopasibHOMY 3aCTOCyBaHHi y AiTeli BikomM 6—17 pokiB, WO CTpaxgalTb Ha (hyHKUioOHanbHWIA 3anop (©3)» ,
koA pocnipxeHHs LIN-MD-64, sepcia EU-3 Big 08 cepnHg 2020 p.; cnoHcop - Allergan Ltd., United Kingdom

BYNO CTANO
«Asiepa2aH Jlimimeo», Benuko6pumadtis | «E66BIi IHk», CLUA (AbbVie Inc., USA)
(Allergan Limited, United Kingdom) Adpeca: 1 Hopm YokiezaH Poyo, [ligHi4He
Aodpeca: Marlow International, Parkway, Marlow, | Yukazo, wmam InniHolic, 60064, CLLUA
Buckinghamshire SL7 1YL, United Kingdom (1 North Waukegan Road, North Chicago, IL
600646 USA)

3anBHuK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

19. 3miHa cnoHcopa KniHiYHOro BUNpoGyBaHHsA 3 «AnnepraH flimitea», Benuko6putaHia (Allergan
Limited, United Kingdom) Ha «EGGBI IHk.», CLUA (AbbVie Inc., USA); MNoBigoMneHHs nauieHTOBI nNpo
3MiHYy cnoHcopa, Bepcia 2.1 Big, 27 ciuHA 2022 poKy, YKPAIHCbKOIO Ta POCificbKOo MoBamu; 3aslyyeHHA
[O[ATKOBOI oOpraHi3auil, fAKiAi cnoHcop pgeneryBaB CBOI OGOB’A3KM Ta (pyHKUii, noB’A3aHi 3
npoBefeHHsIM K/iHiYHOro BunpodyesaHHs — «SMO UK Limited», wo gie B YkpaiHi uepes TOB «CMO-
FPYM YKPAIHA», TOB «AreHujs «C.M.O.-YkpaiHa», TOB «CMO-/loricTuka» [0 NPOTOKOAY KiHIYHOMO
OOCNipKEHHA «6-TKHEBe OaraTtOLeHTPOBE paHAOMI30BaHe MnoABiiHe cnine nnaueb0-KOHTPOIbOBaHe
LOCNiMKEHHA B napasiesibHMX rpynax 3 BUBYEHHSA e(PEKTUBHOCTI i1 6e3NeYHOCTi KapunpasuHy y aitei (Bikom
Big 10 go 17 pokiB) npu nikyBaHHI AeNpecrBHUX eni304iB, NOB'A3aHMX 3 GINOMASAPHUM pPo3agom | Tuny», Ko
pocnipkeHHss 3112-301-001, nonpaeka 2 Big 19 nwToro 2021 p.; cnoHcop - «AnnepraH Jlimitea»,
BenukobputaHis (Allergan Limited, United Kingdom)

BY/NI0 CTANO
«AnnepraH fimiteg», Benuko6puTtaHis (Allergan | «E66Bi IHK.», CLUA (AbbVie Inc., USA) «EGGBI
Limited, United Kingdom), IHK»,
agpeca: Marlow International, Parkway, Marlow, | agpeca: 1 HopTt YokiraH Poyp, MiBHiuHe Yukaro,
Buckinghamshire SL7 1YL, United Kingdom wrart lnnivoiic, 60064, CLUA (1 North Waukegan
Road, North Chicago, IL 60064, USA)

3anaBHuK - «<E66BI BiohapmacktoTikans FTmM6X», LLseliuapis

20. OHoBneHe Jocbe pgocnimxyBaHoro sikapcbkoro 3acoéy MK-4280A, Bepcis 07YZFC, Big 11 noToro
2022 p., aHrNilicbKo MOBOIO [0 NPOTOKO/Y KIIHIYHOTO gochigpkeHHs «JocnimkeHHs Il pasn MK-4280A
(kombiHauis dhasesenimaby [MK-4280] 3 nembponisymabom [MK-3475]) y NOpPIiBHAHHI 3i cTaHZapTHUM
NiKyBaHHAM MpU paHille Bxe /likoBaHOMY MeTacTaTuyHoMy PDL1-Nn03UTUBHOMY KOJIOPEKTAIbHOMY paky», Kop,
pocnigpkeHHss MK-4280A-007, 3 iHKopnopoBaHot nonpaBkoto 02 Big 17 BepecHsi 2021 poky; cnoHcop - «Mepk
LWapn eHa doym Kopn.», godipHe nignpnemctso «Mepk eHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBapUCTBO 3 0OMEXEHOL0 BiANOBiAabHICTI0O «MC/, YKpaiHa»

21. bpouypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BuaaHHs 21 Big 31 ciuHsa 2022
POKy, aHIrNiNcbKO MOBOLO; YKpaiHa, MK-7339-013, IHpopMaLisi Ta AOKYMEHT Npo iHpopMoOBaHy 3rogy
Ans nauieHta, Bepcia 03 Big 25 kBiTHA 2022 p., yKpaiHCbKOO MOBOK [0 MPOTOKO/Y KNiHIYHOIO
JocnipkeHHs «PaHgomizoBaHe, NoABiiHe cnine, nnaue60-koOHTpoboBaHe focaimpkeHHs [l pasn Ansa OuiHKK
nem6ponisymaby (MK-3475) y no€fHaHHi 3 CynyTHbOK XiMIOMPOMEHEBOK Tepamniew 3 Mno4asibLUnMm
BBeAEHHAM nembposnizymaby 3 onanapmb6om (MK-7339) abo 6e3 HbOro y MOPIBHAHHI vWe 3 CynyTHLO
XiMIOMPOMEHEBOI Teparield B yYaCHUKIB 3 HELLOJaBHO AiarHOCTOBAHWM /10Kai30BaHUM ApPiGHOKMITUHHUM
pakom nereHis (JIJAP)», kog aocnimkerHs MK-7339-013, 3 iHkoprnopoBaHoto nonpaskoto 03 Big 16 nunHsa 2021
poKy; crnoHcop - «Mepk Wapn EHA JJoym Kopn.», aodipHe nignpmemctso «Mepk EHA, Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBifasbHicTIo «MC/ YkpaiHa»



22. bpouwypa pgocnigHuka AB-729, Bepcia 5.0, Big 08 nuctonaga 2021 poKy, aHrNifiCbKOIO MOBOIO;
Bpowypa gocnigHuka ATI-2173, Bepcis 4.0, Big 05 ciuHA 2022 poKy, aHIrNifiCbKOIO MOBOIO 10 NPOTOKO/TY
KMIHIYHOTO  gocnigpkeHHs «®daza 2A, paHAoMmi3oBaHe, MoggiiHe cnine, nnauebo-KOHTPONbOBaHe,
baraToLeHTpoBe AOCNIMKEHHA 3 BU3HAYEHHS ONTUMaJIbHOI 003U [J/18 OLiHKM 6e3neYyHOCTi Ta e(peKkTUBHOCTI
npenapaty ATl 2173 y kombGiHauii 3 TeHooBipy AM30MPOKCUAY ymapaTtoM Yy MauieHTIB 3 XPOHIYHOK
iHdbekuieto Bipycy renatnty B Ta y nauieHTiB 3 koiHdhekuieto Bipycy renatuty D», ko gocnigxeHHa ANTT201,
Bepcia 3.0, Monpaeka 02, Big 10 BepecHss 2021 poKy; cnoHcop - AHTioc TepaneBTikc IHK., CLUA / Antios
Therapeutics, Inc., USA

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

23. flopaTok 1 Big 14 kBiTHA 2022 p. go IN/PI3 Bepcia 2.0 aHrnificbkoo moBoto; OdopaTtok 1 Big 14
KBiTHA 2022 p. go I/IN/PI3 Bepcis 2.0 ykpaiHCLKOIO MOBOIO; 3roAa Ha 36ip Ta 06pO6KY NepcoHaIbHUX
LAaHUX YKPATHCbKOK MOBOHO [10 NPOTOKO/1Y KIHIYHOIO AOCAIMKEHHS «52-TmKHEeBe, paHA0oMi30BaHe, NoABiiHe
cnine, nnauebo KOHTPO/IbOBaHe OOCNIMXKEHHS Yy napasiesibHUX rpynax 3 MeTOol OUiHKW ed)eKTMBHOCTI Ta
6e3neyvyHocTi ABOX A03 npenapaty CHF6001 y chopmi Cyxoro mopoLiky A/ iHransuii, Wwo AofalTbes A0
NiATPMMYOYOT NOTPIVHOT Tepanii y NayieHTIB i3 XPOHIYHNM OBCTPYKTUBHUM 3aXBOPHOBaHHAM nereHb (XO3/1) Ta
XPOHIYHMM BpOHXITOM», KOg, focnimkeHHss CLI-06001AA1-04, sepcis 2.0 Big 03 TpaBHsa 2021 poky; CnoHcop -
«K’e3i dapmaueBTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3anBHVK - TOBapUCTBO 3 06MEXEHOI0 BiANOBigasbHICTIO «/TABKOPTT KMIHIKA AEBE/IOMMEHT YKPAIHA»

24. fopaTok 1 Big 14 kBiTHA 2022 p. go /IN/PI3 Bepcia 2.0 aHrnificbkoo moBoto; OdopaTtok 1 Big 14
KBiTHA 2022 p. go I/IN/PI3 Bepcis 2.0 ykpaiHCbLKOIO MOBOIO; 3roAa Ha 36ip Ta 06pO6KY NepcoHaIbHUX
LAaHUX YKPATHCbKOK MOBOHO [10 NPOTOKO/1Y KIHIYHOIO AOCAIAKEHH: «52-TKHEBe, paHA0Mi30BaHe, NoABiiHe
cnine, 3 MOABIHUM MaCKyBaHHSIM, 3 KOHTpO/ieM nnauebo Ta akTUBHUM KOHTPOSIeM [AOC/iKEHHS
(Podpnyminact, Aanipecn® 500 MKr), LLLO NPOBOAUTLCA B NapasieflbHUX rpynax 3 MeTor OLiHKM e(peKkTUBHOCTI
Ta 6e3nevyHocTi ABOX A03 npenapaty CHF6001 y dhopMi Cyxoro nopoLuKy Aas iHransuii, wo gogarTses Ao
NiATPMMYYOT NOTPIHOT Tepanii y NayieHTIB i3 XPOHIYHNM OBCTPYKTUBHUM 3aXBOPHOBaHHAM nereHb (XO3/1) Ta
XPOHIYHMM BpOHXITOM», KOg, focnimkeHHs CLI-06001AA1-05, Bepcis 2.0 Big 03 TpaBHa 2021 poky; CnoHcop -
«K’e3i dapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3anBHVK - TOBapUCTBO 3 06MEXEHOI0 BiANoBigasbHICTIO «/TABKOPTT KMIHIKA AEBE/IOMMEHT YKPAIHA»

25. OHoBneHa 6powypa gocnigHuka Retifanlimab (Takox Bigomuii sk MGA012 a6o INCMGA00012),
Bepcia 8.0 Big 10 nuctonaga 2021 p.; OHoBneHa CP-MGA271-06, IHhopmauisa gnsa naugieHta ta doopma
iHhbopmoBaHOi 3roau Ans YKpaiHu yKpaiHCbKOIO Ta POCiificbKO0 MoBaMu, ocTaTouHa Bepcis 4.0 Big 31
Gepe3HA 2022 p. Ha OCHOBI MalicTep-Bepcii AnA €EBponu aHrNiicbKOK MOBOLO, ocTaTo4Ha Bepcis 4.0 Big
28 nroTtoro 2022 p. [0 NPOTOKO/Y K/IHIYHOrO AOCNiMKEHHA «Bigkpute pocnimpkeHHs dasn 2 oNs OuiHKM
eHo6niTy3ymaly B KOMOGiHauii 3 peTuchaHniMabom abo Te6oTeNiMabom y NepLUii NiHii NiKyBaHHA NaUieHTIB 3
peunamsByrounm abo MeTacTaTUYHUM MJIOCKOKNITUHHUM pakoM TOf0BU Ta LWMi», KOA4 AocnifxeHHs CP-
MGA271-06, nonpaska 1, Big 16 rpygHa 2020; cnoHcop - MakpokeHike, IHK. (MacroGenics, Inc.), CLLUA
3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

26. lonoBHeHHA [0 iHchopMmauiiHoro nuctka Ta oopmu iHchopmoBaHoi 3roau, Bepcia V1.0UKR(uk)1.1
Bif 31 6epe3HA 2022 pokKy, nepeknas YKpaiHCbKO MOBOIO Bif 04 TpaBHA 2022 poKy; JONOBHEHHA A0
iHpbopmauiiiHoro nucTka Ta coopmu iHchopmoBaHoi 3roam, Bepcis V1.0UKR(ru)l.1 Big 31 6epesHs 2022
POKy, nepeknag pociiicbkoo MoBOI Big 04 TpaBHA 2022 pokKy [0 NPOTOKO/Y K/IHIYHOTO AOC/iIAXEHHSA
«PaHpgomizoBaHe, noAgiiHe cnine, nnauebo-kOHTPO/bOBaHe, 6GaraToOLeHTpPOBE  AOCAIMKEHHS, L0
NPOBOAMTLCA B MapaneflbHUxX rpynax, i3 3acTocyBaHHAM (pikcoBaHMX 03 A8 OUIHKW edeKTMBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTiB i3 LUM30PEHIEID Y TOCTPOMY NMCUXOTUYHOMY €Mi30A4i», KOZ
pocnipkeHHs SEP361-301, sepcis 4.00 3 iHKOpNopoBaHoK CyTTEBOO nonpaskoto 3.00 Big 26 ciuHsa 2021 poky;
cnoHcop - «CyHoBIOH ®apmachkioTikauic IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

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



27. lonoBHeHHA Ao iHhopmauiliHoro nucTka Ta oopmu iHchopmoBaHoi 3rogu, Bepcia V1.0UKR(uk)1.1
Bif 31 Gepe3HA 2022 poKy, nepeknas YKpaiHCbKO MOBOIO Bif 04 TpaBHA 2022 poKy; JONOBHEHHA [0
iHhopmauiiiHoro nuctka ta coopmu iHchopmoBaHoi 3roau, Bepcis V1.0UKR(ru)l.1 Big 31 6epesHs 2022
POKy, nepeknapg pociiicbkoto MoBoIo Bif 04 TpaBHA 2022 pOKY [0 MPOTOKOMY K/IHIYHOTO BUNPOGYBaHHSA
«PaHgomi3oBaHe, noggiliHe cnine, nnaueb0-kOHTPONbOBaHe, 6GaraToueHTpOBE  AOCAIMKEHHS, WO
NpoOBOAMTLCA B MapasiesibHUX rpynax, i3 3acTocyBaHHAM (PiKCOBaHUX [03 ON1S OUHKM edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTiB i3 LUM30PEHIED Y TOCTPOMY MCUXOTUYHOMY E€Mi304i», KO
pocnigpkeHHss SEP361-302, Bepcist 3.00 3 iHKOpNopoBaHOoK CyTTEBOK nonpaskoto 2.00 Big 26 ciuHsa 2021 poky;
cnoHcop - «CyHoBioH ®apmachkioTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AVK'IOBIA PAC YkpaiHa»

28. flonoBHeHHA Ao iHhopmauiliHoro nucTka Ta oopmu iHchopmoBaHoi 3rogu, Bepcia V1.0UKR(uk)1.1
Bif 31 Gepe3Ha 2022 poKy, nepeknas YKpaiHCbKO MOBOIO Bif 04 TpaBHA 2022 poKy; JONOBHEHHA [0
iHchopmauiiiHoro nuctka ta coopmu iHchopmoBaHoi 3roau, Bepcis V1.0UKR(ru)l.1 Big 31 6epesHs 2022
POKy, nepeknapg pociiicbkoto MoBoIO Bif 04 TpaBHA 2022 pOKy [0 MPOTOKOMY K/HIYHOTO BUNPO6YBaHHSA
«BigkpuTe po3wwnpeHe OOCNIIKEHHS 4715 OUiHKM 6e3MneyHoCTi Ta nepeHocumocTi npenapaty SEP-363856 y
nauieHTiB i3 WKM3opeHieto», Ko gocnimpkeHHAa SEP361-303, sepcia 3.01 3 iHKOPNOPOBAaHO HECYTTEBOH
nonpaskoto 2.00 Big 25 ciuHa 2021 poky; crnoHcop - «CyHoBioH ®apmacbloTikasic IHK.» (Sunovion
Pharmaceuticals Inc.), CLLA

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

29. flonoBHEeHHA Ao iHpopmauiliHoro nucTka Ta oopmu iHchopmoBaHoi 3rogu, Bepcia V1.0UKR(uk)1.1
Big 31 6epe3HA 2022 poKy, nepeknas YKpaiHCbKO MOBOIO Bif 04 TpaBHA 2022 poKy; JONOBHEHHA [0
iHpbopmauiiiHoro nucTka ta coopmu iHchopmoBaHoi 3roau, Bepcis V1.0UKR(ru)l.1 Big 31 6epesHs 2022
POKy, nepeknapg, pociiicbkoto MoBoto Big 04 TpaBHA 2022 pOKy [0 MPOTOKOMY K/iHIYHOTO BUNPO6YBaHHSA
«PaHpomizoBaHe, noggiliHe cnine AOCAIAXEHHS, WO NPOBOAUTLCA 3 BUKOPUCTAHHAM aKTMBHOrO npenapary B
AKOCTI KOHTPOJIO0 A4/151 OLiHKM [LOBroTpuBanoi 6e3neyvHocTi i nepeHocumocTi npenapaTy SEP-363856 y nauieHTiB
i3 Wn3odpeHieto», kog, gocnifpxkeHHs SEP361-304, sepcis 3.00 3 iHKOpnopoBaHOoK CyTTEBOK rnonpaskoto 2.00
Big 14 ciuHA 2021 poky; cnoHcop - «CyHoBioH ®apmachktoTikasnc IHK.» (Sunovion Pharmaceuticals Inc.), CLUA
3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AK'IOBIA PAC YkpaiHa»

30. Bpouwypa gocnigHuka gocnigKyBaHoro sikapcbkoro sacooy Brexpiprazole (OPC-34712), BugaHHsA
17 Big 27 BepecHsA 2021 poky; 331-10-234_YkpaiHa_lHchopmauniiiHnii nuct i popma iHdhopmoBaHoi 3rogu
yyacHuKa pgocnigkeHHsi, AKOMy BUMNOBHIOETLCA 18 poKiB Nig Yac yyacTi B AOoCNiAKeHHI, Bepcina 7.1 Big,
26 ciuHA 2022 p. yKpaiHCbKOIO Ta pocilicbkolo MoBamu; 331-10-234_YkpaiHa_IHdopmauisa ans 6aTbKiB i
c¢hopma iHchopmoBaHoi 3rogu, Bepcia 7.1 Big 26 ciuHA 2022 p. yKpaiHCbKOIO Ta POCIiCbKOID MOBamu;
331-10-234_YkpaiHa_lHchopmauiiiHnii nucT Ta chopma 3rogm ANs y4acHUKIB fOCiAKEHHA Bikom 13-14
pokiB, Bepcia 7.1 Big 26 ciuHA 2022 p. yKpaiHCbKOW Ta pociiicbkoio moBamu; 331-10-
234_YkpaiHa_lHcopmauiiiHnii nuct ta chopma 3rogu ANA ydyacHUKIB JOCIIAKEHHA Bikom 14-17 pokiB
(BKnto4HO), Bepcis 7.1 Bip, 26 ciuHa 2022 p. yKpaiHCbLKOLO Ta pOCilicbKoto MoBamu; Mog0BXEHHA TEPMiHY
TpUBaNoOCTi JocnigkeHHss B YKpaiHi go 31 rpygHAa 2024 poky; CnpoujeHe AOCbE A1 npenapara
NOPiIBHSAHHSA aHrNiNCbKOIO MOBOLO; IH(hopMaLif Wwoao Nnpu3HavyeHHA npenaparty NopiBHAHHA Bif, YepBHSA
2020 poKy aHrnificbKOK MOBOIO [0 NPOTOKO/Y KAIHIYHOro AOC/iAKeHHs1 «baratoueHTpoBe paHaoMi3oBaHe
noAgiiHe cnine nnayebo- Ta akTMBHO-KOHTPO/NbOBAHE AOCAIMKEHHSA A1 OLiHKM etheKTUBHOCTI MOHOoTepanii
GpekcninpasosioM A4 JlikyBaHHA NigNiTkiB (Bikom 13—17 pokiB) 3 WM30dpeHieto», ko focnimkeHHs 331-10-
234, Bepcia 4.0 3 nonpaskoto 2 Big 16 yepBHs 2020 poky; cnoHcop - Otsuka Pharmaceutical Development &
Commercialization, Inc., USA («Ouyka ®apmacbtoTikn [JeBenonMmeHT eHg KomepcinizeniwH, IHk.», CLLA)
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

31. 3miHa BignoBifasIbHOIo JocAigHUKA A0 MPOTOKOY KAiHIYHOro focnimpkeHHs «PaHgomisoBaHe, noggiiHe
cnine, nnauebo-kOHTPONbOBaHE [OCMIMKEHHS dpasu 3b A ouiHkum eddeKkTMBHOCTI Ta 6e3nekn npenapary
TRC101 y BMOBiNIbHEHHI NPOrpecyBaHHs XPOHIYHOrO 3axXBOPHOBAHHS HUMPOK Yy MALUEHTIB 3 MeTabosiuyHnM
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aumaosom», kog gocnimkeHHs TRCA-303 (VALOR-CKD), 3 iHKopnopoBaHOoH nornpaskot 3 Big 02 cepnHs
2021 p.; cnoHcop - «Tpaiciga, IHk.» (Tricida, Inc.), USA.
BYNO CTAJIO

K.M.H. Bopgpeubka J1.A. K.M.H. LLlanoBaneHko I.C.

JepxaBHa ycTaHoBa «lHCTUTYT repoHToNOril JepxaBHa ycTaHoBa  «IHCTUTYT  repOHTOOTrI
im.  O.®. UYeborappoBa HAMH  YkpaiHu», | im. O.®. Yeb6oTapboBa HAMH  YkpaiHu»,
KapgionoriyHe  BigAineHHA  Big4ily  KIHIYHOI | KapAionoriyHe  Big4ineHHA  Bigginy  KAHIYHOI
dhizionorii Ta NaTos1orii BHYTPILLUHIX opraHis, M. KuiB | disionorii Ta narosiorii BHYTPILLIHIX opraHis, M. Knis
3asBHIK - TOB «BOP/IABANL KMIHIKA TPAINC YKP»

32. MpoTokon kniHiuHoro pocnigkeHHa 16T-MC-AMAM 3 iHKopnopoBaHolo nonpaskoto (e) Big 23
moTtoro 2022 poky; IHopmauia ana nauieHTa pgocnigxeHHs Ta ®Popma IHdopmoBaHoi 3rogn ans
BUKOPUCTAHHA B YKpaiHi, Bepcifi Ne 7.0 yKpaiHCbKOIO Ta POCIiliCbKOI0 MoBamMu Bif, 15 KBiTHA 2022 poky;
CTuncna xapaktepucTuka 4ocigKyBaHOro fiikapcbKoro 3acooy Crtenapa® Big 12 nuctonaga 2021 poky
[0 NMPOTOKO/Y KAiHIYHOro AocnimpkeHHs «baraToueHTpoBe, PaHaomizoBaHe, MoagiiHe cnine, Mnauye6o- Ta
AKTMBHO- KoHTposnboBaHe JocnigxeHHs 11l ®asn gns OuiHkn EdpekTmBHOCTI Ta Be3neyHocTi 3acTocyBaHHA
Mipikisyma0y y lMaujieHTiB i3 XBOopo60to KpoHa MomipHoro Ta Tspkkoro Mepebiry», kog gocnigpkeHHs 16T-MC-
AMAM, 3 iHKopnopoBaHoto nonpaskoto (c) Big 01 ksBiTHA 2021 poky; cnoHcop - Eni Nlinni eHg KomnaHi, CLUA
3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

33. OHOBIEHMIT NPOTOKOJ KNiHIYHOrO BUNpo6yBaHHA MK-3475-905, 3 iHKkopnopoBaHoto nonpaBkoto 05
Bifg 25 ciuHa 2022 poKy, aHrnificbkoro mMoBOI; 3MiHa Ha3Bu npotokony KB 3 «PaHgomizoBaHe
pocnipxkeHHsa lll da3m ana ouiHkM yuctekToMii B KOMGiHauii 3 nepionepauiiiHiM 3acTOCYyBaHHAM
nemoposnisymady Ta pg/is OUIHKM LMCTEKTOMii B KOMGiHauii 3 nepionepauiiiHum 3acTtocyBaHHAM
eHdopTymady BefOTUHY Ta Nemoposiisymady MOPIBHAHO 3 NMPOBEAEHHAM Ti/IbKU LUCTEKTOMIl AnA
yyaCHUKIB 3 M’A30BO-iHBasMBHUM PakoM CEYOBOro Mixypa, SKUM He MOXHa NMpPOBOAUTU NiKyBaHHA
yucnnatmuHom (KEYNOTE-905/EV-303)» Ha «PaHgowmizoBaHe pocnigkeHHAa Il dasnm gna ouiHkn
uMcTekToMii B KOMOGiHauUii 3 nepionepauiiiHum 3acTocyBaHHAM nemG6posiisymMaly Ta A1 OLiHKU
uMcTekToMii B KOMGiHauil 3 nepionepauiiHUM 3acTocyBaHHAM eHoOpTymMady BefoOTUHY Ta
nemoposisymady NopiBHAHO 3 NPOBeAEHHAM Ti/IbKU LUCTEKTOMIT AN yUYaCHUKIB 3 M’I30BO-iHBa3MBHUM
pakoMm ceuoBOro Mixypa, AKUM He MO)XHa NMPOBOAUTM JliKyBaHHSA LuucniaTMHOM abo Aki BigmoBunaucs
BiA nikyBaHHs yucnnarmHom (KEYNOTE-905/EV-303)»; YkpaiHa, MK-3475-905, Bepcis 3.00 Big 06 KBiTHA
2022 p., yKpaiHCbKOO MOBOIO, iH(popMaLiss Ta AOKYMEeHT npo iHhopmoBaHy 3rofy A/l NauieHTa;
CKOpOUY€eHe J0CLE [OCiAKYBAHOIO NikapCcbKoro 3aco6y eHpopTymad BegotuH (Enfortumab Vedotin),
Big Gepe3Hsa 2021 p., aHrNiACbKO MOBOIO; MOAOBXEHHA TPUBANOCTI K/IHIYHOrO AOC/IMKEHHA B
YKpaiHi Ta cBiTi Ao 15 rpygHa 2027 poKy A0 NPOTOKO/MY K/iHIYHOrO BMNpobyBaHHA «PaHgomMizoBaHe
pocnigpkeHHs 11l dasm ana ouiHkM  uUMCcTekToMii B KOMGiHaUii 3 nepionepauiinHuM 3acToCyBaHHSM
nemoponisymady Ta Ans OuiHKM LMCTEKTOMIT B KOMGIHALT 3 nepionepauiiHuM 3acToCyBaHHAM eHhopTymaby
BeAOTMHY Ta nembponizymaby NOPIBHAHO 3 NPOBEAEHHAM Ti/IbKM LMCTEKTOMII A1 yYaCHUKIB 3 M'S30BO-
iHBA3VBHMM pakoM CEYOBOr0 Mixypa, $SKMM He MOXHa MNpoBOAMTU  JliKkyBaHHA  LMCNAATUHOM
(KEYNOTE-905/EV-303)», kog pocnimkeHHs MK-3475-905, 3 iHkopnopoBaHoto nornpaskoto 04 Bif, 14 KBIiTHA
2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemcteo «Mepk EHA Ko.,IHK.» (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBifasbHICTI0O «MC/, YkpaiHa»

34. OHOBeHWIA NPOTOKO/ KNiHIYHOrO BUNpoGyBaHHA 3 MonpaBkoio 2 Big 25.10.2021 p.; IHdopmauis
Ansa nauieHta Ta Popma iHchopmoBaHoi 3rogu — NMpotokon 67652000PCR3002, Bepcis 5.0 ykpaiHCbLKOIO
MOBOIO AnA YKpaiHu Big 21.02.2022 p.; IHchopmauis ana nauieHta Ta Popma iHopmoBaHOiI 3rogn —
MpoTokon 67652000PCR3002, Bepcia 5.0 pociiicbkolo MOBOK Ans YKpaiHu Big 21.02.2022 p.;
IHhopmauia gna nauieHta Ta Popma iHpopMOBaHOI 3roan Ha yyacTb Y NPecKpUHiHry — MpoTtokon
67652000PCR3002, Bepcisa 3.0 ykpaiHCbKOIO MOBOIO ANA YKpaiHu Big 16.02.2022 p.; IHcopmavin ansa
nauieHTa Ta ®opma iHQPOpPMOBaHOI 3roAu Ha yyacTb Y NPecKpuHiHry — NMpotokon 67652000 PCR3002,
Bepcisa 3.0 pociiicbkolo MOBOIO AJis1 YKpaiHu Big 16.02.2022 p.; Bpowypa gocnigHuka CINJ-67652000
(niraparib/abiraterone acetate fixed-dose combination) BupgaHHa 2 Big 03.08.2021 p.; Bpouwypa
pocnigHuka Niraparib (Zejula), BupaHHsa 12 Big 23.06.2021 p.; Bpouwypa gocnigHuka Niraparib (Zejula),
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BugaHHa 13 Big 03.11.2021 p.; Bpowypa pocnigHuka JNJ-212082 3UTIFA (aGipaTepoHa aueTtar),
BugaHHa 16 Big 11.06.2021 p. [0 NPOTOKOY KAiHIYHOrO AocnigkeHHsa «PaHgomizoBaHe, nnauebo-
KOHTpOJIbOBaHe, MoAgBiiHe cnine KiiHiYHe gocnimxkeHHa 3 ha3u npenapaty Hipanapu6 B kombGiHauii 3
abipaTtepoHa aueTaToM Ta npefHi30HOM Y NOPIBHAHHI 3 abipaTepoHa aueTaTtom Ta NpeaHi30HOM A1 NiKkyBaHHSA
nawieHTiB 3 MeTacTaTUYHUM KacTpaT-4yT/IMBMM pakoM nepeamixypoBoi 3a103n (mCSPC) 3i LWKignMeow
repMmiHasibHOK abo COMaTMYHOK MyTali€l reHiB, L0 BiAMNOBiAaTbL 3a penapaiio LWIAXOM rOMOJIOryHOI
pekombiHauii (HRR)», ko gocnimkeHHs 67652000PCR3002, 3 Monpaskoto 1 Big 21.12.2020 p.; cnoHcop -
«AHCCEH ®APMALIEBTVKA HB», Benebris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

35. OHoBEeHUii NPOTOKON K/iHIYHOro BUNpPo6yBaHHA Bepcia 5.0 Big 18 kBiTHA 2022 (BHeCEHO 3MiHU 0
npotokony KB Bepcia 4.0 Big 26 nuctonaga 2021) [0 NPOTOKO/Y KMIHIYHOTO  [OCNILXKEHHS
«baraToueHTpoBe paHAOMi30BaHe BiAKpUTE KNiHiYHE JocnimkeHHA 2/3 ha3n 3 OuiHKM edekTUBHOCTI Ta
6e3nekn pikcoBaHoi KoMbGiHaUil KeToponaky/nitocheHoHy/cheHNIBEPUHIlO B MOPIBHAHHI 3  aKTUBHUM
KOHTPO/IEM Yy NaujieHTIB i3 60/IbOBMM CUHAPOMOM MiCNA XipypriyHOro BTPy4YaHHA Ha opraHax 4epeBHOT
MOPOXHWHU Ta Masioro Tasy», Kog gocnigpkeHHss KPFO7-T, sepcia 4.0 Big 26 nimctonaga 2021; cnoHcop - MpAT
«PapmaLeBTuyHa dpipMa «JapHuusa», YkpaiHa

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