Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rAHYTUX Ha 3acigaHHi
HTP Ne 10 Big 21.04.2022, Ha siki 6yn1 oTpuUMaHi NO3UTUBHI BACHOBKN €KCNepTiB.»

1. OHOBNEeHe AOCLE AOCiAKYBAHOro JliKapCbKoro 3acooy edtunarimog anba, Bepcia 6.0 Big 17
nucrtonaga 2021 poky; OHoBneHa Bpowypa pgocnigHuka Ana nikapcbKoro 3aco6y edTunarimos
anba, Bepcia 9.0 Big 02 6epesHa 2022 poky; OHOBneHa Bpollypa aocnigHuka Ana NiKapcbKoro
3acoby nem6ponisymat, Bepcia 21 Big 02 BepecHA 2021 poKy [0 NPOTOKO/Y KAIHIYHOTO AO0CNIAKEHHS
TACTI-002 (Two ACTive Immunotherapeutics): baraToueHTpoBe, BigkpuTe AocnimkeHHs dhasu Il y nauieHTis 3
paHilwe HeslikoBaHUM HeonepabesibHMUM abo MeTacTaTUYyHUM HeApPIGHOKNITUHHMM pakom nereni (HAP/), a6o
peumamsytouum PD-X pedpaktepHum HOPJ/1, abo peumgmBytounMM 4um MeTacTaTUYHUM MIOCKOKMITUHHUM
pakom ronoeu Ta wui (MPrL), Aki OTPMMYOTb PO3YMHHUIA PEKOMOGIHAHTHMIA 6inok LAG-3 edTunarimos
anba (IMP321) y komb6iHauii 3 nembponisymabom (aHTaroHicT PD-1), kog gocnigpkeHHs TACTI-002, Bepcis
4.1 dhiHanbHa, Bif 8 yepBHA 2021 poky; cnoHcop - Immutep S.A.S., ®paHuis

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasIbHICTIO «/TABKOPTT KMIHIKA AEBE/IOMMEHT YKPAIHA»

2. OHoBneHwuii MpoTokon kniHiuHOro BunNpoGyBaHHsa CBP-201-WW002, Bepcis 3.0 Big 30 nuctonaga
2021 poky [0 NpOTOKO/Y K/iHIYHOTO BUNpobyBaHHA «baraToueHTpoBe, paHAoMi3oBaHe, NoAsiiiHe-chine,
nnauebo-KOHTPONIbOBaHe AOC/IMKEHHA B napasiesibHUX rpynax A7s BUBYEHHS e(DEKTUBHOCTI Ta 6Ge3neku
npenapaty CBP-201 y nauieHTiB 3 NEPCUCTYIOUOK CepPenHbOTSXKKO Ta TAXKOK acTMO i3 3anasieHHAM 2
TUNy», KoA aocnigpkeHHs CBP-201-WWO002, sepcisa 2.1 Bif 22 6epe3Hsa 2021 poky; cnoHcop - Cyoy KOHHeKT
BiochapmacstoTikanc, /ita, Kutai / «Suzhou Connect Biopharmaceuticals, Ltd.», China

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

3. OHoBAReHuii MpoToKoN KNiHiyHOro BunpooysaHHa CBP-201-WWO003, Bepcisa 3.0 Big 21 rpygHa 2021
POKY; BKNOUEeHHA [0AATKOBOro Micus NpoBeAeHHsA KiHIYHOro BUNPoGyBaHHA 0 NPOTOKOY KNiHIYHOTO
AocnipkeHHs «baraToueHTpoBe, paHAoMi30BaHe, NoaBiliHe cnine, Naaue60-KOHTPOIbOBaHe AOC/iAKEHHS 3
METOI0 OLjiHKM npenapaty CBP-201 y opoc/avX NauieHTiB 3 XPOHIYHUM NOAIMO3HUM PUHOCUHYCUTOM», KOL,
pocnipkeHHa CBP-201-WWO003, Bepcia 2.1 Big 22 6epe3Ha 2021 poky; crnoHcop - Cyxoy KoHHekT
BiodpapmaceloTikanc, Jita, Kutaii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1 nikap ®iwyk P.M.

KomyHaslbHe HekoMepuiiiHe nigNpuUeEMCTBO «LleHTpanbHa Micbka KJ/liHIiYHA fikapHsa |BaHo-
®paHKIBCbKOT MICbKOT paau», BigaineHHa Mikpoxipyprii JIOP-opraHis, M. IBaHO-PpaHKiBCbK
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

4. 36inblEHHs 3an/1IaHOBaHOI KiNIbKOCTi [OCAiIfKYBaHNX A1 BK/IIOYEHHS Y KNiHiYHe BUNPOGyBaHHA B
YkpaiHi 3i 120 ckpuHoBaHuX (3 Hux 100 paHpgomizoBaHuUX) A0 225 ckpuHoBaHuUX (3 Hux 150
paHgomizoBaHUX) OO0 MNPOTOKONY KAiHIYHOrO BunpobyBaHHA «BAFATOLEHTPOBE PAHAOMI3OBAHE
MOABIAHE CNINE AOCNIAKEHHA ®A3M 11l Y NAPANENBHUX TPYMNAX 3 MOABIVHAM KOHTPO/EM
MNALEBO ANA OUIHKN EPEKTVMBHOCTI TA BE3MEYHOCTI ®PEHEBPYTUHIBY [MOPIBHAHO 3
TEPV®NYHOMIAOM Y OPOC/INX NAUIEHTIB 3 PELMAVNBYHOUYMM PO3CIAHM CKINEPO30M», Kog,
pocnipxeHHa GN41851, sepcis 2 Big 21 cepnHsa 2020 p.; cnoHcop - d.XoddmaHH-/1a Pow /114, LWBseliyapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAa/IbHICTIO «PoLl YKpaiHa»

5. ®opma iHchopmoBaHoOi 3rogu, Bepcia 3.0 ana YKpaiHM yKpaiHCLKOIO Ta pocilicbKolo moBamu Big 31
ciuHa 2022 p. Ha ocHoBi maiicTtep-Bepcii hopmu iHpopMoBaHOi 3rogn ans gocnigpkeHHs BO41843,
Bepcia 3 Big 15 rpyaHa 2021 p. 40 NPOTOKO/Y KNIHIYHOTO AOCNiMKEeHHS «PaHgomisoBaHe NoABiiHe cnine
nnaueb0o-KOHTpPoIboBaHe baraToueHTpoBe Aoc/imkeHHs da3n [l gnsa ouiHKM edPeKTMBHOCTI Ta 6e3neYHOCTI
GDC-9545 y kombiHau,ii 3 nan6ounknibomM NOpPIBHAHO 3 KOMOIHALLE NeTPO30/1y Ta Nas6oumMKiby Y NaUEHTIB 3
€CTpOoreH-peLenTop-no3nTneHuM, HER2-HeraTBHMM  MICLLEBOMOLIMPEHNM 4 MeTacTaTUYHUM  PakoMm
MOJIOYHOI 3a5103U», Kog, gocnigpkeHHs BO41843, sepcis 2 Big 08 nitotoro 2021 p.; cnoHcop - ®.XoddmaHH-/15
Pow /1, WBeiiuapis

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

6. Bpowypa gocnigHuka ana Toyunisymaoé (AKTEMPA®, RoActemra), Bepcifi 23 Big BepecHst 2021 p. 10
NPOTOKONY KNiHIYHOIO AoC/imKeHHs «PaHaoMizoBaHe, BigkpuTe, baraToueHTpoBe, focnimkeHHs dgasu lll ans
OLjiHKM edDEKTUBHOCTI Ta 6e3MeYHOCTi 3aCcTOCyBaHHS MOCYHeTy3ymaly y komOiHaujii 3 neHanigomigom y
MOPIBHSIHHI 3 PUTYKCMMAab0oM Yy KOMOGIHaUIT 3 NeHanigoMigoM y nauieHTiB 3 doniKyISspHO AiMgOMOK nicns
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LLlOHaiMeHLLe OJHIET NiHiT cucTemMHOoT Tepanii», kog gocnimpkeHHs GO42909, Bepcis 4 Big 08 BepecHs 2021 p.;
cnoHcop - d®.XoddpmaHH-/a Pow /114, LBeliyapis
3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAasIbHICTIO «PoL YKpaiHa»

7. dopma iHchopmoBaHoi 3roau NMpoTokon 64264681LYM1002 ApganTtoBaHa Ana YKpaiHu Bepcist Ne 5.0
Big 07 ciuHAa 2022 poky, Ha OcHOBi Maiictep-Bepcii ®I3 Bepcia 6.0 Big 15 rpygHa 2021 poky,
aHINMIACbKOIO Ta YKpaiHCbKOlo MoBamu; [flopatok o ®opmu iHpopmoBaHoi 3rogu [MpoTokon
64264681LYM1002 AganToBaHa asis YkpaiHu Bepcif Ne 5.0 Big, 07 ciuHa 2022 poKy, Ha OCHOBI MalicTep-
Bepcii PI3 Bepcia 6.0 Big 15 rpyaHA 2021 poKy, aHIINCbKOK Ta YKPAIHCLKOK MOBaMW [0 NPOTOKOY
KNiHiYHOro gocnigxeHHs «Bigkpute gocnigkeHHsa 1b asm 3 ouiHkM 6e3neyvyHocTi, hapMakoKIHETUKN i
hapmakognHamikm npenapaty JNJ-64264681 y kom6GiHauii 3 npenapatoMm JNJ-67856633 B y4yacCHUKIB 3
HEXOMKKIHCbKOKO ~ NIMC)OMOI0  Ta  XPOHIYHUM  MlIMAIOLMTApHUM  NIEKO30M»,  KOA4  LOCAIIKEHHS
64264681LYM1002, nonpaska 2, Big 15 inHa 2021 poky; cnoHcop - AHcceH-Cinar IHTepHewrn HB, benbria /
Janssen-Cilag International NV, Belgium

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

8. IHdhopmauis ansa naudieHta Ta Popma iHpopmoBaHoi 3roau — NMpotokon PCI-32765MCL3002, Bepcis
15.0 ykpaiHCcbKOoio MoOBOKW AnA YkpaiHu Big 13.01.2022; IHcpopmauis ansa nauieHta ta Popma
iHcbopmoBaHoi 3roau — Mpotokon PCI-32765MCL3002, Bepcis 15.0 pociiicbKO0 MOBOIO A1 YKpaiHu
Big 13.01.2022; Bpowypa gocnigHuka JNJ-54179060 ImopyBika (I6pyTuHi6), BugaHHsa 15 Big 10.12.2021
p.; MpoaoBXeHHA TepMiHY NMPOBeAEHHA KNiHIYHOro BMNpPoGyBaHHA A0 15.12.2025 p. Ao nNpoTOKony
KNiHiYHOro gocnigxeHHs «PaHaomizoBaHe, NoAgiiHe cnine, naaueboKoHTPOIbOBaHE K/iHIYHE AOCAIAKEHHS 3
thasu iHriGiTopa TUpo3uHkiHasu BpyToHa (BTK), PCI-32765 (I6pyTUHIO), y KOMbiHaLiT 3 BeHaamMycTMHOM Ta
Putykcnmabom (BR) y nauieHTiB i3 BnepLue AiarHoCTOBaHOM /TiMGIOMOI0 MaHTIHOT 30HM», KOA, [OCAIIKEHHS
PCI-32765MCL3002, 3 nonpaskot INT-7 Big 19.12.2019 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

3asaBHUK - «AHCCEH ®PAPMALIEBTUKA HBx», Benbris

9. bpowypa aocnigHnka CNTO1959 (guselkumab), BupgaHHs 13 Big 14.12.2021 p.; IHchpopmauis ans
naudieHTa Ta ®opma iHdhopmoBaHoi 3roan — Mpotokon CNTO1959LUN2001, Bepcia 5.0 yKpaiHCbKOIO
MOBOIO AnA YKpaiHu Big 08.02.2022; IHchopmauis ana naudieHTa Ta Popma iHpopmMoBaHOi 3rogn —
Mpotokon CNTO1959LUN2001, Bepcia 5.0 pociiicbkolo moBow aAnfa YKpaiHu Big 08.02.2022 p. go
NPOTOKONY KAIHIYHOrO AocnigkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MoABiiHe cnine, niaue6o
KOHTPO/IbOBaHe, B NapasiefibHuX rpynax KniHiyHe [OCNi[KeHHA rycesibKyMaly Yy nauieHTiB 3 akTUBHUM
BOBYaKOBUM HepUTOM», KoA aocnimkeHHs CNTO1959LUN2001, 3 nonpaskoto 2 Big 20.05.2021 p.; cnoHcop
- «AHCCEH ®APMALIEBTVKA HB», benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

10. OHoBNeHa 6polwypa gocnigHuka Ezabenlimab (Bl 754091) Bepcis 6 Big 19 ciuHAa 2022 [0 NpOTOKONY
KMiHIYHOrO BMNpobyBaHHA «Bigkpute pocnimpkeHHs dasm Ib 3 nigbopy po3m Bl 836880 y kombGiHauji 3
e3abeHNiMabom ansa xapakTepUCTUKM 6e3NeUYHOCTI, NTEPEHOCMMOCTI, (hapMakoKiHETUKM, hapMakogmHaMiki Ta
e)eKTMBHOCTI Yy  NauieHTiB 3  MiCLEBOMOWMPEHNM abo  meTacTaTUYHMM  HEMIOCKOKMITUHHUM
HeAPIGHOKNITUHHUM PakoM fiereHi Ta iHWKUMK CONigHUMU NyXNnHaMn», kog gocnimpkeHHsa 1336-0011, sepcis
7.0 Big, 16 cepnHs 2021; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, ABcTpis

3anBHUK - TOB «OKYMEAC» («CIA JOKYMELC»), Natsis

11. OHoBneHa Gpouwypa pocnigHuka (Nintedanib -BIBF 1120) Bepcis 19 Big 22 rpyaHa 2021 fo
MPOTOKO/IB  KNiHIYHMX BUNpoOyBaHb: «[loggiiHe cnine, paHAOMI3oBaHe, nnaueb0-KOHTPONbOBaHe
OOCNiMKEeHHs A5 OUiHIOBaHHA BMNJIMBY [03W Ta 6e3MeyYHOCTI NepopasibHOro 3acTOCYBaHHA HiHTegaHioy
NPOTAroM 24 TUXHIB Ha (POHI CTaHAAPTHOrO JliKyBaHHSA, 3 NOLAMbLUMM BiAKPUTUM NiKyBaHHAM HiHTeAaHibom
Pi3HOI TpMBanNoCTi y AiTein Ta nigniTkis (Bikom Big 6 A0 17 POKIB) 3 KNIHIYHO 3HAYyLWmMn Dibpo3yrHMMm
IHTEPCTULIAHMMYN 3aXBOPIOBaAHHAMMW fereHb», kog, aocnimkeHHs 1199-0337, sepcis 3.0 Big 14 uepsHsa 2021;
«BigKpuTe [oCnimKEeHHA AOBroTpMBasiol 6e3MevYHOCTi Ta MNepeHOCUMOCTI MepopasibHOr0 3acTOCYBaHHS
HiHTe4aHiIGy TPMBaUTICTIO HE MEHLLIE 2-X POKIB Ha (DOHI CTaHA4APTHOrO NiKyBaHHS Y AiTei Ta NigaiTKiB 3 KNiHIYHO
3HaUyWMMK - pibpo3yoUMMK  IHTEPCTULAHUMK  3axBoploBaHHsAMU  fiereHb  (InPedILD  ™-ON)», kop,
pocnipkeHHa 1199-0378, sepcia 1.0 Big 17 yepBHs 2021 poky; crnoHcop - Boehringer Ingelheim RCV GmbH &
Co KG, AscTpis

3asBHUK - TOB «JOKYMEAC» («CIA LJOKYME/AC»), NlaTBis



12. bBpouypa gocnigHuka woao nikapcbkoro 3aco6y Plinabulin Injection BPI-2358, Bepcisa 15.0 Big, 23
rpygHa 2021 poKy, aHrnificbkol MOBOK [0 MNPOTOKO/Y KAIHIYHOrO focnimpkeHHs «baratoueHTpose
paH4oMi30BaHe JOCNiMKeHHA 2/3 dha3n AN OuiHKM edekTy naiHaGyniHy y NOpiBHAHHI 3 nerdinrpacTtuMmom y
NpodiNakTULLi BaxKKOi HEMTPONEHIT y NawieHTiB 3 pakoM MOJIOYHOT 3a/1031, SKi OTPUMYIOTb MIESTIOCYNPECUBHY
ximioTepanito goueTtakcesioM, [OKCopybiuMHOM i uuknodocdamigom (cxema TAC) (MpoTekTuB 2)», Kopg
pocnipkeHHa BPI-2358-106, nonpaska npotokosy 11 Big 31 6epe3Hsa 2020 p.; cnoHcop - BeyondSpring
Pharmaceuticals, Inc., USA

3aaBHUK - TOB «CaHaKnic», YkpaiHa

13. Bpowypa pgocnigHuka CNTO1959 (guselkumab), BupganHa 13 Big 14.12.2021 p. A0 NPOTOKOMY
KNiHiYHOro BMNpobyBaHHS «PaHgoMizoBaHe, GaraToueHTpoBe, NoAgiiHe cnine, nnauebo-KOHTPOsiboBaHe
KNiHiYHe pocnimpkeHHs 2b / 3 asn B napanensHuX rpynax Ans OUiHKM edeKkTUBHOCTI Ta 6e3neyHoCTi
rycefnibKymaly B MauieHTIB i3 cepefHbOro CTYNEeHI TSHKKOCTI Ta TSHKKUM aKTUBHUM HecneundivyHum
BMPa3KoBMM KOMITOM», Kog, gocnigpkeHHs CNTO1959UCO03001, COVID-19 AopaTok Big 14 TpaBHA 2020 poky
no TMpoTtokony KniHiyHoro pocnimkeHHs CNTO1959UCO30013 nonpaskoto 2 Big 03.08.2021 p.; cnoHcop -
«AHCCEH ®APMALIEBTVKA HB>», Benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

14. MopoBXeHHA TPMBANOCTI K/iHIYHOro AocniAKeHHs B YKpaiHi go 30 uepBHsa 2025 poKy A0 NPOTOKOY
KMNiHIYHOro AocnimkeHHs «baraTtoueHTpoBe, BigkpuTe pocnimpkeHHs |l dpasm 3acTtocyBaHHA npenapaTy
aBenymaté (MSB0010718C) y noOpiBHSIHHI i3 3acTOCyBaHHSM [BOXKOMMOHEHTHOI KOMOiHaLii Ha OCHOBI
npenaparTiB NAaTMHK SK Tepanii nepLwoi niHii npyn PD-L1-no3nTnBHOMY, peumanByoHomMy HeapiGHOKNITUHHOMY
paky nereHi abo HepiGHOKNITUHHOMY paky nereHi IV ctagii», kog gocnimkeHHs EMR 100070-005, sepcis 6.0
Big 03 ciuHA 2019 poky; crnoHcop - Merck KGaA, HimeuunHa

3asBHUK - NianpreMcTBo 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

15. 36inblUeHHA KINIbKOCTI AocnimxyBaHUX B YKpaiHi 3i 100 go 265 oci6é [0 NpOTOKONY KAiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, NoAgiliHe chine, naaue60-kOHTPoIboBaHe, 6araToLeHTPOBE AOCTiAKEHHS N0
nigbopy [03n ANns OUiHKM edeKTMBHOCTI i1 6e3neyHocTi npenapaty ALN-AGTO1 y nauieHTiB 3 M'SKO0 Ta
NMOMIpPHOK apTepiasibHO rinepTeH3ieto», ko gocnimkeHHs ALN-AGT01-002, iHkoprnopoBaHuii nonpaskoto 3
Big 09 rpyaHsa 2021 poky; cnoHcop - Alnylam Pharmaceuticals, Inc., United States

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

16. NMopoBXeHHA TPUBAJIOCTI K/iHIYHOro BUNPOGYBaHHA B YKpaiHi Ao 01 TpaBHA 2023 poKy [0
MPOTOKONY KNIHIYHOTO AO0C/IIXKEHHA «3acTocyBaHHA nemaddiopaty A1 3MEHLIEHHS CepLeBO-CYAMHHUX
YCKNaAHEeHb 3a paxyHOK 3HWXEHHS PiBHA TPUMNILEPUAIB Y NALEHTIB i3 LLYKPOBMM AiabeToM», Kog, AOCiIKEHHSA
K-877-302, Bepcisa 3 3 iHkoprnopoBaHoIo nonpaskoto 2 Big 18 6epe3na 2020 poky; cnoHcop - Kowa Research
Institute, Inc., United States

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

17. OHoBneHa Bpouwypa pgocnigHuka IMU-838/Bigocdhnyaimyc kanbuito, piHanbHa Bepcia 7.0 Big 10
Gepe3HA 2022 poKy [0 NPOTOKOMY KAiHIYHOro BMNpobyBaHHs «da3a 2, 6araTtoueHTpoBe, paHAoMi3oBaHe,
noAgiiHe cnine, nnaLe60-KOHTPONbOBAHE AO0CIAKEHHS 3 METOK BU3HAYEHHS 403U ANS OLiHKN e(DeKTUBHOCTI
Ta 6e3nekun npenapaty IMU-838, 1110 BUKOPUCTOBYETLCS B SKOCTi 3aCO06Y iHAYKLiAHOT Ta nigTpumytoyoi Tepanii
Nnpu BMPa3KoBOMY KOMITI CEPeHbOro Ta TSXKOro CTyneHs», Koh pocnimkeHHs P2-IMU-838-UC, diHanbHa
Bepcia 5.0 Big 26 ntotoro 2021 poky; cnoHcop - Immunic AG, HimeyuunHa

3asBHUK - TOBApPUCTBO 3 0GMEXEHOI0 BiANOBiAasbHICTIO «/TABKOPM K/IHIKAMT AEBE/IONMEHT YKPAIHA»

18. Nlocbe pocnigKyBaHOro nikapcbkoro 3acoo6y lipegectpaHT (Giredestrant, RO7197597), Big, ciuHsA
2022 p., aHrNificbKoto MOBOI0; 3pa30K MapKyBaHHS /likapCbKOro 3acody TamokcudyeH, Tabnetku, no 20
Mr, YKPaiHCbKOIO MOBOWO, Big 06 rpygHs 2021 p.; OsHaiiomue onutyBaHHA lidERA Study Patient
Engagement Content, Bepcia 1.0, aHrniicbKo, YKPAIHCLKOIO Ta POCiliCbKO MOBamMu [0 NPOTOKO/Y
KNiHiYHOro gocnimkeHHs «PaHgomisoBaHe, BigkpuTe, bGaratoueHTpoBe paocnimkeHHst dhasu Il 3 oujiHkn
edheKkTMBHOCTI Ta 6e3MneyHOCTi af’toBaHTHOI Tepanii ripegecTpaHTOM MOPIBHSAHO 3  af’'tOBaHTHOM
EeHAOKPUHHOI0O MOHOTeparielo 3a BUOOPOM Nikapsa B NaLUiEHTIB 3 eCTporeH-peLentop-no3ntmeHuM, HER2-
HeraTMBHUM PakoM MOJIOYHOI 3a103U Ha paHHili cTagii», ko gocnigxeHHa GO42784, sepcis 2 Big, 30 uepBHS
2021 poky; cnoHcop - d. XodpcpmaHH-/1a Pow /14, LWseliyapia (F. Hoffman-La Roche Ltd., Switzerland)
3anBHUK - ToBapucTeo 3 O6MexeHot BignosigansHicTio «KOHTpakTHO-AoCigHML LKA opraHisauis IHHo®apM-
YkpaiHa»



19. Bpowypa gocnigHuka APG-2575, Bepcis 4.0 Big 18.03.2022 aHrnilficbKotlo MoBo10; JIucT iHchopmauii
AnA nauieHta Ta ®opma iHhopMOBaHOi 3roAu Ha yyacTb Yy AOCiMKEeHHi, ANA YKpaiHu, Bepcis 4.0 Big, 25
Gepe3Ha 2022 Ha ocHOBi MaiicTep-Bepcii 5.0 Big 23 G6epe3Ha 2022 (yKpaiHCbKOK Ta POCIACbKOIO
MOBOIO) [0 NPOTOKOJY KiHIYHOTO AocnimkeHHa «[ocnigpkeHHsa da3n Ib/ll 3acTocyBaHHA npenaparty
APG-2575 sk MoHoTepanii abo B KOMOGIHaUil 3 iHWMMKW JliKapCbKUMKU npenapaTamn y nauieHTiB 3
peumamBylouuMmn Ta/abo pedpakTepPHMMM XPOHIYHUM AimdpoumTapHum neliko3om (XJ11)/gpibHOKNITUHHO
nimcouymTtapHoto nimcomoro (4J1/1) (SACRED)», koa pocnimkeHHs APG2575CU101, Bepcia 2.2 Big 15
XOBTHSA 2021; cnoHcop - Ascentage Pharma Group Inc. (AceHTax ®apma Fpyn IHK.), CLLA

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

20. 3miHa wmMicub npoBefeHHA BUNPOOYBaHHA; 3MiHa BignoBigasibHOro AocnigHUKa B Micui
npoBeAeHHA BUMNPOGYBaHHA [0 NPOTOKO/Y K/HIYHOTO AOC/imxeHHs «PaHAoMi3oBaHe, noAsiiiHe cnine,
nnaueb0o-KOHTPOIbOBaHe AOCNiMKEHHA AN OUiHKKM Aii 6eMnenoigHol kucnotu (ETC-1002) Ha NoABY TAXKMX
CepLeBO-CYANHHNX ABULL, Y NaLEHTIB i3 CepueBo-CyANHHOI XBOPOOOH ab0 3 BUCOKUM PU3NKOM i BUHUKHEHHS,
AKi He NepeHOoCATb JiKyBaHHA cTaTuHaMu», Kog gocnimpkeHHa 1002-043, 3 iHKOpNopoBaHo Monpaskolo 5 Bif,
24 BepecHs 2020 poky; cnoHcop - «EcnepioH Tepan'toTike, IHK.» (Esperion Therapeutics, Inc.), CLUA
BYNO CTANO

K.M.H. BuHHU14YeHko J1.B6. K.M.H., gou,. BuHH1YeHko J1.Bb.

KomyHanbHa yctaHoBa «CyMcCbKa MiCbKa KNiHiYHa | YHiBepcuTeTCbka KiiHika CYMCbKOro [epXaBHOro
nikapHsa Nel», TepaneBTUYHE BiggisieHHs, CYMCbKUIA | YHIBEPCUTETY, NiKyBa/IbHO-NPOdINAKTUUHWIA
OepXaBHuii  yHiBepcuteT, MeanuyHuin  iHCTUTYT, | nigpo3ain, CyMCbKUA OepXaBHWIA  YHIBEPCUTET,
Kadhegpa cimeinHoi meguuuHn, m. Cymm Meau4yHwnii iHCTUTYT, Kadhegpa CimenHoi MeanumHn 3
Kypcom gepmaroBeHeponorii, m. Cymu
K.M.H. Boliuyk H.C.
MeguuHuiAi  LeHTp ToBapucTBa 3 OOMEXEHOHo

K.M.H. CopokiHa I.0.

MeaWYHWIA LEHTP NPUBATHOIO BULLLOTO HaBYasIbHOIo
3aknagy «lHCTUTYT 3arasibHOI NPaKTUKKM — CIMENHOT | BiAMNOBiAANBLHICTIO «EpenbBelic Megikc»,
MeaMLMHU», M. KniB NiKyBas/IbHO-NPOdiNaKTUYHWIA Nigpo3ain, M. Kvis
3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjelo «ANK'HOBIA PC YkpaiHa»

21. 3miHa micusa npoBeAeHHs KMiHIYHOro BUNpo6yBaHHA; 3MiHa Ha3BU MicLiAA NpoBeAEeHHSs K/TiHIYHOro
BUNPOOYBaHHSA [0 MPOTOKOY KMIHIYHOMO AOCNIMKEHHA «52-TWXKHEBE BiJKpUTE NOAOBXEHEe AOCNiMKEHHS
niMaBaHCepWHY y JOPOC/IMX Ta NI04ei NOXUAOro BiKY 3 HEPONCMXiaTPUYHUMK CUMITOMAaMM, MOB'A3aHNMM i3
HelipogereHepaTMBHMM 3aXBOPIOBaHHAM», ko4 gocnigpkeHHs ACP-103-047, 3 iHKOpnopoBaHOK NONpPaBKoo 3,
thinanbHa Bepcisa 1.0 Big 23 nunHa 2019 p.; cnoHcop - «AKALIA dapmackioTikan3 IHk., CLLUA» (ACADIA
Pharmaceuticals Inc., USA).

BY/NO

CTAJIO

4.M.H. Mopo3 C.M.

KomMmyHanbHe nignpmMemMcTBO
«[HinponeTpoBCbKa o6nacHa KiiHiyHa nikapHsA
iMm. L.I. MeuHukoBa» [HINPONEeTPOBCLKOI 06M1aCHOT

4.M.H. Mopo3 C.M.

KomyHanbHe nignpuemMcTBO
«[JHinponeTpoBcbKa 6aratonpodinibHa KiiHiuHa
NniKapHA 3 HagaHHA McuxiaTpUUYHOI AONOMOrn»

pagu», o0O6GnacHWii LEeHTP ncuxocomaTuyHux | [JHiNponeTpoBCcbkoi o6nacHoi paau», O6nacHui

posnagiB  Ha 6asi MCUXOHEBPOJIOriYHOrO | LEHTP MNCUXOCOMaTUYHUX po3nagdiB Ha O6asi

BigaineHHs, m. iHinpo ncuxiatpuyHoro BigaineHHs Ne28, m. iHinpo
BYNIO CTA/O

O.M.H., Npodd. BUHHMK M.I. O.M.H., Npodd. BUHHUK M.I.

OGnacHa ncuxoHeBpoJsioriyHa nikapHa Ne3,
BiadineHHs Nel, J[ABH3 «lBaHO-®paHKiBCbKNIA
HauioHa/IbHMI MeUYHUA yHIBEpCUTET», kadeapa
ncuxiatpii, Hapkonorii Ta Megu4HOT NCUXONOril,
M. IBaHO-®paHKiBCbK

KomyHanbHe  HekomepuiiiHe  nignpuemcTBO
«MpukapnaTcbKnii 06/1aCHUIA KNIHIYHWIT LEeHTP

ncuxiyHoro  340poOB'A IBaHO-PpaHKiBCbKOT
o6nacHol paau», BiggineHHa Nol,  IBaHoO-
dpaHKiBCbKUiA HaLjioHa/TbHUIA MeNUYHNIA

yHiBepcuTeT, Kadpenpa ncuxiatpii, Hapkonorii Ta
MeZMYHOT NCUX0NOorii, M. IBaHO-PpaHKiBCbK

3asBHIK - TOB «BOP/IABANL KMIHIKA TPAINC YKP»

22. 3miHa Micub npoBefeHHA BUNPOGYBaHHS;

3miHa BignoBiganbHOro AocnigHMka B Micui

npoBefeHHA BUMNPOOYBaHHA [0 MPOTOKOY KIIHIYHOrO [OCNIAKEHHS «3acTocyBaHHSA nemadpioparty A/
3MEHLUEHHST CEepLEeBO-CYANHHUX YCKMaAHEHb 3a PaxyHOK 3HWKEHHS PiBHS Tpurailuepuais y nauieHTiB i3




LYyKpOBUM fliabeTom», Ko nocnigxeHHsa K-877-302, Bepcisa 3 3 iHKOPNOpoBaHOt NnonpasKoto 2 Bif, 18 6epesHs
2020 poky; cnoHcop - Kowa Research Institute, Inc., United States

BYNO CTANO
K.M.H., gou. BUHHWYeHko J1.6. K.M.H., Aoy, BuHHMYeHKo J1.B.
KomyHasnbHa yctaHoBa «Cymcbka Micbka KniHiYHa | YHiBepcuTeTcbka KiHika CyMCbKOTO OepXXaBHOro
nikapHa Nel», peHHWd cTauioHap, CyMcCbkuii | yHiBepcUteTy, NiKyBa/IbHO-NPOiNaKTUYHWIA
JepxaBHuili  yHiBepcuTeT, MeanuHuin iHCTUTYT, | nigpo3gin, Cymcbknii AepXaBHWIA  yHiBepcUTeT,
kadbegpa cimeiiHoT MmeguumHun, M. Cymu MeamnyHuii IHCTUTYT, kadpeapa CiMenHoi MeguunHmn 3

KypcoMm fepmartoBeHeponorii, M. Cymu

K.M.H. CopokiHa 1.0. K.M.H. Boiiuyk H.C.
MeaunyHWii LeHTp NPMBaTHOMO BULLOTO HABY&/IbHOTO | MeanyHuiA  LeHTp ToBapucTBa 3 OOMEXEHOI
3aknagy «IHCTUTYT 3arasibHOI NPaKTUKM - CIMEHOI | BigMnoBigasIbHICTIO «EpenbBeiic Mepgikc»,
MeanLMHN», M. KniB NiKyBa/IbHO-NpohiNakTnYHWMiA nigposain, m. Kuis

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

23. OHoBeHul MpoToKon KNiHiuHOro BUNpo6yBaHHA G1T48-01, Bepcisa 9.0, Big 26 xoBTHA 2021 poKy,
aHrnificbkol MoBoto; IHthopmauis ans nadieHta i dopma iHhopMOBaHOI 3rogn Ha yyacTb Yy YacTUHI 3
pocnipxeHHs, Bepcia 3.0 Big 04 noTtoro 2022 poky, AnA YkpaiHu CneuianbHa BepciA Ha OCHOBI
FnoGanbHoi Maiictep-Bepcii uactuHu 3 ®I3 — Bepcia: 3.0, Big 25 0BTHA 2021 poKy aHI/iACbKOIO Ta
yKpaiHCcbKolo moBamu; [loaatok o IHchopmauii ana nauieHta i @opmu iHhopmoBaHOi 3roan Ha yyacTb
y yactuHi 3 gocnipxeHHs, Bepcia 3.0 Big 04 noToro 2022 poky, Ansa YkpaiHu CneujiasibHa Bepcis Ha
ocHoBi no6anbHoi Maiictep-Bepcii yactuin 3 ®I3 - Bepcia: 3.0, Big 25 xoBTHA 2021 poky
aHrNifCcbKOIO Ta YKPAiHCbKOK MOBaMM [0 NPOTOKOJTY K/iHIYHOIO A0CNiMKEHHS «BigkpuTe, 6aratoueHTpose
pocnipkeHHs 1 a3  ana  ouiHku  6e3nekn, NepeHoCUMOCTi, apMakoKiHeTUKM Ta nonepeaHbol
NPOTUMYXIMHHOT aKTUBHOCTI npenapaty G1T48 npw Oro 3acToCyBaHHi y 3pOCTalouux [o3ax y BUIIAg
MOHOTepanii Ta 'y KombiHau,ii 3 Man6ouunknibom y XIHOK 3 eCTporeH-peLenTop-no3nTneHuM, HER2-HeraTuBHUM
PO3MOBCHAXEHMM PakoM MOJIOYHOT 3a5103U», KoA AocnimkeHHst G1T48-01, sepcis 8.0 Big 29 ciuHs 2020 poky;
cnoHcop - G1 Therapeutics, Inc., MiBHiuHa KaponiHa, CLUA

3asBHuK - TOB «APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

24. OHOBNEeHMI NPOTOKON KiiHiYHOro gocnipkeHHa CFTY720D2311, octatouHa pepgakuia 09 Big 03
rpygHa 2021 p.; CUHONCUC OHOBJIEHOrO NMPOTOKOY KNiHIYHOro AOC/iAKEeHHs, ocTaTouHa peaakuisa 09
aHrnificbkoro moBoio Big 03 rpygHsa 2021 p., nepeknaj yKpaiHCbKOl0 MOBOIO Big 04 ciuHa 2022 p.;
IHcbopmaunia gna 6aTtbkiB guTUHU Ta hopma iHthopmMoBaHOiI 3roau, ocTaTouHa pegakuia Nell.0 ansa
YKpaiHu Big, 21 ciuHA 2022 p., ocTaTOuHUIT NEepeKnag, 3 aHr1iicbKOi MOBM Ha YKpaiHCbLKY MOBY Big, 09
noToro 2022 p., ocTaTtouHU Nepeknag, 3 aHrMificbKOI MOBU Ha pocCiicbKy moBy Big 09 ntoToro 2022 p.;
IHchopmauia gna nadieHTiB, AKi gocAran BiKy 18 pokiB nig yac npoBeAeHHA AoCAiMKeHHS, Ta hopma
iHcbopmoBaHOi 3rogu, octatouHa pegakuia Ne9.0 ana YkpaiHu Big 21 ciuHa 2022 p., ocTaToOuHUi
nepeknag 3 aHrNiicbKOI MOBU Ha YKpaiHCbKy MoBY Big 09 ntotoro 2022 p., octatouHUI nepeknapg 3
aHrniicbKoi MOBU Ha pocilicbKy mMoBYy Big, 09 ntotoro 2022 p.; IHchopmauis gns nadieHta ta chopma
3rogu Ha yyacTb Y gocnimkeHHi gna giteii Bikom Big 14 go 18 pokiB, octaTouHa pegakuia Ne6.0 gns
YKpaiHCbKMX AOCNIAHMLBKUX LEHTPIB Big 21 ciuHA 2022 p., ocTaTOuHWUIT Nepeknag 3 aHrNMiincbKoi MOBU
Ha yKpaiHCbKy MOBY Big, 17 ntotoro 2022 p., octatouHuii nepeknag 3 aHrMiicbKoi MOBU Ha POCIACLKY
MoBY Big, 17 niotoro 2022 p.; IHchopmauis onA nauieHTa Ta hopma 3rogu Ha ydacTb Y AoCNigpKeHHi ana
AiTeii Bikom Big 12 o 14 pokiB, octatouHa pegakuyis Ne6.0 gnsa yKpaiHCbKUX [OCAIAHULBbKUX LLEEHTPIB
BiA 21 ciuHa 2022 p., ocTaTOUYHUI Nepeknag 3 aHrMiicbKOi MOBU Ha YKpPaiHCbKy MOBY Big 17 ntotoro
2022 p., octaTtouHWii Nepeknag 3 aHrNiicbKOi MOBU Ha pociiicbky MoBy Big 17 niotoro 2022 p.;
IHhopMmauia ana nauieHTa Ta popmMa 3rogu Ha yyacTb y AOChifKeHHi gnsa giteid Bikom Big 10 go 12
poKiB, ocTaTouHa pepgakuis Ne6.0 AnA yKpailHCbKUX [OCAIAHULBbKUX LEHTPIB Big 21 ciuHa 2022 p.,
OCTaTo4YHWii nepeknag 3 aHrNiicbKOi MOBU Ha YKpaiHCbKY MOBY Big, 17 ntotoro 2022 p., octaTouHuUii
nepeknag 3 aHrnificbkoi MOBU Ha pPOCilicbky MoBY Big 17 niotoro 2022 p.; NopoBXeHHA nepiogy
npoBefeHHA KNiHIYHOro BUMNPOOYBaHHA B YKpaiHi o 31 cepnHa 2028 p. 40 NPOTOKONY KAiHIYHOrO
BMNpPOOYBaHHA «[BOpiuHEe NOABIHO c/ine paHAOMi3oBaHe 6GaraTOLEHTPOBE [OCAIMKEHHA 3 aKTVBHUM
KOHTPO/IEM, WO MPOBOAMTLCS B AiTel i MigNiTKiB i3 pPO3CISTHUM CK/1epPo30M 3 METOK OLHKM 6e3neyHocTi i
edhekTMBHOCTI ¢piHroniMmoay [ANA NepopasibHOr0 3acToCyBaHHS OAMH pa3 Ha f[06y B MOPIBHSAHHI 3
iHTepchepoHoM [3-1a An1A BHYTPILWHBOM'A30BOTO BBEAEHHS OAUH pa3 Ha TWxAaeHb (OCHOBHWIA eTamn) i3
[00AaTKOBUM eTanoMm npu 3acTocyBaHHi (hiHroniMoay npotarom 5 pokie», kof nocnimkeHHs CFTY720D2311,
ocTato4dHa pegakuis 08 Big 21 cepnHs 2019 p. ; cnoHcop — «HoeapTic ®apma Cepsice3 Al», LLseliluapis
3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTHO «Ml EC AN-YKPAIHA»



25. OHoBneHwuii MpoTokon KniHiuHoro gocnigkeHHAa RPC01-3001, pesakuisa 10.0 Big 08 )xoBTHA 2021 p.;
CuHoncuc oHoB/IEHOro nNportokony aocnipkeHHs RPC01-3001, pepakuia 10.0 Big 08 xoBTHA 2021 p.,
nepeknaj 3 aHrNicbKoi MOBM Ha YKpaiHCbKy MOBY Big 19 »0oBTHA 2021 p.; IHhopmauiiiHuii nucTok
nauieHTa Ta popma 3rogm Ha yyacTb Y K/liHIMHOMY HayKOBOMY AOC/TiKEHHI, ocTaTo4yHa pegakuia 11.0
Ans YkpaiHu Big 09 ntotoro 2022 p., octaTtouHUii nepeknag, 3 aHrNificbKoi MOBU Ha YKpPaiHCbKY MOBY Bif,
11 moToro 2022 p., ocTaTtouHUiT Nepeknag 3 aHrAiicbKoi MOBU Ha pocilicbKy MoBY Big 11 ntotoro 2022
p.; Po3gin "Akictb | Quality" Aocbe pocnigxyBaHoOro sikapcbkoro saco6y Ozanimod (RPC1063),
pepakuia 9.0 Big XoBTHA 2021 p.; fopaHHA HOBOro (AOAATKOBOro) BUPOGHUKA [OC/ifKYBaHOIO
nikapcbkoro 3aco6y: RPC1063/ osaHimogy rigpoxnopupg 0,25 mr (ekBiBanieHT o3aHimogy 0,23 mr),
kancynu; RPC1063/ osaHimogy rigpoxnopug 1,0 mr (ekBiBasieHT o3saHimogy 0,92 wmr), kancynu -
"Celgene International Sarl", LLUBeiiuapisa; 3pa3ku eTUKETOK: MsLIeUYKa a8 nNpuiioMy npenaparty y
BiAKPUTOMY pexumi B HapocTalouumx pAosax, fka Mictutb 12 kancyn RPC1063/ o3saHimopy
rigpoxnopugy 0,25 mr (ekBiBaneHT o3saHimogy 0,23 mr), peaakuis Big 09.02.2022 p.; nnsweyka Ans
npuiiomy npenapaty Yy BigKpuTtomy pexumi, sika mictutb 35 kancyn RPC1063/ o3saHimoay
rigpoxnopugy 1,0 mr (ekBiBanieHT osaHimoay 0,92 wmr), pepakuia Big 09.02.2022 p. 00 NPOTOKOY
KniHiyHoro BunpobyBaHHA «baraToueHTpoBe BigKpUTE AofaTkoBe AochifxeHHs npenapaty RPC1063 npwu
nepopasibHOMy 3aCTOCYBaHHI y XBOPWX Ha peuunanBytounii po3CisiHWi cknepos», koA aocnimxkeHHss RPCO1-
3001, pepakuisa 9.0 Big 26 notoro 2020 p.; cnoHcop - «CenmkeH IHTepHelwHn Il Capn» (Celgene International
Il Sarl), Lsenuapis

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

26. MpoTokon BO40729, Bepcia 5 Big 27 ciuHA 2022 poOKy aHrNilicbKoo MoBOH; IHhopmauiiiHnii TINCTOK
nauieHta Ta dopma iHchopmMoBaHOI 3roan Ana YKpaiHu, Bepcia 4.0 Big 02 nwortoro 2022 poky
YKpPaiHCbKOIO Ta POCiliCbKOK MOBaMU [0 NPOTOKO/Y K/iHIYHOIO AOCAiAXeHHs «Bigkpute 6araToueHTpoBe
JoaaTtkoBe AOCNIMKEHHA B NaujieHTIB, paHille BKAKYEHMX [0 AOCAifXeHHA npenapaTty ATe3onisymao,
cnoHcopoM fikoro € Genentech ta/a6o F. Hoffmann-La Roche Ltd (IMBRELLA B)», koA [OChigKeHHA
B040729, sepcia 4 Big, 28 TpaBHA 2021 poky; cnoHcop - F. Hoffmann-La Roche Ltd. /®. XoddomaHH-/19 PoLu
Nta., Weenuapis

3asBHuk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/BHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



