Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 26 Big 11.08.2022, Ha siki 6ynn OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. 3anyuyeHHA [O0[ATKOBOro (anbTepHaTUBHOIO) AOC/IAKYBAHOrO JliKapCbKOro 3acoGy npefHi3oHy
(Prednison, Prednisone, GALEN®) Tta6netkn 20 mr; Artesan Pharma GmbH & Co.KG, HimeuuuHa;
3pa3oKk MapKyBaHHA AOCNIMKYBaHOro JlikapCcbKoro 3aco6y npepHi3oHy (Prednison, Prednisone,
GALEN®) Ttabnetku 20 mr, Bepcis Big 03 uepBHA 2022 poKy [0 NPOTOKOJY KAiHIYHOIO AOCHigKEHHSA
«PaHgomizoBaHe, nogBiiHe cnine, nnaue60-KoOHTposiboBaHe hasn 3 [OCMIMKEHHS aKanaGpyTuHiGy Yy
KoMOGiHaLii 3 puTykcumabom, uukiodocthamigom, [OKCOPYOILMHOM, BIHKPUCTMHOM Ta MPefHi30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y naujieHTiB Bikom <70
POKIB i3 paHille HenikoBaHow ANY3HOH B-BEIVKOKAITUHHOK /1iIMC)OMO0, WO BUHMKAA 3  KAITUH
HerepMmiHanbHOro LeHTpY», koA gocnigpkeHHs ACE-LY-312 (D8227C00001), sepcis 3.0 Big 05 xo0BTHS 2021
poKy; cnoHcop - Acerta Pharma B.V., (A Member of the Astrazeneca Group), Netherlands

3aABHUK - TOBAPUCTBO 3 0BMEXEHOI0 BignoBigasibHICTIO «/TABKOPI KNIHIKAN AEBE/IOMNMMEHT YKPAIHA»

2. 3paskm MapKyBaHHA AOCNifXyBaHOro Jikapcbkoro saco6y: HLX10 a6o nnaue6o, 10 mr/mn,
KOHLIEHTpaT ANA PO3uUMHY AnA iHdys3iid, 30BHIlIHA Ta BHYTPILWHA YNakoOBKM AN 3acninieHoi cgasu
nikyBaHHA; HLX10, 10 Mr/m1, KOHUEHTPAT ANA PO3UNHY ANA iHY3iil, 30BHILHA Ta BHYTPILLHSA YNaKOBKK
ANA po3cninneHoi ¢asn nikyBaHHA, pegakuia 2.0 (aHrniicbKo Ta YKPaiHCbKOK MOBamu) Bipg,
01.06.2022 p.; 3miHa BigNOBIfa/IbLHOrO JOCAIAHUKA Y MiCLi NPOBeAEHHSA K/NiHIYHOro BUNPOGyBaHHA [0
NPOTOKOMY K/THIYHOrO AJocnifpkeHHa «PaHgomizoBaHe noggiHe cnine 6aratoueHTpoBe dasm Il kniHivHe
pocnipkeHHss HLX10 (pekomMGiHaHTHOro ryMaHisoBaHOr0 MOHOK/IOHa/IbHOro aHTuTina go PD-1 (aHTu-PD-1)
ANns iH'ekuiin) + ximioTepanis (kapbonnatuH + 3B8’a3aHniA 3 alibbyMiHOBMMW HAHOUYACTUHKaMK nakniTakcen (Hab-
naknitTakcen)) y NOpiBHSHHI 3 xiMioTepanieto (kapbonsaTuH + Hab-nakniTakcen) B SIKOCTi Tepanii nepLoi fiHii
npyv MicueBo-nolmMpeHomMy abo MeTacTaTMYHOMY MIOCKOKAITUHHOMY HeAPIOHOKAITUHHOMY paky fereHi
(HOKPM)», kop pocnimkeHHs HLX10-004-NSCLC303, pepakuisa 5.0 Big 31 rpygHsa 2021 p.; crioHcop -
Shanghai Henlius Biotech, Inc., China / LLaHxaii XeHniyc bBaioTek, IHk., Kutai

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I1I EC A-YKPATHA»

BY/NO CTAJIO

3aB. Bif. Ko63eB O.l. nikap /leoHosa B.B.

KomyHasbHe HekomepLiiHe nignpuemcTso | KomyHasibHe HekoMepLiiHe nignpMeEMCTBO
«O6nacHUii  LEeHTP  OHKOMOrii», OHKoXipypriuyHe | «O6nacHuiA  LEeHTP  OHKOMOrii»,  OHKOXIpypriyHe
BiAZlINEHHS OpraHiB rpyAHoT NOPOXHUHKU, M. XapkiB | BiAJi/IEHHSA OpraHis rpyAHOT NOPOXHUHU, M. XapkiB

3. Po3gin «BcTtyn» OHOBJ/IEHOIO AOCLE AOC/iAKYBaHOro siikapcbkoro 3aco6y (IMPD - Quality data
introduction) SAR231893/ gyninyma6, po3uuH ans iH’ekuiii, 300 mr (150 mr/mn) i 200 mr (175 mr/imn),
Bepcisa Big 01 nunHa 2022 poky, aHINiACbKO MOBOI; Po3ain «/likapcbka cyGCcTaHLifA» OHOB/IEHOIO
[OCbE AocnigKyBaHoro nikapcbkoro 3aco6y (IMPD) REGN668, Bepcisa 18.2S Big 16 TpaBHA 2022 poky
(QUALITY IMPD BINDER VV-RIM-00192656), aHrniiicbkolo MoBow; Po3pgin «J/likapcbkuii 3acio»
OHOBJIEHOrO AOCbE AOC/iMKyBaHOro nikapcokoro sacody (IMPD) REGN668, Bepcis 18.2S Big 16
TpaBHA 2022 poky (QUALITY IMPD BINDER VV-RIM-00192670), aHrnilicbkoo MoBow; Po3sgin
«Mnaue60» fOCbLE OHOBMEHOrO A0CLE AOCAIAKYBaHOro nikapcbkoro 3acooy (IMPD) REGN668, Bepcis
18.2S Big 16 TpaBHA 2022 poky (QUALITY IMPD BINDER VV-RIM-00192677), aHrNiAiCbKOIO MOBOIO;
Po3gin «JjogaTkn» OHOBJIEHOIO AOCbLE AOC/ifKYBaHOrO flikapcbkoro 3aco6y (IMPD) REGN668, Bepcis
18.2S Big 16 TpaBHA 2022 poky (QUALITY IMPD BINDER VV-RIM-00192680), aHrniiicbkoro MOBOIO;
3anyueHHA [O[AaTKOBUX BMPOGHUKIB [OCiAXKYBAHOIO Jlikapcbkoro 3aco6y ayninymaé (SAR231893/
REGNG668), po3uuH gns iH’ekuivi (no 300 mr y nonepegHb0O HaNOBHEHUX WNpuULax o6’emom 2 ms), 150
mr/mn: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA; Nitto Avecia
Pharma Services, USA; Eurofins Lancaster Laboratories, Inc., USA; Eurofins BioPharma Product
Testing Ireland Limited, Ireland; Eurofins BioPharma Product Testing Munich GmbH, Germany; PPD
Development Ireland Ltd., Ireland; 3anyyeHHa AopaTKoBUX BUPOOHUKIB niaue6o Ao ayninymaé
(SAR231893/ REGN668, 150 mr), po3unH AN iH’eKuiii y nonepegHb0 HaNnOBHEHUX WNpULax 06’eMom 2
mn: Almac Clinical Services, Durham, USA; Almac Clinical Services, Souderton, USA; PPD
Development Ireland Ltd., Ireland go npoTokony KAiHIYHOTO AOCNigKeHHS «PaHAoMi30BaHe, NOABIiHe criine,
nnaue60-KOHTPOIbOBaHe, 52-TxHEBE 6a30Be AOCAILKEHHS, SKe MPOBOAATb Y NapasiefibHMX rpynax ans
OLiHKN e(peKTUBHOCTI, 6e3MeyYHOCTi Ta NePeHOCUMOCTI AyninyMaoy B NaLi€HTIB i3 XPOHIYHUM 0O6CTPYKTUBHUM
3axBoptoBaHHAM nereHb (XO3/1) Big NOMIPHOro 0 TAXKOro CTyNeHs i3 3anasieHHAM 2 TUMYy», Kog, AOCNiAKEHHSA



EFC15805, 3 nonpaskot 02, Bepcia 1 Big 16 rpygHsa 2021p.; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHochi-ABEHTIC peLuepLl e gesenonmMaHd, ®paHuis)
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

4. focbe pocnimKyBaHoro nikapcbkoro 3aco6y ALKS 3831 (A Combination of Olanzapine and
Samidorphan) (komGiHauis OnaHsaniH/CamigopdaH), Bepcia 15.0 Big 6epe3Ha 2022 poky,
aHINiNCbKOIO MOBOLO; 3a/ly4eHHA A,0AATKOBOI BUPOGHMUOI AiNAHKW 415 [OC/iAKYBaHOTO /TiIKapCbKOro
3aco0y ALKS 3831: Alkermes Pharma Ireland Limited, Connaught House, 1 Burlington Road, Dublin 4,
D04 C5Y6, Ireland g0 npoTokony KNiHiYHOro AocAimpKeHHs «ocnimkeHHs dha3n 3 41 OLUIHKM AOBrOCTPOKOBOI
6e3neYyHoCTi, NepeHOCMMOCTI Ta CTINKOCTI NikyBasbHOT Ail npenapaTy ALKS 3831 B naLieHTiB i3 LLM30PEHIELD,
LWn30hpeHOWOPMHMM po3nafoM abo GinonsapHUm posnagom | Tuny», kog gocnigpkeHHs ALK3831-A308, 3
nonpaskoto 3.0 Big 09 TpasHA 2019 poky; cnoHcop - «AsnikepmMec, IHK.» (Alkermes, Inc.), CLUA

3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»

5. OHoBneHa Bpolwypa gocnigHuka 3 npenapaty Opena6pyTuHio (ICP-022), sepcis 8.0B Big 30 6epesHsA
2022 p., aHrniicbKkolw MoBOI; OHoBAeHuW IHopMauiiHUI NUCTOK ANA nauieHta T1a ¢opma
iHhopMOBaHOI 3rogu aHrNificbkor MOBOI A/ YKpaiHu, Bepcia 2.0 Big 10 uyepBHA 2022 poKy;
OHoBneHuit IHhopmaLiiHMA NUCTOK ANA nauieHTa Ta ¢hopma iHhopMOBaHOI 3rogn aHrNiCbKOo
MOBOIO Onsa YKpaiHu, Bepcia 2.0 Big 10 uepBHa 2022 poky. MepeknageHo yKpaiHCLKOKO MOBOLKO AN
YKkpaiHun Big 14 uJepBHA 2022 pokKy; 3aslydeHHA A0[aTKOBUX Micub NpOBeAeHHS KIiHIYHOro
BUNPOOYBAaHHSA [0 NPOTOKO/Y KMiHIYHOro AocnimkeHHs «baratoueHTpoBe BigkpuTe gocnigkeHHs casm I/l 3
BMBYEHHS HOBOrO iHribiTopa TUPO3MHKIHA3M BpyToHa — openadépyTUHIGY B nauieHTiB i3 B-KAITUHHUMUK
3/105KICHMMW HOBOYTBOPEHHSAMW», Kog, AocnixeHHs ICP-CL-00107, Bepcisa 5.0 Big 30 nuctonaga 2021 poky;
crnoHcop - «IHHOKep ®apma IHK.» (InnoCare Pharma Inc.), CLUA

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiAasbHICTIO «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»

Ne M.1.6. BignoBigansLHOro gocnigHuka

n/n Ha3ga Micus NpoBeAeHHSA K/iHIYHOro BUNPOBGYBaHHS
1 O.M.H., npod). Kpsayok |.A.
KniHika HauioHaibHOro iHCTUTYTY paky, HaykoBO-A0ChigHe BiaAineHHA XimioTepanii reMo6n1acTosiB
Ta a/'toBaHTHUX METOZIB NiKyBaHHSA, BiA4i/IeHHA OHKOreMaTo/10rii 3 CEKTOPOM af'toBaHTHUX METOSIB
NiKyBaHHg, M. Kni
2 K.M.H. Monosuny FO.1O.
KomyHasibHe HekomMepLjiiHe MigNPUEMCTBO «3akapnaTcbka 061acHa K/liHiuHa flikapHs iMeHi AHApis
HoBaka» 3akapnaTcbkoi 06/1aCHOI pajiv, reMaTosioriyHe BigaiIeHHsA, M. YXXropog,
3 3aB. Big. LesHa C.IM.
KomyHaslbHe HekoMepuiiiHe nignpueMCTBO  «[1oAiNbCbKNIA  PErioHa/IbHUIA  LEHTP  OHKOAOTIi
BiHHMLbKOT 061aCHOT pagu», BigdineHHs ximioTepanii, M. BiHHMUSA

6. IHhopmauisa ana yyacHukiB gocnigkeHHs i oopma 3rogm yyacHuUKIB AOCNiMKEHHA, Bepcia ans
YkpaiHn M_01_UKRO02 Big 25 tpaBHA 2022 poky, Bepcia nepeknagy 01 Big 03 uepBHA 2022 poky
(yKpalHCbKOlO Ta pocilicbkoto moBamu); IHthopmauis gns napTHepa no AocnigKeHHI0 Ta oopma 3roau
napTtHepa no AocnigKeHH, Bepcia ana YkpaiHm O1_01_UKRO3 Big 20 nunHa 2022 poky, Bepcis
nepeknagy 01 Big 21 nunHa 2022 poKy (YKpaiHCbKOI Ta POCiiCbKOI0 MOBaMM) 0 MPOTOKOMY KIiHIYHOIO
pocnigxeHHs «PaHpgomizoBaHe, noggiiHe chine, nnaue60-KOHTpoNboBaHe pocnimkeHHs I dasn B
napanenbHUX rpynax A1 ouiHkM eqpekTMBHOCTI Ta 6e3MneyHOCTi 3acTocyBaHHA npenaparty Bl 425809 oanH pas
Ha 06y npoTaroM 26-TWXKHEBOro nepiofy JikyBaHHA B nauieHTiB 3 wm3odpeHiero (CONNEX-2)», kof
pocnigxeHHsa 1346-0012, sepcis 1.0 Big 16 rpyaHa 2020 poky.; cnoHcop - «bepiHrep IHrenbxaiim PLIB TM6X
eHp, Ko KI'», AscTpis / Boehringer Ingelheim RCV GmbH & Co KG, Austria

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

7. fopatok po chopmu iHchopmoBaHOI 3roau Nig vyac KPpM3oBOoI cuTyauii B YKpaiHi gna gocnipkeHHsA
GN41791, Bepcia 1.0 ana YkpaiHM yKpaiHCbKOIO Ta pociiicbkolo MoBaMu Bif 22 nunHa 2022 p. Ha
ocHOBI MaiicTep-Bepcii gogatka 1 go ®I3 nig uac KPM30BOI cuTyalii B YKpaiHi, Bepcif 2.0 Big 15 uepBHA
2022 p. 4O NPOTOKOAY KAiHIYHOTrO AocnimkeHHs «BATATOLIEHTPOBE PAHAOMI3OBAHE MOABIVIHE
CNINE AOCNIIKEHHSA ®A3U 1Il Y NAPANENbHUX FPYMNAX 3 MOABIMHVM KOHTPOJIEM MMALEBO
ANA OUIHKN EQEKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY NMOPIBHAHO 3 OKPENI3YMABOM
Y OOPOCNUX MALUIEHTIB 3 MNEPBVHHUM MPOIPECYHOUMM PO3CIAHM CK/NEPO30M», kog



pocnipkeHHs GN41791, Bepcia 4 Big 15 BepecHa 2021 p.; cnoHcop - d.XoddpmaHH-/1a Pow fita,
Lseiiuapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

8. DopaTtok ao chopmu iHchopMoBaHOI 3rogn Nig Yac KPU3OBOI CUTyaLii B YKpalHi ANA AocnigKeHHSA
G040241, Bepcia 1.0 gna YKpaiHM YKpPaiHCbKOIO Ta POCICbLKOK MoBamu Bif 22 nunHa 2022 p. Ha
OCHOBI MaiicTep-Bepcii gogatka 1 go @13 nig yac KPM30BOI cuTyaLuii B YKpaiHi, Bepcis 2.0 Big, 15 uepBHA
2022 p. g0 NPOTOKO/Y KAiHiYHOro pAocnimkeHHs «MoAgiliHe cnine, 6GaraToUEHTpPOBE, pPaHAoMi30BaHe
pocnipkeHHs Il dhasn ansa ouiHkm edhekTMBHOCTI Ta 6€e3Mnekn Heoas'toBaHTHOI Teparnii are3onisymaéom abo
nnaue6o B koMOGiHaUil 3 XimioTepani€eld Ha OCHOBI MpenapaTtiB NJaTUHW Y NauieHTiB 3 onepadenbHUM
HeApiGHOKNITUHHUM pakom nerens I, 1A i BubipkoBso IIB cTtagii», kog gocnigpkeHHs GO40241, sepcis 9 Bia 28
noToro 2022 p.; cnoHcop - ®.XoddmaHH-/15 Pow fTg (Lseliyapis)

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BiNoBiAa/IbHICTIO «PoL YKpaiHa»

9. Bpowypa aocnigHuka gnsa PogaTtpuctar etun (RVT-1201), BugaHHsa 3, Bepcis 1.0 Big 17 uepBHsa 2022
POKY [0 MNpPOTOKO/y KIIHIYHOTO AochigpkeHHs «®asa 2b, paHpgomizoBaHe, noggiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe, 6baraToueHTpoBe BMNPOoOyBaHHSA 3 METOI BU3HAYEHHS Aiana3oHy fo3 PopgaTpuctary etuny
y NauieHTIB 3 JIEreHEBOK apTepiasibHOK TiNepTeH3ien», Koa gocnimkeHHs RVT-1201-2002, sepcisa 4.0 3
nonpaskoto 3 Big 19 ciuHa 2022 poKy; cnoHcop - «AntaBaHT CaeHcis Tm6X», LBeliuapis/ Altavant Sciences
GmbH, Switzerland

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

10. 3miHa BignoBiganbLHOro AocnigHMKa [0 NPOTOKOMY KIIHIYHOTO [OCNiMKEHHSA «PaHgomizoBaHe,
noagiiHe-cnine, nnaueb60-kOHTPObOBaHe Joc/imkeHHs npenapaty SEL-212 y nauieHTiB 3 nogarpoto,
pehbpakTepHo A0 CTaHA4ApTHOI Tepanii», koA aocnimpkeHHs SEL-212/302, sepcisa 6.0 Big 18 XoBTHA 2021
POKy; cnoHcop - Selecta Biosciences, Inc., USA/ «CenekTta baiocaeHcis, IHk.», CLUA

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

BY/NO CTAJIO

AO.M.H., npodh. Pekanos A.I'. nikap bpuHep LA.

MeanyHwii  LUeHTp ToBapucTBa 3 OOMEXeHOW [ MeaWyHWii UEeHTp ToBapuctBa 3 OOMEXEHO
BignosiganbHicTio «CyyacHa KiiHika», M. 3anopixks | BignosigasbHICTIO «CyyacHa KiHika», M. 3anopixksa

11. MoaoBXeHHA TEPMiHY NPOBeAEHHA K/iHIUHOro BUNpoo6yBaHHs B YKpaiHi o 30 BepecHs 2022 poky
[0 MPOTOKOAY KNiHIYHOTO AoCnimkeHHs1 «PaHaoMi3oBaHe, 6araTtoueHTpoBe, noagiHe cnine gocnigxeHHs |l
hasn nanéouukniéy Ta UeTyKcumady B MOPIBHSAHHI 3 LETYKCMMabom npu AiKyBaHHI nanisiomasipyc-
HeraTMBHWNX NaLieHTIB i3 peLnanByOYO/MeTacTasyruor MI0CKOKTITUHHOK KapLMHOMOK rof10Bu Ta Wi, Wwo
paHille He oTpuMyBaNN NiKyBaHHA LETYKCMMaboM, nicnst HeedeKTUBHOCTI OAHIel nonepenHbOi cxemu
ximioTepanii, WO BKIYasia npenapatn naaTtuHW», Kog pocnimpkeHHs A5481044, 3 iHKOPNOPOBAHO
nonpaskoto 2 Big, 31 6epesHsa 2016 poky; cnoHcop - Mdpaiizep IHk. [Pfizer Inc.], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. CP-MGD019-01, IHchopmaLia ansa nauyieHTa Ta hopma iHhopMoBaHOT 3roamn — po3LNPEHHS KOropTH,
AnAa Ykpainm, cpiHanbHa Bepcis 3.0 Big 24 uepBHA 2022 p. yKpaiHCLKOKO MOBOIO, HAa OCHOBI MaiicTep-
Bepcii aHrniiicbKo MOBOIO AnA €Bponu, hiHanbHa Bepcia 6.0 Big 21 rpyaHa 2021 p.; CP-MGD019-01,
IHchopmauia ana nauieHTa Ta hopma iHhopMOBaHOI 3rogu — PO3LWINPEHHS KOFropTU, Ans YKpaiHu,
thiHanbHa Bepcia 3.0 Big 24 uepBHA 2022 p. pPOCIVCbKOKO MOBOI, Ha OCHOBI MaiicTep-Bepcii
aHrnificbkolo MoBoOK asisi €Bponu, hiHanbHa Bepcis 6.0 Big 21 rpygHa 2021 p.; CP-MGDO019-01,
MoBigoMneHHA ANA [OCNIAHMKIB Npo 3anpoBafpKeHHs BigAaneHOl NepeBipKU NepBUHHUX AaHUX B
YKpaiHi Big 21 yuepBHAa 2022 p. 40 NPOTOKOMY KNiHIYHOIO AocnimpkeHHA «BigkpuTe gocnimkenHs | dasu, wo
BnepLUue NpoBOAMTLCA Ha NOAVHI 3 eckanauieto fo3v MGDO019 Ta po3wmpeHHaM KoropTu, GicneumdiyHoro
DART® npoteiHa, Wwo 38'A3ye PD-1 Ta CTLA-4 y nauieHTiB 3 HeonepabesibHUMU abo meTacTaTUYHUMM
HOBOYTBOPEHHAMW», KOA4 AgocnimkeHHs CP-MGD019-01, MNonpaska 4 no npotokony Big 02 yepsHa 2021 p.;
crnoHcop - Makpo/[xeHikc, IHk. (MacroGenics, Inc.), CLUA

3anBHuK - TOB «KLP Ykpaina»



13. JopaTtok Ao Po3giny 2.1.S.7 «CtaGinbHictb» A0 [locbe AOCNiIfKYBAHOIO JliKapCbKOro 3acoby
(MampeBnymat), Bepcia 3.2 Big BepecHA 2021 poKy, aHrniiicbkoo mMoBoOt; MoJOBXEHHA TepMiHy
NpUAaTHOCTI JliKapcbKOi cyGCTaHLii nampeBnymat o 48 micAwiB 40 NPOTOKO/TY KNiHIYHOTO AOCNIAKEHHS
«3ecpipyc Il: PaHgomizoBaHe, noAgiliHe cnine, nnaue60-KOHTPONbOBaHe KAiHIYHE AochimKeHHs chasn 3 3
METOI0 OLHKM eheKTMBHOCTI Ta 6e3nekn npenapaty naMmpeBsiymad y nauieHTiB 3 igionatnyHUM nereHeBum
dhibposom (I1P)», kog gocnimxkeHHss FGCL-3019-095, 3 Monpaskoto 1.0 Big 03 6epe3Hsa 2021 poky; CroHcop -
«®ibpoleH, IHk.» (FibroGen, Inc.), Cnony4yeHi LWTatn AMepukm

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

14. 3miHa Mmicua npoBeAeHHA KNiHIYHOrO BUMPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO AOCAIAKEHHS
TACTI-003 («[Ba akTvBHi iMyHOTepaneBTWUYHI 3acobu»): baraToueHTpoBe, BiAKpUTEe, paHAoOMi30BaHe
pocnipkeHHs 1l da3un 4nsa ouiHKK 3aCTOoCyBaHHS PO3YMHHOrO ribpuaHoro b6inka LAG-3, etptunarimogy anbca
(edpTn; IMP321), y komGiHaLiT 3 nem6ponizymadom (aHTaroHictom PD-1) gnsa nepLuoi NiHii Tepanii nawieHTis 3
Hepe3ekTabesibHO peunanBHOK abo MeTacTaTUYHOK MNJIOCKOKMNITUHHOK KapuuHOMOK TO10BU Ta Wwui
(MKKrL)., ko gocnigpkerHHsa TACTI-003, sepcia 1.3 Big 05 xoBTHA 2021; cnoHcop - Immutep S.A.S. / ImmyTen
C.A.C., ®paHuis

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

BYNO CTANO

O.M.H., npod. Yewyk B.€. O.M.H., npodp. Yelyk B.E.

ToBapuctBO 3 OOMEXEHOW BignoBiga/IbHICTIO | MegUYHUIA LEHTP TOBapMcTBa 3 0OMEXEHOI0
«MeguuHuiA UeHTP imMeHi akapgemika HOpis | BignoBiganbHicTIO «ApeHcia Ekcnnopartopi
MpokonoBuuya CnixeHKka», BigAin  KniHiYHMX | MegiciH», BigAin KNiHIYHUX pOCNIAKEHD,
pocnipkeHb Ne 1, KuiBcbka o6Gnactb, Kueso- | m. Kuis

CBATOLWMNHCLKUI paiioH, c. KaniTaHiBKa

15. OHoBneHuit npotokon RT51KRI03, Bepcia 6.0 Big 22 ntoTtoro 2022 poky; Bpouwypa gocnigHuka
Radotinib HCI, Bepcis 9.0 Big 02 TpaBHA 2022 poKy, aHr/1iliCbKOO MOBOO; IHhOpMaLifiHNIA NUCTOK i
thopma iHchopmoBaHoi srogu, Bepcis V3.0UKR(uk)1.0 Big 04 nunHa 2022 poky, nepeknag, yKpaiHCbKOIo
MoBoOlo Big 14 nunHA 2022 poky; IHopmauiiHuii nucTok i popma iHpopmoBaHOI 3roaun, Bepcia
V3.0UKR(ru)1.0 Big 04 nunHAa 2022 poKy, nepeknaj pociiicbkolo MOBOI Big 14 nunHA 2022 poky;
JopaTkoBa iHpopmMoOBaHa 3rofia y4acHUKa A/s 3a6e3neyeHHss MOX/IMBOCTI BXXMBaHHA HeBigKMagHUX
3axopfiB y 3B’A3KY 3 BIiliICbLKOBOI arpecieto Pociiicbkoi ®Pepepauii Ha TepuTopii YkpaiHu, Bepcif
V1.0UKR(uk)1.0 Big 06 uepBHs 2022 poKy, nepeknap yKpaiHCbKO MOBOIO Bif, 22 uepBHA 2022 pokKy;
AopaatkoBa iHthopmoBaHa 3rofa y4acHUKa ans 3a6e3neyeHHss MOXJ/IMBOCTi BXXMBaHHA HeBigKnagHUX
3axofiB y 3B’A3KY 3 BIiICLKOBOI arpecieto Pociicbkoi ®Pepepauii Ha Teputopii YKpaiHu, Bepcis
V1.0UKR(ru)1.0 Big 06 uepBHA 2022 poKy, Nepeknaj PoCciicbKO MOBOLO Bif 22 uepBHA 2022 poOKy;
dopma nigTBEPMHKEHHA OTPUMaHHA AOCAiMKYBAHOro npenapary y4yacHUKOM [AOCAiMKEeHHs, Bepcia
V1.0 Big 26 TpaBHA 2022 poKy, nepeknaj YKPaiHCbKO MOBOK Bif 22 uepBHA 2022 poky; Popma
niaTBEPAXKEHHA OTPMMaHHA AOCNIAKYyBaHOro npenapary y4acHUKOM AocnifkeHHs, Bepcia V1.0 Big 26
TpaBHsA 2022 poKy, nepeknag pocilicbKolo MOBOLO Bif, 22 uepBHs 2022 poKy; J0CbE AOCNiAKyBaHOIo
nikapcbkoro 3aco6y Radotinib HCI (nikapcbka pe4doBuHa), Bepcisa 3.1 Big 24 nwoToro 2022 poky,
aHrniicbKo MoBoLo; Jlocbe focCnigKyBaHOro nikapcbkoro 3aco6y Radotinib HCI (nikapcbkuii 3acio),
Bepcisa 3.1 Big 18 Gepe3Hsa 2022 poKy, aHrNifiICLKOIO MOBOK [0 MPOTOKO/Y KAIHIYHOrO A0CAIMKEHHS
«MikHapogHe, 6araToLeHTpOBe, BIAKpUTE [OCNILKEHHS dha3n 3 3 OAHIEH rPYNOK As1 OLiHKM e(DEKTMBHOCTI Ta
6€e3MeYHOCTi paAoTUHIOY B NauieHTiB i3 Ph-MO3UTUBHMM XPOHIYHUM MIENOTAHUM NTEKO30M Y XPOHIYHIl hasi, B
AKMX nonepegHs Tepanis iHribitopaMn TUPO3WMHKIHA3M, BKKOYHO 3 iMaTuHI6om, Byna HeedeKTMBHOK 4K
BVK/IMKaa HeNnepeHoCcUMICTb», kog gocnigxeHHs RT51KRI03, Bepcisa 5.0 Big 02 BepecHs 2021 poky ; COHCOpP
- IL-YANG PHARM. Co., Ltd., Kopes

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

16. Bpowypa pocnigHuka ATI-2173, Bepcia 5.0, Big 05 nunHa 2022 poKy, aHrNifiCbKOKO MOBOI [0
MPOTOKO/TY KAIHIYHOro gocnigxeHHa «dasza 2A, paHAoMi30BaHe, NoABiliHe cine, nnaue60-KOHTPOIboBaHe,
baraToLeHTpOoBe AO0C/IMKEHHS 3 BU3HAYEHHS ONTUMaNIbHOI A03M A/15 OLiHKU 6e3MeyHOCTi Ta e(peKTUBHOCTI
npenapaty ATl 2173 y Komb6iHauil 3 TeHOOBIpPY AM30NPOKCUY dyMapaTtoM Y MauieHTiB 3 XPOHIYHO
iHdbekuieto Bipycy renatuty B Ta y navuieHTiB 3 koiHgekuieto Bipycy renatnty D», ko gocnigxkeHHs ANTT201,
Bepcia 3.0, MonpasBka 02, Big 10 BepecHA 2021 poky; crnioHcop - AHTioc TepanesTikc IHK, CLUA/Antios
Therapeutics, Inc., USA

3aaBHuK - TOB «APEHCIA EKCIJIOPATOPI MEAICIH», YkpaiHa



17. NopoBXeHHA TPUBAJIOCTI KNIHIYHOro BUNpPoGyBaHHA B YKpaiHi Ao 31 XoBTHA 2022 poky [0
MPOTOKO/TYy KMIHIYHOrO JocnimkeHHs «baraToueHTpoBe, paHOoMi3oBaHe, MoAgiliHe chine, nnaue6o-
KOHTPO/IbOBaHe K/iHiYHe focnimkeHHsA dasm |l ans ouiHkm edhekTUBHOCTI Ta 6e3neyHocTi npenapaty CBP-307
y NaujieHTIB i3 BUpa3KoBum kosiitoM (BK) cepefiHbOro Ta BaXXKOro CTyneHs», Kog fgocnikeHHs CBP-307CN002,
Bepcisa 6.0 Big 25 rpyaHsa 2020 poky; cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

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

18. fopaTkoBa iHthopmoBaHa 3roga Ha 36ip gocnigKyBaHOro npenapary 3 AOMYy y4YacHMKa, Bepcis
V1.1UKR(uk)1.0 Big 05 TpaBHA 2022 poKy, Nnepeksnag YKpaiHCbKO MOBOIO Big, 20 uepBHA 2022 poKy;
AopatkoBa iH(hopmoBaHa 3roga Ha 306ip pocnigkyBaHOro npenapary 3 AOMY YdacHUKa, Bepcis
V1.1UKR(ru)1.0 Big 05 TpaBHA 2022 poKy, nepeknaj yKpaiHCbKO MOBOIO Bif, 16 uepBHA 2022 poKy;
3MiHa Ha3BM Micus NpoBeAeHHA BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOro JocnigpkeHHa «PaHgomizoBaHe
nofBiiiHe cnine nnaueb0-KOHTPONboBaHe AOCNIMKEHHS ha3n 3 3 OouiHKM ed)eKTUBHOCTI Ta 6e3neyHOCTi
niMaBaHCepUHY 5K 0AAaTKOBOI Teparii 415 NiKkyBaHHSA HeratuBHUX CUMNTOMIB Wn3ogpeHii (Advance-2)», kog,
pocnipkeHHs ACP-103-064, sepcia 1.0 3 iHkopnoposaHoto rnonpaskoto 2 Big 07 cepriHa 2020 poky; cnoHcop -
ACADIA Pharmaceuticals Inc., CLLUA

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

BYNO CTA/O
B.O0. aupekTopa KoceHkosa |.B. AunpekTop KoceHkoBa |.B.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHanbHe HekomepLinHe nigNnpueMcTBO

«Yepkacbka o06nacHa ncuxiaTpuyuHa nikapHs | «Yepkacbka o6nacHa  ncuxiaTpuyHa — nikapHs
Uepkacbkoi o6nacHoi pagu», XiHoye BiggineHHs | Yepkacbkoi 06nacHOi pagm», XiHouye BiggiieHHs
Nell, uvonosiue BiggineHHA Nel2, Yepkacbka | Nell, uyonosiue BigaineHHa Nel, Yepkacbka
o6nacTb, M. Cmina o6n1acTb, M. Cmina

19. OHoBneHa Bepcia Bpouwypu gocnigHuka, Bepcis 9.0 Big 03 uepBHA 2022 poKy, aHrNiliCbKOIO MOBOLO
[0 MpOoTOoKOMYy KNiHiYHOro gocnimkeHHs «enliGHten: baraTtoueHTpoBe, hasa 3, AoBroTpusase, BigkpuTe
OOCNifKEHHS WO[0 BUBYEHHSA Ge3nekn Ta edhekTnBHOCTI npenapaty 'PJ1 TransCon, skuii BBOAUTLCSA OOUH
pa3 Ha TWKAeHb AiTAM 3 AediunToM ropmoHy pocty (AMP), wo 3aBepwmnu yyacTb y nonepeaHboMy
KniHiyHOMY pocnimkeHHi TP/1 TransCon», kog pocnigxeHHs TransCon_hGH_CT-301EXT, Bsepcia 2.0
(rnobanbHa nonpaska 1) Big 29 ciuHa 2020 poky; cnoHcop - AcueHgic ®apma EHpokpiHonomku [iBixH A/C
(Ascendis Pharma Endocrinology Division A/S), [aHis

3asaBHUK - AKLenbciops /1T4., YropuwuHa

20. LLloaeHHUK ANA WOoAEeHHOT peecTpauil gaHMX Nnpo cyaomHi Hanaau, XPF-008-201, Bepcisa 2.0 Big 13
nvnHA 2022 poKy, aHrNificbKo Ta YKPAiHCbKOK MOBaMW [0 MNPOTOKOJ/Y KAIHIYHOrO AOC/iAXKEeHHS
«PaHpomizoBaHe, noggiiHe-ciine, nnaueb0-kOHTPOSIbOBaHe, GaraToLeHTPOBEe AOCAIMKEHHA A8 OLHKU
6e3nekn, nepeHocumocTi Ta edpekTBHOCTI NpenapaTy XEN1101 B AKOCTi AONOMDKHOT Tepanii npy enisiencii 3
hokasibHUM e6TOoM, 3 BiAKPUTOI NOA0BXEHOK dha3oto», koA aocnimpkeHHs XPF-008-201, sepcisa 5.0 Big 02
KBiTHA 2022 poky; crnoHcop - KceHoH ®apmac'tioTikan3 IHK., KaHaga/ Xenon Pharmaceuticals Inc., Canada
3aaBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

21. 3miHa Ha3BU MicLA NMPOBeAEHHA KNiHIYHOTO AOCAiIAKEHHA 00 NPOTOKOMY K/IHIYHOro BUNPOOYBaHHS
«JlocnigxeHHs 11l pasu 3 METOH OLHKM e(PEKTUBHOCTI Ta AOBrOCTPOKOBOI 6e3neyHocTi npenapaty SHR0302
ONS iHOYKUIRHOT Ta nigTpumyroyol Tepanii NauieHTiB i3 cepeHbOTSHXKKMM i TSHKKMM nepebiroM BMpasKoBOro
KONITy B akTVBHIA hasi», kog gocnimxkeHHs RSJ10135, pepakuia 1.1 Big 18 cepnHs 2021 p.; cnoHcop -
«PelicToyH Baiiochapma KomnaHi fliviteg» [Reistone Biopharma Company Limited], Kutaii
3asBHuK - TOBAPVICTBO 3 OBMEXXEHOIO BIAMOBIAABHICTHO «MI EC AV-YKPATHA»

BY/NO CTAJIO
K.M.H. OniliHnk O.. K.M.H. OniliHnk O..
KomyHanbHe HekomepuiiiHe nignpuemcTso «Micbka | KomyHanbHe HekomepuiliHe nignprvemMctso «Micbka
nikapHa  Ne6»  3anopi3bkoi  MIiCbkOT  paau, | nikapHa  Ne6»  3anopi3bkoi  MiCbKOi  pajau,
racTpoeHTepoJsioriuHe BigAiNeHHs, M. 3anopioka | TepaneBTUUHe  BigAineHHA Ha 50  fKOK,
M. 3anopixoks




22. OHoBneHwuii MpoTokon KniHiuHOro BUNpo6yBaHHA AB-729-201, Bepcis 3.0 Big 17 uepBHA 2022 poky,
aHrNiicbKOK MOBOLO [0 MPOTOKO/Y K/iHIYHOro A0oChigpKeHHs «PaHOomi3oBaHe, BigkpuTe, GaraToueHTpoBe
OOCNiMKEHHST 3 BMBYEHHS fMikyBaHHA npenapatom AB-729, aHanorom Hyki1eo3(T)ugis Ta nerisiboBaHUM
iHTephepoHOM asibha-2a y naLieHTiB 3 XPOHIYHO iHdhekLiewo Bipycy renatuty B», kog gocnigxeHHs AB-729-
201, Bepcisa 2.0 Big 01 nuctonaga 2021 poky; cnoHcop - ApbyTtyc Biochapma KopnopeiiwH, CLUA/ Arbutus
Biopharma Corporation, USA

3anBHuK - TOB «APEHCIA EKCINJTIOPATOPI MEAICIH», YkpaiHa

23. OHoBAneHwnii MpoToKon KniHiuHoro gocnigxeHHs PR-30-5017-C, peaakuia 7.0 3 MonpaBkoto Ne06 Bipg,
28 ciuHA 2022 p.; CuHoncuc MonpaBku 06 A0 NPOTOKO/MY KAiHiYHOro pocnimkeHHa PR-30-5017-C,
pepakuis Big 28 ciuHs 2022 p., nepeknag 3 aHrilicbKoi MOBU Ha YKpaiHCbKYy MOBY Bif, 10 6epe3Hs 2022
p.; Bpowypa ana gocnigHuka 3 npenapary Hipanapu6, pepakuisa Nel3 Big 03 nuctonaga 2021 p.;
IHbopMmauia ana nauieHTa Ta chopma iHPOpMOBaHOI 3rogM Ha yyacTb Yy AOCHifKEHHi, ocTaTo4yHa
pepakuia 9.0 gna YkpaiHu Big 24 TpaBHA 2022 p., ocTaTOYHUI Nepeknag 3 aHrnificbkoi MOBU Ha
yKpaiHCbKy MOBY Big, 08 nunHsa 2022 p., octaTtouHuii nepeknag 3 aHrnificbKoi MOBUY Ha POCiicbKYy MOBY
Big 08 nunHA 2022 p. 4O NPOTOKONY KAIHIYHOIO AOCAifpKeHHs «PaHgomMizoBaHe noAgiiiHo criine nnaue6o-
KOHTpO/IbOBaHe GaratoLeHTpoBe AOCNiMKEHHA 3 a3y 3 OUiHKM NiATpUMYyUOoi Tepanii Hipanapuoom Yy
NavieHTOK i3 NOLMPEHUM PaKoOM SIEYHUKIB, Y AKMX BYN0 3apeecTpoBaHO BiAMNOBIAbL HA Tepanito NepLuoi NiHii i3
3aCTOCYyBaHHAM XiMioTepaneBTUYHUX MNpenapartiB Ha OCHOBI NAaTtuvHW», Koh pocnigxeHHs PR-30-5017-C,
pegakuis 6.0 3 MonpasBkoto Ne05 Big 19 cepnHa 2020 p.; cnoHcop - «TECAPO IHkopnopeliteg», CLUA
3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «Ml EC AW-YKPAIHA»



