Jopartok 1

«Mepenik cyTTEBMX NONPaBOK A0 NPOTOKOJIB KMAiHIYHMX BUNPOOGYBaHb, PO3rASAHYTUX HAa 3acifaHHi
HTP Ne 17 Big 09.05.2024, Ha siKi 6yN1 oTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB»

1. OHoBneHwuii MpoTokon KniHivHoro gocnigxkeHHsa TUC3PII-01, Bepcis 3.0 3 r106a/ibHOK0 NONPaBKOLo 2
Bif 14 Gepe3Ha 2024 poky [0 NPOTOKO/Y KMIHIYHOrO AOCNiMKeHHSA «baraToueHTpoBe, paHAoMi30oBaHe,
noagiiHe cnine, nnauebo-KOHTPO/IbOBaHe AochimpKeHHs dhasu lla, Wwo NnpoBoanTbCA B NapasieslbHUX rpynax
ONS NepeBipKM KOHUENUiT 3 MeTOK OUiHKA edeKTMBHOCTI Ta 6e3nedyHocTi npenapaty TU2670 npu
nepopasibHOMy MpuiiOMi B MauiEHTOK 3 60/eM Big MNOMIPHOTO A0 TSDHKKOro CTyMneHw, MNOB’A3aHOro i3
eHagomMeTpio3oM», koa gocnigxeHHsa TUC3PII-01, Bepcis 2.0 3 rnobanbHoto nonpaskoto 1 Big 04 nuctonaga
2021 poky; cnoHcop - TiumBio Co. Ltd, Republic of Korea

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOM iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

2. OHoBneHa Bpouypa gocnigHuka no npenapaty Olaparib (AZD2281, KU-0059436), Bepcis 23.0 Big 15
G6epe3Ha 2024 poky; OHoBneHwuii Po3gin 2.3 KniHiuHe BunpoGyBaHHA Ta nonepegHiii AOCBIf,
3acTtocyBaHHs Ha niogax (kniHiyHa cphapmakonorisi, KniHiyHa cpapMakoKiHeTUKA, 3aCTOCYBaHHSA Ha
nogax Ta cniBBigHoOWeEHHA pusuk/kopuctb) Jocbe Ha gocnimkyBaHuii nikapcbkuii 3acio Onanapu6
(Olaparib, AZD2281, KU-0059436), Bepcia 22 Big 28 ntwoTtoro 2024 poKy; 3MiHa BignoBiga/ibHOro
pocnigHuKa [0 MpOoTOKONY KAiHIYHOrO AochigkeHHs «PaHfgomizoBaHe, noagiiHe cnine, nnauebo-
KOHTpO/IbOBaHe, AocnimkeHHs Il dhasn nigTpumyoyoi MoHoTepanii onanapuéom y yyacHukis 3 BRCA Wild
Type posnosctogpkeHnum (FIGO ctagisa 1lI-IV) cepo3Hum abo eHAOMEeTPIoiAHMM pakoM SEYHMKIB BUCOKOrO
CTYNEHIO 3/108KICHOCTI MicnsA BigNoBiAi Ha cTaHfAapTHY NAaTMHOBMICHY XimioTepanito nepLoi niHii (MONO-
OLA1)», kog pocnigxkeHHsa D9319C00001, sepcisa 2.0 Big 09 cepnHs 2023 p. ; cnoHcop - AstraZeneca AB,
Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

BYNO CTA/O
nikap YepHsascbkuii [1.€. nikap bukosa 0.0.
MeauuHmin - UeHTp ToBapucTtBa 3 0OMEXeHOW | MeguyHuini - UeHTp ToBapucTBa 3 0OMEXEHOH
BiANOBIgaNbHICTIO «OHKonang», [OEHHWIA | BIigNOBIgaNbHICTIO «OHKonaiig», OEHHWIA
crauioHap, M. 3anopixks cTaujioHap, M. 3anopixoks

3. 3miHa BignoBiganbHOro focnigHUKa y Micui npoBeAeHHs1 KNiHIYHOro AOCigKeHHA A0 MPOTOKONy
KniHiyHoro BunpobyBaHHs «EMBER-3: PaHgomizoBaHe, BigkpuTe gocnimkeHHs Il dha3nm ana nopiBHsHHSA
nikyBaHHA npenapatom LY3484356 Ta JsiikyBaHHA €HOOKPMHHOK Tepanielw 3a BUOOpPOM [ochigHuka Yy
nayieHTiB 3 MiCLLEBO-MOLIMPEHM ab0 MeTacTaTUYHWM PakoM MOJIOHHOT 3a/103M 3 MO3UTMBHUM CTaTyCOM
peLenTopiB eCTPOreHy Ta HeratuBHUM ctaTycom HER2, fiki paHille oTpyMyBasiv eHAOKPUHHY Tepanito», Koa
pocnipkeHHa J23-OX-JZLC, sepcisa 1.0 Big 15 6epesHa 2021 poky; cnoHcop - Eni Mlinni eHg Komnani, CLUA /
Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

BYJNIO CTAJIO
| A.M.H., npodp. NoTbKo €.C. | nikap rorbko L.1H.
KomyHansHe HeKoMepLiiiHe nignpremcteo | KomyHasibHe HeKomepLujiiHe nignpuemMcTBo

«LleHTpanbHa MiCbka KniHiYHa nikapHs» | «LleHTpanbHa MiCbka KniHiYHa nikapHs»
YXIropofcbkoi  MiCbkOT  pagu, TepaneBTWuHe | YXIOpoACbKoi  MICbKOI  paau,  TepaneBTU4YHe
BiA4IIEHHSA, M. Y>Xropof, BIAAINIEHHSA, M. YXropog,

4. 3anyuyeHHs nikapcbKoro 3aco6y nopiBHAHHA MepoHem (Meronem), 500 mMr, NOPOLIOK ANSA PO3UUNHY
ANA iH’eKUin a6o iHdysii, no 20 ma y dpnakoHi, KOMMNaHii-BUPOGHUKA «3amMGoH CBiTuepnaHg /ita»,
LBeliyapisa (Zambon SwizerLand Ltd); 3miHa Ha3BuM Micusa NPOBeAEHHS K/1iHIYHOro BUNPOGOYBaHHA [0
NPOTOKONY K/IHIYHOro AOCNiAXEHHA «BigkpuTte, paH4oMi30BaHe, KOHTPO/IbOBaHe 3a [J0MOMOrol akTMBHOIO
npenapaty KriHiyHe pocnimkeHHs I/l a3 ansa ouiHkM 6e3nekn, NepeHoCUMOCTi, edpeKTUBHOCTI Ta
thapmakokiHeTukn MK-7655A y piteli BikOM Big HapomkeHHs A0 18 pokiB 3 nigTBEpMKEHOK abo
nigo3poBaHOK TrPaMHEeraTMBHOK OGakTepiaslbHOW iHADekuieo», kog pocnipkeHHs MK-7655A-021, 3
iHKoprnopoBaHoto nonpaBkoto 05 Big 20 nunHsa 2023 poky; cnoHcop - TOB Mepk LWapn eHg, Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»



XipyprivHe  Bif4ifIeHHs, YKpaiHCbKa Megu4vHa
cToMartosioriyuHa akagemisi, kadpegpa AUTAYOT
xipyprii 3 TpaBmartosnoriclo Ta opTonegieto,

BYNO CTANO
O.M.H., npodp. KcboH3 |.B. O.M.H., npodp. KcboH3 |.B.
KomyHasnbHe  nignpuemctBo  «uTtaya  Micbka | KOMyHanbHe  nignpueMcTBo  «[utavya  Micbka
KniHiyHa nikapHa [lonTaBCbKOI MICbKOT pafu», | KiiHiYHa nikapHA [oNTaBCbKOT MICbKOI  pagu»,

XipypriyHe BiagineHHs, MontaBcbKuii AepXxaBHUIA
MeAUYHUIA yHiBepcuTeT, Kacheapa xipyprii Ne2,
M. Montasa

M. MonTtaBa

5. 3miHa BignoBigasibHOro AocnigHUKa y Micli npoBefeHHs [OCiSKEeHHA B YKpaiHi 0 npoTokony
KniHiYHOro gocnimpkeHHs «lMpocnekTUBHE BIAKPUTE HEMOPiBHSANbHE GaratoueHTpoBe gochimpkeHHs 1l dasu
AN OUIHKM dhapMaKOKiHETUKM, edEKTMBHOCTI, MEPEHOCMMOCTI Ta 6e3neyHoCTi npenapaty iMyHOrnobyniH
noguHn  Ansa  nigwkipHoro BeBeAeHHA (HbOHOPM) Yy nNauieHTiB i3 NepBUHHUMK  iMyHOA4EILUTHUMM
3axXBOpOBaHHAMU», kog gocnimkeHHss NORM-01, Bepcis 05 Big 03 cepriHA 2023 poky; cnoHcop - «OkTadapma
dapmavesTuka MpogykTioHclec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.), ABcTpis
3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»

BYNO
| A.M.H., npodp. KocTioueHko N1.B. |
KomyHasibHe HekomepLiiiiHe nignNpUeMCTBO
NbBiBCbKOT 06MacHOi pagn «3axigHOoyKpaiHCbKui
cnevuiaslizoBaHWil  UTAYMIA  MEAWNYHUA  LEeHTP»,
nejiatpuyHe BigdineHHs, M. J1bBis

CTANO
nikap imyHonor CaBuak ..
KomyHanbHe HekomepLUiiHe nignpuemMcTBo
JIbBIBCbKOI 061acHOi pagn «3axigHOYyKpaiHCbKWiA
cneuianizoBaHnii  gUTSYNA  MEONYHWUIA  LEHTP»,
negiatpuyHe BigaineHHs, M. JlbgiB

6. OHoBneHe flocbe aocnigKyBaHoro npenapaty VE202 ta Mnauye6o, Bepcia 4.4 Big 16 cepnHa 2023
poky; OHoBneHe Jocbe gocnigkyBaHoro npenapary VE202 ta Mnaue6o, Bepcia 4.5 Bifg 27 XOBTHSA
2023 poky; MoaoBxeHHs TepMIHY NPUAATHOCTI AocnimKyBaHoro npenaparty VE202 3 24 micsuis go 30
MicAliB; OHOBIeHe CNpoLLEeHe A0CbLE Ha NiKapcbKuii 3acié BaHkomiyuH, Bepcia 4.0 Big 16 cepnHsa 2023
poKy; OHOBJ/IeHEe MapKyBaHHSA AOCNigKyBaHOro ikapcbkoro 3acooy VE202 Tta Mnaue6o, Kancynu
npuonusHo no 1 x 1000 KYO npenaparty VE202 un MNnauye6o (bottle and carton labels), Bepcia Big 25
notoro 2024 poky; WogeHHuUK nauieHTa 5 gna pgocnigkeHHAa VE202-002, yactuHa 3: WoOAEeHHe
3aMoBHEHHs, Mo4YMHaluM 3a TWXAEeHb A0 BisuTiB 12, 14 T1a 16, Bepcia 3.0 Big 08 niotoro 2024p.
aHrniicbkoo moBoto; LllogeHHUK nauieHTa 5 ana pgocnigxkeHHa VE202-002, yacTvHa 3: woAeHHe
3aMoBHEHHs, MoOYMHaluYM 3a TWXAeHb A0 BisuTiB 12, 14 T1a 16, Bepcia 3.0 Big 08 niotoro 2024p.
YKpaiHCbKOI0 MOBOIO; LLloaeHHUK nauieHTa 6 ANA CKPUHIHTY ansa aocnimkeHHs VE202-002: cnoci6
BMMipIOBaHHA TeMnepaTypu Tina i 3BuyaliHa KifibKicTb BUNOpoXHeHb, Bepcia 3.0 Big 08 nrotoro 2024p.
aHrniincbKkow mMoBolo; LLloaeHHUK nauieHTa 6 Ans CKPUHiHTY ana pgocnimpkeHHsa VE202-002: cnoci6
BMMipIOBaHHSA TeMMepaTypum Tifia i 3BuyaiiHa KifibKicTb BUNOPOXXHEHb, Bepcis 3.0 Big 08 ntotoro 2024p.
YKpaiHCbKOl0 MOBOIO; KOopoTkuii nociGHUMK Ana nauieHTiB gocnigpkeHHa Vedanta, Bepcia 5.0 Big 08
noToro 2024 poKy ykpaiHCbKoto MoBoto; COLLECTIVE202_PeknamMHa nucTiBKa, Bepcis 1.0 Big 16 ciuHA
2024 poKy pns YKpaiHu, YKPaiHCbKOK MOBOKO [0 NPOTOKO/Y KAiHIYHOrO AOoCnimkeHHs «PaHaoMi3oBaHe,
noAgiHe cnine, nnauebo-kOHTPOIbOBaHe A0C/iMpKeHHS tha3un 2 npenapaTy VE202 B nauieHTiB, XBOPUX Ha
BMPa3KOBWiA KONIT SIerkoro abo NoMIpHOro CTyNeHs TSHXKKOCTi», ko gocnigxkeHHst VE202-002, Bepcis 2.1 Big 09
6epesHs 2022 poky; cnoHcop - «BepgaHTa biocasHcus, IHK.» [Vedanta Biosciences, Inc.], CLUA

3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

7. NMpofoBXeHHA TepMiHY NpoBeAeHHA K/iHIYHOro BUMNPOOYBaHHA B YKpaiHi Ta B YCiX KpaiHax, ae
npoBOAUTBLCA KNiHiUHe BUNpoOyBaHHA A0 4 pokiB 10 micauiB Ta 13 AHIB 00 NPOTOKO/Y KAiHIYHOTO
BMNpobyBaHHsA «BigkpuTe gocnimpkeHHs 1 ha3u 3 ouiHKM 6e3neYHoCTi, (hapMakoKIHETUKY | hapMakognHamiku
npenapaty JNJ-64264681 B y4yacCHVKIB 3 HEXO[KKIHCbKOK NIMGIOMOI Ta XPOHIYHUM niMddouuTapHUM
Nenko3oM», Koa gocnimpkeHHs 64264681LYM1001, Monpaska 5, INJ-64264681, Big 30 nuctonaga 2023 poky;
cnoHcop - AHcceH-Cinar IHTepHewHN HB, Benbris / Janssen-Cilag International NV, Belgium

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

8. JocnimkeHHs 20290 OHoBNeHa iHopMauia Ta hopma iHhopMOBaHOI 3roamn Ana 6aTbKiB ydacHUKa
HayKoOBOro KniHiuHoro gocnimxeHHs, sepcia 3.0 Big 08 KBiTHA 2024 poKy ANA YKpaiHU YKpaiHCbKOO
MOBOI0 Ha 6a3i OoCHOBHOI OHoBeHOI iH(hopmauii Ta chopmu iHchpopmoBaHOi 3roauM ANA GaTbKiB



yyacHuka pocnigkeHHs, Bepcia 3.0 Big 15 OepesHs 2024 poky; 20290 KoHTakTHa KapTKa AnsA
eKCTPeHOoro 3B’a3Ky, Bepcisa 3.0 ana YKpaiHu Big, 05 KBiTHA 2024 p. Ha 6a3i OCHOBHOT KOHTaKTHOT KapTKun
ONA eKCTpeHoro 3B’A3Ky, Bepcis 6.0 Big 19 6epesHa 2024 p.; Bpouwypa flocnigHuka Bepcin 11.0 Big 08
6epesHa 2024 p. [0 NPOTOKO/Y KNiHIYHOrO BUNPOOYyBaHHA «JocnimkeHHa 1/2 ca3n 3acTocyBaHHSA
nepopasibHOro iHriitopy TRK napoTpekTiHiOy y nauieHTiB AUTAYOro BiKy 3 MpOrpecytynumMu conigHUMM
nyxnuHamM abo MepBUHHUMWU MyX/IMHAMW  LEHTPa/IbHOI HEPBOBOI CUCTEMMU», KOA  AOC/iIXKEHHS
No. BAY 2757556 | 20290, Bepcia 15.0 Big 03 6epe3Hsa 2023 p.; cnoHcop - baiiep KoHcblomep Kep AT,
Lisenuapis

3anBHuK - TOB «baliep», YkpaiHa

9. OHoBneHwuii MpoTokon, ciHanbHa Bepcia 12.0 Big 21 Gepe3HA 2024 p., aHIMINCLKOK MOBOIO;
JonoBHeHHA |: TnoGanbHWii nepenik KIOYOBUX CHIBPOGITHMKIB | BignoBigHUx BigginiB Ta
noctaya/ibHUKIB K/iHiYHMX MaTepianiB cpiHanbHa Bepcia 11.0, Big 19 ntoTtoro 2024 p., aHrNificbKOO
MOBOI0; IHpopmaLifa ana yuacHuka Ta popma iHpopmoBaHOI 3roan Ha yvacTb (ana giteii 6-11 pokis),
thiHanbHa Bepcisn 5.0-UA(UK) Big 01 kBiTHA 2024 p., yKpalHCbKOIO MOBO1O; IH(hopmaLis aoNnAa yyacHuKa Ta
c¢hopma iHchopmoBaHOi 3rogn Ha yyacTtb (A giteii 6-11 pokiB), piHanbHa Bepcia 5.0-UA(RU) Big, 01
KBiTHA 2024 p., pocilicbkoio MOBOIO; IHhopMauisa ana yyacHuka Ta dpopma iHhopmoBaHOi 3rogu Ha
yyacTb (gnAa piteii 12-13 pokiB), hiHanibHa Bepcia 6.0-UA(UK) Big 01 kBiTHA 2024 p., yKpaiHCbKOIO
MoBo1o; IHhopmauis gna yyacHuka Ta popma iHhopmoBaHOi 3rogmn Ha yyacTb (a1 giten 12-13 pokiB),
thiHanbHa Bepcis 6.0-UA(RU) Big 01 kBiTHA 2024 p., pocCiiicbKOl0 MOBOIO; IH(hopMaLis Ansa yyacHUKa Ta
thopma iHhopmoBaHOI 3rogun Ha yyacTb (gNnsa nignitkie 14-17 pokiB), chiHanbHa Bepcia 6.0-UA(UK) Big,
01 kBiTHA 2024 p., yKpaiHCbKOIO MOBOIO; IH(hopmauia gnsa yyacHuka ta coopma iHhopmMoBaHOiI 3rogu Ha
yyacTtb (ana nignitkie 14-17 pokiB), thiHanbHa Bepcia 6.0-UA(RU) Big 01 kBiTHA 2024 p., pocilicbKkoto
moBoto; IHchopmauia gnsa ydacHuka Ta chopma iHpopmMoBaHOI 3rogM Ha y4yactb (ANns GaTbkKiB),
thiHanbHa Bepcia 11.0-UA(UK) Big 01 kBiTHA 2024 p., yKpaiHCbKOIO MOBOIO; IH(hopmauis ans yyacHuka
Ta popma iHhopmoBaHOI 3rogmn Ha yyacTb (ANnA 6aTbKiB), chiHanbHa Bepcis 11.0-UA(RU) Big 01 kBiTHA
2024 p., pociiicbkolo MoBolo; Matepianin, siki MOXXYTb GYTU HagaHi nauieHTam gocnigkeHHA: Mpadik
Bi3nUTiB, Nnepeab6avyeHux gocnimkeHHaM REAL 5, dhiHanbHa Bepcia 4.0-UA(UK) Big 01 kBiTHA 2024 p.,
yKpaiHCbKOl0 MOBOIO; Mpacpik Bi3uTiB, nepepgdaveHux gocnimkeHHsam REAL 5, diHanbHa Bepcisa 4.0-
UA(RU) Big 01 kBiTHA 2024 p., pocilicbkolo MOBOIO; MMpoaoBXeHHA TEPMiHY NPOBeAEHHS KNiHiYHOro
BUNPOGYBaHHA B YKpaiHi A0 23 rpyaHA 2026 poKy 40 NPOTOKO/Y K/IiHIYHOrO BUNPOBYyBaHHS «oCnigpKeHHs
3 nigbopy A03mn A5 oLiHKM eddeKTUBHOCTI | 6e3nekn 3acTocyBaHHSA nNpenapaty ComanayutaH (somapacitan)
OAMH pa3 Ha TUXAEHb Y NOPIBHSAHHI 3 3acTOCyBaHHAM npenapaty HoppaitponiH® (Norditropin®) oguH pa3 Ha
OEHb y AiTei i3 3aTPUMKOIO POCTY, L0 6yAn HapOMKEHI ManuMK NS rectauiiHoro Biky Ta He HasgorHam y
3pOCTi A0 BiKy 2 poKM Ta cTapLue», kog gocnigxeHHs NN8640-4245, chiHanbHa Bepcis 10.0 Big 20 rpygHsa
2022 p.; cnoHcop - Novo Nordisk A/S (Denmark)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

10. MopoBXeHHA TEPMiHY NPUAATHOCTI JOCNIMKYBaHOIo nikapcbKoro 3aco6y AkHecton [yo, resib no
30 r y 1y6i, Bupo6Huurea AT «KuiBmegnpenapat» (YKpaiHa) 3 12 micAuiB go 15 micAuiB [0 NpoTOKOY
KNIHIYHOTO  JoC/igKeHHs  «Bigkpute, 6GaraToueHTpOBe, KOHTPO/SIbOBaHe, pPaHLOMI30BaHe  KJliHiYHe
OOCMIMKEHHST 3 OUIHKM edeKTMBHOCTI, MepeHOCMMOCTI Ta 6e3neku npenapartiB AkHecTton [Ayo, resb,
BMpoGHMUTBa AT «KniBMeanpenapat» (YkpaiHa), i Edpdpesen, renb, BupobHuUTBa «J/labopartopii Mangepma»
(®paHuis), npu KypcoBOMY 3aCTOCyBaHHI Yy Mali€HTIB 3 akHe 3BuualiHuM», kog pocnimkeHHss ACNEGEL,
Bepcisa 1.1 Big 15.03.2024 p.; cnoHcop - AT «KniBMeanpenapat», YkpaiHa

3adaBHUK - TOB «APTEPIYM NTO», YKkpaiHa



