Jopartok 1

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rAHYTUX Ha 3acigaHHi
HTP Ne 12 Big 05.05.2022, Ha siki 6y OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHwuii MpoTokon KniHiuHoro Bunpo6yBaHHA TP0004 3 nonpaBkoto 2 Big 03 rpyaHs 2021 poky;
OHoBneHui NMpoToKon KniHiuHoro Bunpo6yBaHHs TP0004 3 nonpaBkoto 3 Big 09 rpyaHa 2021 poky;
OHoBneHuid Po3gin 3. «fAkictb» [ocbe AoCNigKyBaHOro Jjlikapcbkoro 3aco6y Rozanolixizumab,
BupaHHA 21030110 Big 30 GepesHa 2021 poky, ANA KiiHiYHOro Bunpo6ysaHHs TP0004; OopaHHA
thopmMu BUNYyCKY AocnigKyBaHOro nikapcbKoro 3acody PosaHosikcisymat 140 mrimn y ¢paiakoHi 2 mn
(BupoGHUK Vetter Pharma-Fertigung GmbH & CO.KG, HimeuuunHa); 3pa3ku MapKyBaHHS1 YKPAiHCbKOIO
MOBOIO NMEPBUHHOI Ta BTOPMHHOI YNAKOBKM [OCNIgKYBaHOIO JliKapCcbKOro 3aco6y Po3aHonikcizymat
140 mr/mn, gnAa posn 2 mn; NoAoBXeHHA CTPOKY NPUAATHOCTI AOCAIMKYBaHOro NiKapcbKoro 3acooy
PosaHonikcisyma6 140 mrimn pgo 42 wmicsuiB; IHopmauia ana yyacHuka pocnigpkeHHsA i dopma
iHbopMoOBaHOi 3rogM Ha yudactb y gocnimkeHHi TP0004 (myOpportuniTy 3), mogenb AnA YKpaiHw,
Bepcia 3.0 Big 27 ciuHA 2022 poKy, YKpaiHCbKOIO Ta pocCiiicbKolo moBamMu; IHhopmauis gns ydacHuka
pocnipkeHHs i ®opma iHhOpMOBaHOI 3roaun Ha yyacTb y (hapmMmakoreHOMHOMY AOCAigKeHHI B paMKax
OCHOBHOro gochnimkeHHss TP0004 (myOpportuniTy 3), Mogenb Ana YkpaiHu, Bepcia 2.0 Big, 27 ciyHA
2022 poky, YKpaiHCbKOI Ta pocilicbkolo MoBamMu; Martepianin gnAa nauieHTiB: OUiHKa caMOCTiiHOro
BBegeHHs iH’ekuii (SIAQ), Bepcia gnsa caMocTiiAHOI iHy3ii, ANA 3aNnOBHEHHA nepep camoOCTiliHUM
BBeAeHHAM iHdy3ii, Bepcia 1.0 Big 2021 poKy, YKpaiHCbKOIO MOBOI; «OMPOCHUK AN OLEeHKU
camocTosTe/IbHbIX MHbeKUuii (SIAQ), Bepcus A4NA caMOCTOATE/IbHOW UHY3UUN, [0 CAMOCTOATE/IbHOW
uHdy3um», Bepcia 1.0 Big 2021 poky, pociiicbKoo MOBOI; OLiHKa CaMOCTIIHOTO BBeAEHHSA iH’EKLLil
(SIAQ), Bepcia pnAa camocTiiHOI iH(y3ii, AN 3aNOBHEHHA MIC/A CaMOCTIAIHOrO BBeAEHHs iHdysil,
Bepcis 1.0 Big 2021 poKy, yKpaiHCbKOIO MOBOI0; «ONMPOCHMK AJ1S1 OLLEHKN CaAaMOCTOSATE/IbHbIX UHbEKL WA
(SIAQ), Bepcusa gns camoctosTeslbHOV MH(Y3un, Nocnie caMoCTOATE/IbHOW MHY3nmn», Bepcia 1.0 Big,
2021 poKy, pociiicbkoo MoOBOW; IHdopmauliiHuiA nUCT  ANA  camMoCTiMHOrO  BBefleHHA
po3aHonikcusymady Baoma, “Bitaemo!», pepakuia 1 Big 28 TpaBHA 2021 poKy, YKPAIHCbKOIO MOBOIO;
IHhbopMauiiHi  nuctn  Ans  caMoCTiiHOro BBefEeHHA po3aHofikcusymaby Bpgoma, «ITMN Ta
posaHonikcusymab», peaakuisa 1 Big 28 TpaBHA 2021 poKy, yKpaiHCbKOO MOBOIO; IHchopmaLiiiHi nnctu
ANA CaMOCTIliHOro BBeAEeHHs1 po3aHonikcusymaby Baoma, «Po3aHonikcusymab Ta MOX/IUBI NOGIYHi
edoekTu», pegakuia 1 Big 28 TpaBHA 2021 poKy, YKpAIHCLKOK MOBOIO; IHCTPYKLis i3 3acTOCyBaHHSA,
Bepcifa 1 Big 21 cepnHA 2021 poky, YKpPaiHCbKOI0 MOBOIO; « TpeHyBasibHa Tab/1uLA NalieHTa ANnA 06/1iKy
CaMOCTIiHOro BMKOHaHHA iHy3ii» gna gocnigpkeHa TP0004, Bepcia 1.0 Big 10 BepecHs 2021 poky,
YKpaiHCbKOIO Ta PocificbKolo MoBamu; KapTka yyacHUKa KMiHiYHOroO gocnigxeHHs, Bepcia 2.0 Big 10
rpyaHsa 2021 poky, aata nepeknapgy Big 08 noToro 2022 poky, yKpaiHCbKOI Ta POCiliCbKOI0 MOBaMu;
MopoBXeHHA TPMBAJIOCTI K/1iHIYHOro BUNPOGYyBaHHA B YKpaiHi 8o 30 BepecHs 2025 poKy [0 NPOTOKOY
KMiHIYHOro BMNPOOYBaHHA «BigkpuTe AOCAIMKEHHS NOAOBXEHHs Tepanii Ans BUBYEHHS A0BroTpMBasiol
6e3neYyHoCTi, NepeHoCMMOCTi Ta edDEKTMBHOCTI NpenapaTty po3aHosliKcidyMab y nauieHTiB 3 NepCUCTYHUO
a60 XpOHIYHOI NEePBUHHOL iIMYHHOI TpoMbouumToneHieto (ITM)», kog gocnigxkeHHss TP0004, Big 21 nuctonaga
2019 poky.; cnoHcop - KOCibi biochapma ECApERN, Benbris / UCB Biopharma SRL, Belgium

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

2. 3anyuyeHHs gocnigKyBaHoro nikapcbkoro sacod6y beHpgamyctuH, 100 Mr niocpinisoBaHOro NOpPoLUKyY
LN po3uuHy pAna iHgysiii anbtepHatuBHoro BupoGHuka SINDAN-PHARMA S.R.L., PymyHia o
NPOTOKOY KNiHIYHOro focnimKeHHSA «PaHooMi30BaHe, BigkpuTe, 6aratoLeHTpoBe AoCNifKeHHA dha3n 3 ans
BMBYEHHS KOMOiHaUji 3aHyOGpyTiHiGy (BGB-3111) 3 puTykcumabom Yy MOpPIiBHAHHI 3 KOMGiHaLji€
6eHAaMyCTUHY 3 PUTYKCUMabOM Yy NaLieHTIB 3 paHille He JTiKOBaAHOK MaHTINHOKAITUHHOK AIM)OMOL0, KM He
nokasaHa TpaHcnaaHTauis CToBOYpPOBMX KNiTUH», kod aocnimkeHHss BGB-3111-306, Bepcis 3 nonpaskoto 2.0
Big 16 rpyaHsa 2020 poky; cnoHcop - belilxeH /T4 [BeiGene Ltd], CLUA

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKAM AEBE/NIOMMEHT YKPAIHA»

3. BK/1lOYEHHA [O0[ATKOBUX MicLb MpoBeAeHHA KMIHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
pocnigxeHHsa «PaHgomizoBaHe, noagiiHe cnine, gocnigpkeHHs Il dha3n kombiHauii MK-7684A Ta ximioTepanii
B MOPIBHAHHI 3 KOMbGiHauielo nembponizymaba Ta xiMmioTepanii, y AKOCTi Tepanii nepwoi AiHil y nauieHTiB 3
MeTacTaTU4YHUM HeApiGHOKMTITUHHUM pakom fnereHb», Kog pocnigpkeHHs MK-7684A-007, sepcia 00 Big 11
nuctonaga 2021 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpuemctso «Mepk EHZ Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

No M.1.B. BignoBigasbHOro gocnigHnKa

n/n Ha3Ba Micusi NpoBeAEHHS K/TiHIYHOrO BUNPOOYBaHHS

1 | nikap CtpawHoB A.M.
MeaunyHWii LEHTP TOBapUCTBa 3 06MEXEHO BIANOBIAANbLHICTIO «MegundacT», XipypriuHe Biggi/ieHHs
i3 cTauioHapom, M. Mapiynosnb




2 | nikap Birypo M.C.

MeauyHuii LeHTP ToBapuCTBa 3 06MeXeHOI0 BigNoBiganbHicTio «Mpis Mea-Cepsic», Bigain KniHiYHUX
aocnimpkeHs, M. Kpusuii Pir

3 | nikap Koponb HO.I.

KomyHanbHe HekomepujiiHe nignpueMcTBO «JIbBIBCbKe TepuTopiasibHe MeauvHe 06’efHaHHS
«baraTonpodinbHa KiHiYHA /ikapHA [HTEHCMBHUX METOAIB JliKyBaHHA Ta LWBWUAKOI MeAWUYHOT
gonomorv», BigaineHHs Ne 1 LleHTpy Xipyprii BigoKpeMsieHoro nigposginy «JlikapHa CBATOro
MaHTeneliMmoHa», M. J1bBiB

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBidasbHICTIO «MC/[, YkpaiHa»

4. BKIIOYEHHA [0[ATKOBUX MiCUb NPOBEAEHHSA KMiHIYHOrO BUMPOGYBaHHA A0 MPOTOKOJY KAiHIYHOIO
pocnipkeHHsn «docnipkenHs 11l dhasn MK-4280A (kombiHauis dhasesenimady [MK-4280] 3 nemb6ponizymabom
[MK-3475]) y nopiBHsIHHI 3i CTaHAAPTHUM AiKyBaHHAM MpY paHille BXe fikoBaHOMY MeTacTtatuiHomy PDL1-
NO3UTMBHOMY KOMOPEKTa/IbHOMY paky», kog, gochipkeHHs MK-4280A-007, 3 iHKopnopoBaHOoK nonpaskoto 02
Big 17 BepecHst 2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», fodipHe nignpuemctBo «Mepk eHz Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

No M.1.6. BignoBigabHOro AoCniAHMKA

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS

1 nikap bpnayH C.C.
BigaineHHss ToBapucTBa 3 O0OMEXEHOK BiAMOBigasibHICTIO «MeanyHuiA UeHTp «J0o6pobyT-
MonikniHika» «JlikyBasIbHO-AiarHOCTUYHNIA LEHTP «[J06po6yT», OHKOOTIYHE BigAdiNeHHs cTauioHapy 3
6710k0M XimioTepanii, M. Kuis
2 4.M.H., npodp. KocTiok O.I'.
KomyHanbHe HekomepLiliHe nignprueMcTBo «IMoAiibCbKMiA perioHaNIbHUA LLEeHTP OHKONOTiT BiHHMLBKOT
obnacHoi pagu», XimioTepaneBTUYHE BigAiNeHHs, BiHHULbKNIA HaLiOHaNbHUIA MeANYHWIA YHIBEPCUTET
iMm. M.1. Muporosa, kadeapa NPOMEHEBOT AiarHOCTUKX, NPOMEHEBOT Tepanil Ta OHKoOoril, M. BiHHMLA
3adaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

5. OHoBneHuit npotokon 3 MonpaBkoto 2 Big 26.10.2021 p.; IHcopmauis gna naudieHta Ta Popma
iHcbopmoBaHoOi 3roau, Bepcia 5.0 yKpaiHCbKOIO MOBOIO A/ YKpaiHu Big 13.01.2022; IHcdhopmauisa gna
nauieHTa Ta Popma iHchopMmoBaHoi 3rogu, Bepcifa 5.0 pocilicbkolo MOBOIO AnA YKpaiHu Big 13.01.2022
00 NpPOTOKO/MY KNiHIYHOro BUNPOGYBaHHA «baraTtoueHTpoBe, 3 OA4HUM pPykaBOM JliKyBaHHS, BigkpuTe,
[OBroTpuBasie KniHiYHe AOCAIMKEHHSA CMOCTEepeXeHHs 6e3neyHocTi Cenekcinary y yyacHukiB, siki 6panu
yyacTb y nonepeaHbOMy K/iHIYHOMY docnigpkeHHi Cenekcinary», ko gocnigpkeHHs 67896049PUH3001, 3
Monpaskoto 1 Big 08.12.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», Benbris

6. ®opma iHpopmoBaHoi 3roau MNMpoTokon 64264681LYM1001 AganToBaHa Ana YkpaiHu Bepcist Ne 4.0
Big 07 ciuHa 2022 poky, Ha OCHOBiI Maiictep-Bepcii ®I3 Bepcia 7.0 Big 15 rpygHa 2021 poky,
aHrNIACbKOI Ta YKpaiHCbKOlo MoBamu; [flopatok o dopmu iHpopmoBaHoi 3rogu [MpoTokon
64264681LYM1001 AganToBaHa asis YkpaiHu Bepcisi Ne 4.0 Big, 07 ciuHa 2022 poKy, Ha OCHOBI MalicTep-
Bepcii PI3 Bepcia 7.0 Big 15 rpyaHA 2021 poKy, aHI1iINCbKOK Ta YKPAIHCLKOK MOBaMW [0 NPOTOKOY
KNiHiYHOro BMNPOOYBaHHA «Bigkpute pochigkeHHa 1 dhasn 3 oujiHKM 6e3neyHOocCTi, hapMakoKIHETUKN i
hapmakognHamikm npenapaty JNJ-64264681 B y4YaCHUKIB 3 HEXOMKKIHCLKOK /iM(IOMOI0 Ta XPOHIYHUM
nimchounTapHUM N1eiko30M», Koa AocnigpkeHHs 64264681LYM1001, nonpaska 4 Big 18 ntotoro 2021 poky;
cnoHcop - AHccen-Cinar IHTepHewHn HB, Benbria / Janssen-Cilag International NV, Belgium

3asaBHuK - TOB «APEHCIA EKCIM/TIOPATOPI MEICIH», YkpaiHa

7. 3miHa Ha3BM MicUs NpPOBEAEHHS KAiHIYHOrO BUNPOGyBaHHA; OHOBNEHHA KapTkm ydacHuka
pocnipxeHHs, Bepcia 3.0, Big 25 XoBTHA 2021 ykpaiHCbKolo Ta Big 15 »xoBTHA 2021 pociiicbKoio
moBamMu; OHOBNeHHA Bpowypu ana ydyacHuka pgocnigxeHHs, Bepcia 3.0, Big 25 xoBTHA 2021
YKpaiHCbKOIO Ta Bif 15 X0BTHA 2021 pocilicbkolo MmoBamMu; OHOBNEHHA MOCiGHMKA i3 JOCNiAKEHHS,
Bepcia 3.0, Big 25 xoBTHA 2021 yKpaiHCbKOIO Ta BiA 15 XX0BTHA 2021 pociiicbKoto MmoBaMu; OHOB/1IEHHA
IHCTPYKUiT WoAo npoueaypu oTpumaHHA iHchopmoBaHoi 3rogu, Bepcia 3.0, Big 25 xoBTHA 2021
yKpaiHCbKOl Ta Big 15 0BTHA 2021 pociificbkOl0 MOBaMWu [0 NPOTOKO/Y KAIHIYHOrO BMNPOGYBaHHS
«BAFATOUEHTPOBE PAHOOMI3OBAHE I'IO,EI,BII7IHE CHnNe AOCNIOXXEHHA A3 111'Y MAPANEJIBHNX
MPYMNAX 3 I'IO,EI,BII7IHI/IM KOHTPOJIEM TJIALEBO A1 OUIHKM E®EKTUBHOCTI TA BE3IMNEYHOCTI
®EHEBPYTUHIBY TMOPIBHAHO 3 OKPENI3YMABOM Y AOPOC/NX NAUIEHTIB 3 MEPBUHHUM
MPOIrPECYHOUYMM PO3CIAHNM CKNTIEPO30M», ko nocnimkeHH GN41791, sepcis 4 Big 15 BepecHs 2021
p.; cnoHcop - ®.XodchpmaHH-/1a Pow Jitg, LBeiuapis



CTANO
O.M.H., npod. MawkoBcbkuii B.M.

BYNO
O.M.H., npod. MawkoBcbknii B.M.

KomyHasnbHe HekomepLiiHe nignpuemctBo «Micbka | KoMyHasibHe HekoMepLiHe NignpPUMEMCTBO
KNiHiYHa nikapHa Ne3» YepHiBelbkoi MiCbKOT paay, | «LleHTpasibHa  MicbKa  K/iHiYHA  NiKapHa»
HeBpOJIoriyHe BigaineHHs, M. YepHisLi UepHiBeubKoi  MiCbKOi  pagW,  HEBpOJIOriyHe

BifAi/1IeHHA, M. YepHiBLj
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAasIbHICTIO «PoL YKpaiHa»

8. OHOBNEHMiIA NPOTOKO KNiHiYHOro BUNpo6yBaHHa 4045-301, npoTokon 3 nonpaskoto 11, Bepcia 12,
BiA 14 TpaBHA 2021 p.; Bpolwypa gocnigHuka (kacumepceH) SRP-4045, sepcis 9.0 Big 14 BepecHs 2021
p.; Bpowypa aocnigHuka (ronogupceH) SRP-4053, Bepcis 11.0 Big 29 oBTHsA 2021 p.; IHhopmauii ansa
nauieHTa Ta dpopma iHchopmoBaHOI 3rogu ANA MaIONITHIX giTei Bikom 6-9 pokis, Ana YKpaiHu, Bepcis
9.0 Big 03 rpygHAa 2021 p., aHrniiicbKoto MoBoto; IHchopmauil ana nagieHta Ta dpopma iHpopmoBaHoOT
3rogn ANsa Mas1oNiTHIX pgitel Bikom 6-9 pokiB, gna YkpaiHu, Bepcia 9.0 Big 03 rpyaHa 2021 p.,
yKpaiHCbKOI MOBOHO; IHchopmauii gnsa nauieHTa Ta popma iHchopmoBaHOI 3rogu Ans ManoniTHix giten
BikoM 6-9 pokiB, Ans YkpaiHu, Bepcis 9.0 Big 03 rpygHs 2021 p., pocilicbkoto MoBoto; IHhopmauii gns
nauyieHta Ta chopma iHchopmoBaHOI 3rogn ANA MasIONiTHIX Aiteid Bikom 10-13 pokiB, AnA YkpaiHu,
Bepcia 15.0 Big 03 rpygHa 2021 p., aHrniiicbkoo MoBolo; IHchopmauii gna nauieHta Ta cdopma
iHhbopmoBaHOi 3roaun ans ManoniTHix giteii Bikom 10-13 pokis, Ans YKkpaiHu, Bepcis 15.0 Big 03 rpyaHa
2021 p., yKkpaiHcbkoio MoBoOw; IHdopmauii ana nauieHTa Ta c¢popma iHhpopmoBaHOI 3rogu AnAa
MasioniTHiX giTeii Bikom 10-13 pokis, Ana YkpaiHu, Bepcisa 15.0 Big 03 rpyaHa 2021 p., pociiicbKoto
MoBoto; IHpopmauii gna nagieHTa Ta oopma iHthopmoBaHOi 3rogun Anst HEMOBHOJITHIX AiTel Bikom 14-
18 pokiB, gna YkpaiHm, Bepcia 6.0 Big 03 rpyaHa 2021 p., aHrnificbkoio MoBOW; IHchopmauii gns
nauieHTa Ta oopma iHhopmMoBaHOI 3roaun A1 HENOBHONITHIX AiTeli Bikom 14-18 pokiB, anA YKpaiHu,
Bepcia 6.0 Big 03 rpyaHa 2021 p., ykpaiHCbKO MOBOLO; IHchopmauii gna nauieHta Ta dopma
iHcbopMoBaHOi 3roau Ans HEMOBHOJITHIX AiTeil Bikom 14-18 pokiB, ana YKpaiHu, Bepcia 6.0 Big 03
rpygHs 2021 p., pociiicbkoo moBoto; IHopmauii Ta copma iHthopmoBaHOi 3rogu Ana GaTbkiB
yyacHuKa fOCnigKeHHA, Ans YKpaiHu, Bepcis 17.0 Big 03 rpygHa 2021 p., aHrNificbKO MOBOIO;
IHcbopmauii Ta hopma iHchopMoBaHOi 3roamn AnA 6aTbKiB yuacHUKa AOCNIgKEeHHA, AN YKpaiHu, Bepcia
17.0 Big 03 rpygHAa 2021 p., ykpaiHCbKOK MOBOIO; IHchopmalii Ta hopma iHhopmoBaHoOi 3rogu Ansa
6GaTbKiB yyacHMKa gocnimKeHHs, ana Ykpaiiu, sepcia 17.0 Big 03 rpygHsa 2021 p., pocilicbKkoo MOBOIO;
3MiHa Has3BM Micus nNpoBeAeHHs1 KAiHIYHOro BUNPOOGYBaHHA [0 MPOTOKO/Y KMiHIYHOTO AOCNigKeHHA
«[lMogBiiiHe cnine, nnauebo-kOHTPONbOBaHe, GaraTOLEHTPOBE AOCNIMKEHHS 3 BiAKPUTMM PO3LUMPEHUM
nepiogom AOCNIMXKEHHA A/19 OUiHKN edhbeKTUBHOCTI Ta 6e3nekn SRP-4045 i SRP-4053 y nauieHTiB 3 M'30BOI0
avctpodieto JroweHHa», kog gocnimpkeHHsa 4045-301, npoTokon 3 nonpaskoto 10, Bepcisa 11, Big 03 6epesHs
2020 p. ; cnoHcop - Sarepta Therapeutics, Inc., USA

CTAJIO

BYNO
O.M.H. Knpnuenko A.T.
KomyHasibHe  MignpueMcTBO  «[JHINpONeTpoBChKa
obnacHa anTsaya KNiHiYHa NiKapHs»

[HinponeTpoBCbKOi 061acHOT paav», HEBPOJIOro-
HeilipoxipypriuHe BigaineHHs, M. JHinpo

O.M.H. Knpnuenko A.T.

KomyHasibHe  nignpueMcTBO  «JJHINponeTpoBChka
obnacHa anTsya KniHiYHa NikapHS»
[HiNnponeTpoBCbKOT obnacHoi paau»,

HelipoxipypriuyHe BigfineHHs 3 HeBPOOTiYHUMMU

niKKkamu, M. Hinpo

3asBHUK - TOB «CaHaKnic», YkpaiHa

9. OHOB/EHI PO3Ainu AoCbE AOCNIAKYBaHOIro nikapcbkoro 3acooy LY3484356 Big ntotoro 2022: P.8
CrabinbHictb (LY3484356 T1 Tablets); P.3: Bupo6HuytBo (LY3484356 T1 Tablets), aHrniiicbkoro
MOBOI0; NMoA0BXeHHSA TepMiHY NPUAATHOCTI A0CAIAKYBaHOroO NikapcbKoro 3aco6y LY3484356 — 200 wmr,
TaGneTkn, BKPUTI NNIBKOBOIO OGOMIOHKOK AN NepopasibHOro 3acTocyBaHHA, A0 30 MicAiB;
3aslyueHHA [O[4aTKOBOrO BMPOGHMKA A0CAIAKYBAHOrO JlikapcbKoro 3aco6y LY3484356 (LY3484356;
LY3484356, LY3484356 tosylate, LY3484356 T1 Tablets; LY3484356, LY3484356 tosylate) Ta6neTkn,
BKPUTi NNiBKOBOI 060/10HKOI0; 200 Mr A4/11 nepopasibHOro 3actocyBaHHA: «Patheon Inc.», Canada go
NPOTOKONY KNiHIYHOro BMNpobyBaHHs «EMBER-3: PaHgomizoBaHe, Bigkpute gocnimkeHHs 1l dasn ans
MOPIBHAHHA NiKyBaHHS npenapatom LY3484356 Ta nikyBaHHS €HOOKPUHHOK Tepaniewo 3a BMOOpOM
JocnigHuka y nauieHTiB 3 MicLLeBO-NOWNPEHUM abo MeTacTaTUyHUM Pakom MOJIOYHOT 3a/103U 3 NO3UTUBHUM
CTaTyCOM peLenTopiB eCcTporeHy Ta HeratMBHUM cTatycoM HER2, ski paHiwe oTpuMyBasiM €HOOKPUHHY
Tepanito», kog gocnimkeHHa J2J-0X-JZLC, sepcia 1.0 Big 15 6epesHa 2021 poky; cnoHcop - Eni Ninni eng,
Komnani, CLLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis



10. OHOBEHMIT NPOTOKOJ KAiHiYHOro gocnimpxkeHHs D9102C00001, Bepcis 5.0 Big 09 rpyaHa 2021 poky;
OHoOBnMeHi pekoMeHAaLii LWoA0 YCYHEHHS1 TOKCUYHOCTI Ana Alypsanymady Ta Tpemenimymaoy, Bepcis
Bif 28 XoBTHA 2021 p.; OHoBNeHa Gpowypa AocnigHMKA Ha AOChifKyBaHWii nikapcbkuii 3acio
Aypsanyma6 (MEDI4736) BugaHHA 17 Big 18 »oBTHA 2021 poky; OHOBMeHe [0CbE A0CAifKYyBaHOroO
nikapcbkoro 3acody MEDI4736 (AypBanymab) Big uepBHs 2021 poky; 3aslyyeHHA A0[aTKOBUX
BUPOOHMUYNX AINSAHOK ANA AocnifkysBaHoro npenaparty AypBasymadé 50 mr/Mn KoHUeHTpaT Ans
po3uuHy pnsa iHQysiii: AstraZeneca AB (Sweden; BioManufacturing Center, Byggnad B921,
Gartunavagen, Soédertilje, 151 85, Sweden), LLBeuis; AstraZeneca AB (Forskargatan 18, SE-151 85
Sodertalje), WUBeuin; IHhopmauis npo gocnigkeHHsa Ta Popma iHthopMoBaHOi 3rogu onsa AOPOCAUX,
Bepcia 8.0 Big 03 ntotoro 2022 poKy aHrnilicbkolo MmoBoto; IHhopmauia npo gocnimkeHHs Ta Popma
iHcbopmMoBaHOi 3roau ana gopocnux, sepcia 8.0 Big 03 ntotoro 2022 poky. MepeknageHo yKpaiHCbKOK
MOBOI0 As18 YKpaiHu 18 ntotoro 2022 p.; IHhopmauisa npo gocnigkeHHAa Ta Popma iHhopmoBaHoi 3rogu
ANnA popocnux, Bepcis 8.0 Big 03 ntotoro 2022 poky. NepeknapeHo Ha pocificbKy MOBY Ans YKpaiiu 18
noTtoro 2022 p.; KapTka nauieHTa npo poschninsieHe KNiHiuHe gocnigkeHHsA, Bepcisa 1.0 Big 28 ntotoro
2022 poky yKpaiHCbKO MOBOHO; KapTka nauieHTa npo poscninneHe KniHiuHe gocnigpkeHHs, sepcis 1.0
Bif 28 noToro 2022 poKy pocCiiicbKO MOBOI [0 MPOTOKO/Y KAIHIYHOrO AOCNimKeHHsA «PaHgomizoBaHe,
GaraTtoueHTpoBe, NOABINHO chine, MXHApoAHe Aoc/imKeHHs |l dpasn NS BMBYEHHS edEeKTMBHOCTI Ta
6e3MneyYyHoCTi KOMOGIHOBaHOI Tepanii gypBaslyma6om i3 ofianapiboM y MOPIBHSAHHI 3 MOHOTepaniet
AypBasilyMaboM y SAKOCTi NiATPUMYBasIbHOI Tepanii y nauieHTiB 3 HeAPIGHOKTITUHHM pakoMm nereHis 1V cragii,
AKi OTPMMYyBaUTM Tepanito NepLloi MiHil, B AKMX XBOpoba He nporpecysasia Micnsa ctaHgapTHOI ximioTepanii
npenapaTom NaatuHu 3 gypanymabom (gocnigpkeHHss ORION)», ko gocnigxkeHHs D9102C00001, sepcisi 4.0
Big 14 nunHa 2020 poky; cnoHcop - AstraZeneca AB, LLBelist

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKA AEBE/NIOMMEHT YKPAIHA»

11. Aocbe gocnigKyBaHOro likapcbkoro 3acody CT-P42 (achni6éepcenT), Bepcia 3.1 Big 11 ntotoro 2022
p.; NMoaoBXeHHA TepMiHY NPUAATHOCTI AOCNIAKYBaHOrO JlikapcbKoro sacody CT-P42 (adnidéepcenT) 3
12 po 18 micAUiB [0 MPOTOKOY KNiHIYHOTO AOCMNIIKEHHSA «PaHoMi30BaHe, KOHTPO/IbOBaHe 3a aKTUBHUM
npenapaTom, NoAgiiHe MackoBaHe AO0CNiMKEHHs (ha3n 3 B napasienibHMX rpynax 3 OuiHKM eqhekTUBHOCTI Ta
6e3neyHocTi npenapaty CT-P42 y nopiBHSAHHI 3 npenapaTom Ainis y NayieHTiB 3 AiabeTUyHUM Maky/IsapHUM
HabpskoM», kog, gocnimkeHHss CT-P42 3.1, sepcis 2.0 Big 06 TpaBHA 2021 poKy; cnoHcop - «CennTpioH, IHK.»
(Celltrion, Inc.), Pecny6nika Kopes

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. [locbe pocnigxyBaHOro nikapcbkoro 3aco6y DMB-3115, Bepcia 4.0 Big ciuHa 2022 poky,
aHrnificbkolo MoBOlO; CKOpOYeHHs TepMiHy npupgatHocti A/13 DMB-3115 3 36 go 30 micsuis;
3anyyeHHA [,0[ATKOBOI BUPOOGHUYOT AiNbHUL ANA focnigkyBaHOro nikapcbkoro sacooy DMB-3115,
po3uuH ansa iH’ekuiii y nonepegHbo 3anoBHeHOMy wnpuui (90 mr/1,0 mn ta 45 mr/0,5 mn), Ta
[OCNiAKyBaHOro nikapcbKoro 3aco6y nopiBHAHHA CTenapa®, po3uuH Ans iH’eKWii y nonepegHbo
3anoBHeHomy wnpudi (90 mr/1,0 mn Ta 45 mr/0,5 mn), Alcura Health Espaia, IcnaHisa no npotokony
KMIHIYHOTO [oCniMKeHHs1 «PaHgomizoBaHe, noggiiHe cnine, 6araToUueHTPOBE AOCAIMKEHHS TepaneBTUYHOI
€KBIBa/IEHTHOCTI, L0 NPOBOANTLCA B NapasiefibHMX rpynax Aas nopiBHAHHA eekTMBHOCTI, 6e3neyHocTi Ta
iMyHOreHHOCTI npenapaty DMB-3115 ans nigLkipHoro BBegeHHs 1a npenapary Ctenapa® supobHuutea €C
Yy MauieHTIB i3 XPOHIYHUM GASALWKOBMM MCOPia3oM cepeaHboro abo TSXKKOro CTyMneHsi», KOA AO0CAIMKEHHS
DMB-3115-2, 3 iHkopnopoBaHot nonpaBkoto 01 Big 04 yepBHA 2021 poky; cnoHcop - Dong-A ST Co. Ltd.,
Republic of Korea

3anBHWK - NignpuemcTBo 3 100% iHO3eMHol iHBecTULeo «ANKHOBIA PAC YkpaiHa»

13. Bpowypa gocnigHuka PaniHenar (APD811), Bepcis 11 Big 13 ciuHA 2022 poKy, aHIiliCbKOK MOBOIO
[0 MpoToKoniB K/iHiYHMX BunpobysaHb: «ADVANCE OUTCOMES pocnigpkeHHs edeKTUBHOCTI Ta
6e3neyHoCcTi paniHenary, cnpsAMoBaHe Ha MONINWEHHA pe3y/bTaTiB NiKyBaHHA NauieHTIB i3 flereHeBoro
apTepiasibHOI0 rinepTeHsieto», kog gocrimpkeHHss ROR-PH-301 (APD811-301), 3 iHKOpnopoBaHOto MonpasKoo
4 Big 25 uyepBHA 2021 poky; «ADVANCE EXTENSION BigkpuTe po3wunpeHe AOCNIIKEHHS 3 OUiHKK
[OOBroCTPOKOBOI e(heKkTMBHOCTI Ta 6e3neyHoCTi pasiiHenary B Naui€HTIB i3 JIereHEBOK apTepiasibHO
rinepreHsieto», ko gocnimkeHHss ROR-PH-303 (APD811-303), 3 iHkoprnopoBaHO nonpaBkoto 3 Big 28
yepBHA 2019 poky; cnoHcop - «HOHanTen Tepan'toTikc KopnopeiwH» (United Therapeutics Corporation),
United States

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK IOBIA PAC YkpaiHa»

14. nMoBigoMNEeHHA  MauieHTam WoA[A0  KOJI-UEeHTPY ANnA  YKpaiHu  Ana  focnipgXeHb:
evolutionRMS_MS200527-0080 Ta MS200527-0082, Bepcis 1.1 Big 21 6epe3HsA 2022 poKy aHIMiiCbKOLO
MOBOIO Ta Nepeknag yKpaiHCbLKOIO Ta pocilicbkolo MoBaMu Bifg, 22 6epe3HA 2022 poky; Be6-cTopiHka
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WOAO KOM-LUEeHTPY ANA nauieHTiB ansa YKpaiHu gnsa aocnigpkeHb: evolutionRMS_MS200527-0080 Tta
MS200527-0082 ykpalHCbLKOIO MOBOIO, Bepcis GiniHrBasibHOro gokymeHty 1.0 Big 21 GepesHs 2022
POKY, aHI/IACbKOI Ta YKpaiHCbKO MoBamu; BeG-cTopiHKa WOAO KON-LEHTPY ANA NauieHTiB Ans
YkpaiHu gna gocnigpkeHb: evolutionRMS_MS200527-0080 Ta MS200527-0082 pocCilicbkol0 MOBOIO,
Bepcif GiniHrBasibHOro AOKyMeHTy 1.0 Big 21 Gepe3Hs 2022 poKy, aHrNificbKow Ta POCiliCbKoo
MoBamMu; 3pa3oK MapKyBaHHSl npenaparty KeecTpaH (XonectupamiH) Al KAPTOHHOI KOPOOKW, LLO
micTuTb 50 nakeTuKiB no 4r., NOPOLOK ANA NepopasibHOro 3acTtocyBaHHSA, Bepcia 3.0 Big 30 rpyaHsa
2021 poky, yKkpaiHCbKOI0 MOBOI0; MNMam’AATKa WoA0 3aKpec/ieHOro HoMmepy TeneoHy Ha eTUKeTLi Ans
xosiecTupamiHy Big, 18 ciuHsa 2022 poKy, aHr1iicbKolo MOBOLO; MNMepeknag yKkpaiHCbKOK MOBOLO Big, 03
G6epe3HA 2022 poKy MamM’aTKM Wo[40 3aKpecsieHOro Homepy TesniepoHy Ha eTUKETLi ANA XonecTtupamiHy
Big 18 ciuHA 2022 poky; OcHOBHa IHCTPYKLUiA 3 BTOPMHHOrO nakyBaHHAi KOMepUiiHOro npenapary
KBecTpaH (XonectupamiH), BugaHHs 1 Big 01 rpygHa 2021 poKy, aHrilicbKoO MOBOK [10 NPOTOKO/Y
KMiHiYHOrO BUNpobyBaHHA «baraToueHTpoBe, paHAOMi3oBaHe, MOABiHE crine, 3 MOABIHOK imiTaui€to,
KOHTPOJ/IbOBaHe akTMBHWM fpenapaTtoMm, fochimpkeHHs Il asn, Wwo npoBoAnUTLCA B NapaneflbHux rpynax 3
OUiHKM ed)eKTUBHOCTI Ta 6e3Mne4yHOCTi eBOOPYTUHIOGA Yy MOPIBHAHHI 3 TepudIyHOMILOM B yYacHUWKIB i3
peunanByovMM PO3CISHUM CK1epo3oM», Kog, fAocnimkeHHs MS200527_0080, sepcisa 3.0 Big 19 TpasHs 2021
poky; cnoHcop - Merck Healthcare KGaA, HimeuunHa

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

15. OHOB/EHWI NPOTOKOJ KNiHiYHOro gocnimkeHHsa CT-P42 3.1, Bepcis 3.0 Big 14 ciuHsa 2022 p.; CT-P42
3.1 OcHoBHa hopma iHthopmoBaHOI 3roau Ana YKpaiHu, Bepcis 3.1.0 Big, 25 ciuHsa 2022 p., aHrnilicbKoo
MmoBoto; CT-P42 3.1 OcHoBHa ¢hopma iHchopmoBaHOi 3roau ansa YkpaiHu, sepcia 3.1.0 Big 25 ciunsa 2022
p., YKpaiHCbKOI MOBOIO; CT-P42 3.1 OcHoBHa hopma iHchopMmoBaHOi 3roaun ans YkpaiHu, sepcisa 3.1.0
Bif 25 ciuHa 2022 p., pociiicbkolo moBoi; CT-P42 3.1 dopma iH(hopmoBaHOi 3rogM Ha y4vacTb Yy
thapmakokiHeTUMHOMY A04AaTKOBOMY AOCAIMKEHHI ans YKpaiHu, Bepcia 3.1.0 Big 25 ciuHa 2022 p.,
aHrniicbkoo moBoto; CT-P42 3.1 dopma iH(hopMoBaHOI 3rogM Ha y4yactb y hapMakOKiHETUHHOMY
AopaTKoBOMY AOC/iMKeHHI AnA YKpaiHu, Bepcia 3.1.0 Big 25 ciuHAa 2022 p., ykpaiHCbKOIO MoBoto; CT-
P42 3.1 ®opma iH(hbopmoBaHOI 3rogu Ha yyacTtb y papmakoKiHeTUMHOMY A04aTKOBOMY AOC/IiMKEHHI
Ans YkpaiHu, Bepcis 3.1.0 Big 25 ciuHsa 2022 p., pociiicbKoo MOBOIO; 36i/IbLUE€HHS KifTbKOCTi NaLi€eHTIB B
YKpaiHi 3 25 go 50 oci6; MOX/IMBICTb TUMYACOBOr0 BUKOPUCTAHHSA JIOKa/IbHUX flaGopaTtopiii 3amicTb
LEeHTPa/IbHOI sla6opaTopii Ha 4Yac BiliCbKOBUX Al B YKpaiHi 4O NPOTOKOAY KAIHIYHOTO AOCHIAKEHHS
«PaHpomi3oBaHe, KOHTPONbOBaHE 3a aKkTUBHMM MpenapaTtoMm, NoABiiHE MacKoBaHe AO0C/iMKEHHS da3n 3 B
napanenbHuX rpynax 3 ouiHkM eddeKTMBHOCTI Ta 6e3neyHocTi npenapaty CT-P42 y nopiBHsIHHI 3 npenapaTtomM
Alinis y nauienHTiB 3 AiabeTUYHMM MakKyIapHUM Habpsikom», koA gocnimxkeHHss CT-P42 3.1, Bepcisa 2.0 Big 06
TpasHA 2021 poky; cnoHcop - «CennTpioH, IHK.» (Celltrion, Inc.), Pecnybnika Kopes

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

16. TlMoBigomneHHA  nawieHTaM WOAO0 KOMA-UeHTPY AnA  YKpaiHm ana  pocnigkeHb:
evolutionRMS_MS200527-0080 Ta MS200527-0082, Bepcis 1.1 Big 21 6epe3HsA 2022 poKy aHINMiiCbKOLO
MOBOIO Ta Nepeknag yKpaiHCbLKOIO Ta pPocCilicbkolo MoBaMu Bifg, 22 6epe3HA 2022 poky; BeG-cTopiHka
WOAO0 KON-LUEeHTPY ANA nauieHTiB ans YKpaiHu gna aocnimkeHb: evolutionRMS_MS200527-0080 Ta
MS200527-0082 ykpaiHCbKOIO MOBOIO, Bepcis GiniHrBasibHOro gokymeHty 1.0 Big 21 Gepe3Hsa 2022
POKY, aHIMiliCbKOK Ta YKpailHCbKOK MoBamMu; BeG-CTOpiHKA WOA0 KOM-UEHTPY ANA nauieHTiB ansa
YKpaiHu gna pocnimkeHb: evolutionRMS_MS200527-0080 Ta MS200527-0082 pociiicbKOO MOBOIO,
Bepcia GiniHreasibHOro AokymeHty 1.0 Big 21 Gepe3Hs 2022 poOKy, aHrNiliCbKOK Ta POCIiCbKOLO
MoBamu; 3pa3oK MapKyBaHHA npenapaTty KeectpaH (XonectupamiH) ANA KapTOHHOI KOPOOGKW, WO
MicTUTbL 50 nakeTuKiB NO 4r., NOPOLIOK A/1s NepopasibHOro 3acTocyBaHHs, Bepcia 3.0 Big 30 rpyaHA
2021 poky, yKpaiHCbKOO MOBOO; MNMam’ATKa WoA0 3aKpecsieHOro HoMmepy TeneoHy Ha eTUKeTLi ans
xonecTtupamiHy Big, 18 ciuHa 2022 poky, aHrniiicbkoo MoBoto; MNMepeknag ykpaiHCbKOO MOBOIO Big 03
6epes3HA 2022 poKy Mam’ATKM WOA0 3aKpec/IeHOro Homepy TenedoHy Ha eTUKeTLi AN XonecTupamiHy
Big 18 ciuHa 2022 poKy; OcHOBHa IHCTPYKUiAA 3 BTOPMHHOIO NMaKyBaHHA KOMepLUiliHOro npenaparty
KBecTpaH (XonectupamiH), BugaHHsa 1 Big 01 rpygHa 2021 poKy, aHr1iiCbKOO MOBOKO [0 NPOTOKO/Y
KMiHIYHOrO BMNpo6yBaHHA «baraTtoueHTpoBe, paHOOMi30BaHe, MoABiliHE cnine, 3 MOABIMHOK iMiTaujEl,
KOHTPO/IbOBaHe akTMBHWMM MpenapaTtoMm, gochigpkeHHs Il hasn, wo npoBognTLCA B NapasienibHux rpynax 3
OLiHKN edIEeKTMBHOCTI Ta 6e3Me4yHOCTi eBOOPYTUHIGA y MNOPIBHSIHHI 3 Tepud/lyHOMIAOM B YYacHUKIB i3
peunanByO4MM PO3CISSHUM CKIepo30oM», kog, AocnimkeHHs MS200527_0082, sepcis 3.0 Big 19 TpasHs 2021
pokKy; cnoHcop - Merck Healthcare KGaA, HimevunHa

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

17. Bpouwypa aocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHs 21 Big 31 ciuHa 2022
POKY, aHrniicbkoro MOBOI; 3MEHLEHHA 3anjlaHOBaHOI KiNbKOCTi gocnigpkyBaHux 3 110 go 107
3a/lyyeHuX nauwieHTiB B YKpaiHi; YkpaiHa, MK-7339-001/ENGOT-ov43/GOG-3036, IHchopmauia Ta
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OOKYMEHT npo iHhopmoBaHy 3rogy A/s NauieHTa, Bepcia 2.01 Big 23 6epesHs 2022 p. yKpaiHCbKOIO Ta
pocilicbkolo MoBaMu [0 NPOTOKO/ly K/HIYHOTO BMNPOoGyBaHHA «PaHgomizoBaHe, noAgiliHe cnine
pocnimpkeHHs Il dpa3n nposeneHHA ximioTepanii 3 a60 6e3 neMo6poisymady 3 nofasibLUnM NiATPUMYHOYUM
nikyBaHHAM onlanapmbom abo nnauebo Ana Tepanii nepwoi AiHiT y nauieHTiB 3 pPO3NOBCIOOXEHUM
eniteniansHUM pakom sieuHukis (EPH) 6e3 myTauiii y reHi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)»,
kog, gocnimkeHHss MK-7339-001/ENGOT-ov43/GOG-3036, 3 iHKkopnoposaHoto nonpaskoto 03 Big 12 6epesHs
2021 poky; cnoHcop - «Mepk Wapn EHg Ooym Kopn.», godipHe nignpnemctso «Mepk EHA Ko., [HK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

18. OHOBNeHuii NPOTOKON KhiHIYHOro pocnigpkeHHs BLO006, pepakuia 2.0 Big 20 rpygHa 2021 p.;
CuHoncuc OHOB/IEHOro NPOTOKOJY KNiHiYHOro pocnipkeHHs BLO06, peaakuis 2.0 Big 20 rpyaHsa 2021
p., OCTAaTOUHMIA Nepekaz 3 aHrNMiiCbKOi MOBU Ha YKpPaiHCbKY MOBY Bif, 16 ntotoro 2022 p.; IHdhopmavis
AnA nauieHTa Ta hopma iHcbopmoBaHOI 3rogun, octatoyHa pegakuis 2.0 ana YkpaiHu Big 17 niotoro
2022 p., ocTaTOUHMIA Nepeknag 3 aHrNiiCbKOT Ha YKpaiHCbKy MOBY Big 04 KBiTHA 2022 p., ocTaTOUHWMIA
nepeknag, 3 aHrniicbKoi Ha pocilicbKy MoBY Big, 04 KBiTHS 2022 p. 40 NPOTOKONY KAIHIYHOTO BUNPO6YBaHHS
«BigkpuTe paHAOMi30BaHe KOHTPO/NbOBaHe [AOCNIMKEHHS 3 METOH OUiHKM e(eKTUBHOCTI Ta 6e3MneyHoCTi
npenapaTy UGN-102, a TakoxX CTilikOCTi BiAMOBI4j HA Tepanito npenapaToM y NOeAHaHHI 3 TpaHCypPeTpasibHOK
pe3ekLier Ce40BOro Mixypa v 6e3 Hel B NauieHTiB i3 M'I30BO-HEIHBA3MBHMM PakoM CEHOBOro MiXypa H13bKOro
CTYMNeHs1 3N0SKICHOCTI 3 TPynu MNPOMDKHOTO PuU3MKy (KOAOBE MNO3HA4YeHHs JocnimkeHHsi: ATLAS)», kofg
pocnipxkeHHs BL006, pepakuia 1.1 Big 16 BepecHs 2020 p.; cnoHcop - «KOpoxeH dapma Jlimiteg» [UroGen
Pharma Ltd.], I3painb

3asBHuK - TOBAPVICTBO 3 OBEMEXXEHOH BIAMNOBIAANBHICTIO "Ml EC AN-YKPAIHA"

19. KapTka nauieHTa 3 iHchopMaLielo Npo BisUTU Ta iIHCTPYKUiAMU WO[0 AocNimKeHHA, Bepcia 05 Big 25
noToro 2022 poKy yKpaiHCbKOIO Ta pociiicbkoto MoBamu; 3anyueHHsa TOB «M/1» AIN1A» oo kniHiuHoro
BMMPOGYBaHHA [0 NPOTOKO/Y KIIHIYHOTO AOCiimkeHHs «PaHAomi3oBaHe ajanTuBHe MoAgiliHe chnine
nnauebo-KOHTPOSIbOBaHe OaraTtoueHTpoBe AocnigpkeHHs a3 1lb  pgna  BMBUEHHST  6e3nevyHocTi,
nepeHoCUMOCTi, hapMakoKiHeTUKM Ta thapMakomHaMikm 6aratopa3osux 003 npenapaty PT101 y nauieHTis 3
aKTVBHUM BMPAa3KOBMM KONITOM», KoA AocnimxkeHHs PT101-201, nonpaBka 1 Big 11 TpasBHA 2021 poky;
CroHcop - «MaHAgioH TepanbloTKKC, IHK.», A0YIPHS KOMMaHIs, L0 3HAaX0AMUTbCS Y MOBHIl BNacHOCTi «Mepk eHf,
Ko., IHK.», KeHinBopT, wrtat Heto-xepci, CLUA (Bigomoi sk «MC» 3a mexamu CnonyyeHnx LLUtatisB AMepukn
Ta KaHagu) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc., Kenilworth, NJ, USA
(known as MSD outside the United States and Canada), CLLA

3asBHUK - TOB «biomanac», YkpaiHa

20. bpowypa pgocnigHuka ANs AOCNIMAKYBAHOro sikapcbkoro 3acody CNTO1959 (rycenbkymao),
BupgaHHAa 13 Big 14 rpygHa 2021 poky; MaTepianu pgna ydYacHUKIB pAocnifpkeHHs: Jluct-nepenik
MaTepianiB, siki 6yayTb HajaHi nauieHTam Ans BMKopucTtaHHA Baoma (CNTO1959PSA3004 Material
provided to patients for at home IP administration), Big 18 nuctonaga 2021 poky [0 NPOTOKONY
KMiHIYHOrO BUNpO6yBaHHA «PaHgomizoBaHe, MoABiiHe chine, niaueb0-KOHTPO/boBaHe, bGaraToueHTpoBe
pocnigpkeHHs: 3b dhasn 3 METOH OLHKM e(PEKTUBHOCTI Ta 6€3MeYHOCTI NiALWKIPHOrO BBEAEHHS FycenibKymaoy
AN 3MEHLUEHHST 03HaK | CUMMNTOMIB Ta CMOBI/IbHEHHS PEHTIEHOONYHOT NPOrpecii y nauieHTiB 3 akTUBHUM
ncopiaTUYHMM apTpuTom», koa gocnimkeHHs CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHA 2021 poky;
crnoHcop - Janssen Pharmaceutica NV, Belgium / fAHcceH ®apmaueBTuka HB, Benbris

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

21. Indhopmadin Ta chopma 3rogu Ana AOPOCINX yHaCHUKIB AocnipxeHHA JlokasibHa Bepcia Hovep 7.1
ANA YKpaiHn yKpaTHCLKOIO Ta pocilicbKolo MoBaMu, aata Bepcii 08 KBiTHA 2022 poKy Ha OCHOBi MacTtep
Bepcii Homep 8.0 Big 09 rpyaHs 2021 poKy [0 MPOTOKOMY KiHIYHOrO BUMNPOBYBaHHA «PaHoMi3oBaHe,
GaraTtoueHTpoBe, BiAKPUTE, MOpPIBHAMbHE pocnimkeHHsa Il hasm gns  Bu3HayYeHHA edIEeKTUBHOCTI
AypBanymaby uu kombiHauii Jypsanymaby i Tpemenimymaby y kombiHauii 3 n1aTMHOBMICHOHO XiMioTeparnieto
y MEepLii NiHii NiKyBaHHA NauieHTiB 3 NOWMPEHNM APIGHOKNITUHHUM pakoM nereris (APJ1) (KACIMIAH)», kog,
pocnigpkeHHss D419QC00001, sepcis 6.0 Big 16 ciuHsa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

22. bpowypa pocnigHuka DMB-3115 (YcTekiHyma6), BupgaHHa 05 Big 30 nuctonaga 2021 poky,
aHrnificbKkor MoBolo; Bpowypa gocnigHuka DMB-3115 (YcTekiHyma0), BugaHHs 06 Big 21 nrotoro 2022
POKy, aHrnificbkolo MoBoOt; IHpopmauiiHMii nucTtok i chopma iHcpopmoBaHOi 3roau, Bepcis
V3.0UKR(uk)1.0 Big 02 ntoToro 2022 poky, nepeknag yKpaiHCbKO0 MOBOIO Big 22 ntoToro 2022 poky;
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IHpopmauiiiHuii nucTokK i hopma iHchopmoBaHoi 3roau, Bepcia V3.0UKR(ru)1.0 Big 02 ntotoro 2022
POKy, Nepeknazg pociiicbKolo MOBOIO Bif 22 ntoToro 2022 poKy A0 NPOTOKO/Y K/iHIYHOTO BUNpo6byBaHHSA
«PaHpomizoBaHe, noggiiiHe cnine, 6araToueHTPOBE AOCAIMKEHHS TepaneBTUYHOI ekKBiBa/IEHTHOCTI, L0
NPOBOAUTLCA B MNapaneflbHuX rpynax A1 MNOPIBHAHHA edekTUBHOCTI, 6e3MeYyHOCTi Ta iMyHOreHHOCTI
npenapaty DMB-3115 ans nigwkipHoro BBegeHHA 1a npenaparty Ctenapa® BnpobHuMUTBa €C y NauieHTiB i3
XPOHIYHMM OBIAILLKOBUM MCOpia3oM CepefHboro abo TAXKOro CTyneHa», kog pocnimpkeHHs DMB-3115-2, 3
iHKoprioposaHoto nonpaskoto 01 Big 04 yepBHA 2021 poky; cnoHcop - Dong-A ST Co. Ltd., Republic of Korea
3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

23. OHoBneHa bBpouwypa gocnigHuka [JNJ-67896049 /| ACT-293987 | NS-304 UPTRAVI® (cenekcunar)],
Bepcia 17 Big, 07 notoro 2022 p. 40 NPOTOKO/Y KNiHIYHOro BUNpobyBaHHs «IMpocnekTnBHe baraToLeHTpoBe
BiAKpUTE HenopiBHANbHE JocnimpkeHHA |l a3 3 MeTo BUBYEHHA 6es3neku, MepeHoCcMMOoCTi Ta
hapmakokiHeTMKM ceneKkcunary B [iTeii 3 /IereHeBOl apTepiasibHO TinepTeHsielo», Ko, AOCAiMKEHHS
AC-065A203, 3aTBepakeHa Bepcisa 8 Big 30 BepecHa 2021 p.; cnoHcop - AkTenioH ®apmacbloTikasic JTa.,
Lseiiyapia (Actelion Pharmaceuticals Ltd, Switzerland)

3asaBHUK - TOB «MB KBecT», YkpaiHa

24. fopaTtok "HaGip nauieHTiB B OHNaliH-pexumi gna gocnigkeHb RPC01-3201 i RPC01-3202 3 ouiHKK
iHAYKUiiHOT Tepanii 3a nporpamoto "YELLOWSTONE" (Ethics Dossier Appendix_Trials 24), pegakuis
YKpaiHCbKOIO MOBOIO A1 YKpaiHu Big 23 ntotoro 2022 p., peaakuisi pociiicbkolo MOBOIO Ans YKpaiHu
Big 23 nwtoro 2022 p.; /fluctiBka "HK B3ATM ydyacTb Yy Mporpami KiHiYUHUX pocnigkeHb
"YELLOWSTONE" (Flyer_Trials 24), pepakuif 1 ykpaiHCbKOIO MOBOIO ANA YKpaiHu Big, 17 notoro 2022
p., peaakuia 1 pocilicbkoo MoBOW it YKpaiHu Big 17 notoro 2022 p.; Jluct "3auikaBreHomMy
nauieHToBi" (Letter to Patients_Trials 24), peaakuis 1 ykpaiHCbKO0 MOBOIO A/1s1 YKpaiHu Big 18 ntoTtoro
2022 p., pegakuisa 1 pociiicbkolo MOBOIO A/ YKpaiHu Big 18 noTtoro 2022 p.; JIuct Ao naujieHTiB 3
KOHTPONbHMUM cnuckoMm nutaHb (Patient Checklist_Trials 24), pepakuisa 1 ykpaiHCbKO0O MOBOIO Assi
YKpainu Big, 18 notoro 2022 p., pegakuif 1 pociiicbkolo MOBOIO AnA YKpaiHu Big 18 ntotoro 2022 p.;
Nuct Konesi nikylouomy nikapro wWoAo nauieHTKU "Mpo nporpamMy KAiHIYHUX AocCnigXeHb
"YELLOWSTONE" npu xBopoGi KpoHa (RPCO01-3201 - RPCO01-3204)" (Letter to
Physicians_Female_Trials 24), pepakuif 1 ykpaiHCbKOI0 MOBOIO Ans YKpaiHu Big 18 niortoro 2022 p.,
peaakuia 1 pocilicbkolo MOBOIO As YKpaiHu Big 18 ntotoro 2022 p.; J/InCT Konesi nikyr4vomy nikapto
wozao nauieHTa "Mpo nporpamy KniHiuHux gocnigkeHb "YELLOWSTONE" npu xBopo6i KpoHa (RPCO01-
3201 - RPC01-3204)" (Letter to Physicians_Male_Trials 24), pepgakuis 1 yKpaiHCbKOO MOBOK AN
YkpaiHu Big 18 notoro 2022 p., pegakuis 1 pocificbkolo MOBOO AN YKpaiHu Big 18 ntotoro 2022 p. Ao
MPOTOKO/IB  KAiHIYHMX BMNpPOOyBaHb: «baratoueHTpoBe paHAOMi30BaHe, MOABIiHO chine, niaue6o-
KOHTpOsibOBaHe pocnimkeHHsa Il chasn 3 MeTol OLuiHKM 03aHiMogy Ofna npuiioMy NepopasibHO Mpwu
npoBeAeHHi IHAYKUINHOT Tepanil naujieHTam i3 cepefHbOTSXKAM abo TshkkuMm nepebirom xBopobu KpoHa B
aKkTuUBHIN chopmi (gocnimpkeHHs Nel 3 ouiHkM IHAYKUIRHOT Tepanii)», kog agocnigpkeHHs RPC01-3201, pepakuis
6.0 Big 14 uepBHA 2021 p.; «baraTtoueHTpoBe paHAOMi30BaHe, MOABINHO chine, naauebo-KOHTPOIbOBaHe
pocnigpkeHHs 1l hasyn 3 METOH OLHKM O3aHiMoagy 4715 NPUiioMy NepopasibHO MPU MPOBEAEHHI IHAYKUIAHOT
Tepanii nauieHTam i3 cepefHbOTSHKKMM abo TsxkMM nepebirom xBopobu KpoHa B akTuBHii dopmi
(mocnipxeHHs Ne2 3 OUiHKM IHAYKLiAHOT Tepanii)», kog, gocnipkeHHs RPC01-3202, pegakuis 6.0 Big 14 yepBHs
2021 p.; cnoHcop - «CenmxeH IHTepHewHn Il Capn» (Celgene International Il Sarl), LUBeiiyapis

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANIBHICTHO "MNI EC AN-YKPAIHA"

25. Bpouwypa pgocnigHuka SB17, Bepcia 3.0 Big 14 ciuHa 2022 poKy, aHriliCbKOK MOBOIO;
IHchopMmauiviHuii nucTok i dhopma 3roam, Bepcia V2.0UKR(uk)1.0 Big 30 6epe3Hsa 2022 pokKy, nepeknag,
YKpaiHCbKOO MOBO Bifg 31 Gepe3HAa 2022 poky; IHchopmauiiiHuii nuctok i hopma 3roam, Bepcis
V2.0UKR(ru)1.0 Big 30 Gepe3Hs 2022 poky, nepeknag pociiicbkoto moBoto Big 31 6epe3Hs 2022 poky;
NucT po nikaps, Bepcia 1 gna YkpaiHu Big 18 6epe3Ha 2022 poky, aHrIiACbKOO MOBOWO; JlucT go
nikaps, sepciai 1 ansa YkpaiHu Big, 18 6epe3Hs 2022 poky, nepeknag yKpaiHCbKOO MOBOIO Bif 01 KBiTHA
2022 poKy [0 MPOTOKONY KAiHIYHOrO BMMNPOGYBaHHA «PaHAomisoBaHe, noAgiliHe cnine, GaraTOLEHTPOBE
KniHiYHe gocnigpkeHHs doasu |1l ons ouiHkm edeKkTMBHOCTI, 6€3neYHOCTI, NTePEHOCMMOCTI, hapMaKkOoKiHETVKN Ta
iMyHOreHHoCTi npenapaty SB17 (3anponoHOBaHOro GiocuMINsapy ycTekiHymaby) B MOPIBHSHHI 3 npenapaTom
Ctenapa® B Nauji€HTIB i3 65LLKOBMM NCOPia3oM cepeiHbOoro abo TSHXKKOro CTyneHs», Kog, A0CNimkeHHs SB17-
3001, Bepcis 2.0 Big 15 ntotoro 2021 poky; cnoHcop - Samsung Bioepis Co., Ltd, Republic of Korea

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

26. Jlocbe aocnimKyBaHoro snikapcbkoro 3acooy (IMPD) SHR0302 Tablets, pegakuis 4.0 Big, 24 noTtoro
2022 p.; Jocbe pocnipxyBaHoro nikapcbkoro 3aco6y (IMPD) Placebo to SHR0302 Tablets, pepakuist 4.0
Bif 24 niotoro 2022 p.; 3anpoBa/XeHHs1 OHOBJIEHOI Ha3BM BUPOOGHUKA [,0C/iAKYBaHOro NikapCbKoro
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3aco06y: Tabnetkn SHR0302, TabneTkn, BKPUTi NJIiIBKOBOKO O0GO/IOHKOMO, 4 Mr, nnaue6o A0 TaGneTku
SHR0302, TabneTkn, BKpUTi NNiBKOBOKO 060/10HKOK — "Jiangsu Hengrui Pharmaceuticals Co., Ltd.",
KuTaii; 3pa3ku eTuKeTOK ANA AOCNiAKYBaHOro /likapcbKoro 3aco6y: taésetku SHR0302 a6o nnaue6o,
pepakuis 05 gna YkpaiHu Big 24 6epes3HAa 2022 p., nepeknap, 3 aHrNilicbKOi MOBU Ha YKPaiHCbKY MOBY
Bif 24 6epe3HA 2022 p. 40 NPOTOKO/Y KNiHIYHOrO BUNPobyBaHHA «JocnigpkeHHs Il dha3n 3 MeToro OLiHKK
ehbeKTUBHOCTI Ta JOBrocTpokoBoi 6e3neyHocTi npenapary SHR0302 415 iHAYKLiAHOT Ta NigTpUMyoYoi Tepanii
NaLieHTIB i3 CEPeAHbOTSIKKM i TSHXXKMM Nepe6iroM BMPa3KOBOro KOMITY B aKTMBHIW dasi», KO4 [OCMILKEHHS
RSJ10135, pepakuis 1.1 Big 18 cepnHa 2021 p.; cnoHcop - «PeiictoyH Baiogapma Komnani flimiTeg»
[Reistone Biopharma Company Limited], Kutai

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

27. OHoBneHwuii MpoTokon KiiHiuHoro gocnimpkeHHsa ICP-CL-00112, Bepcis 5.1 Big 15 6epe3Ha 2022
poky; IHdopmauiiiHuii nuctok i chopma 3rogu, Bepcia V7.0UKR(uk)1.0 Big 22 niotoro 2022 poky,
nepeknaj ykpaiHcbKoo MoBoOlo Big 09 GepesHs 2022 poky; IHchopmauiiiHuii nncTok i chopma 3roam,
Bepcis V7.0UKR(ru)1.0 Big 22 ntotoro 2022 poky, nepeknag pociiicbkoto MoBoto Big 09 6epesHs 2022
poky; IHdhopMmauiliHnii nucToK i chopma 3roau AnA BiAKPUTOro PO3LIMPEHOro nepiogy [OCNigKEHHS,
Bepcia V4.0UKR(uk)1.0 Big 22 notoro 2022 poky, nepeksag yKpaiHCbKOo MOBOlIO Bifg 09 6epe3Hsa 2022
poky; IHdhopmauiliHnii nucToK | chopma 3roau AA BiAKPUTOrO PO3LIMPEHOro nepioay [AOCNigKEHHS,
Bepcia V4.0UKR(ru)1.0 Big 22 notoro 2022 poky, nepeksag pociicbKolo MoBOO Big, 09 6epe3Ha 2022
POKY A0 NPOTOKO/Y KMiHIYHOro BUNpobyBaHHA «PaHaomi3oBaHe, noAgiliHe chnine, nnauebo-KOHTPO/IboBaHe
OocnimKeHHss a3 2 and ouiHku edeKTUBHOCTI, 6e3MeYHOCTi, NePeHOCUMOCTI, (hapMaKOKIHETUKM Ta
6i010rYHOT aKTUBHOCTI OpenadpyTUHIOY Y NaLieHTIB i3 peunanByoH0-pPEMITYHOUNM PO3CISSHUM CK1EPO30M>,
Koa pocnimkeHHs ICP-CL-00112, sepcis 4.1 Big 30 BepecHss 2021 poky; crnoHcop - InnoCare Pharma, Inc.,
USA

3aaBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

28. OHOBMEHWI NPOTOKOJ/1 KMiHIYHOro BUNPOOGyBaHHsA, BepciA 4 Big 06 ciuHa 2022 p.; dopma
iHbopMoBaHOI 3roau Ha yyactb Yy dasi npeckpuHiHry, Bepcia 3.0 Ans YKpaiHM yKpaiHCbKOlo Ta
pociiicbkolo moBamu Big 31 ciuHa 2022 p. Ha ocHoBi MaiicTep-Bepcii popmu iHthopmoBaHOi 3rogu Ha
yyactb y hasi npeckpuHiHry ansa pgocnigpxkeHHa B042843, Bepcisa 3 Big 05 ciuHa 2022 p.; dopma
iHcbopMoBaHOi 3rogu Ha ydyacTb Yy hasi nikyBaHHA, Bepcia 4.0 ana YKpaiHM YKpPaiHCbKOK Ta
pocilicbkolo moBamu Big, 31 ciuHA 2022 p. Ha ocHOBI MalicTep-Bepcii hopmMu iHchopmoBaHOiI 3roau ans
pocnipkeHHa BO42843, Bepcisa 3 Big 05 ciuHA 2022 p.; dopma iHhpopMOBaHOI 3rogu Ha yyacTb Yy dhasi
Harnsagy, sepcis 3.0 gns YKpaiHu yKpaiHCbKOI Ta pocilicbkoto moBamu Big 31 ciuHa 2022 p. Ha ocHOBI
MaiicTep-Bepcii popmu iHchopMoBaHOi 3roau Ha ydacTb y pasi Harnsay s gocnigpkeHHsa B0O42843,
Bepcia 3 Big 05 ciuHa 2022 p. 4O NPOTOKO/Y KAiHIYHOrO AocnigkeHHs «PaHAoMi3oBaHe, noagiHe chnine,
6araTtoueHTpoBe pasm Il gocnigkeHHs 3acTocyBaHHA atesosiisymady (aHTu-PD-L1 aHTUTINO) npotu
nnauebo Ak af’toBaHTHOT Tepanil y NauieHTiB 3 M'A30B0-iHBA3VBHNM PakoM CEHOBOIo MiXypa BUCOKOTo pU3UKy
3 HasfABHOW LMpKy/otodo OHK nyx/ivHu nicnsa uicTekToMil», kog aocnimkeHHs B0O42843, sepcia 3 Big 08
6epesHs 2021 p.; cnoHcop - d.XoddmaHH-/19 Pow flTa, LBenuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

29. OHoBneHui MpoToKon KNiHiuHOro BunNnpooysaHHa MS200647_0054, Bepcia 2.0 Big 30 nuctonaga
2021 poky; Bpowypa pocnigHuka OGiHTpadycny anbda, Bepcia 8.0 Big 22 rpygHa 2021 poky,
aHrnificbkoo MoBoto; IHchopmauiiHnii nucTok i hopma iHchopmoBaHoi 3rogu, Bepcis V2.0UKR(uk)1.0
Bif 27 ciuHa 2022 poKy, nepeknaj yKpaiHCbKOl MOBOI Big 07 niotoro 2022 poky; IHchopmaviiiHuii
nuctok i cpopma iHhopmoBaHoi 3roaun, Bepcia V2.0UKR(ru)1.0 Big 27 ciuHa 2022 poKy, nepeknap,
pociiicbkoto Moot Big 03 ntotoro 2022 poky [0 NPOTOKO/Y KAIHIYHOrO BMNpPObGyBaHHA «BigkpuTte,
baraTtoueHTpoBe [JOC/IIKEHHA MOAANbLIOrO CNoCTepexeHHA Ana 360py [AOBrOCTPOKOBUX [AaHUX MNPO
YyYyacCHUKIB i3 [eKiNbKOX KNiHIYHWMX [OC/iXeHb 3acTocyBaHHA OiHTpadiycny anbda (M7824)», kop
pocnimpkeHHs MS200647_0054, sepcis 1.0 Big 13 TpaBHA 2021 poky; crnioHcop - Merck Healthcare KGaA,
HimeuunHa

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



