Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne02 Big 25.01.2024,
HTP N204 Big 25.01.2024, Ha siKi 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgowmizoBaHe noggiiHe cnine JocnimpKeHHsA da3n | nepworo 3acTocyBaHHA npenapaty y /4UHA 3
O[HOKpPaTHMM 3aCTOCYBaHHSIM y 3pOCTaloumMx go3ax Ta 6araTokpaTHMM 3acToCyBaHHAM npenapaty SOR102
ONS BUBYEHHSI 6E3MeYHOCTI, NepeHOCUMOCTi Ta dlapMaKOKIHETMKM Yy 340POBUX AOPOC/MX YYaCHUKIB Ta
nauieHTiB-406POBO/IbLIB 3 BUPA3KOBMM KOJITOM Bif, NErKOro A0 BaXXKOr0 CTYMEHS TSHXKKOCTI», KOA AOCAIIKEHHS
SOR102-101, octaTouHa Bepcia 3.0 Big 29 BepecHA 2023 poky, cnoHcop - Coppico dapmac’toTmkans, IHK.,
CLWA / Sorriso Pharmaceuticals, Inc., USA

®a3za - |

3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

No MN.1.B. BiANOBiAAILHOrO AOCNIAHMKA,

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOOYBaHHS

1. O.M.H., npodh. 3axapaL KO.M.

MeauyHWii LeHTP TOBapucTBa 3 OOMEXEHOK BiAMOBIJANBHICTIO «ApeHcis Ekcnniopartopi
MegaiciH», Bigain KniHiYHNX aocnimkeHb, M. Knis

2. «PaHpgomizoBaHe gocnigxeHHs Il pasu ona NopiBHAHHS e(PEKTUBHOCTI Ta 6€3NeYHOCTi HEMTaOpPYTUHIOY B
MOPIBHSAHHI 3 XiMioiMyHOTepanieto Npu paHille HenikoBaHOMY XPOHIYHOMY AiMddoLUTapHOMY Nelikosi/nimdomi 3
mManux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnimkeHHs MK-1026-008, 3
iHKopriopoBaHoto nonpaskoto 01 Big 16 6epesHs 2023 poky, cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

®a3za - Il

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

No MN.1.B. BiANOBiAaILHOrO AOCNIAHMKA,

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOIro BUNPOOYBaHHS

1. O.M.H., npod. Aarinb I.C.

[JepxaBHa ycTaHOBa «HauioHa/IbHWIA HAyKOBWIA LEHTP pagiauiiHoi mMegunumHu HauioHanbHOi
akagemii MeguYHuX Hayk YKpaiHu», BigaifieHHs pagiauiiiHoi OHKoremaTosorii Ta TpaHcnaaHTauil
CTOBOYPOBUX KMITUH BigAialy remaTosorii Ta TpaHCnNaHTONori T [HCTUTYTY KNIHIYHOT pagionorii Ha
6asi BigaiNeHHs pagiauiiHoi remaTonorii KNiHiku [epXxaBHOi yCTaHOBM «HauioHaIbHWIA HayKoBWiA
LeHTp pagiauiiHoi MeaMumMHm HaujioHanbHOI akagemii MeanyHmx HayK YKpaiiu, M. Kuis

2. K.M.H. 'nywko H.J1.

KomyHanilbHEe HekoMmepuiiiHe nignpuemctBo «Ob6siacHa K/iHiYHa nikapHs |BaHO-PpaHKiBCbKOT
061acHoi paan», remMaTosiorivyHe BigaineHHs, M. IBaHO-PpaHKIBCbK

3. O.M.H., npod. Kpsivok |.A.

[epxaBHe HekomepLjiiiHe NignpuemMcTBO «HauioHanbHWIA IHCTUTYT paky», KiHika ximioTepanii Ta
OHKOremaTosioril, HayKoBO-KMiHIYHWIA BigAI1 OHKOremartosorii, BigAiNeHHs OHKOreMaTosIorii,
M. KuiB

4. 4.M.H. Macnsak 3.B.

[JepxaBHa ycTaHoBa «IHCTUTYT naTtosorii KpoBi Ta TpaHcdys3iliHOi MeauumHu HauioHasbHOT
akanemii Meau4HMX HayK YKpaiHu», BigfineHHs rematosiorii, M. J/IbBiB

5. nikap MenbHUK Y.1.

KomyHasibHe HeKOMepUjiiHe NignpruemMcTBO «KuiBcbka Micbka KniHidHa fiikapHsa Ne9» BUKOHaBYOro
opraHy KuiBcbkoi MicbKoi paau (KuiBCbKOT MICbKOI AepxaBHOT afMiHicTpaLil), remaTtonoriyHe
BiagineHHsa Nel, m. Kuis

6. nikap Horaesa J1.1.

KomyHaslbHe HekomepuiiiHe nianpueMcTBo  «KniHiYHWIA  UEeHTP  OoHKosorii, remartonorii,
TpaHcnAaHToMorii Ta NaniaTMBHOI gonomoru Yepkacbkoi 06/1acHOI pagu», Bigdin remartonorii Ta
TpaHcnaHTauji KiCTKOBOro Mo3Ky, M. Yepkacu

3. «[lopiBHANbHA OUjiHKa edheKTMBHOCTI Ta nepeHocumocTi npenapaty AUMETUHAEH, rens 0,1% no 30 r B
Ty6i BUpobHULTBa AT «JTlybHMudapm» i npenapaty ®EHICTW F'E/b, renb 0,1% no 30 r B Ty6i BUPOOGHULITBA



kKomnaHii «GSK Consumer Healthcare SARL» y naujieHTiB 3 anepriyHMM KOHTaKTHUM AepMaTuTOM», KOf,
pocnipkeHHa LF -DMT IG -1/23, Ne 2 Big 20.12.2023, crnioHcop - AT «Jly6HuUhapm», YkpaiHa

®a3a - NopiBHAMbHE KNiHIYHE BUNPOOYBaHHS

3aaBHUK - AT «Jly6HUthapm», YKpaiHa

No M.I.6. BignoBiganbLHOro AoCiaHNKA,

n/n HasBa Micusa NpoBeAeHHs KNiHIYHOro BUNPo6yBaHHS

1. O.M.H., npod., reH. anpekTtop MNipiHa O.M.

JlikyBaNbHO-AiarHOCTUYHNIA LLEHTP TOBapuCTBa 3 OOMEXEHOK BIANOBIAALHICTIO «JliKyBa/lbHO-
OiarHOCTUYHMIA UeHTP «AfdoHic MNtoc», ambynaTopHe BigaineHHs, M. Kuis

4. Bpouwypa gocnigHuka ana AnektuHioy (RO5424802), sepcisa 14 Big BepecHs 2023 p.; 3miHa Ha3B
MicLb NPOBeAEHHA K/iHIYHOro BUNnpoo6yBaHHA; KoOpoTKa xapakTepucTuka flikapcbkoro sacooy AJ1IIMTA
(ALIMTA®), niocpinizat gna npurotyBaHHA po3uuHy ans iHdysiii, 500 mr, Bepcis Big, 22 kBiTHA 2022 p.;
IHCTPYKLUiA ANs MeAUUYHOro 3acTOCyBaHHSA nikapcbKoro 3acooy Memuuta6iH (Gemcitabine), po3uuH
ansa iHdysiii 38 mrimn, Bepcia Big 04 cepnHa 2020 p.; IHCTpyKuUis AN MeQUUYHOrO 3aCTOCYBaHHA
nikapcbkoro 3aco6y BiHopenb6iH (Vinorelbine), po3unH ans iH’ekuiii ado iHdy3iii 10 mr/imn, Bepcis Big,
31 TpaBHA 2022 p. 40 NPOTOKO/Y K/TiIHIYHOrO AOCNIIKEHHS «Bigkpute, paHgomizosaHe gocnimkeHHs Il dhasu
015 OLiHKM ePeKTUBHOCTI Ta 6e3Mnekn asIeKTUHIOY B SIKOCTi a/'toBaHTHOI Tepanii B NOPIBHAHHI 3 a/'t0OBaHTHOO
ximioTepanieto npenapaTamMmu Ha OCHOBI NAATUHU Y NALEHTIB 3 HEAPIGHOKNITUHHUM pakoM nereHb ctagii IB
(NyxnivHu > 4 cm) - 1A, NO3UTUBHUM LLLOJAO KiHA3W aHan acTUYHOI NiMddOMM, 3 NOBHOK Pe3eKUiEt0 NyX/IUHNY,
ko4 pocnimpkeHHs BO40336, Bepcia 7 Big 16 rpygHa 2021 p.; cnoHcop - ®.XodpmaHH-1a Pow JiTA,
Lseiiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

BYJIO

CTAJIO

nikap KypoukiH A.B.

o6nacHwiA KiHIYHUIA OHKOJIOTIYHMIA AucnaHcep,
OHKOTOpakasibHe BiaaisieHHs, M. Cymu

OGnacHUi KOMyHasibHUI 3aknag CyMcbKui

nikap KypoukiH A.B.

KomyHanbHe HeKkomepuiiiHe nignNpPMeEmMCTBO
CyMcbKoi o6nacHoi pagu «CyMcbKuii o6nacHuii
KNiHIYHUNA OHKOJIOTIYHWA LLeHTp»,
OHKOTOpakasibHe BiafifieHHs, M. Cymu

A.M.H. OcuHcbkuia O.C.
KniBcbKknii  micbkuia
LeHTp, BigaineHHsA
XBopux, M. Knuis

KNiHIYHUA OHKOJOTiYHUI
[OEeHHOro nepedyBaHHs

A.M.H. OcuHcbkmia O.C.

KomyHanbHe HeKomepuiiiHe nignpueMcTBO
«KUiBCbKNIA MIiCbKUIA KNiHIYHUIA OHKOMOTIYHUIA
LeHTp» BMKOHaBYOro opraHy KuiBCbKoOi MiCbKOT
pagu (KuiBcbkoi MiCbKOI AepxxasHol
aaMiHicTpauil), ximioTepaneBTu4He BigAiNneHHsA
Ne 3 (3 nixxkaMu AeHHOro nepeGyBaHHA), M. KniB

5. 3miHa Ha3BU Micusa NPoBeAEHHSA KMIHIYHOTO BUNPOGYBaHHA [0 MPOTOKO/Y K/IiHIYHOrO BMNPOOYyBaHHS
«JJoCnifKEeHHS BN/IMBY ceMarnyTugy Ha CepueBo-CyaUHHI YCKTaAHEHHS Y NaUieHTIB 3 LyKpOBUM diabeTom 2-
ro Tuny (SOUL)», koa nocnimxkeHHA EX9924-4473, chiHanbHa Bepcisa 3.0, Big 17 nuctonaga 2020 p.; cnoHcop -
Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

o6nacHwii pepXXaBHWUi KNiHIYHUIA NiKyBaJlbHO-
BiarHOCTUUHMIA  €HAOKPUHOJONUHUIA  LLeHTpP»
(NKLUE), nonikniHiyHe BiagineHHs, JIbBiBCbKWWA
HaluioHa/IbHUiI MeAWYHUiA YHiBepcuTeT iMeHi

BYNO CTANO
O.M.H., npod. Ypb6aHosuy A.M. O.M.H., npod. YpbaHosuy A.M.
KomyHanbHe HekomepuiiiHe nignpuemcTtBo | KOMyHanbHe  HekomepuiiiHe  NigNPUEMCTBO
NbBiBCbKOI 06GnacHoi pagu «/IbBiBCcbkuii | JIbBiBCbKOi oGnacHoi pagun  «/IbBiBCbKuUiA

06NacHUIA  KNiHIYHMIA [iarHOCTUYHUIA  LLEHTP»
(KHN  NIOP  NOKAU), dinia  «LeHTpy
€HAOKPMHOJONYHOrO 3[0pPOB'A HAaCe/IeHHA»,
nonikNiHivyHe BigaineHHs, M. J1bBiB

AaHuna Manuvubkoro, kadpeapa eHAOKPUHOSOCrIT,
M. JIbBIiB

6. IHdhopmauisa ana yuacHuka ta oopma iHhopmoBaHOI 3roam Ha yuacTb A 6aTbkiB, hiHabHaA Bepcisn
7.0-UA(UK) Big 13 rpygHa 2023 p., yKpaiHCbKOl0 MOBOWO; IH(hopMauis pgna yuyacHuka ta dopma
iHcbopmoBaHOi 3rogu Ha yyacTb gnsa 6aTtbkiB, hiHanbHa Bepcia 7.0-UA(RU) Big 13 rpygHa 2023 p.,



pocilicbkolo MoBoO10; IHhopMaLifa Ana yyacHuKa Ta hopma iHPOpMOBaHOI 3roAn Ha yvyacTb AR giTen
14-17 pokiB, thiHanbHa Bepcia 6.0-UA(UK) Big 13 rpygHa 2023 p., yKpaiHCbKOIO MOBOIO; IHhopmauis
AN yyacHuKa 1a popma iHhopMoBaHOI 3rogu Ha yyacTb ans giteii 14-17 pokis, chiHanbHa Bepcis 6.0-
UA(RU) Big 13 rpyaHa 2023 p., pociiicbkoo MoOBO; IHhopmauisa pns yvacHuka Ta cpopma
iHhopmoBaHOi 3roau Ha yyactb Aana giteid 12-13 pokis, hiHanbHa Bepcia 6.0-UA(UK) Big 13 rpyaHsa
2023 p., ykpaiHCbKOIO MOBOIO; IH(hopmauis ana yyacHuka Ta oopma iHpopMoOBaHOI 3rogun Ha y4yacTb
AnAa piteid 12-13 pokis, (iHanbHa Bepcia 6.0-UA(RU) Big 13 rpygHa 2023 p., pocCiliCbKOlO MOBOIO;
IHcbopmauia ana yyacHuka i popma 3rogu Ha yyacTb ANsl NapTHEPKU yYaCHUKaA AOCiMKEHHs Yy pasi
nepeo6iry BariTHOCTIi 3 BiAXW/IE€HHAMU ab0 HAPOMKEHHA OUTUHU 3 MOPYLIEHHAM CTaHy 340pOB'A,
thiHanbHa Bepcisa 4.0-UA(UK) Big 13 rpyaHsa 2023 p., yKpaiHCbKOKO MOBOIO; IH(hopMaLis 4na ydacHUKa i
thopma 3roam Ha yyacTb AR NApPTHEPKM YdaCcHUKA [OCAIMKEeHHA y pasi nepeoiry BariTHOCTI 3
BiAXWUIEHHAMMN a60 HApPOAKEHHA AUTUHM 3 NOPYLUEHHAM CTaHy 340pOB'A, (hiHanbHa Bepcia 4.0-UA(RU)
Big 13 rpyaHsa 2023 p., pociiicbkoto moBoto; IHthopMalis ansa yyacHuka i popma 3rogm Ha yyactb Ans
napTHepa y4dacHuui AOCAiMKEHHA Yy pasi nepeoGiry BariTHOCTI 3 BigXWeHHAMU aGo HapomKeHHA
OUTUHN 3 MOpPYLIEHHSIM CTaHy 3A0poB'a, diHanbHa Bepcisa 4.0-UA(UK) Big 13 rpyaHa 2023 p.,
YKpalHCbLKOI0 MOBOIO; IHhopmauia ana ydacHuka i oopma 3rogmn Ha ydacTb A1 NapTHepa ydyacHuULi
pocnipkeHHA y pasi nepediry BaritTHOCTi 3 BiAXWU/IEHHAMN a60 HapOMKEHHA AUTUHU 3 NOPYLUEHHAM
cTaHy 340poB'a, piHanbHa Bepcis 4.0-UA(RU) Big 13 rpyaHs 2023 p., pociiicbkoto MoBOto; IHchopmais
ANA yyacHuKa T1a popMa 3rogm Ha BigGip A0AATKOBOroO 3paska KpoBi 3 METOI0 OTPMMAaHHA HOBUX AAaHUX
npo 3B’A30K reHiB Bawoi gutuHW 3 ii 3aXBOPIOBaHHAM i AOCAIMKYyBaHUMM MiKapCbKUM 3aco60m,
thinanbHa Bepcia 3.0-UA(UK) Big 13 rpygHa 2023 p., yKpaiHCbKOIO MOBOLO; IHthopmauis gnsa yyacHuka
Ta chopma 3rogu Ha BiaGip AOAATKOBOro 3pa3Ka KPpoBi 3 METOI OTPUMAHHA HOBUX AaHUX NPO 3B’A30K
reHiB Bawoi guTnHn 3 1i 3aXBOPIOBAHHAM i AOCNiAKYyBaHUM JliKApCbKUM 3aco60M, (hiHanbHa Bepcia
3.0-UA(RU) Big 13 rpypgHa 2023 p., pociiicbkolo MOBOK [0 NPOTOKO/Y K/iHIYHOrO BMNPOOYBaHHS
«JlocnimkeHHa ethekTMBHOCTI Ta 6e3Mnekn 3acTocyBaHHA npenapaty ComanayutaH (Somapacitan) oguH pas
Ha TWXKAEHb Y NOPIBHAHHI 3 LWOAEeHHMM 3acTocyBaHHAM npenapaty HoppaitponiH® (Norditropin®) y giteit 3
AediumMToM ropmMoHy pocTy», Kof gocnigpkeHHs NN8640-4263, chiHanbHa Bepcia 9.0 Big 19 rpyaHa 2022 p.;
cnoHcop - Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

7. NoaoBXEeHHA TPUBAIOCTi KNiHIYHOrO BUNPOGYBaHHA B CBIiTi Ta B YKpaiHi A0 27 rpyaHA 2024 poKy 10
NPOTOKONY KNIHIYHOTO AocnimkeHHs «PaHgomisoBaHe, BigkpuTe gocnigkeHHs 1l da3m ana  ouiHkm
edheKkTMBHOCTI Ta 6e3nekn nemoponizymady (MK-3475) B kOMOGiHaLjii 3 akCiTiIHIGOM B MOPIBHSAHHI 3
MOHOTEpAanield CYHITIHIOOM $IK NikyBaHHS NepLUOi fiHIT y nNauieHTiB 3 NOKa/lbHO MNpPOrpecyryold abo
MeTacTasyruoro CBIT/IOKTITUHHOK KapLmHOMO HUpkK (KEYNOTE-426)», koa pgocnipkeHHs MK-3475-426, 3
iHKopriopoBaHoto nonpaskoto 21 Big 30 cepriHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

8. bpouwypa pocnigHuka MK-8189, BugaHHa 11 Big 05 rpygHa 2023 p., aHrniicbKolo MOBOK [0
MPOTOKO/Y KMiHIYHOIO JoCnifpKeHHA «PaHaomi3oBaHe, noAgiliHe-cnine, 3 niayuebo Ta akTMBHUM KOHTPOJIEM
NiKyBaHHSA fgocnimkeHHs 26 tasn edpekTuBHOCTI Ta 6e3nedHocTi MK-8189 y nauieHTiB 3 rocTpMm enisogomM
Lm3odppeHii», ko gocnimkeHHs MK-8189-008, 3 iHkoprnopoBaHoto nonpaskoto 04 Big 16 nuctonaga 2022
poKy; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

9. OHOoBNeHa Gpolypa gocnigHuka no npenaparty Tpemenimyma6 (Tremelimumab), Bepcis 11 Big 20
XOBTHA 2023 poky; IHhopMauis npo aocnigkeHHA Ta hopma 3roau Ans AOPOCINX, NoKasibHa Bepcis
Homep 13.0 Ana YKpaiHu yKpaiHCbKOI0 MOBOIO, faTa Bepcii 29 nuctonaga 2023 poKy Ha ocHoBi MacTep
Bepcii Homep 13.0 Big 14 nuctonaga 2023 poky A0 NMPOTOKONY K/iHIYHOrO JochigkKeHHA «MikHapogHe,
baraToLeHTpOBe, paHAOMI30BaHe, BiAKpUTE, MOPIBHA/IBHE AOCNiMkeHHA a3 3 N0  BU3HAYEHHIO
echekTnBHOCTI AypBanymMaly uu KombGiHauii [dypsanymaby i Tpemenimymaby i3 niaTMHOBMICHO
ximioTepanieto gnsa 1-i NiHii NiKyBaHHS Naui€EHTIB 3 MeTacTaTU4HUM HeAPIOGHOKNITUHHMM pPakoM JlIEreHiB
(HOKP) (POSEIDON)», koa agocnimkeHHs D419MC00004, sepcis 7.0 Big 13 rpyaHsa 2022p.; cnoHcop -
AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

10. Bpowypa gocnigHuka JNJ-56021927 (ananyTtamig), BuaaHHsa 17 Big 31.03.2023 p.; IHchopmauia agns
nauieHTa Ta Popma iHpopmoBaHoi 3roau — MpoTtokon 56021927PCR3003, Bepcis 12.0 yKpaiHCbKOLO

3



MOBOIO Ana YKpaiHu Big 20.12.2023 p.; IHchbopmauis ana nauieHta Ta dopma iHPoOpMOBaHOI 3roaun —
MpoTtokon 56021927PCR3003, Bepcia 12.0 pociiicbkolo MOBOIO A/is YKpaiHu Big 20.12.2023 p.; Popma
BiAKNUKaHHA iHopMoBaHoi 3rogu — MNMpoTokon 56021927PCR3003, Bepcia 1.0 ykpaiHCbKOIO MOBOIO
Ana  YkpaiHm Big 20.12.2023 p.; dopma BigKIukaHHA iHpopMmoBaHoOl 3rogu - [lpoTtokon
56021927PCR3003, Bepcis 1.0 pociiicbkoio MOBOI Ans YKpaiHu Big 20.12.2023 p. fo npoToKony
KMIHIYHOTO JocnigpKeHHs «PaHgomi3oBaHe, noggiiHe cine, nnaue60-KOHTPOIbOBaHE, KAIHIYHE AOCAIAKEHHS
3 asn npenapatry JNJ-56021927 y nauieHTIB 3 BWCOKMM PU3MKOM JIOKauli3oBaHOro abo MicueBo-
PO3NOBCIOKEHOTO paky MepeaMixypoBoi 3a03u, WO OTPUMYHOTb JiKyBaHHSA MNEPBUMHHOID NPOMEHEBOHD
Tepanieo», Ko aocnimkeHHa 56021927PCR3003, 3 Nonpaskoto 3 Big 03.05.2022 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbrisi

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

11. NonpaBka, cneyudpiuHa ana YkpaiHu, Bepcia 1.0 Big 30 nuctonaga 2023 p. O NPOTOKONY
KniHiYHOro BUNpo6yBaHHA M602011072, Bepcis 1.0 Bia 03 BepecHA 2021 p.; IHchopmauiiiHnii NIMCTOK Ta
thopma iHhopMOBaHOI 3roau ANA 6aTbKIiB Ha y4YacTb Y KNiHIYHOMY AOC/iMKEeHHi, ANA YKpaiHu, Bepcis
3.0 Big 30 nuctonaga 2023 p., ykpaiHCbKOI MOBOIO; IHchopmauiiiHuii nucTok Ta popma iHhopmoBaHoi
3rogu ansa 6aTbKiB Ha yyacTb Y KJIiHIYUHOMY AocChifKeHHi, Ana YKpaiHu, Bepcisa 3.0 Big 30 nucrtonaga
2023 p., pocilicbkoto MmoBol1o; IH(hopmauiiiHuii INCTOK nauieHTa Ta ¢hopma iHhopMoBaHOI 3rogu Ha
yyacTb Y K/AiHIYHOMY AOChiMKeHHi (oNs nauieHTiB, AKUM BUNOBHUNOCA 18 pokiB nig yac yyacTi y
pocnipkeHHi), ana YkpaiHn, Bepcia 4.0 Big 30 nuctonaga 2023 p., YKPAIHCbKOIO MOBOIO;
IHcbopmauiiHuii nucTokK nauieHta Ta ¢opma iHpopMoBaHOI 3rogM Ha y4yacTb Y K/iHiYUHOMY
pocnipkeHHi (anA nayieHTIiB, AKMM BUNOBHUMOCA 18 POKiB Nig, yac yyacTi y gocnigKeHHi), ana YKpaiHu,
Bepcis 4.0 Big 30 nuctonaga 2023 p., pocilicbkolo MOBOHO; 36iMbLUEHHSA KiJIbKOCTi NauieHTiB B YKpaiHi 3
60 go 95 oci6 A0 NpOTOKOMYy KAiHIYHOTO AocnimkeHHs «[MpocnekTMBHE paHAOMi30BaHe MOABiHe crine
nnauebo-KOHTPOIbOBaHe ABoeTanHe, baraToueHTpPoBe AOCNIMKEHHA 3 BIAKPUTUM A04ATKOBUM Nepiogom A
BMBYEHHA edeKTMBHOCTI Ta 6e3neku npenapaty NT 201 nig yac NikyBaHHA CNACTUYHOCTI M'A3IB HUXKHIX
KIHLiBOK Y AiTeli Ta nigniTkie i3 uepebpanbHUM napanivyem», kog gocnimpkeHHs M602011072, sepcisa 1.0 Big 03
BepecHsa 2021 p.; cnoHcop - Mepu dPapmacbkioTikan3 M'm6X, HimeuwunHa (Merz Pharmaceuticals GmbH,
Germany)

3aasBHuK - TOB «MB KBECT», YkpaiHa

12. Bpouwypa gocnigHuka PeTtichaHnimady (INCMGA00012, MGA012), BugaHHsa 10 Big 14 nuctonaga
2023 poKy, aHrNiiCbKOK MOBOIO [0 NPOTOKO/TY KAiHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAgiiHe chine
pocnimpkeHHs asn 3 Ans OuUiHKM XimioTepanii npenapaTtaMy Ha OCHOBI NJIATUHKU Y KOMOBIiHaLii 3 npenapaTtomM
INCMGAO00012 a60 6e3 HbOro B AKOCTI Tepanii nepwoi NiHii Npu mMetacTaTUyHOMY MJIOCKOKNITUHHOMY i
Hen0CKOKNITUHHOMY HeApiGHOKMTITUHHOMY paky nereHis (POD1UM-304)», kog pocnigpkeHHs INCMGA 0012-
304, Bepcia 4 3 iHKoprnopoBaHOoo nornpaskoto 3 Bif 18 )oBTHA 2022 poky; cnoHcop - Incyte Corporation, United
States

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

13. OHOBMEHUIA NPOTOKO KNiHIYHOro BUNPoGyBaHHs I6T-MC-AMAP 3 iHKOpnopoBaHOLo NonpaBKoto (e)
Big 31 XoBTHA 2023 poKy, aHrniicbkolo moBoo; fopatok Ne 17.3 Big 31 XoBTHA 2023 poKy Ao
MpoToKony KniHiuHoro gocnigkeHHs 16T-MC-AMAP, 3 iHkopnopoBaHoto nonpaBkoto (b) Big 21 nunHa
2022 poKy, aHriliCbKOK MOBOIO; 3MiHA Ha3BU Micus MPOBeAEHHA K/IHIYHOro BUNPOOGYBaHHA [0
NPOTOKONY KNiHIYHOrO AocnimKeHHs «baraToueHTpoBe, Bigkpute, MogosxeHe LocnimkeHHs 1l ®asmn ana
Ouinkn [osrotpmBasnoi EdpektuBHOCTI Ta besneyHocTi 3actocyBaHHA Mipikisymaby y [lauieHTiB i3
Bupaskosum Konitom MomipHoro Ta Tsykkoro Mepe6iry (LUCENT 3)», kog pgocnigxeHHs 16T-MC-AMAP, 3
iHKopnoposaHoto nonpaskoto (b) Big 21 nunHa 2022 poky; cnoHcop - Eni Nlinni eng KomnaHi, CLUA / Eli Lilly and
Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

BYNO CTA/O
nikap NlorgaHigi T.I. nikap NloraaHigi T.1.
KomyHanbHwuii 3aknag KuiBcbkoi o6nacHoi pagy | KomyHanbHe  HekomepuiliHe  nignpueMcTBO
«KuiBcbka o6nacHa nikapHs Ne2», TepaneBTuyHe | KuiBcbkoi o6nacHoi pagu «KuiBcbkuii O6nacHuii
BiOiIEHHSA, M. K1iB LeHTp peaoiniTawiiHoi MeLULMHNY,
TepaneBTUYHe BigdiieHHs, M. Kuis

14. OHOBNeHUii NMPOTOKON KJiHIYHOro BUNpPOGYyBaHHA, Bepcia 7.0 Big 16 nuctonaga 2023 poky
aHrnificbkoro MoBoto; IHchopmauiiiHuii nncTok nauieHTa Ta popma iHhopmoBaHoi 3rogn — yacTuHa 1,
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Bepcis 6.0 Big 14 nuctonaga 2023 poKy yKpaiHCbLKOIO Ta pocilicbkoto moBamu; IHpopMaLiiHUii INCTOK
nauieHTa Ta dpopma iHpopMoBaHOI 3roan — yactuHa 2, Bepcia 8.0 Big 14 nuctonaga 2023 poky
YKpPaiHCbKOIO Ta pocilicbkolo MoBaMu; 3anuT NayieHTy Ta OMNiKyHY LWOA40 OHOBJIEHHSA cTaTycy, Bepcia
1.0 Big 24 )x0BTHA 2023 poKY YKPaiHCbKOIO Ta POCiliCbKOK MOBaMM 0 NPOTOKO/1Y K/iHIYHOIO AOC/iIAXEHHS
«PaHgomizoBaHe nogBiiiHe cnine 6araToueHTpoBe AochigpkeHHs ¢asn 3 pocTtapnimady (TSR-042) B
KOMOGiHauji 3 kapbonnaTMHOM i nakniTakcenom MOpiBHAHO 3 nnauebo B komOGiHauil 3 KapboniaTuHOM i
nakniTakcesIoM y NauieHTOK 3 peunamBHMM ab0 NEpPBMHHUM MOLIMPEHNM pakoMm eHgomeTpito (RUBY)», koa
pocnipxkeHHs 4010-03-001, sepcis 6.0 Big 31 6epesHs 2023 poky; cnoHcop - TESARO, Inc., CLUA

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

15. OHOBEHNI NPOTOKOJ KNiHiYHOro BUNpoGyBaHHA M16-045, Bepcia 7.1 Big 18 cepnHsa 2023 poky;
IHbopMmauia pgnAa nauieHTa Ta iHopMOBaHa 3rofa Ha y4yacTb Y HayKOBOMY [AOC/i[KEHHi Ta
HeOoOOB'A3KOBOMY AOC/iAKeHHI, Bepcia 7.0 ana YkpaiHu Big 31 oBTHA 2023 poKy, YKpaiHCbKOK Ta
pociiicbkolo MOBaMM [0 NPOTOKOY KAiHIYHOro JocnifxeHHs «PaHgomizoBaHe, noagiiHe cnine, nnaue6o-
KOHTpO/IbOBaHe AochimkeHHAa da3n 3 ANA ouiHKM npenapaTty ynagauuTuHIO Yy nigniTkie Ta [Oopocnunx
NauieHTIB 3 MOMIPHUM Ta TSXXKUM aToONiYHUM AepMaTUTOM», Kog, AocnimkeHHsa M16-045, sepcia 7.0 Big 13
rpyaHs 2022 poky; cnoHcop - AbbVie Inc., USA/ E66BI IHk., CLUA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapis



