Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 41 Big 29.12.2022, Ha siKi 6yn1 OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHuiA MpoTtokon KniHiuHoro gocnimpkeHHsa LTE15174, sepcia 05 Big 12 xoBTHA 2022 p.,
aHrnificbkoro MoBoto; IHpopmauia ana nauyieHTta Ta hopma iHchopmoBaHoOI 3roau Ans YKpaiHu, Bepcis
6.0 Big 17 nuctonaga 2022 p., aHraiicbkolo MoBoOo; IHopmauis ansa nauieHta Ta ¢opma
iHcbopMoBaHOi 3roau ana YkKpaiHu, Bepcia 6.0 Big 17 nuctonaga 2022 p., YKPaAiHCbKOIO MOBOIO;
IHchopmauia ana nadieHta Ta oopma iHhopMmoBaHOi 3roau Ana YkpaiHu, sepcia 6.0 Big 17 nuctonaga
2022 p., pociiicbkolo MOBO1O; IHhopMauisa gnA nadieHTa T1a popma iHhopmoBaHOiI 3rogu asis 6aTbKiB
AnA YKpaiHu, Bepcia 6.0 Big 17 nuctonaga 2022 p., aHriicbkoo MoBoto; IHhopmaLisa ans nauieHra 1a
thopma iHchbopmoBaHOI 3rogn AnA G6atbkiB gna YKpaiHu, Bepcia 6.0 Big 17 nuctonaga 2022 p.,
YKpaiHCbKOIO MOBOLO; IH(hopMauis ans nauieHTa ta ¢popma iHthopmMoBaHOi 3roan AnAa GatbkiB Ans
YKpaiHn, Bepcia 6.0 Big 17 nucronaga 2022 p., pociicbKoo MOBOLO; IHhopmaunia gna yvyacHuka i
thopma iHchopmoOBaHOI 3rogM ANA HENOBHOJITHIX OCi6 BiKOM Big 14 pokiB 4O MOMEHTY HaCTaHHA
noBHUX 18 pokiB anA YKkpaiHu, Bepcia 6.0 Big 17 nuctonaga 2022 p., aHrnificbkoo MoBOO; IHpopmauis
ANA ydacHuka i popma iHpopMoBaHOI 3roau A/ HENOBHONITHIX OCi6 BiKOM Bif, 14 poOKiB O MOMEHTY
HacTaHHs NOBHUX 18 pokiB anA YkpaiHu, Bepcisa 6.0 Big 17 nuctonaga 2022 p., yKpaiHCbKOO MOBOIO;
IHchopmauia ana yyacHuka i popma iHpopmoBaHOT 3roaun AN HEMNOBHOJIITHIX OCi6 BikoM Big 14 pokis
[0 MOMEHTY HacTaHHs NOBHUX 18 pokiB Ana YKpaiuu, Bepcia 6.0 Big 17 nuctonaga 2022 p., pocilicbKoto
MoBolo; IHchopmauisa ansa yuacHuka i popma iHchopmoBaHOI 3roau A1 MaJ10iTHIX Oci6 Bikom Big 12
POKiB 0 MOMEHTY HacTaHHA MOBHUX 14 pokiB, Ana YKpaiHu, Bepcia 6.0 Big 17 nuctonaga 2022 p.,
aHrnincbKo MoBoo; IHpopmauisa gnAa yyacHuka i coopma iHbopmMoBaHOi 3roau A1 MaIONITHIX OCi6
BiKOM Big 12 pokiB 0 MOMEHTY HacTaHHA NOBHUX 14 pokiB, ansa YkpaiHu, Bepcia 6.0 Big 17 nuctonaga
2022 p., yKpaiHCbKOO MOBOWO; IHhopmauis pgna ydyacHuka i ¢popma iHhopmoBaHOI 3roan Ans
MaJ10/1iTHIX OCi6 BikOM Big 12 pokiB A0 MOMEHTY HacTaHHA NOBHUX 14 pokiB, ANnA YKpaiHu, Bepcis 6.0
Big 17 nuctonaga 2022 p., pociicbKo0 MOBOK [0 NPOTOKO/Y KNiHiYHOro gochimpkeHHs «ATLAS-OLE:
BiakpuTe gocnigkeHHs 4OBrOCTPOKOBOI 6e3nekn Ta ethekTMBHOCTI DiTycipaHy y nauieHTiB 3 remoqoinieto A
abo B, 3 abo 6e3 iHribiTopHUx aHTUTIN A0 dhakTopy 3cigaHHA VIII abo IX», kog gocnimpkenHs LTE15174, 3
nonpaskoto 04 Big 30 BepecHs 2021 p.; cnoHcop - Genzyme Corporation, USA/ JxeH3aim KopnopeliLuH,
CWA

3asaBHUK - ToBapncTBo 3 O6MexeHoto BignosiganbHicTio «kKOHTpakTHO-JocnigHuubka OpraHisauis IHHothapM-
YkpaiHa»

2. OHOB/EHUI NPOTOKO KNiHiYHOro Bunpo6yBaHHa CF113-302, octaTouHa Bepcis 2.0 Big 10 6epesHA
2022 poKy aHrniiicbkolo MoBOI; KOpoTke BUK/NIaAe€HHA OHOBJ/IEHOrO MPOTOKOAY KiHIYHOro
BunpooyBaHHA CF113-302, octatouHa Bepcia 2.0 Big 10 6epe3HAa 2022 poKy YKpaiHCbKOK MOBOIO;
Bpowypa docnigHuka focnigpKyBaHoro 3acooy: LPRI-CF113 (ApocnipeHoH 4 mr & [pocnipeHoH 2.8 mr
TaGneTkn Ans nepopasibHOro 3actocyBaHHA), BugaHHa 3.0 Big 17 uepBHA 2022 poKy aHrAificbKow
MoBolo); Bpouwypa JOocnigHuka JAocnigxyBaHoro 3aco6y: LPRI-CF113 (ApocnipeHOH 4 wMr &
ApocnipeHoH 2.8 Mr Ta6s1eTK1U AN NepopasibHOro 3acrocyBaHHA), BugaHHsa 3.1 Big 26 cepnHAa 2022
POKY aHrniiicbkolo MOBOM; JoOCb€E AoCnimKyBaHOro nikapcbkoro 3aco6y (44/13) LPRI-CF113
(ApocnipeHOH 4 mMr Ta6neTku i ipocnipeHoH 2.8 Mr Tab6/1eTKU BKPUTI NJ1iIBKOKO 060/10HKOI0), Bepcis 5.0
Bif 17 uepBHsA 2022 poKy aHIMilicbKOlo MOBOIO; locbe AOCiAKYBaHOro nikapcbkoro 3aco6y (44/13)
Mnauye6o po LPRI-CF113 (HeakTuBHMii npenapart [ipocnipeHoH 4 mr Ta6netku i HeakTuBHMIA npenapar
ApocnipeHoH 2.8 mr Ta6neTkn), Bepcif 2.0 Big 17 yepBHsA 2022 poKy aHr/1iicbKO MOBOIO; JTUCT nikapto
3ara/ibHOI NPaKTUKU-CiMeNHOMY niKkapto, octaTtouHa Bepcisa 2.0 Big 10 6epe3Hs 2022 poKy YKpaiHCbKOIO
moBoto (CF113-302, GP Letter, Final version 2.0, 10-Mar-2022, Ukrainian); Jinct pnsa nikapie-
cneuianictiB WoOA0 HanpaB/ieHHA NauieHTiB, ocTatouyHa Bepcia 2.0 Big 10 Gepe3Ha 2022 poky
YKpaiHCbKOI0 MOBOO; JIUCTiBKa-3anpoLleHHA A1 ydacTi B fOCNifKEeHHi, ocTaTouHa Bepcia 2.0 Big 10
G6epe3Ha 2022 poKy YKpalHCbKOW MOBOM; IHTEpPHeT CTOpiHKa WoAO0 3anpolleHHA ANA yyacTi B
pocnipxeHHi, Bepcisa 5.0 Big 07.03.2022 yKkpaiHCbKOIO MOBOIO; JlMCTiBKa AN NauieHTa, ocTartoyHa
Bepcia 2.0 Big 10 Gepe3Ha 2022 poKy YKPAIHCbKOK MOBOK [0 MNPOTOKO/Y K/HIYHOro AO0C/iAKEHHS
«BbararoueHTpoBe, NoAgiliHe cnine, paHAoMi30BaHe KniHivuHe gocnigpkeHHs |l dpa3n ansa ouiHKM eqheKTMBHOCTI
Ta 6e3neyHocTi npenapaty LPRI-CF113 B nopiBHAHHI 3 niaue6o npu nikyBaHHi eHAOMeTpio3y BNpoaoBX 3
UUKNIiB 3 NofabLLMM BiAKPUTMM NiKyBaHHAM BMPOAOBX 3 LMK/iB», ko4 aocnigpkeHHs CF113-302, octatouHa
Bepcisa 1.0, 26.04.2021; cnoHcop - «Yemo Pe3epu C.J/1.» (Chemo Research S.L.), IcnaHis

3aaBHUK - «CKoyn IHTepHeLwwHn AlN», HimeyunHa



3. OHoBNneHa Bpowypa gocnigHuka ANA [OCAIAKYBAHOro NiKapCbKOro 3aco6y po3aHonikcizymao,
Bepcia Big 06 BepecHa 2022 poky; IHhopmauis Ana ydacHUKa gocnimkeHHs i dopma iHpopmoBaHoT
3rogu Ha ydacTtb Yy gocnimgkeHHi TP0004 (myOpportuniTy 3), mogenb ana YkpaiHu, Bepcisa 6.0 Big 22
BepecHs 2022 poKy, YKpPaiHCbKOK Ta POCINCbLKOID MOBaMu [0 MPOTOKO/Y K/IHIYHOrO AOC/iAKEHHS
«BigKpvTe focnigxeHHs NOAOBXEHHA Tepanii 419 BUBYEHHSA AOBIOTPMBasIOl 6€3MeYHOCTi, NePeHOCUMOCTi Ta
ehekTMBHOCTI npenapaty PO3aHOoJIiKCi3ymab y MauieHTIB 3 NepCcUcCTyoHol abo XPOHIYHOK MEPBUHHO
iMyHHOK Tpomb6ouuToneHieto (ITM)», kog gocnimkeHHs TP0004, 3 nonpaskow 4 Big 04 kBiTHA 2022 poky;
cnoHcop - FOCibi biodpapma EcApEnR, benbrisa / UCB Biopharma SRL, Belgium

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

4. MpoTtokon KniHiuHoro gocnigpkeHHsa I6T-MC-AMAX 3 iHkopnopoBaHoto nonpaBkoto (b) Big 03 cepnHA
2022 poky; IHhopMmauia ana nauieHTa gocnimkeHHA Ta ®opma IHchopmoBaHoi 3roan AnA yyacTi y
[ocnifKeHHi AN BUKOPUCTaHHA B YKpaiHi, Bepcisi Ne 3.0 yKpalHCbKOIO MOBOIO Bif, 24 XOBTHA 2022
poky; IHcdopmauia ana nauieHta gocnigpkeHHA Ta dopma IHcopmoBaHOi 3roaum Ana ydacti y
AOcCnifKeHHi ANA BUKOPUCTaHHA B YKpaiHi, Bepcisa Ne 3.0 pociiicbkoio MOBOIO Bif, 24 XOBTHA 2022
poky; LLoaeHHUK NnauieHTa, Bepcia 1.2 Big 29 BepecHs 2022 pokKy yKpaiHCbKoto moBoto (AMAX-UA-UA-
PDD-V1.2 I6T-MC-AMAX_Patient_Daily_Diary _1Day_v1.2_WS_Paper_Ukrainian-UA_29Sep2022
#E1403309-ukUA); WopaeHHUK nauieHTa, Bepcia 1.2 Big 21 BepecHA 2022 poKy pOCIiACbKOIO MOBOLO
(AMAX-UA-RU-PDD-V1.2 I6T-MC-AMAX_Patient_Daily_Diary_1Day_v1.2_WS_Paper_Russian-UA_
21Sep2022 #E1403309-ruUA); LLloaeHHUK naulieHTa, Bepcia 1.2 Big, 29 BepecHA 2022 pokKy YKPaiHCbKOIO
MOBOIO (AMAX-UA-UA-14DAY-DRY-V1.2 I6T-MC-AMAX_Patient_Daily Diary 1Day v1.2_WS_
Paper_Ukrainian-UA_29Sep2022 #EI403309-ukUA); LLloneHHUK nauieHTa, Bepcia 1.2 Big 21 BepecHsA
2022 poky pocilicbkoto moBoto (AMAX-UA-RU-14DAY-DRY-V1.2 I6T-MC-AMAX_Patient_Daily Diary_
1Day_v1.2_WS_ Paper_Russian-UA_21Sep2022 #EI403309-ruUA) 10 NPOTOKO/Y K/iHIYHOTO AOCNIIKEHHS
«baratoueHTpoBe, Bigkpute, NMogosxeHe JocnimkeHHs Il Pa3un gna OuiHkm JoBroTpmsanoi EcekTmBHOCTI Ta
BesneuHocTi 3actocyBaHHA MipikisymMaly y MaujieHTiB i3 XBOpo60o KpoHa», koA pochnimpkeHHs 16T-MC-
AMAX;, 3 iHKopnopoBaHoto nornpaskoto (a) Big 01 nunHa 2021 poky; cnioHcop - Eni Ninni eng Komnawi, CLUA / Eli
Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

5. 3miHa Ha3B MicUb NPOBEeAEHHA KiHIYHOrO BMNPOGYBAHHA A0 MPOTOKOMY K/IHIYHOrO AOCAIMKEHHS
«PaHgomizoBaHe, Bigkpute agocnimkeHHs Il dha3n 3arasibHOT BMXMBAHOCTI HAIBHUX (paHille HeniKoBaHWX)
nauieHTiB 3 PD-L1-no3nTBHMM NpOrpecyrynm abo metactasytoumM HEMINKOKIITUHHUM pakoM fiereHis ans
NOPIBHAHHA flikyBaHHA nemoponizymadoom (MK-3475) Ta npenapaTamu xiMmioTepanii Ha OCHOBI MAATWMHU
(KiHoyT 042)», kopg, pocnimxkeHHs MK-3475-042, 3 iHkopnopoBaHoto nonpaskoto 08 Bif 24 6epesHsa 2021 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO

O.M.H., npodp. PycuH A.B. O.M.H., npod. PycuH A.B.

3akapnaTcbKuii oGnacHwuii KMNiHiYHWIA | KOMyHanbHe  HekomepuiliHe  MiANPMEMCTBO
OHKOJOrivYHUii AucnaHcep, BiAfiNeHHA | «3aKkapnaTCbkuii  MPOTUNYXJ/IMHHUWA  LEHTp»
ximioTepanii, M. Yropoz 3akapnaTcbkoi o6nacHoi paau,

XiMmioTepaneBTUYHe BigAiNeHHsA, M. Y)Kropoa

nikap CiHenbHikoB 1.B. nikap CiHenbHikos 1.B.
JNikyBanibHO-NPOiNaKTUUHUIA 3aknapg | KomyHanbHe nignpMemMcTBO «BONMHCbKUi
«BONMHCbKUi o6nacHuii OHKOMOriYHNii | o6nacHui MeguUHnA LLeHTp OHKOJIOTii»

pucnaHcep», BigaineHHsa ximiorepanii, M. Jlyupbk BonnHCbLKOI  06Gs1acHOI  pagWn, OHKONOriYHe
XimioTepaneBTU4YHe BigaineHHA, M. JlyLbK

K.M.H. WWnapwuk A.B. K.M.H. Wnapwk A.B.

NbBiBCbKNMIA OepXaBHUIA OHKoJoriuHuii | KoMyHanibHe  HekomepuiiiHe  nignpuemcTBO

perioHanbHuii NikyBa/IbHO-giarHOCTUYHWIA | JIbBIBCbKOI  06s1acHOi  pagn  «J/IbBiBCbKuUiA

LeHTp, Bigain ximiorepanii, M. /IbBiB OHKONOTIYHUIA perioHanbHWA NiKyBaJ/lbHO-
[iarHOCTUYHMIT LEeHTP», BiaaineHHs ximioTepanii,
M. JIbBiB

K.M.H. BnHHnueHko 1.0. K.M.H. BuHHM4eHko 1.O.

OGnacHuii KOoMyHanbHuii 3aknag «Cymcbkuii | KOMyHasibHe  HeKoMepujiliHe  mignpUMeMcTBO
06MacHUiA  KMHIYHWIA  OHKOJOTiYHWI  gucnaHcep», | CymMcbKoi o6nacHoi pagu CyMmcbkuii obnacHwii

OHKOTOpakasibHe BigaineHHs, CyMCbKWii AePXaBHWI | KNIHIYHWI OHKOJTOTIHHWIA avcnaHcep,
yHiBEpcuteT, Kadpegpa Xipyprii Ta OHKONOrii, | OHKOTOPaKasibHe BigaineHHs, CyMCbKUIA AepXaBHNI
M. Cymun yHiBepcuTeT, Kadpeapa oHkonorii Ta pagionorii,

2



| | M. Cymn

6. MoaoBXeHHs TepMiHY NPUAATHOCTI AO0CNIMKYBAHOro NiKapcbKoro 3aco6y Tiparosnymat, KOHUEeHTpaT
ONS1 PO3UMHY A/151 BHYTPIWHbOBEHHUX iHdy3iii, 600 mr/10 mn go 48 micAuiB; OHoBneHi po3ginm S.7.1
«Pe3lomMe WoA0 cTabGiNbHOCTI Ta BUCHOBKU» (S.7.1 - RIM-REGQUAL-117095 v3.0), S.7.3 «[aHi npo
cTabinbHicTb» (S.7.3 - RIM-REGQUAL-110414 v2.0), P.8.1 «Pe3tome LWOA0 CTabi/IbHOCTi Ta BUCHOBKU»
(P.8.1 - RIM-REGQUAL-121565 v1.0), P.8.3 «[aHi npo cTa6inbHicTb» (P.8.3 - RIM-REGQUAL-121567
v1.0) Aocbe AOChNimKyBaHOro Jiikapcbkoro 3acoly Tiparonyma® KOHLEHTpaT A/ PO3uYuHy Ans
BHYTPilWWHbOBEHHUX iHy3iiA, 600 mMr/10 Mmn [0 NPOTOKONIB KAIHIYHMX BUNPOOYyBaHb: «PaHAomi3oBaHe,
noAgiiHe cnine, nnauebo-koHTpoNboBaHe ha3un Il gocnipkeHHsa Tiparonymaoy (aHTu-TIGIT aHTUTINO) B
KOMOGiHaLji 3 aTe30/1i3ymMaboM y NOPiBHSHHI 3 Nnauebo B KOMOiHaLi 3 ate30/1i3ymaboM y NawjieHTIB i3 paHille
HenikoBaHMM  MICLEBO-NOLIMPEHUM  HepesekTabenbHMM abo  meTacTatuyHum  PD-L1-cenekTuBHUM
HeAPiOHOKNITUHHM pakoM fiereHb», Kog gocnigxeHHs GO41717, sepcia 4 Big 03 nuctonaga 2021 p.;
«PaHgomizoBaHe, nogagiliHe chnine, nnaue6o-koHTponboBaHe ha3m Il gocnigxeHHs arte3onizymaby B
noefHaHHi 3 Tiparonymaéom (aHTu-TIGIT aHTMTINO) abo 6e3 Tiparosymaby y nauieHTiB i3 Hepe3ekTabesibHO
M/IOCKOKNITUHHOK KapUUHOMOK CTpaBOXody, YMs KapuuHOMa He nporpecysBana nicns pagukasbHOT
ximionpoMeHeBOI Tepanii», ko JocnimkeHHa YO042137, Bepcia 5 Big 27 ceprnHa 2021 p.; cnoHcop -
®.XodhdmanH-/15 Pow fTa, LWBeiuapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

7. Po3pin «JlikapcbKa cy6CcTaHLuisi» A0CbE AOCNAiIAKYBAHOIo NikapcbKoro 3acody SAR441344, po3uuH
150 mr/mn, Bepcia Big 03 oBTHA 2022p., aHINiINCbKOKO MOBOM; Po3ain «JlikapcbKuii 3aci6» focbe
[OocCnigpKyBaHOro nikapcbkoro 3acody SAR441344, po3uuH ansa iH’ekuin 300 mr/idhnakoH (150 mr/mn),
Bepcia Big 30 BepecHA 2022p., aHrnilicbkolo mMoBoto; Po3gin «Mnaue6o» AOCbE AOCNigKYyBaHOro
nikapcbkoro 3aco6y SAR441344, po3uuH ans iH’ekuiii, 2 mnlcnakoH, Bepcia Big 03 »oBTHA 2022p.,
aHrniicbkolo MoBOW; Po3pin A.2 «OuiHKa 6e3nekuM WoAO0 CTOPOHHIX MiKpPOOpraHiamiB» [0Cbe
AocnigkyBaHoro nikapcbkoro 3acody SAR441344, po3uuH gna iH’ekuiii 300 mri/cpnakoH (150 mrimn),
Bepcia Big 30 BepecHA 2022p., aHrNifiCbKOKO MOBOK [0 MPOTOKO/Y KAIHIYHOMO A0CAIMKEHHS
«PaHgomizoBaHe, nogsiliHe cnine, naue60-KOHTPO/IbOBAaHE AOCAIAKEHHA a3 2 AN OLiHKN eIEKTUBHOCTI
Ta 6e3nekn SAR441344, MOHOK/I0HA/ILHOTO aHTUTIfIa A0 aHTaroHicta CD40L, y naujieHTiB 3 peuuanByounm
po3CiaHUM CKNepo3oM», Koa aocnimkeHHa ACT16877, 3 nonpaskoto 01, Bepcia 1 Big 20 TpaBHA 2021 poky;
crnoHcop - sanofi-aventis recherche & developpement, France (CaHocpi-ABeHTIiC peluepll e aeBesionMaH,
®paHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

8. bpouwypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 poOKy
aHrniicbKo MOBOIO; YKpaiHa, MK-3475-826, IHchopmalis Ta JOKYMEHT nNpo iHchopmoBaHy 3rogy AN
nauieHTa, Bepcia 3.03 Big, 23 nuctonaga 2022 p., yKpaiHCbKOK Ta pociiicbkoio MOBOO; MofoBXeHHS
TpuBanocTi KNiHiYHOro AocnigpxeHHA [0 04 yepBHA 2024; 3pa3ku MapKyBaHHA J1iKapCbKOro 3acooy:
MK-3475:MK-3475 Kit, Bepcis 2.0 Big 13 BepecHs1 2022 poKy, aHINifiCbKOI Ta YKPAiHCbKOIO MOBaMu;
MK-3475 Vial, Bepcisa 2.0 Big 13 BepecHsi 2022 poKy, aHINifiCbKOIO Ta YKPaiHCbKOI MOBamu; 3pa3ok
CNpoLEeHOro MapKyBaHHA 3apeecTPoOBaHOro B YKpaiHi N1ikapCbKOro 3acooby, fAKuiA 3aCTOCOBYETbLCA B
KniHiuHomy BunpoGyBaHHi MK-3475-826, Bepcia 2.0 Big 14 nuctonaga 2022 poky, YKpPaiHCbKOIO
MOBOIO; 3MiHA Ha3BM Micus NpPOBeAEHHS KiHIYHOTO BUMPOOYBaHHA [0 MPOTOKO/MY KAiHIYHOrO
AocnimpkeHHs «PaHaoMi3oBaHe, NoaBiviHe chine, nnaue6o-KoHTposiboBaHe gocnimpkeHHs Il dpasn NopiBHAHHS
nemo6ponisymady (MK-3475) 3 ximioTepanieto Ta ximioTepanieto 3 naauebo gna Tepanii nepwoi AiHil npu
nepcucTytodomy, peuuMaMBHoMy abo meTacTaTuyHOMy paky wuiikn Mmatku (KEYNOTE-826)», kopg,
pocnipkeHHa MK-3475-826, 3 iHkopnoposaHoto norpaskoto 08 Big 10 uepsHA 2022 poky; cnoHcop - TOB Mepk
Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTAIO
K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.
KomyHanbHa ycTaHoBa «OpgecbKkuii o6nacHuii | KomyHanbHe  HeKoMepuiiiHe  nignpUEMCTBO
OHKOJIOTIYHUIA gucnaHcep», cTalioHap AeHHOro | «Ogecbkuii perioHanbHWiA KMiHiYHWA
nepeGyBaHHsA AucnaHCcepHO-MOIKMIHIYHOIO | MPOTUNYX/IMHHUI LeHTp» OpfecbKkoi 06GnacHoOl
BigaineHHa, m. Ogeca pagu», BigaineHHA XimioTepanii, M. Ogeca




9. YKpaiHa, MK-3475-355, IHchopMaLisi Ta AOKYyMeHT npo iHhopmoBaHy 3rogy AnA nauieHTa, sepcis 12.0
Bif 28 )OBTHA 2022 p. yKpaiHCbKO MOBOIO; MMOA0BXEHHA TPUBAOCTI K/iHIYHOro BUNPOOYBaHHA B
cBiTi Ta B YKpaiHi o 15 nuctonaga 2023 pokKy; 3miHa Ha3BU MicusA nNpoBefeHHs KNiHiYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOrO gochimkeHHs «PaHgomizoBaHe, noAgifiHe-cnine gocnigpkeHHs 111
hasmn 4N NopiBHAHHSA slikyBaHHA nemoponisymadéom (MK-3475) y kombiHauii 3 npenapatamu ximiotepanii Ta
niKkyBaHHs nnauebo y kombiHauil 3 npenapatamu ximiotepanii y NayieHTiB 3 paHilwe HenikoBaHMM MiCLEeBO-
peunavBylounM HeonepabesibHUM abo MeTacTaTMYHUM MOTPIHO-HEeraTUBHMM PakoM MOJSOYHOI 3a/103M
(KEYNOTE-355)», kog gocnigpkeHHs MK-3475-355, 3 iHkoprniopoBaHot nonpaskoto 07 Bifg 17 yepBHa 2022
poKy; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

BYNo CTANO

O.M.H., npodd. KpmxaHiBcbka A.€. O.M.H., npody. KpmxaHiBcbka A.€.

OGnacHWt KNiHIYHUIA OHKONOTIYHMIA gucnaHcep, | KOMyHanbHe  HeKomepuiliHe  NigNpPUEMCTBO

xXimioTepaneBTUYHe BifOiNEeHHS, IBaHO- | «[puKapnaTCcbKkuii  KNiHIYHWUA  OHKOMOriUHUIA

®paHKiBCbKNI HaLioHa/TbHWIA MeaNYHWIA | ueHTp IBaHO-PpaHKiBCbKOI 06GnacHoi pagu»,

yHiBepcuteT, Kadegpa OHKosnorii, M. IBaHO- | XimioTepaneBTU4YHe BifOiTIEHHS, IBaHO-

®paHKiBCbK ®paHkiBCbKUi HaLioHaIbHWI MeAUNYHUIA
yHiBepcuTeT, Kadegpa oHkonorii, M. IBaHoO-
®paHKiBCbK

10. bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 poky,
aHrNificbKoK MOBOLO; 3pa3ku MapKyBaHHA [OC/iAKYBaHOro fnikapcbkoro 3acoody MK-3475 (Kit, Vial),
Bepcifa 2.0 Big 05 BepecHs 2022 poKy, aHIMIICbKOK Ta YKPAIHCbKOK MoBaMu; 3pa3oK CMpPOLLEHOro
MapKyBaHHA 3apeecTPOBaHOro B YKpaiHi NiKapCbKOro 3aco6y, SKUii 3aCTOCOBYETbLCA B K/iHIYUHOMY
BunpooyBaHHi MK-3475-867, Bepcia 2.0 Big 25 nuctonaga 2022, yKpaiHCbKOKO MOBOK [0 MPOTOKONY
KMiHIYHOrO BUNPOBYBaHHA «PaHfoMi3oBaHe, nnaueb0-KOHTPOoIboBaHe KAiHiuHe pocnimkeHHs Il dasm 3
OUjiHKM 6e3nekn Ta eheKTUBHOCTI CTepeoTakcuMyHol pagiotepanii (SBRT) y noegHaHHi 3 Nemoponisymadcom
(MK-3475) a60 6e3 Hb0ro y nauieHTiB 3 HeonepabesibHUM HeApiGHOKNITUHHUM pakom nerexis (HAKPN) cTag;i |
a6o Il (KEYNOTE-867)», kog pgocnigxeHHa MK-3475-867, 3 iHkopnopoBaHoto nonpaskoto 05 Big 07 yepBHSA
2022; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

11. Bpowypa gocnigHuka, Bepcisa 10.0 Big 10 )XoBTHsA 2022 p. aHrnificbkolo moBoto; KAR-008_OcHoBHa
thopma iHhopmoBaHOT 3rogu AnAa YKpaiHu_Bepcia 5.1.0_Big 26 XOBTHA 2022 p. yKpaiHCbKOK Ta
pocilicbkolo moBamu; Moo0BXEHHA TEPMiHY TPUBAIOCTI AOCiAHKEHHA B YKpaiHi fo 07 TpaBHsa 2023 p.;
3miHa BignoBiganbHOro gocnigHuka y micui npoBefeHHA KAiHIYHOro BUNPOGYBaHHA [0 MPOTOKOY
KNIHIYHOTO JocnimKeHHA «BigkpuTe pofaTkoBe AOCNIMKEHHA A8 OUIHKW [OBroTpuBasoi 6e3neyHocTi,
nepeHocuMocTi Ta echekTMBHOCTI npenapaty KarXT y nauieHTiB 3 wn3odpeHieto 3a kputepiamm DSM-5», kog,
pocnipkeHHs KAR-008, sepcia 4.0 Big 11 ciuHa 2022; crnoHcop - Karuna Therapeutics Inc., United States
(CwA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNo CTANIO
reH. gupekrop KosaneHko B.B. K.M.H. MaHry6i B.O.
KomyHasibHe HekomepLiiHe nignpuemcTtso | KomyHasibHe HekomepLiiHe nigNnpUeEMCTBO

XapkiBcbkoi o6nacHoi pagn «O6nacHa KiiHiYHA | XapkiBCbkOT 06n1acHoOi pagn «O6nacHa KiiHiYHa
ncuxiatpuyHa  nikapHa  Ne3»,  ncuxiaTpuyHe | ncuxiaTpyyHa  nikapHs  Ne3»,  ncuxiaTpuyHe
BiAAINEHHS MEepPBMHHOINO MNCUMXOTMYHOrO €eni3oAy, | BiAAIIEHHA NEePBUHHOIO MNCUXOTUYHOrO enisoay,
M. XapkiB M. XapkiB

12. Bpouwypa pocnigHuka PEMBROLIZUMAB (MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 poky,
aHrnifcbKo MOBOIO; 3pa3oK BTOPUMHHOIo MapKyBaHHs MK-3475 Kit, Bepcis 2.0 Big 05 BepecHs 2022
poKy; 3pa3oK nepBuHHOro MapkyBaHHs MK-3475 Vial, Bepcia 2.0 Big 05 BepecHA 2022 poky [0
NPOTOKONY KNiHIYHOrO AOCHiMKEHHA «PaHAoMi30oBaHe BigKpuTe JochifpkeHHa asn 2 Ta 3 Onanapuoy y
KOMOGiHau,ii 3 Membponizymabom y NopiBHAHHI 3 XimioTepanieto y koMbiHaLii 3 NMembponizymabom nicns iHayKuit
KNiHIYHOT NnepeBaru 3 nepLuoko NiHieo ximioTepanii y kom6iHauii 3 NMembponisymabom y nawieHTiB 3 MicLeBo-
peunavBylounM HeonepabesibHUM abo MeTacTaTMYHUM MOTPIHO-HEeraTUBHMM PakoM MOJIOYHOI 3a/103M
(TNBC) (KEYLYNK-009)», kog, socnigxeHHss MK-7339-009, 3 iHkopriopoBaHoto nonpaskoto 02 Big 18 TpasHsA
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLLUA (Merck Sharp & Dohme LLC, USA)



3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

13. 3miHa BignoBiganbHOro focnigHMkKa B Micli npoBefeHHs BUNMPOOGYBaHHA; 3MiHA Ha3BU Micus
npoBefieHHs1 BUMPOOYBaHHA [0 MNPOTOKOMY KNiHIYHOIO AochigkeHHA «MikHapogHe, 6aratoueHTpoBe,
paHAoMi3oBaHe, NoAgiliHe cnine, nnaueb0-KOHTPOIbOBaHE AOC/IMKEHHSA ha3n 3 B napasiesibHuX rpynax y
navieHTIB i3 peungnBHuMn hopmamm poscisHoro ckneposy (PPC) ans ouiHkM edpeKTUBHOCTI, 6€3MeYHOCTi Ta
NnepeHoCMOCTI rnaTupamepy auertary [eno, BHYTPILLHLOM'A30B01 iH’EKLLIT MPOSIOHTOBaHOT Aji, Aka BBOAUTbLCA
OAMH pa3 KOXHi 4oTMpu TWXHI», Koa gocnipkeHHs Mapi GA Depot Phase Il - 001, Bepcis 03 Big 07 KBiTHSA
2021 poky; cnoHcop - Mapi Pharma Ltd., I3painb

3aaBHnK - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIAANTBHICTIO
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

«®PAPMACDBIOTIKA/T PICEPY

BYNO

CTANO

4.M.H., npodp. JloraHoBCbkuiA K.M.

[epxaBHa ycTaHoBa «HauioHa/bHWUIA HayKoBWiA
LeHTp pagiauiiHoi  mMeauumHn  HauioHaslbHOT
akafeMil  MeguuHMX  HayK  YKpaiHu»,  Biggin
pagiauiiiHoi ncMxoHeBpoNorii  IHCTUTYTY  K/iHIYHOT
pagionorii  Ha 6as3i  BiggineHHs  pagiauiiHol
ncuxoHeBponorii, M. Kuis

K.M.H. Mepuyk I.B.
[epxaBHa ycTaHoBa «HaujioHaslbHUIA HayKOBWiA
LeHTp pagiauiiHoi  mMeauumHu  HauioHanbHOT
akageMil  MeAMuYHUX  HaykK  YKpaiHu», Biggin
pagiauiiiHoi ncMxoHeBponorii  IHCTUTYTY  K/IHIYHOT
pagionorii  Ha 6asi  BiggieHHs  pagiauiiHol
ncuxoHeBponorii, M. Kuis

BYNoO

CTANO

K.M.H. XaByHka M.A.

K.M.H. XaByHka M.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «5-a | KOMyHasibHe  HeKoMepuiiiHe  nigNPUEMCTBO

MiCbKa  K/iHiuHa nikapHa M. JibBOBa», | «J/IbBiBCbKe TeputopiasibHe MeguyHe
HeBPOJIOrivHe BigAineHHs, M. JIbBiB 06’egHaHHA «KniHiyuHa nikapHA MNI1aHOBOroO
NiKyBaHHSA, peaGinitauii Ta  naniatuBHOI
Jornomorun», BigokpemneHuii nigpos3gin «5-a
NikapHsa», HeBponoriyHe BiAgfiNneHHs 3

MeAUYHOI0 peabinitayieto, M. JIbBIiB

14. Bpowypa AocnigHuka gocnigkysBaHoOro sikapcbkoro 3aco6y Jlakocamif, Bepcis Big 26 XOBTHA
2022 poKy aHrnificbkoro MOBOI; 3MiHA Ha3BM MiCLSA NMPOBEAEHHS BUMNPOOYBaHHA [0 MNPOTOKO/Y
KNiHiYHOro fgocnimkeHHsa «baratoueHTpoBe BigKpUTe AOCNIMKEHHS MOAa/IbLUIONO CNOCTEPEXEHHSA A1 OLHKN
TpMBa/IOrO 3acTocyBaHHsS Jlakocamigy nepopasibHO B YYacCHUKIB AOCNIMKEHHS, siKi 3aBepLUnMIM yvyactb Yy
pocnipxkeHHi EP0034 abo SP848 i oTpuMyBanu nikyBaHHsA Jlakocamigom», kog, gocnimpkeHHa EP0151, Big 13
KBiTHA 2020 poky; cnoHcop - UCB Biopharma SRL, benbris

3asBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIAANBHICTHO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«®PAPMACDBIOTIKA/T PICEPY

BYNno CTANO
O.M.H., npodd. KupuueHko A.l'. O.M.H. KnpuueHko A.l'.
KomyHasibHe nignpuemcTeBo «JHinponeTpoBcbKka | KoMyHasbHe nignpPUeEMCTBO «PerioHanbHuiA

o6nacHa autava KNiHiyHa NiKapHA»
[HinponeTpoBCbKOi 06/51aCHOI pajun», HEeBpOJsIoro-
HeWnpoxipyprivyHe BigaineHHs, M. HINpPo

MeAVYHUA  LUEeHTP POAUHHOIO  3[0pPOB’A»
[HinponeTpoBCbKOT 06/1acHOI pajun», HEeBPOsIoro-
HeWnpoxipypriyHe BigaineHHs, M. AHINPo

15. OHoBneHuii MpoTtokon KhiHiyHOro pocnipkeHHAa WAA40404, sepcia 5 Big 13 oBTHA 2022 p.,
aHrniincbkol moBoH; Bpouwypa pocnigHuka RO4964913 Ocrelizumab/Ocrevus®, Bepcia 21 Big
nucrtonaga 2022 p., aHrnincbko mMoBolo; IHchopmauia ana nauieHta i oopma iHchopmoBaHoi 3rogu,
pocnipkeHHa WA40404, pna YKpaiHM aHrniiicbkolo MoBoto, Bepcifa 5.0 Big 01 nuctonaga 2022 p.;
IHcbopmauia ana nauieHta i hopma iHchopmoBaHOI 3rogu, gocnigpkeHHA WA40404, ana YKpaiHu
YKpaiHCbKOI0 MOBOI0, Bepcia 5.0 Big 01 nuctonaga 2022 p.; IHcopmauia gna naugieHta i hopma
iHbopmoBaHoi 3rogu, gocnimxkeHHa WA40404, ona YkpaiHn pocilicbkoto MoBoto, Bepcia 5.0 Big 01
nucrtonaga 2022 p.; Aopatok Ao dopmu iHchopmoBaHoi 3rogu: 3roga Ha NpoBeAeHHA Bi3UTIB
AocnifkeHHs anbTepHaTUBHUMU MeTOA4aMU Mif Yac Kpusn B YKpaiHi ana gocnipkeHHsa WA40404, ans
YKpaiHu ykpaiHCbKOIO MOBOHO, Bepcis 1.0 Big 03 nuctonaga 2022 p.; Joaatok o Popmu iHhopmMmoBaHOiT
3roau: 3roga Ha NpPoBefEeHHS Bi3UTIB AOCNIMKEHHA a/ibTEPHATUBHUMM MeTOA4aMu Nif 4Yac Kpusn B
YKpaiHi gna pgocnigpxeHHa WA40404, ana YKpaiHu pociiicbkolo MoBoto, Bepcia 1.0 Big 03 nuctonaga
2022 p.; Jopatok po dopmu iH(popmMoBaHOiI 3roau: 3roga Ha NPOBeAEHHA Bi3UTIB OOCiAKEHHA
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aNnbTepHaTUBHUMU MeToAaMU Mid yYac Kpusn B YKpaiHi ana pocnipkeHHs WA40404, ana YkpaiHu
aHrniicbkoo mosoto, Bepcifa 1.0 Big 03 nuctonaga 2022 p. [0 NPOTOKO/Y K/IHIMHOTO AOC/iIAKEHHS
«baraTouleHTpoBe, paHAoMi30BaHe, NoABiiHe cnine, nnauebo-KOHTPOIboBaHe AochimpkeHHs dasm b gns
OUiHKN edheKTUBHOCTI Ta 6es3nedHocTi npenapaty Okpenisymad y [OpOCAUX MauieHTiB 3 NepBUHHO-
NporpecytymMmMm po3CistHUM CKIepo3oM», KoA AochnimkeHHs WA40404, sepcia 4 Big 01 nwotoro 2021 p.;
cnoHcop - ®. XodhdmanH-/1s Pow NTg, Weeliyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

16. OHOBNeHa Gpoluypa gocnigHuka gna tpactysymaoy (RO0452317), Bepcisa 23 Big oBTHA 2022 p.
[0 NPOTOKO/IB KNiHIYHNX BMNPOOYBaHb: «PaHaoMi3oBaHe, baraToLueHTpoBe, BigkpuTe, gocnimpkeHHs lll dasn 3
ABOMa rpynamu slikyBaHHA A5 OUiHKM hapMakoKiHETUKN, e(pekTUBHOCTI Ta 6e3neku NiawKipHOro BBeAeHHs
chikcoBaHOi [03M KOMOGIHOBaHO! fikapcbkoi opmMu nNepTysymaby 3 TpactysymaGoM B MOEAHAHHI 3
ximioTepanieto y nauieHTis 3 HER2-no3WTUBHMM paHHIM pakoM MOJIOYHOT 3a/103U», Koh, AOCNiIKEeHHSN
W040324, sepcisa 2.0 Big 12 xoBTHA 2018 p.; «baratoueHTpoBe, B OAHIl rpyni cxeMun fiKkyBaHHS, BigkpuTe
NPOAOBXEHe JOC/iIKEHHA NepTy3yMaty B pexumi MoHoTepanii abo y KoMbiHauil 3 iHLIMMW NPOTUNYXIUHHUMN
3acobamy y MauieHTiB, WO paHile npuiiMany ydacTb Yy BUMNPOOGYBaHHAX nepTy3ymaby, CMOHCOPOM SIKUX
BUCTynana komnaHia XodpcpmaH-la Pow», kon pocnigpkeHHs MO29406, sepcia 3.0 Big 14 nuctonaga
2019 p.; «PaHgomizoBaHe, nogpiliHe cnine, niauebo-KOHTPO/IbOBaHe AOC/iMKEHHS ha3m Il ans ouiHkn
edheKTMBHOCTI Ta 6e3Ne4YHOCTi af'loBaHTHOI Tepanii aTe3onidymabom abo nnauebo y KombGiHauil 3
TpacTy3yma6om eMTaHCUHOM Yy nauieHTiB i3 HER2-NO3MTUBHMM pakoM MOJIOYHOIT 3351031 3 BUCOKUM PU3UKOM
peunauBy nicnsa nepegonepauinHoi Tepanii», kog gocnipkeHHs WO42633, sepcia 3 Big 23 ntotoro 2022 p.;
crnoHcop - ®.XothdpmaHH-/19 Pow /114, LBeiyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

17. OHoBneHuii npotokon PCYC-1143-CA 3 iHKOpNopoBaHOoo nornpasBkoto 4 Big 16 BepecHsi 2022 poky
00 NPOTOKO/Y KNIHIYHOIO JOCnimkKeHHA «JocnifxeHHs a3n 3 3 OUiHKM 3acToCyBaHHA iGpYTUHIOGA B
KOMOGiHaLii 3 BEHETOK/IAKCOM Y MaUieHTIB 3 MaHTIHOKAITMHHOK nimdomoto (MK/)», Kop AOCAIAKEHHS
PCYC-1143-CA, 3 iHKOpPNopoBaHot nonpaskoto 3 Bif 25 6epesHsa 2021 poky; cnoHcop - Pharmacyclics LLC,
CLUWA (BxoguTb B rpyny KomnaHin «AbbVie»)

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLjel «AVK'IOBIA PAC YkpaiHa»

18. 3miHa BignoBigabHOro AgocnigHMKa Micusa npoBefeHHA BUNPOOYBAHHA [0 NMPOTOKOAY KNiHIYHOMo
pocnigxeHHa «PaHgomizoBaHe nofgiliHe cnine niaue60-KOHTPONIbOBaHe AOCAIMKEHHA da3n 3 3 OLiHKK
epekTMBHOCTI Ta 6e3neYHOCTi niMmaBaHCepPUHY AK A04aTKOBOI Tepanii AN NikyBaHHA HeraTMBHUX CUMMNTOMIB
wusodppeHii (Advance-2)», kog, gocnigpkeHHs ACP-103-064, sepcis 1.0 3 iHKOpnopoBaHO NOMpaBKoto 2 Bif,
07 cepriHa 2020 poky; cnoHcop - ACADIA Pharmaceuticals Inc., CLUA

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

BYNO CTANIO
reH. gupekrop KosaneHko B.B. K.M.H., 3aB. Bif. MaHry6i B.O.
KomyHasibHe HekomepLiiHe nignpuemcTtso | KomyHasbHe HekoMepLUiiiHe nigNnpUeEMCTBO

XapkiBcbkoi o6nacHoi pagn «O6nacHa KiiHiYHA | XapkiBCbkOi 06nacHoi pagn «O6nacHa KiiHiYHa
ncuxiatpMyHa  nikapHa  Ne3»,  ncuxiaTpuyHe | ncuxiaTpyyHa  nikapHs  Ne3»,  ncuxiaTpuyHe
BiAAINEHHS MEepPBMHHOINO MNCUMXOTMYHOrO €ni3oAy, | BiAAIIEHHA NEepPBUHHOrO MNCUXOTUYHOrO enisoay,
M. XapkiB M. XapkiB

19. OHOBNEHUIA NPOTOKON KAiHIYHOrO AocnigmkeHHA 3 nonpaBkoto 01, Bepcia 1 Big 20 BepecHs 2022
POKy, aHrnificbkolo MoBoto; OcHoBHa iHthopMauis Npo gocnimkeHHs i popma iHhbopmoBaHOi 3roaum,
Bepcia 3 Big 20 BepecHA 2022 p., aHrfilicbkolo MoBOO; IHchopmauis ansa nauieHta i copma
iHdbopMoBaHoI 3roau, Bepcis Ans YkpaiHu Ne 4 Big, 25 )xoBTHA 2022 p. (Ha ocHOBi OcHOBHOI iHthopmauii
npo pgocnimkeHHs i popmn iHcbopmoBaHoOi 3roau, Bepcis 3 Big 20 BepecHA 2022p. aHrAificbKoo
MOBOI0) YKpaiHCbKOI0 MOBOIO; IH(hopMauis Ana nauieHTa i popma iHhopmoBaHoi 3rogu, Bepcis Ansa
YkpaiHu Ne 4 Big 25 0BTHA 2022 p. (Ha ocHOBi OCHOBHOI iH(hopMauil Npo pocnimxeHHs i hopmu
iHdbopmoBaHoi 3rogu, Bepcisa 3 Big 20 BepecHs 2022 p. aHIMiNCbKOKD MOBOK) POCIVICbKOIO MOBOIO;
IHcbopmauia ana BariTHOI nNapTHepKM naudieHTa i ¢hopma iHhopmoOBaHOI 3rogM Ha nojanblue
CMOCTEepPEXEHHSA 3a Nepe6irom BariTHOCTi NapTHEPKK, Bepcia gnsa YkpaiHn Ne 2 Big 25 »xoBTHA 2022 p.
(Ha ocHOBI @Popmu 3rogm NapTHEPKU Ha CMOCTEPEXEHHA 3a BariTHiCTIO, Bepcia 1 Big 19 cepnHa 2020 p.
aHrNiicbKoK MOBOID) YKpaiHCbKO MOBOH; IHhopMaLia Ana BariTHOI NnapTHepKu naujieHTa i oopma
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iHbopmoBaHOi 3rogn Ha Nogasiblie CMOCTEPEXEHHS 3a nepeGiroMm BariTHOCTI NnapTHepKK, Bepcia ans
YkpaiHn Ne 2 Big 25 »0BTHA 2022 p. (Ha OoCHOBI ®OpMM 3roau NApTHEPKU Ha CMOCTEPEXEHHs 3a
BariTHicTiO, Bepcisa 1 Big 19 cepnHAa 2020 p. aHrnificbkod MOBOIO) poOCificbkolo MOBOIO; Bpowypa
pocnigHuka nikapcbkoro 3aco6y itenekimaé (SAR440340/REGN3500), Bepcia Ne7 Big 21 XOBTHA
2022p., aHrniicbkoo MoBOIO; 3HIMKM ekpaHy 3 nnaHweTta (eCOA) IMPDosing ENeKTpoHHMIA WoAeHHUK
BBefeHHA ON13, Bepcis 1,00 Big 06 BepecHs 2022p., aHINMiliCbKOIO MOBOIO Ta Nepeksiag YKpaiHCbKOK
MOBOI0; 3HiMKM ekpaHy 3 nnaHweTta (eCOA) IMPDosing EneKTpoHHMI WoAeHHUK BBegeHHA 013,
Bepcia 1,00 Big 06 BepecHsa 2022p., aHrNifiCbKOIO MOBOI Ta MepeKknag POCIACbKO MOBOK [0
NPOTOKONY  KiHIYHOrO  gocnimpkeHHs «PaHgomisoBaHe, noAgiiHe cnine, nniaue60-KoHTPOsibOBaHe
AocnimpkeHHs 3 pasu B napasnienibH1X rpynax, Lo NpoBoANTbLCS A1 BUBYEHHS eheKTUBHOCTI, 6e3neyYHoCTi Ta
nepeHocumocTi npenapaty SAR440340/REGN3500/itenekimad (MOHOKMOHaNbHI aHTUTINA, cneuudivHi go
IL-33) y nauieHTIB i3 MOMIPHUM Ta BaXXKMM XPOHIYHUM OOCTPYKTUBHUM 3aXBOpPHOBaHHAM fereHb (XO3/1)», ko
pocnipkeHHs EFC16750, Bepcia 1 Big 25 BepecHss 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHochi-ABEHTIC peLuepLl e geBenonMaH, ®paHuis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

20. 3miHa Micub nNpoBefeHHs BUNPOOYBaHHSA; 3MiHa Ha3BM MicLs NpoBeAeHHS BUNPOOGYBaHHA [0
MPOTOKOMY KAIHIYHOTO AOChifpKeHHs «baraToueHTpoBe, paHOOMI30BaHe, NOABiHE crine, 3 MOABINHOK
iMiTaLli€lo, KOHTPO/IbOBaHE aKTUBHMM NpenapaTtoM, focnimkeHHsa 11l dhasn, Wwo npoBoANTLCA B NapasiesibHUX
rpynax 3 ouiHkn epeKkTMBHOCTI Ta 6e3neYHOCTi eBOOPYTUHIOA Y NOPIBHAHHI 3 TEPUG/TYHOMIAOM B YHaCHMKIB i3
peunanByovMM PO3CITHUM CKIepo3oM», Koa AocnimkeHHs MS200527_0082, sepcia 4.0 Big 03 kBiTHs 2022
poky; cnoHcop - Merck Healthcare KGaA, HimeuunHa

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

BYNO

CTANO

K.M.H. MNactopa .M.

XapkiBCbKa KfliHi4YHa NliKapHA Ha 3anisHUYHOMY
TpaHcnopTi Nel ¢pinii «LleHTp OXOpPOHMU
3a0poB’'a» aKkuioHepHoro ToBapucTBa
«YKpaiHCbKa 3anisHuusa», 3-€ HeBposioriuHe
BigaineHHa, M. XapkiB

K.M.H. MNactopa .M.

MeguuHuii LEeHTp ToBapucTBa 3 OGMEXEHOLo
BignoBiganbHicTIO «ApeHcia Ekcnnopartopi
Megaicin», Bigain KniHiyHMX gocnimxeHb, M. Kuis

K.M.H. HepsaHosa FO.M.

KomyHanbHe HekomepuiliHe NigNPUEMCTBO
«Micbka nikapHa Ne9» 3anopi3bkoi MicbKoT
paaum, HeBPOJIOTiyHe BigAineHHs,

M. 3anopixoksa

K.M.H. HepsaHosa FO.M.

MeauuyHuii UEeHTP TOoBapucTBa 3 OGMEXEHOH
BignoBiganbHIiCTIO «AcKnenioH», BiggisIeHHA
Tepanii, KuiBcbka 061., KneBo-CBATOWNHCBLKUIA
p-H, ¢. XogociBka

A.M.H. Kanbbyc O.I.

KomyHanbHe nignpMemMcTBO
«[HinponeTpoBCbKa 06/1acHa KAiHiuHa nikapHA
iMm. LI.  MeuHukoBa» [ HiNPONeTPOBCbLKOI
o6nacHoi pagu», BigaineHHsa HeBponorii Nel,
[epxaBHuin 3aknag «[lHinponeTpoBCbKa
MeguuHa akagemia MO3 YkpaiHu», kadegpa
HeBposiorii, M. [IHiNpo

A.M.H. Kanbbyc O.I.

BigokpemneHuii CTPYKTYpPHMUii nigposain
«YHiBepcuTeTCcbka KiiHika» [JHINpOBCbLKOro
AepXXaBHOro MeAUYHOro yHiBepcuTterty,
BiafiNneHHs HeBponorii, [HinpoBcbkuii
OepXaBHUA MeAauYHUiA yHiBepcuTeT, Kadeapa
HeBposorii, M. JHiNpo

3aB. LeHTpy MNorpebHsik O.0.

KomyHanbHe nignpnemMmcTBo «PiBHeHCbka o6siacHa
KMiHiYHa nikapHa» PiBHeHcbkoi o6nacHoi paaw,
O61aCHUI IHCYNIbTHUIA LEHTP, M. PiBHe

3aB. LeHTpy MNorpebHsk O.0.

KomyHasibHe nignpuemcTBo «PiBHEHCbka obnacHa
KniHiyHa nikapHa iMeHi HOpia CemeHioka»
PiBHeHCbKOT 061acHOT pagu, O6acHWUIA IHCYTbTHWI

LEeHTpP, M. PiBHe

21. IHCTpyKUia 3 HagaHHA iHchopmoBaHOI 3rogn «Balla iHCTPYKLiA WOAO0 AOCNIMKEHHS1 3 OLiHKK
niagTpumyroyoi Tepanii 3a nporpamoto «YELLOWSTONE»» (Flipchart), pegakuis 4 ykpaiHCbKOIO MOBOIO
Ana YKpaiiu Big 01 6epe3Hs 2022 p., pegakuis 4 pocilicbkoro MOBOIO ANnA YKpaiHu Big 01 6epesHsa 2022
p.; IHCTPYKLiA 3 NPOXOMKEeHHA Bi3UTIB «Ball rig y gocnifkeHHi 3 ouiHKM nigTpumyloyol Tepanii 3a
nporpamoto «YELLOWSTONE» ornag BisuTiB y pamkax Bawoi yyacti B UbOMY KiiHiYHOMY
pocnipkeHHi» (Visit Guide), pepakuis 4 ykpaiHCbKOIO MOBOI Ans YKpaiHu Big 11 nwoTtoro 2022 p.,
peaakuis 4 pociiicbkolo MOBOIO AansA YKpaiHu Big 11 notoro 2022 p.; IHpopmauiiiHui GlonieTeHb s
nikaps «MoBHOLUiHHE XUTTA 3 XBOopo6oto KpoHa» (Fact Sheet), pegakuis 4 ykpalHCbKOIO MOBOIO ANA
YkpaiHu Big, 02 Gepe3Ha 2022 p.; 3miHa Ha3BU MicuA NMPOBEAEHHA K/IHIYHOrO AOCNImKEHHA [0
NPOTOKOMY  KAIHIYHOTO  JOChifpkeHHs «baraToueHTpoBe paHgoMi3oBaHe, MOABIMHO cnine, nnauebo-
KOHTpO/sibOBaHe pocnimkeHHs 1l a3 3 METoH OUiHKA O3aHimogy A7si NepopasibHOro npuiiomy npu
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NPoBeAEHHI NiATPUMYOYOT Tepanii nauieHTam i3 cepefHbOTSHKKMM abo THXKUM nepebirom xBopobu KpoHa B
aKTUBHIN dhopMi», kog aocnimxkeHHs RPC01-3203, pegakuis 6.0 Big 14 yepsHA 2021 p.; cnoHcop - «CengxeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), LBeiuapis

3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «IMl EC AN-YKPAIHA»

BYNoO CTANIO
3aB. Big. byabko T.M. 3aB. Big. byabko T.M.
KomyHanbHe HekomepLiiHe nignpnemcteo | KomyHanbHe HekomepLiiHe nianpremMcTBo
KviBcbkoi obnacHoi pagn «KuiBcbka o06nacHa | KuiBcbkoi o6nacHoi pagn «KuiBcbka o6nacHa
KNiHiYHa niKapHa», racTpoeHTeponoriyHe | KiiHiyHa NiKapHs», racTpoeHTepoJsioriuHe
BigAineHHa [acTpPOEHTEepPOsIOriYHOroO LUEHTpPY, | BigaineHHA, M. Kuis
M. Kunis

22. IHCTpyKUis 3 HafgaHHsa iHchopmoBaHOI 3rogn «Balla iHCTPYKLiA WOAO0 AOCNIMKEHHS1 3 OLiHKK
iHAYKUiliHOT Tepanii 3a nporpamoto «YELLOWSTONE»» (Flipchart) pegakuifa 4 ykpaiHCbKOO MOBOHO
AN YKpaiiu Big 01 6epesHs 2022 p., pegakuis 4 pociiicbkoro MOBOIO AnA YKpaiHu Big 01 6epesHsa 2022
p.; Bpowypa ana nauieHta «lMOBHOLiHHE XUTTA 3 XBOpPoG60ol KpoHa. 3HaiioMCTBO 3 MpoOrpamoto
«YELLOWSTONE»» (Patient Brochure), pegakuis 4 ykpaiHCbKOI0 MOBOIO A/1s1 YKpaiHu Big 16 niotoro
2022 p., pepakuia 4 pociiicbkolo MOBOlO AnA YKpaiHu Big 16 nwTtoro 2022 p.; JluctiBka npo
pocnipkeHHs «lMOBHOLiHHE XUTTA 3 XBOpo60l KpoHa. 3HaiioMCTBO 3 MNpPOrpamolo KJliHiYHUX
pocnipkeHb «YELLOWSTONE» npu nikyBaHHi xBopo6u KpoHa» (Study Flyer), pegakuia 4
YKpaiHCbKOI0 MOBOIO A5 YKpaiHu Big 04 ntotoro 2022 p., pegakuisfi 4 pociicbKoo MOBOIO AJ1s1 YKpaiHu
Big 04 nioTtoro 2022 p.; IHCTPYKWiA 3 NPOXOMKEHHA Bi3uTIB «Baw rig y AoCnimKeHHi 3 OLiHKu
iHAYKUiiHOT Tepanii 3a nporpamoto «YELLOWSTONE» ornsg, Bi3uTiB y pamkax Balloi yuacTi B bOMy
KniHiuHOMY pocnimkeHHi» (Visit Guide), pegakuisa 4 ykpaiHCbKO0 MOBOIO AnA YKpaiHu Big 11 ntotoro
2022 p., pegakuia 4 pocilicbkolo MOBOK AnA YKpaiHu Big 11 nwotoro 2022 p.; IHopmauiiHuiA
6loneteHb Ansa nikapa «MoBHOLiIHHe XUTTA 3 XBopo6oto KpoHa» (Fact Sheet), peaakuis 4 ykpaiHCbKOO
MOBOIO AnA YKpaiHu Big 02 Gepe3Hsa 2022 p.; [lokyMeHT npo BignoBigHictb «LudpoBuii cnig i
[eknapauias npo 3axucT NEepCOHa/IbHUX A[AaHUX MNPU BUKOPUCTAHHI BeG-caiiTy 3a MpoOrpamoro
«YELLOWSTONE»», pepakuia 2.0 ykpaiHCbKOO MOBOI AnA YKpaiHu Big 03 nuctonaga 2022 p.,
pepakuifa 2.0 pociiicbkolo MoBolo anA YKpaiuu Big 03 nuctonaga 2022 p. A0 NPOTOKOAIB K/iHIYHUX
BMNpobyBaHb: «baraToLeHTpoBe paHAoMi30BaHe, NoABIMHO crine, nnaue60-KoHTpoIboBaHe AocimkeHHs |l
chasm 3 METOIO OLLIHKM O3aHiMoAy 4715 NPUIiOMY NepopasibHO NP NPOBEAEHHI IHAYKLIHOT Tepanii nauieHTam i3
cepeaHbOTSXKAM abo TSHXKMM nepebirom xBopobu KpoHa B akTuBHil dhopmi (gocnimkeHH Nel 3 OLiHKM
iHOYKUIHOT Tepanii)», kog gocnimkeHHs RPC01-3201, pepakuis 6.0 Big 14 yepsHsa 2021 p.; «baraToueHTpoBe
paHAomi3oBaHe, NoABINHO cine, niaueb0-KOHTPONbOoBaHe AocnimkeHHs Il dpasn 3 MeTor OLiHKM 03aHiMoAay
ONs npuitomMy nepopasibHO Npu NPOBeAEHHI IHAYKUINHOT Tepanii nayieHTam i3 cepeaHbOTKKMM ab0 TSHXKKUM
nepebirom xBopobu KpoHa B akTuBHI chopmi (gocnimkeHHs Neo2 3 oujiHKM iHAYKUIAHOT Tepanii)», kopg,
pocnipkeHHsa RPC01-3202, pegakuisa 6.0 Big 14 yepBHs 2021 p.; cnoHcop - «CenmkeH IHTepHelwHn Il Capn»
(Celgene International Il Sarl), LLseliyapis

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

23. IHCTpyKUia 3 HagaHHsA iHcopmoBaHOI 3roau «Bawa iHCTPYKUiA 3 BiAKPUTOro AOAATKOBOrO
pocnipkeHHAa 3a nporpamoro «<YELLOWSTONE»» (Flipchart), pegakuia 4 ykpaiHCbKOI0O MOBOIO AN
YKpaiHu Big 01 6epe3Hs 2022 p., peaakuis 4 pociicbKoo MOBOIO AnA YKpaiHu Big 01 6epe3Hsa 2022 p.;
IHCTPYKLUiA 3 NPOXO4KEHHSA Bi3uTIB «Bau rig y BigKpMTOoMy A04aTKOBOMY A0C/IAKEHHi 3a NporpaMoto
«YELLOWSTONE» ornsapg BisuTiB y pamkax Bawoi yyacTti B uboMy KniHiuHOMY aocnipxeHHi» (Visit
Guide), pegakuifa 4 ykpaiHCbKOIO MOBOIO A1 YKpaiHum Big 11 ntotoro 2022 p., pepakuif 4 pocilicbKoro
MOBOIO Ana YkpaiHu Big 11 notoro 2022 p.; IHhopMauiliHuii GlonetTeHb gnA nikapsa «MoBHOUiHHe
XUTTA 3 XBOpo60to KpoHa» (Fact Sheet), pepakuis 4 ykpalHCbKOI MOBOI A5 YKpaiHu Big 02 6epesHaA
2022 p.; 3miHa Ha3BM Micus NpoBeAeHHs K/iHIYHOro AoCiMKEeHHA 40 NPOTOKO/Y KNiHIYHOIO AOCIAKEHHS
«JlopatkoBe baraToUeHTpoBe BigkpuTe gocnigpkeHHs 11l ha3n 3 METOIO OLiHKM 03aHiMoay 4/18 nepopasibHOro
npuiioMy nNpy NiKyBaHHI NauieHTIB i3 cepeHbOTSHKKUM abo TsHKkUM nepebirom xBopobw KpoHa B akTWBHIl
hopmi», kog pocnimkeHHs RPCO01-3204, pepakuis 6.0 Big 14 uepBHA 2021 p.; cnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUBeliyapis

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

BYNO CTANO
3aB. Big. byabko T.M. 3aB. Big. byabko T.M.
KomyHasibHe HekoMepLiiHe niganpuemcTBo | KomyHasnbHe HeKoMepLUiiHe niANpUEMCTBO
KuiBcbkoi ob6nacHoi  paanm «KuiBcbka o6sacHa | KuiBcbkoi obnacHoi paan  «KuiBcbka o6nacHa




KNiHiYHa NiKapHsI», racTpoeHTeposIoriyHe
BigAaineHHA [acTPOEHTEepOoNoriuyHoro LUeHTpY,
M. Kui

KNiHiYHa NiKapHsI»,
BiagAineHHsa, M. Kuis

racTpoeHTeposoriuHe

24. dopma iHchopmoBaHoi 3rogn, TARA-002-101, OcHOBHa, ans YkpaiHu, Bepcisa 2.0 Big 30 nucrtonaga
2022 poKy, aHriACbKOK Ta YyKpaiHCbKO MoBamu; [oaatok o ®opmu iHcopmoBaHOi 3roawm,
TARA-002-101, OcHOBHOI, ana YkpaiHu, Bepcia 2.0 Big 30 nuctonaga 2022 poky, aHrAilicbKoro Ta
YKpaiHCbKOK MOBaMMU 10 NPOTOKOJ1Y KMiHIYHOro AocnimxkeHHsa «®asza 1a/b, Bigkpute AOCNIIKEHHSA 3 NOLLYKY
ONTMMasTbHOT [03M 3 METOK OLiHKM 6e3MeyHOCTI i TOKCMYHOCTI IHCTU/IALIA CevYoBOro Mixypa npenaparom
TARA-002 y gopocnux naujieHTIB i3 M'130BO-HEIiHBA3MBHMM pakOM CEYOBOro MiXypa BMCOKOIO CTyMeHs
37105KiCHOCTI», kog, gocnipkeHHs TARA-002-101, sepcis 2.0 Big 23 yuepBHA 2022 poky; cnoHcop - [poTapa
Tepan'toTike, IHK. [Protara Therapeutics, Inc.], United States of America

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

25. 3miHa Ha3BM MicuA NpoBeAeHHSA K/iHIYHOro AOCNIMKEHHA [0 NPOTOKO/Y K/IHIYHOrO AO0CNIMKEHHSN
«BbaraToueHTpoBe paHgoMi30BaHe, NOABINHO chine, niauebo-KoOHTpoNboBaHe gocnimkeHHs Il dasn 3 meToro
OUiHKM O3aHiMogy A1 NpuiOMYy nNepopasibHO NPV MNPOBEAEHHI iHOYKUiiHOI Tepanii nauieHTam i3
cepeaHbOTXKAM abo TSHKKUM nepebirom xBopobu KpoHa B akTuBHil dhopmi (gocnimkeHHS Nel 3 OLiHKM
iHOYKUIAHOT Tepanil)», ko pocnimkeHHs RPCO01-3201, pepakuis 6.0 Big 14 uyepsBHA 2021 p.; cnoHcop -
«CengxeH IHtepHewHn Il Capn» (Celgene International Il Sarl), LWBeliyapis

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

BYNo

CTANO

3aB. Big. byabko T.M.

KomyHasibHe HekomepLiiHe nigNnpPUeEMCTBO
KuiBcbkoi o06nacHoi pagm «KuiBcbka o6nacHa
KniHiYHa NiKapHs», racTpoeHTeponoriyHe
BigAaineHHA [acTPOEHTEpPONOriuHOro LEHTpY,
M. KuiB

3aB. Big. byabko T.M.

KomyHasbHe HekomepLiiHe nigNnpUeEMCTBO
KuiBcbkol o06nacHoi pagnm «KuiBcbka o06GnacHa
KniHiYHa NiKapHs», racTpoeHTeposoriyHe

BiagAineHHs, M. Knis




