Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 13 Big 06.04.2023, Ha siki 6y OTpuUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB»

1. OHoBneHuii npotokon WIL-33, Bepcia 03 Big 05 rpygHa 2022 p.; Bpowypa gocnigHuka, Wilate,
BMAAHHA 21 Big 01 rpyaHAa 2022 p.; IHdopmaLiiiHMiA MCTOK nauieHTa Ta popma iH(hopmMoBaHOI 3roau
Ans 6aTbKiB, Bepcifa 2.1.0 Big 19 ciuHAa 2023 p., Ha OocHOBI 6a30B0i Bepcii 2.0, Big, 05 rpyaHa 2022 p. (gns
nauieHTiB, uni 6aTbKku Aal0Tb 3rogy nicns Uiel gaTu), yKpaiHCbKOI Ta POCifiCbKOI0 MOBaMU Ha OCHOBI
npoTtokosy, dpiHanbHa Bepcia 03 (05 rpyaHa 2022 p.) 40 NPOTOKONY KNiHIYHOrO BUMPOBYBaHHA «KniHiuHe
JocCnimpKeHHs 019 OLiHKM e(peKkTUBHOCTI, hapMaKoKiHETUKW, IMYHOTeHHOCTI Ta 6e3ne4YHoCTi npenapaTty Binarte
(Wilate) y naujieHTiB Bikom 0 6 pPOKiB i3 BaXXKO hopmoto xBopobu BinnebpaHga», kog gocnigpkeHHs WIL-33,
Bepcia 02 Big 31 ceprHa 2021; cnoHcop - Octapharma Pharmazeutika Produktionsges.m.b.H., Austria
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

2. MopoBXeHHA TeEPMiHY NPpUAATHOCTI Nawe60 A0 AOCNiAKYBaHOro flikapcbKoro 3acooy Tiparonymao,
KOHLIEHTpAT A1 PO3UuHY A/IA BHYTPIlWHLOBEHHUX iHY3ili, o 36 micauiB; OHoBNeHi po3ginu P.8.1
«Pe3tome wWoao crtabinbHOCTi Ta BUCHOBKU» (P.8.1 - RIM-REGQUAL-123517 v1.0), P.8.3 «[aHi npo
cTabinbHicTb» (P.8.3 - RIM-REGQUAL-123518 v1.0) nocbe niaue6o A0 AoCNifKYBaHOro flikapCbKoro
3aco6y Tiparonymab, KOHUEHTpaT A/11 PO3UYMHY ANA BHYTPIWHbOBEHHUX iH(Y3ii [0 npoToKoniB
KMIHIYHUX gocnigpkeHb: «PaHgomizoBaHe, noggiviHe cnine, nnauebo-koHTponboBaHe dasm Il gocnigkeHHs
Tiparonymaoy (aHTU-TIGIT aHTUTI/I0) B KOMOGIHALLT 3 ate30/1i3ymaboM Yy NopiBHAHHI 3 niaLebo B KOMGiHaL,i 3
aTes3oniymMaboM y MauieHTiB i3 paHile HenikoBaHMM MiCLLeBO-NOWNPEHUM Hepe3ekTabenbHuM abo
meTactaTuyHUm PD-L1-cenekTMBHUM HeApiOHOKNITMHHUM pakoM JiereHb», Kog AochimpkeHHs GO041717,
Bepcia 5 Big 04 nuctonaga 2022 p.; «PaHaomizoBaHe, noAgiliHe cnine, nnaueb0o-KoHTponboBaHe dasu i
OOCNiMKEHHs1 aTe30Ni3ymady B NoefHaHHI 3 Tiparonymaoom (aHTU-TIGIT aHTUTINI0) abo 6e3 Tiparonymaby y
nauieHTiB i3 Hepe3eKkTabeslbHOK MIOCKOKAITUHHOK  KapLUHOMOK CTpaBOXOo4dy, UM KapuuHomMa He
nporpecyBana nicna pagukanbHOI XimionpoMeHeBOi Tepanii», Kog, gocnipkeHHs YO42137, sepcis 5 Big 27
cepnHsa 2021 p.; cnoHcop - ®.XodhdmaHH-/19 Pow fTa, LWBeiiuapis

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

3. OHOBNEHUIA NPOTOKON KAiHIYHOro BUNpoGyBaHHA PT101-201, nonpaBka 8, Bepcisa Big 13 TpaBHA
2022 poky, aHriicbKkoo MOBOIO; IHhopmauisa gns ydacHuka gocnigpkeHHs 1a oopma iHchopmoBaHoOiI
3roau, Bepcia 03 Big 05 nunHA 2022 poKy, YKpPaiHCbKOK Ta pOCilicbkoo MoBamu; [logaTok fo
IHchopmauil anAa yyacHuka gocnipxeHHA Ta ®opmu iHhopmoBaHOiI 3roan, Bepcis 03, Big 05 nunusa 2022
POKY, YKPAiHCbKOIO Ta pociiicbKoo MoBamu; IHchopmauiiiHuii nucT i popma iHchopMoBaHOi 3rogn Ha
nogasiblie CnocTepeXxXeHHA 3a nepeGirom BariTHOCTi 4151 BariTHUX NaApTHEPOK YYaCHUKIB AOCiAKEeHHS
abo0 BariTHMX yyacHuULb gocnigpkeHHA, Bepcia 02 Big 20 TpaBHA 2022 p., YKPAIHCLKOKO Ta POCINCbLKOIO
moBamu; OHoBneHa Bpowypa gocnigHuka gna MK-6194 (PT101), Bepcia 10 Big 12 TpaBHA 2022 p.,
aHrnificbKo MOBOIO; 3a/lyueHHA A0AATKOBOI Ha3BU AN1A A0CioKyBaHOro nikapcbkoro 3aco6y PT101:
MK-6194; 3miHa Ha3Bu cnoHcopa i3 «[MaHgioH TepanblOTUKC, IHK.», AOYIPHA KOMNAaHis, WO
3HaxoAUTbCA y NOBHili BnacHocTi «Mepk eHg Ko., IHK.», KeHinBopT, wrtaT Helo-Mxepci, CLUA (Bigomoi
aK «MC/l» 3a mexxamu CnonyuveHux LLUtatiB AMepuku Ta KaHagu) /IPandion Therapeutics, Inc., a wholly-
owned subsidiary of Merck & Co., Inc., Kenilworth, NJ, USA (known as MSD outside the United States
and Canada), CLLUA Ha «MaHgioH TepanbloTUKC, IHK.», BOYIpHA KOMMAaHisA, WO 3HAXOAUTbLCA Yy MOBHIN
BnacHocti «Mepk eHp Ko., IHK.», Payeii, wrtat Hblo-Mkepci, CLUA (Bigomoi Ak «MCl» 3a mexamu
Cnony4eHux LUtatiB AMepuku Ta KaHagu) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of
Merck & Co., Inc., Rahway, NJ, USA (known as MSD outside the United States and Canada), CLUA;
CnpoujeHe MapKyBaHHS nnaue60, Bepcis 02 Big 03 TpaBHA 2022 p. yKpaiHCbKOKO MOBOIO; MapKyBaHHA
thnakoHa gna nepepgadi 3acninseHiii komaHgi, Bepcisa 02 Big 03 TpaBHA 2022 p. YKPAiIHCLKOIO MOBOIO;
KapTka naujieHTa 3 iHhopmaui€eo nNpo Bi3UTU Ta IHCTPYKLiSAMU WOAO0 AOCNifAKeHHS, Bepcia 06 Big 25
TpaBHA 2022 pOKy YKpaiHCbKOI Ta pociicbKolo MmoBaMu; 3MiHA Ha3BM BUPOGHUKA AOC/iAKYBaHOIo
nikapcbkoro 3aco6y PT101, 5mr/mn y cnakoHi, po3uvMH Ansa nigwkipHux iH’ekuin 3  Just
Biotherapeutics, Inc., CLUA Ha Just-Evotec Biologics, Inc., CLUA; Jocb€e Ha [oOCAifKYyBaHWA
nikapcbkuii 3aci6 (IMPD) MK-6194, sBepcia 084PKB Big 16 BepecHs 2022 poky, aHI/iACbKOIO MOBOIO;
3anyuyeHHA A0[aTKOBOI BUPOOHUYUOIT AiNAHKU ANA [OCAiAKYBaHOro nikapcbKoro saco6y PT101, 5mr/imn
y pnakoHi, po3uuH pna nigwkipHmx iH’ekuiii: Werthenstein BioPharma GmbH, LlBeiiyapia go
MPOTOKO/Y KMIHIYHOTro [OCMIMKEHHS «PaHAoMi30BaHe afanTvBHE MOABINHE chine niaueb0-KOHTPO/IboBaHe
GaratoueHTpoBe Aoc/imKeHHs asn 1b as1a BMBYEHHS 6G€3MeYHOCTi, NEPEHOCUMOCTI, hapMakoKiHETVKKN Ta
thapmakoanHamikm 6aratopasoBux A03 npenapaty PT101 y nauieHTiB 3 aKTUBHUM BMPa3KOBUM KONITOM», KO,
pocnipkeHHs PT101-201, nonpaska 4, Bepcis Big 17 rpyaHs 2021 poky; cnoHcop - «lMaHgioH TepanbioTuke,



[HK.», AOYipHS KOMMaHIs, WO 3HaX0AUTLCA Y MOBHIN BNacHocTi «Mepk eHA Ko., [HK.», KeHinBopT, wrat Heto-
xepci, CLWA (Bigomoi sk «MC[I» 3a mexamu CnonyuveHux LWTatiB Amepukn Ta KaHagy) /Pandion
Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc., Kenilworth, NJ, USA (known as MSD

outside the United States and Canada), CLUA
3asaBHUK - TOB «biomanac», YkpaiHa

BYJIO

CTAJIO

«[MaHaioH TepanblOTUKC, IHK.», AOYIpHA KOMMNaHid,
LLIO 3HAXOA4MUTLCA Y NOBHIN BNacHocTi «Mepk eHg Ko.,
IHK.», KeHinsopT, wraT Heto-xepci, CLUA (Bigomoi
K «MCO» 3a mMexamn CnrnonydyeHux LUTaTiB
Amepukn Ta KaHaawn) /Pandion Therapedutics, Inc., a
wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the
United States and Canada), CLLA

«[MaHaioH TepanblOTUKC, IHK.», AOYIpHA KOMMNaHid,
LLIO 3HAXOAUTLCA Y NOBHIN BNacHocTi «Mepk eHg Ko.,
IHK.», Payeii, wrtaTt Hbto-xepci, CLUA (Bigomoi sk
«MC» 3a mexamun CnonyydyeHux LUtaTtiB Amepukn
Ta KaHagu) /Pandion Therapeutics, Inc., a wholly-
owned subsidiary of Merck & Co., Inc., Rahway, NJ,
USA (known as MSD outside the United States and
Canada), CLLA

4. 3any4yeHHs HOBMX Micub
pocnipkeHHs «PaHgomizoBaHe,

npoBeAeHHs1 KMIHIYHOrO BUMNPOOYBaHHA [0 NPOTOKO/MY KAiHIYHOro
noAgiHe cnine, nnauebo-KOHTPONbOBaHe pochimkeHHsa chasm I, gns
AeMoHcTpauii edpektuBHOCTi Ta 6e3neyHocti Tingpakisymadby B Cy6'ekTiB, Aki paHille He OTpumyBasv
niKkyBaHHs iHriGiTopammn ®HIM i3 aktmBHMM ncopiatnyHum apTputom |l (INSPIRE 2)», kof [oChigpKeHHs
TILD-19-19, Bepcis 1.0 Big 21 notoro 2020; cnoHcop - Sun Pharma Global FZE («CaH ®apma Mnoban Ed-
3eT-I»), O6’egHaHi Apabebki EmipaTty

3asBHIK — «AK'OBIA BioTek En-En-Ci» (IQVIA Biotech LLC), CnonyueHi LUtaTn Amepuku

Ne MN.LB. BignoBiganbHOro gocnigHuka
n/n Has3Ba micusa npoBegeHHs K/iHIYHOro BUNpoGyBaHHA

MpuMiTKK

1. O.M.H., npod. XimioH /1.B.

KomyHanbHe HekomepuiliHe nignpueMcTBo  KWIBCbKOT
ob6nacHoi pagn «KuiBcbka ob6nacHa KiHIYHA fikapHS»,
By3bKocneujianizoBaHe TepaneBTUYHe BigaisieHHs, M. KuiB

2. A.M.H. Tocnogapcbkuia |.4. OckinbkM y BiANOBiAb HA 3ayBaXKeHHS
KomMyHasibHe HekomepLinHe nigNPUEMCTBO | HE HaJAaHO MNIATBEPAKEHHA LWOA0
«TepHoninbcbka YHiBEPCUTETCbKA NikapHs1» | AOCTaTHLOI NPOMECIAHOT NiAroTOBKM
TepHoninbCbkol 06nacHoi pagn, O6nacHuii  UeHTp | (cepTudbikaT nikapsa-cneuianicta 3a

KNiHIYHOT iMyHOMOrii  Ta  anepronorii,
BigdiNeHHs, M. TepHoninb

peBmartosoriyHe | dpaxom peBmaTtosoris)
BiNOBiAa/IbHOrO [ocnigHnka
lFocnopapcekoro LA, Ta gocnigHuka
Focnopgapcebkoi X.0., gaHe MIB He
MOXe OyTM peKOMeHAoBaHO [0
3aTBepKEHHA 4N NPOBEAEHHSA
KniHiYHOro BMNpobyBaHHSA BiAMOBIAHO
[o sumor n. 5.1 po3giny V «lMopsgky
NPOBEAEHHSA K/IHIYHUX BUNPOOGYBaHb
NiKapcbkMx 3acob6iB Ta eKcnepTuaun
MaTepiasniB K/iHIYHMX BMNPOOYBaHb»,

3aTBEpPAKEHOro Haka3om MO3
Ykpainm Big 23.09.2009 poky Ne690 i3
3MiHamu.
3. K.M.H. KaykoBcbka B.B.
KomyHasibHe HekomepuiiiHe nignprmemcTBo  CyMCbKOI

obnacHoi pagn «Cymcbka o6nacHa KiiHiYHa nikapHs»,
peBmartosioriyHe  BiggineHHss, CyMmCbKuli  OepXaBHWiA
YHIBEPCUTET, MEAUYHWIA IHCTUTYT, Kadedpa BHYTPILLHbOI
MeAMLMHM 3 LLeHTPOM pecnipaTopHOi MeanumHu, M. Cymu

5. ®opma NOBTOPHOI iH(hOPMOBaHOT 3roagu y4acHUKa AOC/iAHKEeHHA aHINMiCbKOK MOBOIO A1 YKpaiHu,
Bepcisa 1.0 Big 26 oBTHA 2022 p., nepeknafeHo YKpaiHCbLKOI0 MOBOIO ANA YKpaiHu 1 nuctonaga 2022
p.; ®opma NOBTOPHOI iH(hopMOBaHOI 3roau y4acHUKa AOCiAKEHHA aHI/iACbKOI0 MOBOIO ANA YKpaiHu,



Bepcis 1.0 Big 26 »xoBTHA 2022 p., nepeknageHo pocilicbKolo MOBOIO Ana YKpaiHu 1 nuctonaga 2022 p.
[0 MPOTOKO/Y KIHIYHOrO gocnigpkeHHs «OnTuMi3oBaHe, 6araToueHTpoBe, paHAoMi30BaHe, nNoAgiliHe chine,
nnaueb0o-KOHTPOIbOBaHe AOCAIMKEHHA Y napanenbHUX rpynax i3 BUBYEHHS BN/MBY emnarficpnosnHy Ha
yacToTy rocnitTanisauii 3 npMeoay cepLeBol HeAOCTaTHOCTI Ta BM/IMBY Ha piBeHb CMEPTHOCTI Y NauieHTiB i3
rocTpum iHdhapKTOM Miokapga», kog AocnimkeHHs 1245-0202, sepcis 2.0 Big 20 kBiTHA 2022 poKy; CNOHCOP -
Boehringer Ingelheim International GmbH, HimeuunHa

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

6. 3miHa HasBM MicUb NPOBeAEHHA AOCIMKEHHA A0 NPOTOKOMY K/IHIYHOro BMNpPoOYyBaHHS «[loAgiiiHe
cnine, paHAOMi30BaHe MOAOBXEHEe AOC/IMKEHHS ANS OUiHKU AOBroCTPOKOBOI eDEKTMBHOCTI i 6€3Me4YHOCTI
npenapaty AiH3aronikc y nauieHToKk 3 60s1eM, MNOB’A3aHMM 3 EHAOMETPIO30M», KOA4 AOCNifKEHHS
19-OBE2109-006, Bepcis 2.0 Big 25 cepnHs 2020 p.; cnoHcop - Kissei Pharmaceutical Co., Ltd., fAnoHis

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTI0 «/TABKOPM KMIHIKAT AEBE/IONMMEHT YKPAIHA»

BYNO

CTANO

O.M.H., npodp. FO3bKo O.M.

KomyHanbHe HekomepLiiHe nignpuemcTBo
«MicbKniA KniHiYHWIT Nonorosuini 6yaUHOK Nel»
YepHiBeLbKOT MiCbKOT pagu, BifJiNleHHs AeHHOro
cTauioHapy 3 6/10KOM aHTeHaTa/lbHOI OXOPOHM
nnogy, Buwuii gepxaBHuii HaBYaNIbHUI 3aKnag,
YKpaiHn «ByKOBUHCbLKUIT gep)XXaBHUA MeguvHnii

4.M.H., npodp. FO3bko O.M.

KomyHanbHe HekoMepLiiHe nignpuemcTBo
«YepHiBeubKknii  0GNacHWn  NepuHaTabHWIA
LeHTP», Bif4i/IEHHS AEHHOro cTtauioHapy 3 6/10KOM
aHTeHaTa/IbHOI OXOPOHM nnody, BYKOBMHCbKWIA
AepXaBHUA MeAuYHUIA YHiBepcuTeT, kadepgpa
akyllepcTBa Ta riHekosnorii, M. UepHiBLi

YHiBepcuTteT», katheapa akyLiepcTBa Ta riHeKoorii

BOH3  YkpaiHm  «ByKOBMHCbKMIA  AepXxaBHWIA

MeOUYHWUIA YHIBEpPCUTET», M. YepHiBLi

O.M.H. 3axapeHko H.D. O.M.H. 3axapeHko H.P.

KniBcbka Micbka KiiHiuHa nikapHa Ne9, | KoMyHanbHe  HeKoMmepujiiiHe  nigNpuemMcTBO

Bif4iN1IeHHA riHekosorii, M. Knis «KniBcbka MicbKa KniHiyHa nlikapHA  Ne9»
BUKOHaB4Yoro opraHy KuiBCcbKOi MicbKOi pagu
(KuiBCcbKOi MiCbKOT AepXaBHOI apgMiHicTpauii,
BigAiNeHHs rinekonorii, M. Kuis

7. 3any4yeHHs [O[ATKOBUMX MiCUub MPOBEAEHHS KMIHIYHOTO BUMPOGYBaHHA [0 MPOTOKOY KAiHIYHOIO
JocnipkeHHs «baratoueHTpoBe paHAoMi30BaHe NoAgiiHO cnine gocnigpkeHHs |l dpasm, wo npoBognTbes 3
METO OL|iHKM edheKTUBHOCTI, 6e3neyHoCTi Ta nepeHocMMocTi npenapaTy IMU-838 y nopiBHSAHHI 3 niauebo
npyv NiKyBaHHI A0OpPOCAMX Naui€HTIB i3 peunamnBytouMM po3CiSHAM CKnepo3oM (KOAOBE MO3HAYEHHS:
ENSURE-1)», kog gocnipkeHHs P3-IMU-838-RMS-01 (ENSURE-1), sepcis 3.1 Big 19 BepecHsa 2022 p.;
CrnoHcop - «IMmyHik Al» [Immunic AG], HimeuunHa

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

Ne MN.l.B. BignosiganbHOro gocnigHuKa

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPOOGyBaHHSA

K.M.H. HepsaHoBa tO0.M.

MeguuHuii LeHTp ToBapucTBa 3 0OMexeHOoW BignosiganbHicTIoO «ACKJ/IEMIOH», BigaineHHs
Tepanii, c. XoaociBka, KNeBO-CBATOLINHCHKMIA p-H, KUiBCbKa 0611,

2. K.M.H. Mactopa |.M.

MeauuHwuii LeHTp ToBapucTBa 3 0OMEXEHOI BiANOBigabHICTIO «ApeHcia Ekcnnopatopi MegiciH»,
BiAAiN KNiHIYHMX AocnimkeHb, M. Kui

8. 3miHa BignoBiganbLHOro AocnigHMKa y Micli NpoBeAeHHA K/iHIYHOro BUNpPoGyBaHHA, 3MiHA Ha3BU
MicLA NpoBefeHHA KiHIYHOro BUNPOGYBaHHA [0 NPOTOKOY KNiHIMHOrO AoCAimpKeHHS «baraTtoueHTpose,
paHAomi3oBaHe, MNOABIHE cnine, KOHTPOsibOBaHe AochigkeHHs cha3m b gna ouiHkM ed)eKTUBHOCTI,
6e3neyvyHoCcTi Ta drapmMakoKiHETUKM BULLMX [03 OKpenisymady Yy AO0pOoC/vX NauieHTIB 3 peunguByrovmm
pO3CitHUM Ck/iepo3oM», Kog pocnimkeHHs BN42082, sepcia 3 Big 27 xoBTHA 2021 p.; cnoHcop -
®.XodhdmaHH-/1a Pow f1Ta, LWBeiuapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifnoBiAasIbHICTIO «PoLl YKpaiHa»

BYNO
K.M.H. Koponbosa O.C.

CTANO
nikap CemboHoBa O.B.




MeguyHuin - UeHTp ToBapucTBa 3 OOMexeHow | MeauyHWii  UeHTp ToBapuctBa 3 0OMEXeHOo
BiANOBiAa/bHICTIO «MeguyHuii LeHTp «JonomMora- | BignoBigasibHICTIO «MeguuHnii LueHTp «[onomora
nnc», M. Knie Mnwoc», M. KNiB

9. 3miHa BignosiganbHOro gocnigHUKa y Micui npoBeAeHHs KNiHIYHOro BUNPOOYBaHHA, 3MiHA Ha3BU
MicLil NpoBeAeHHs KNiHIYHOro BUNPOOYBaHHA [0 NPOTOKOJTY K/1iHIYHOro JocnigpKeHHA «baraToueHTpose,
paHgoMi3oBaHe, noAgiiHe chine, KOHTPOsIbOBaHe pAocnimkeHHs ¢asm lllb gna ouiHkM edeKTMBHOCTI,
6e3MneyHOCTi Ta (hapMakOKIHETVKM BULLMX [03 OKpenidymaly y [OpOC/MX 3 MEPBUHHUM MPOrPecytoHnm
po3cCisHUM CcKNepo3om», koA pocnimkeHHsa BN42083, Bepcia 3 Big 28 xo0BTHA 2021 p.; crioHcop -
®. XodhdpmaHH-/1a Pow Jita, LWBenuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

BYNO CTANO
K.M.H. KoponboBa O.C. nikap Centok O.B.
MeanyHuin  UeHTp ToBapucTBa 3 O0OMeXeHow | MeAuMyHuiA  UeHTP ToBapucTBa 3 OOMEXEHOH
BigMoBigaNbHICTIO «MeguuHnii LUeHTp «Jlonomora- | BignoBigasbHicTio «MeguuHuii ueHTp «[onomora
nac», M. K1iB Mnoc», M. KuiB

10. OHOB/EeHe AOCbE AOCNIAKYBaHOrO JlikapCcbKoro saco6y edgrunarimos anbcha, Bepcia 7.0 Big 01
nucrtonaga 2022 poky; 3MiHa TepMmiHy nPUAATHOCTI [OC/iAKYBaHOro niKapcbKoro 3acooy
EdTunarimop anbda 3 42 micauis o 36 micauis; OHoBneHa bpolypa gocnigHuka ansi nikapcbKoro
3aco06y MemGponizymad, BugaHHA 23 Big 26 oBTHA 2022 poky; OHOBIeHUI iHpopMaLiiHMIA NUCTOK
Ans nauieHta Ta copma iHpopmoBaHOI 3rogu Ans YkpaiHu, Bepcisa 4.0 Big 23 ciuHa 2023 p.
aHrniicbkoro MoBOLO; OHOBJ/IEHUI iHhopmaLiiHUiA NUCTOK ANA nauieHTa Ta ¢popma iHthopmMmoBaHoOT
3rogu gns YKpaiHu, Bepcis 4.0 Big 23 ciuHa 2023 p., nepeknageHo Ha YKpaiHCbKY MOBY A1e YKpaiHu 27
ciuHA 2023 p.; 3miHa agpecu cnoHcopa K/iHIYHOro BUNpPo6yBaHHA A0 NPOTOKO/1Y K/iHIYHOIO A0CAiAXEHHS
«TACTI-002 (Two ACTive Immunotherapeutics): baratoueHTpoBe, Bigkpute gocnigxeHHs dasu |l y nauieHTiB
3 paHille HeslikoBaHUM HeornepabesibHUM abo MeTacTaTUYHUM HefPiIGHOKMITUHHUM pakom nereHi (HAP), abo
peumamsytounm PD-X pedpaktepHum HAOP/1, a6o peumanByounMm u4um MeTacTaTUYHUM MIOCKOKNITUHHUM
pakom ronosu Ta wui (MPrLU), ski OTPUMYKOTb PO3UMHHWIA pekombiHaHTHUIA 6inok LAG-3 edrtunarimop,
anbda (IMP321) y kombiHaLii 3 nem6ponizymadom (aHTaroHicT PD-1)», ko gocnigxeHHsa TACTI-002, sepcis
4.1 hiHasbHa, Big 8 yepBHA 2021 poky; cnoHcop - Immutep S.A.S., ®paHuis

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKA/T AEBE/TIONMEHT YKPAIHA»

BYNO CTAJIO
Immutep S.A.S., 21 rue Jean Rostand, 91893 | Immutep S.A.S., Parc Les Algorithmes, Batiment
Orsay, France Le Pythagore - RDC Droite Departementale 128,
Route de I'Orme aux merisiers, 91190 SAINT-
AUBIN

11. 3miHa Ha3BM Micusa NpPoBeAeHHA KiHIYHOro BUNpPoG6yBaHHA; 3MiHa BignoBigasibHOro gocnigHukay
MicLlii NpoBeAEeHHA KMIHIYHOro BUMPOOGYBAHHA [0 MPOTOKOY KNiHIYHOIO AOCNIMKEHHA «EQEKTUBHICTD,
6e3neyHicTb, NepeHoCUMIcTb i hapmakokeHeTka TodauUTUHIGY Npu JlikyBaHHI CUCTEMHOIO HOBEHI/IbHOrO
igionaTnyHoro apTpuTy (CHOIA) 3 aKTMUBHUMW CUCTEMHMMU NPOSIBAMM Y AiTei Ta NigniTkiB», Ko AOCiAKEHHS
A3921165, 3 iHKOPNOPOBAHOO NONPAaBKOIO 7 Big 22 cepnHA 2022 poky; cnoHcop - MNdyaiizep IHk, CLUA [Pfizer
Inc, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
K.M.H. Bumxra O.B. K.M.H. 3BeHiropopcbka I'.10.
BiHHMUbKa OoGslacHa guTA4Ya KiiHiYHa nikapHsa, | KOMyHanbHe  HekowmepuiliHe  MigNPUEMCTBO
BigAiNEHHsI negjatpii Nel, BiHHMUBKMI | «BiHHMLbKA Oo6/MacHa AUTAYA KNiHIYHA NikapHA
HalioOHaNbHWIA  MeAWYHUA  YHIBEpCcUTeT BiHHMULKOT o6nacHoi Pagu», BingineHHs negiaTpii
im. M.l. MuporoBa, kadegpa negiatpii Neo2, Nel,  BiHHMUbKMIA  HauiOHa/NIbHWIA  MeanYHWI
M. BiHHMUS yHiBepcuteT iM. M.l. MuporoBa, kadegpa negiaTpii

Ne2, M. BiHHMUSA




12. bpouypa gocnigHuka npenapaty JNJ-54767414 (gapatymymat), BugaHHa 19, Big 15 rpyaHa 2022
poky; IHchopmauia ansa nauyieHta i Popma iHhopmoBaHoi 3roau, Moaenb ansa YkpaiHu, sepcisa 9.0 Big 02
noToro 2023 poKy, YKpaiHCLKOIO Ta POCiiCbKOK MOBaMU [0 NPOTOKO/TY K/iHIYHOTO AOC/iAKeHH:A «da3a 3,
paHAoMi30BaHe KOHTPOMbOBaHe BiAkpuTe focnifxeHHs Benkeigy (6opte3omi6), mendanaHy Ta npeaHi3oHy
(BMIM) y nopiBHAHHI 3 gapatymymadom y komb6iHauii 3 BMI (O-BMM) y paHiwe HenikoBaHUX MauieHTiB 3
MHOXWUHHOK MIEIOMOI0, SIKMM He NoKa3aHa BMCOKOA030Ba Tepanis», Ko aoc/impkeHHs 54767414MMY3007, 3
iHKoprnopoBaHoto nonpaskoto 8 Big 02 yepBHA 2021 poky; crnoHcop - «AHcceH-Cinar IHTepHewHn H.B.»,
Benbris

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

13. 3miHa BignoBigasbHOro AocnigHWKa [0 NPOTOKOMY KNIHIYHOIO AocnimkeHHs «PaHaomizoBaHe,
noagiviHe cnine, nnaueb0-kOHTPO/IbOBaHe aocnimkenHs |l chasu ans ouiHkm nemoponisymadcy (MK-3475) y
NMOEAHaHHI 3 CYMyTHbOK XIMIONMPOMEHEBOK Tepaniel 3 nogasibluMM BBEAEHHAM nembponizymaby 3
onanapuéom (MK-7339) a6o 6€3 HbOr0 y MOPIBHAHHI AWWE 3 CynyTHLOK XiMIOMPOMEHEBOK Tepanier B
YYaCHMKIB 3 HELWOAaBHO AiarHOCTOBAHMM MOKasli3oBaHMM APiOHOKNITUHHUM pakom nereHis (J1IAP/)», koa
pocnipkeHHs MK-7339-013, 3 iHkoprnopoBaHot nonpaskoto 04 Big 12 BepecHa 2022 poky; cnoHcop - TOB
Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBApUCTBO 3 06MEXEHOH0 BignoBigasbHICTI0 «MC/ YkpaiHa»

BYNO CTANO

K.M.H. Pucnaesa [.E. K.M.H., Aou. Cokonoscbka M.B.
NikyBaNbHO-AjarHOCTUYHMIA  LIeHTp ToBapuctBa 3 | JlikyBaslbHO-4jarHOCTUYHUIA LIeHTp TOoBapucTtea 3
o6MmexeHoto BiAMNOBIAANbHICTIO «Mepikc-peii | o6mexeHo BiANOBIAaNbHICTIO «Mepijkc-peli
IHTepHewHn Tpyn» JlikapHA i3painbCbKoi OHKONOTIT | IHTepHewHn Tpyn» JlikapHA i3painbCbKoi OHKONOTIT
«LISOD», BiggineHHa KAiHIYHUX Ta HaykoBux | «LISOD», BiggineHHa KAIHIYHUX Ta  HayKOBUX
OOCNiAXEHb, C. MmoTtn, KuiBcbka 06n., | gocnimkeHsb, C. Mmotn, KuniBcbka 0671.,
O6yXiBCbKNA p-H. O6yXiBCbKNA p-H.

14. OHOBMEHUI NPOTOKOJ KAiHIYHOro BMNpoGyBaHHA 63935937MDS3001 3 nonpaBkoiw 8 Big 30
nucrtonaga 2022 poky; Martepianu gna ydyacHukiB gocnigkeHHA: IHpopmauisa gna nadieHta i dopma
iHcbopmoBaHoi 3rogn, Mogenb gna YkpaiHu, Bepcia 3.0 Big 23 ciuHA 2023 poKy, YKPAiHCbKOK Ta
pociiicbkolo MoBamu; JIUCT ANA YYaCHUKIB AocnigpKeHHA «Pe3ynbTaTu KNiHIYHOro foCifXeHHa ans
fioro yuacHukiB», Big 03 niotoro 2023 pokKy, YKpaiHCbKOK Ta POCiliCbKOKO MOBamMu [0 MpPOTOKO/Y
KNiHIYHOrO BUNPOGYBaHHA «JocnimxeHHs 3 ouiHku npenaparty Imetenbctat (GRN163L) y nikyBaHHI 3a1eXHUX
Bif TpaHCuysiii mauieHTiB 3 MienogmcnaactuyHum cuHgpomom (MAC) 3 «HU3bKMM» ab0 «NpPOMDKHUM-1»
CTyrneHeM pusnky 3a wWwkanot IPSS, 3 nporpecyBaHHAM abo BiCYTHICTIO BiANOBIAI HA Tepanito eputTponoes-
cTumynioroumn areHtamu (ECA)», kog, pgocnimkeHHs 63935937MDS3001, 3 nonpaskoto 7 Big 02 BepecHs
2021 poky; cnoHcop - MepoH KopnopeiiwH, CLUA / Geron Corporation, USA

3aasBHuK - TOB «MAPEKCE/T YkpaiHa»

15. Bpouwypa gocnigHuka gna Tpacty3dymaé emtaHcuH (R05304020, Kagcina®), Bepcia 17, rpyaeHb
2022 p. 40 NpPOTOKOAY K/iHIYHOrO AOCNiAXKEeHHs «PaHaoMi3oBaHe, NoAgiiHe ciine, nnaueb0-KoOHTPoIboBaHe
pocnimpkeHHs casu Il ans ouiHkM edheKkTMBHOCTI Ta 6€3NeYHOCTi af’toBaHTHOT Tepanii ate3oiisymadom abo
nnauebo y kombiHaujii 3 TpacTysymabom eMTaHCUMHOM Yy nauieHTiB i3 HER2-No3UTMBHUM pakoM MOJSIOYHOI
3a/1031 3 BUCOKMM PU3NKOM peLmauBy Micns nepegonepawiiiHoi Tepanii», kog, gocnimxkeHHs WO42633, Bepcis
3 Big 23 ntoToro 2022 p.; cnoHcop - ®.XoddmaHH-/1a Pow /T4, LWBeiiuapis

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

16. OHOBeHMIT NPOTOKOA KNiHiYHOro AocnimpkeHHA D9481C00001, Bepcis 7.0 Big, 10 ciuHA 2023 poky;
OHOBMEeHe MapKyBaHHSA [OC/iAKYBaHOro 3acod0y — 9 po3KpuMBHUX Kancyn LiuknocunikaT LUpPKOHito
HaTpilo, NOPOLLOK AJ15 NepopasibHOI cycneHsii, haza kopekuii (Bottle Label - Correction Phase), Bepcis
7.0 Big 18 ciuHA 2023 poKy; OHOB/IEHe MapKyBaHHS A0CNigKYBaHOIro 3aco0y — 32 pO3KPUBHUX Kamncynu
LUuknocunikaT UMPKOHiIO HaTpilo, NOPOLWIOK A1 NepopasibHOI cycneHsii, ¢asa TpuBasoro
niaTpumytouoro nikyBsaHHs (Bottle Label - Long term Maintenance Phase), Bepcia 7.0 Big 18 ciuna 2023
poKy; OHOB/ieHe MapKyBaHHSi AOC/ifHKyBaHOro 3acoGy — 9 po3KpuMBHUX Kancyn Liuknocunikar
LMPKOHIl0 HaTpito, NOPOLWOK ANA NepopasibHOI cycneHsii, pasa niaTpumyroyoro nikysaHHsa (Bottle
Label - Maintenance Phase), Bepcia 7.0 Big 18 ciuHa 2023 poky; OHOBMEeHe MapKyBaHHS
pocnigpkyBaHoOro 3aco6y — Liuknocunikar LMPKOHiO HaTpilo, MOPOLOK ANA NepopasibHOI cycneHsil,
(Sachet Label - Correction, Maintenance and Long term Maintenance Phase), Bepcis 7.0 Big 18 ciuHs
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2023 poky; OHOBNeHe MapKyBaHHA AOC/iAKyBaHOro 3acodby - 3 nakeTuku-cawe LUwuknocunikat
LMPKOHIl0 HaTpilo, MOPOLLOK ANA NepopasibHOI cycneHsii, pasa kopekuii (Carton Label - Correction
Phase), Bepcia 7.0 Big 18 ciuHa 2023 poKy; OHOB/ieHe MapKyBaHHsS AOcChigXyBaHOro sacoéy — 9
nakeTukiB-cawe LuknocunikaT LUPKOHIIO HaTpilo, MOPOLWOK ANA nepopasibHOI cycneHsil, ¢asa
niaTpumyrouoro sikyBaHHA (Carton Label - Maintenance Phase), Bepcis 7.0 Big 18 ciuHa 2023 poky;
OHOB/leHe MapKyBaHHA [OC/ifKyBaHOro 3acoby - 32 nakeTuku-cawe Luknocunikatr LUPKOHItO
HaTpilo, NOPOLUOK AN nepopanbHOi cycneHsii, pasa TpuBasoro niaTpumMmyroyoro JsiikyBaHHs (Carton
Label - Long Term Maintenance Phase), Bepcis 7.0 Big, 18 ciuHsa 2023 poky; bpollypa gocnigHuka 3
npenapary UMWKIOCUIKAT LUUPKOHi0 HaTpito, BugaHHA 11 Big 05 TpaBHA 2022 pOKYy aHrAiiCbKOO
MOBOIO [0 MPOTOKONY K/IHIYHOrO AOCNiMKEHHA «BigkpuTe AoCNiMKeHHA ANns OUiHKM 6e3neyvHocTi Ta
edhekTmBHoCTI LUH y aiTei 3 rinepkaniemieto», kog, gocnimpkeHHs D9481C00001, sepcis 6.0 Big 11 nuctonaga
2021 poky; cnoHcop - Actpa3eHeka Ab, LLBeuis

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTIO «/TABKOP K/NIHIKAT AEBE/IONMMEHT YKPAIHA»

17. MonpaBka A0 nepeniky anbTepHAaTUBHUX  BUPOOGHUUMX  AiNlbHULBb  NaKyBaHHS
npenapartiB/Amendment to the alternative packaging sites lists, General IMPD/ IND alternative
packaging sites, General_|I_AMEN_1 967, Bepcia 1.0 Big 08 uepBHA 2022 poky: [Mepenik
anbTepHaTUBHMX BUPOOHMUMX AiNbHULb NakyBaHHA npenapartis | Alternative packaging sites, General
IMPD/ IND alternative packaging sites, General_|I_APS_975, Bepcisi 4.0 Big, 28 kBiTHA 2022 poKy; 3miHa
Ha3BM BUPOOHMKA [OCNigKYBaHOro fikapcbkoro 3aco6y CinoHimog, (BAF312), 0.1 mr, 0.25 mr, 0.5 mr, 1
Mr, 2 Mr, TaGNeTKU, BKPUTI N1iBKOBOKO 060J/1I0HKOI0, Ta BignoBigHoro nnaue6o 3 DHL Solutions Fashion
GmbH, HimeuuunHa Ha DHL Supply Chain Operations GmbH, HimeuunHa; [opaHHA BUPOOHUKA
pocnigxyBaHoro nikapcbkoro sacody Odcpatymymaé (OMB157), 50 mr/mn, po3umMH gns iH’ekuin y
nonepegHbO 3anoBHEHIW pyuli, Ta BignoBigHoro nnaue6o, a came: Fisher Clinical Services GmbH,
HimeuuuHa; 3miHa Ha3BU BUPOGHMKaA [OCNIAKYBAHOTIO JlikapcbKoro 3acody Ochatymymaé (OMB157),50
Mr/M1, PO3UMH ANA iH’EKWii y nonepeaHbO 3anoOBHEHid pyuui, Ta BignosigHoro nnaue6o 3 DHL
Solutions Fashion GmbH, HimeuyunHa Ha DHL Supply Chain Operations GmbH, HimeuuuHa; loaaHHs
BUPOGHUKA npenapaty nopiBHAHHA diHronimoa (FTY720), 0.25 mr, 0.5 mMr, kKancynu, Ta BignoBigHOro
nnaue6o, a came: Fisher Clinical Services GmbH, HimeuurHa; 3miHa Ha3BU BMPOGHUKA npenapary
nopiBHsAHHA PiHronimopg (FTY720),0.25 mr, 0.5 mr, kancynu, Ta BignosigHoro niaye6o 3 DHL Solutions
Fashion GmbH, HimeuunHa Ha DHL Supply Chain Operations GmbH, HimeuuunHa; MonpaBka ao Jocbe
[OocCnigpKyBaHOro nikapcbkoro 3aco6y BAF312, 0.1 wmr, 0.25 mr, 0.5 mr, 1 mr, 2 mr, Ta6neTkn, BKPUTI
NNiBKOBOK 060/10HKOI, 6002850 _SM_IP_AMEN_5_967, Big 19 rpygHAa 2022 poky: OHOBNEeHa CeKLif
Jocbe paocnimKyBaHOro nikapcbkoro 3aco6y BAF312, 0.1 wmr, TaGneTku, BKPUTI NNiBKOBOIO
060n0HKO: 2.1.P.8 «CTabinbHicTb», 6002850 _SM_I_P8_975, Bepcia 5.0 Big 20 rpygHa 2022 poky;
MopoBXXeHHSA TepMiHY NPUAATHOCTI AOCNifKYyBaHOro nikapcbKkoro 3aco6y CinoHimog (BAF312), 0.1 wr,
TabneTKn, BKPUTI NNiBKOBOIO 0G0/OHKOI0, A0 36 MicALiIB 10 MPOTOKO/Y K/iHIYHOrO AOCNIMKEHHA «2-piuHe,
paHAoMi3oBaHe, NoABiliHe chine AOCMiMKEHHS BiACYTHOCTI MeHLIOl e(heKTUBHOCTI, WO NpoBOANUTLCA B 3
rpynax pgns nopiBHAHHA ed)eKTUBHOCTI Ta 6e3neyHocTi ochaTyMmymady i CimoHiMogy 3 QUiHroniMogom y
NawuieHTiB ANTAYOr0 BiKY 3 PO3CIAHUM CK/1ePO30M, i3 NoAaNbLUUM BIKPUTUM PO3LLMPEHUM AOCNIIKEHHAM, KOL,
pocnipkeHHa CBAF312D2301, sepcia 00 Big 28 ciuHa 2021 poky; crnoHcop - «Hosaptic ®apma Al»,
Lsewuapis / Novartis Pharma AG, Switzerland

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

18. 3miHa Ha3BM MicUA NPOBEeAEHHA KMiHIUHOro AOCAiIMKEHHA A0 NPOTOKOMY K/IHIYHOro BUNPOOYBaHHS
«PaHgomizoBaHe nogagiviHe cnine gocnimpkeHHs 1l ha3m 3 BUBYUEHHST e(PEKTUBHOCTI Ta 6e3neyHOCTi npenapaTty
SAR442168 y nopiBHAHHI 3 Nnaue6o cepes yH4acHWKIB 3 BTOPUHHO-NPOrpPecyovmM po3cisHUM CKNepo3om 6e3
peumamsis (HERCULES)», kog gocnigpkeHHs EFC16645, 3 nonpaskoto 08, Bepcia 1 Big 14 rpyaHa 2022p.;
cnoHcop - Genzyme Corporation, USA (JxeH3aiim KopnopeiiwH, CLLA)

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

BYNO

CTANO

4.M.H., npod. Mawkoscbkuii B.M.

KomyHasibHe HekomepujiiHe mignpueMmctBo «Micbka
KniHiyHa nikapHsa Ne3» YepHiBeLbKoi MiCbKOT paau,
HEBPOJIOTiYHE BigAiNeHHS, Buwuii  gepxaBHUA
HaBYa/IbHUIA 3aknag, YKpaiHu «ByKOBUHCbKWiA
OepXXaBHUI MeAUUYHUA YHiBepcuTeT», Kadegpa
HepBOBUX XBOPOG6, ncuxiaTpii Ta MeguUHOI
ncuxonorii, M. YepHiBuj

O.M.H., npod. MawwkoBcbkuii B.M.

KomyHanbHe HekomepLiiHe nianpuemMcTBo
«UeHTpasibHa MicbKa  K/iHiYHA  fliKapHa»
UepHiBeLbKOT  MIiCbKOT  paju,  HeBpoJsoriyHe
BigAiNeHHs, ByKOBMHCbKUiA LepXXaBHUM

MeguuHUiA  yHiBepcuteT, Kadegpa HepBOBUX
XBOpPOO, mncuxiatpii Ta MeguUHOI MCUXONOrii
iM. C.M. CaBeHKa, M. YepHiBLiji




19. 3mMiHa Ha3BU MicuA NPOBeAEHHS KNiHIYHOro AOCAIMKEHHA [0 NPOTOKOY KNiHIYHOro AOCNiIKEHHSN
«PaHpomizoBaHe, noggiiHe cnine gocnimpkeHHsa 3 dasn NS BUBYEHHA eeKTUBHOCTI Ta 6e3neyHocTi
npenapaty SAR442168 y nopiBHAHHI 3 TepudinyHomigoMm (O6amkio®) B yyacHWKIB 3 peunavByrO4MMU
hopmamu po3scisHoro ckiepo3sy (GEMINI 2)», kog gocnigpkeHHs EFC16034, 3 nonpaskoto 08, Bepcid 1 Big 12
rpyzaHsa 2022p.; cnoHcop - Genzyme Corporation, USA (xeH3aiim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNO CTAJIO
O.M.H., npodp. MaLukoBCbkmii B.M. A.M.H., npody. MaLukoBCcbkmii B.M.
KomyHanbHe HekomepuiiiHe nignpnemcteo «Micbka | KomyHanbHe HekoMepLiiiHe nignpPUEMCTBO

KniHivyHa nikapHa Ne3» UepHiBeLbKOI MiCbKOT pagy, | «LleHTpaslbHa  MiCbKa  KMiHiYHA  NiKapHA»
HeBponoriyHe BigaineHHs, Buwmii  aepxaBHUiA | YepHiBelbKkOi  MiCbkoi  pagum, HeBpoO/oriyHe
HaBYaNIbHUIA 3aKknap YKpaiHu «ByKOBUHCBLKUIA | BigaineHHs, ByKOBUHCbKWiA AepXaBHuUM
OepXXaBHUIA MeguUYHUIA yHiBepcuTeT», Kadegpa | MeguuHUii  yHiBepcuTeT, Kadegpa HepBOBUX
HepBOBUX XBOpPOO6, ncuxiaTpii Ta MegUUHOI | XBOPOO, ncuxiarpil Ta MeauYHOI ncuxonorii
ncuxonorii, M. YepHisLi iM. C.M. CaBeHKa, M. YepHiBLi

20. BKnroyeHHa Ao0AATKOBOro Micusl MpoBeAeHHs KNiHIYHOro BUNpoo6yBaHHs; KapTka 3 KOHTaKTHUMU
JaHUMU Ha BUNa[oK eKCTPeHol cutyadii ansa YkpaiHu, sepcisa 1.1 Big 28 nrotoro 2023 p., yKpaiHCbKOIO
MOBO0; KapTka 3 KOHTaKTHUMM AaHMMWN HA BUNAA0K eKCTPeHol cutyauii ans YkpaiHu, sepcia 1.1 Big, 28
noToro 2023 p., pocificbKoio MOBOIO; KapTka 3 KOHTAaKTHUMU AAaHMMUW HA BUNAA0K €KCTPEHOT cuTyauii
AnAa Ykpaiin, Bepcia 1.1 Big 28 ntotoro 2023 p., aHMIIACbBKOK MOBOK [0 NPOTOKOY KiHIYHOIO
pocnipxkeHHs «MPOTOKO/T MPOAOBXEHHA NIKYBAHHA YYACHWKIB KAIHIYHAX AOCHIAXEHb
NANBOUUKNIBY, CMOHCOPOM SAKUX € KOMMAHIA «M®ANIEP», kog gocnimkeHHs A5481173,
ocTaTo4yHuiA npoTokos, 17 nuctonaga 2021 p.; cnoHcop - MNMdaisep IHK., CLUA

3asBHuK - MNMdainsep IHK., CLUA

Ne MN.l.B. BignoBigasbHOro gocnigHuKa

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPOOGyBaHHSA

O.M.H., npod. BoHpapeHKo |. M.

KomyHanbHe HekomepLuiiHe mignprueMcTBo «Micbka KniHiuHa nikapHs Ne 4» [OHINpOBCLKOI MiCbKOT
paau, XimioTepaneBTUYHe BiAAiNEHHS 3 AeHHUM CTalioHapoM, [JHINPOBCLKNIA AepPXaBHW MeaNYHWIA
yHiBepcuTeT, kaddeapa OHKOJIOriT Ta MeInYHoT pagionorii, M. [IHINpo

21. Bpowypa pgocnigHuKa AOCNigKyBaHOro Jikapcbkoro 3aco6y JNJ-54767414 (papatymymac),
BupaHHA 19 Big 15 rpypHa 2022 poKy aHI/iicbKOKO MOBOKO aHIMilicbKolo MoBoto; IHhopmauisa ans
naudieHta Ta Popma iHhopmoBaHoi 3roau, Bepcisa 17.0 Big 03 noToro 2023 poKy yKpaiHCbKOK Ta
pocilicbkolo MOBaMU [0 NPOTOKONY KAIHIYHOro BMNPoOyBaHHA «KniHiuHe AochigpKeHHS 3 dpasn NOPIBHSIHHSA
Aaparymymaly, boptesomioy Ta [ekcameTtaloHy (DVd) 3 Boptesomibom Ta [ekcameTtaszoHom (Vd) y
nawieHTiB 3 peLnanBHOI0 YM peddpakTePHO0 MHOXWUHHOK MIETOMOIO», KOA focimkeHHA 54767414MMY 3004,
3 nonpaskoto INT-7 Big 31.03.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

22. bpouwypa gocnigHuka AocnigKyBaHOro sikapcbkoro 3acooy CT-P13, Bepcia 20.0 Big 06 ciuHA
2023p., aHrMiACbKOK MOBOI [0 MNPOTOKO/Y K/iHIYHOrO BMNpobyBaHHA «PaHgomizoBaHe, niauebo-
KOHTPO/IbOBaHe, NOABIHE cnine [ocnimxkeHHs hasn 3 o5 ouiHKM edpekTUBHOCTI | 6e3neyHocTi npenapaty CT-
P13 (CT-P13 SC), BBeAeHOro nifLwkKipHO, B SKOCTI MigTpMMyoUol Tepanii nauieHTiB i3 XBopobow KpoHa
cepefiHbOoro Ta BaXXKOro CTyneHs TSXXKOCTi», koA aocnigpkeHHs CT-P13 3.8, Bepcis 6.0 Big 03 cepnHa 2020 p.;
crnoHcop - LENNTPIOH, IHk., Pecny6nika Kopes (IMiBaeHHa Kopes)/CELLTRION, Inc., Republic of Korea
(South Korea)

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

23. HaBuanbHuii moaynb i3 KOpUCTyBaHHA nopTatuBHuM npuctpoem (HH Training Module eCOA
Handheld Screenshots), Bepcisi 1.00 ykpaiHCbKOI0 MOBOIO ANA YKpaiHu Big 17 rpyaHa 2020 p., Bepcia
1.00 pociiicbkolo MOBOIO ansA YkpaiHu Big 11 rpyaHa 2020 p.; HaBuyasibHUiA MoAy b i3 KOPUCTYBaHHSA
nnaHweTtoM (TrainingModuleT eCOA Tablet Screenshots), Bepcisa 2.00 yKkpaiHCbKOIO MOBOIO ANA
YKpaiHuu Big 25 nuctonaga 2020 p., Bepcis 2.00 pocilicbkolo MOBOIO afisi YKpaiHu Big 06 nuctonaga
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2020 p.; AHKeTa nonepeaHboro Biao6opy (Trials24_Online Prescreening), Bepcifi yKpaiHCbKOO MOBOIO
Big 20 noToro 2023 p., Bepcif pociiicbkolo MOBOIO A/1s YKpaiHu Big 20 ntotoro 2023 p.; 3miHa Ha3BuU
MicUus NpoBeAeHHs1 KNiHIYHOro AOCAiMKEHHA [0 NPOTOKONY KIIHIYHOrO AOCNifxeHHsa «baratoueHTpose
paHAoMi3oBaHe, NoABIHO cnine, nnauebo-koOHTpoNboBaHe AochigpkeHHs [l ha3n 3 MeTO OLiHKM 03aHiMoAy
ONS NpuitoMy NepopasibHO NpY MPOBEAEHHI IHAYKLUINHOT Tepanii nauieHTam i3 cepefHbOTSHKKMM ab0 TSHKKUM
nepebirom xBopobu KpoHa B akTuBHii chopmi (gocrimkeHHA No2 3 OUuiHKM iHAYKUIAHOT Tepanii)», Ko
pocnipkeHHs RPC01-3202, pepakuisa 6.0 Big 14 yepsHA 2021 p.; cnoHcop - «CengxeH IHTepHewwHn 1l Capn»
(Celgene International Il Sarl), LiBeiuapis

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

BYNO CTANIO
K.M.H. MnporosBcbkuii B.1O. K.M.H. MnporosBcbkuii B.HO.
KomyHasibHe HekomepLiiHe nignpunemcTteo | KomyHasibHe HeKoMepLUiHe nigNnpUeEMCTBO

KuiBcbkoi o6nacHoi paaum «KuiBcbka ob6nacHa | KniBcbkol o06nacHoi paau «KuiBcbka obnacHa
KniHiYHa nikapHsa», MPOKTO/MOriYHe BifAiNneHHA | KNiHiYHA NikapHa», MNPOKTONOriyHe BigAineHHsA,
FacTpoeHTEepPONOriYHOro LeHTpy, M. Knis M. Knis

24. NucT-po3’sicHeHHsA Big 21 rpyaHsa 2022 poky Ao MpoTtokony KiiHiYHOro BunpooysaHHsa GA43191,
Bepcis 2 Big 12 cepnHsa 2021 poKy, aHIiNCbKOK MOBOIO; Jluct Big CnoHcopa, Big 21 rpyaHsa 2022 poky,
aHrniicbkoro moBoto; Kaptka nauieHTa Bepcis 2.0.0 Big 25 ciuHA 2023 poKy Ans YKpaiHy, YKPaiHCbKOKO
MoBOt0; bpouypa gocnigHuka RO4877533 ACTEMRA, RoActemra (tocilizumab) Bepcis 24 Big BepecHsi
2022, aHrnificbkoro MOBOK [0 NPOTOKO/Y KAiHIYHOrO pocnimkeHHs «DPA3A IB, BATATOLEHTPOBE,
BIAKPUTE AOOCHNMKEHHA 3 ECKANAUIEO [03M 3 METOK OUIHKM  BE3MNEYHOCTI,
MEPEHOCUMOCTI, ®APMAKOKIHETUKN | ®APMAKOANHAMIKM  MIAWKIPHOIO BBEAEHHA
MOCYHETY3YMABY B YYACHWKIB 3 CUCTEMHM YEPBOHWM BOBYAKOM>», KO [OCNILKEHHS
GA43191, Bepcis 2 Big 12 cepnHa 2021; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland / ®. XodhdmaHH—
Na Pow N1a, Weeliyapis

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

25. HaBuanbHuii moaynb i3 KOpUcTyBaHHA nopTatuBHuM npuctpoem (HH Training Module eCOA
Handheld Screenshots), Bepcisi 1.00 ykpaiHCbKOIO MOBOIO ANA YKpaiHu Big 17 rpyaHa 2020 p., Bepcia
1.00 pociiicbkolo MOBOIO AansA YkpaiHu Big 11 rpyaHa 2020 p.; HaBuyasibHUiA MoAy b i3 KOPUCTYBaHHSA
nnaHweTtoM (TrainingModuleT eCOA Tablet Screenshots), Bepcia 2.00 yKkpaiHCbKOIO MOBOIO ANA
YKpaiHuu Big 25 nuctonaga 2020 p., Bepcis 2.00 pocilicbkolo MOBOIO anisi YKpaiHu Big 06 nuctonaga
2020 p.; AHKeTa nonepeaHboro Biao6opy (Trials24_Online Prescreening), Bepcisi yKpaiHCbKOO MOBOLO
Big 20 notoro 2023 p., Bepcis pocCilicbKkoo MOBOIO A1A YKpaiHu Big, 20 notoro 2023 p. 40 NpoTOKoNy
KNiHiYHOro JocnigkeHHs «baratoueHTpoBe paHAoMi3oBaHe, MNOABIMHO chnine, naauebo-KOHTPO/IbOBaHe
pocnigxenHs 11l hasn 3 MeTO OUiHKM O3aHiMoAy ANA NpuiioMy NepopasibHO NpW NPOBEAEHHI IHAYKLiAHOT
Tepanii nauieHTam i3 cepefHbOTSXKMM abo TsxkMM nepebirom xBopo6u KpoHa B akTuBHIA hopMi
(mocnimxeHHs Nel 3 ouiHKv iHAYKLiAHOT Tepanii)», ko aocnigpkeHHs RPC01-3201, pegakuis 6.0 Big 14 yepBHSA
2021 p.; cnoHcop - «CenmxkeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LWseiiuapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

26. 3MiHa Ha3BU MicLs NMPOBeAEeHHS1 K/TIHIYHOro AOCiMKEHHS1 A0 MPOTOKO/Y KAIHIYHOrO AO0CNIIKEHHSA
«[10BrocTPOKOBE PO3LUMPEHE AOCMIMKEHHS 3 OUIHKM 6e3nekn Ta edpeKkTMBHOCTI npenapaty SAR442168 y
YYaCHWKIB AOCMKEHHS 3 peunanByroUMM PO3CITHUM CKIepo30M», Kog, AocnimkeHHs LTS16004, 3 nonpaBKowo
07, Bepcida 1 Big 12 rpygHa 2022 poky; cnoHcop - Genzyme Corporation, USA (xeH3aiim KopnopeliwH, CLUA)
3asBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

BYNO CTANIO
O.M.H., npody. MawkoBcbknii B.M. A.M.H., npodp. MawkoBcbknii B.M.
KomyHasnibHe HekomepuiiiHe nignpnemcTBo «Micbka | KomyHanbHe HekomepLjiiHe nignpPMeEMCTBO
KniHiyHa nikapHA Ne3» YepHiBeLbKOT MiCbKOT paaK, | «LeHTpasibHa  MicbKa  K/iHIYHA  JliKapHA»
HeBPOJIOriyHe BiadineHHs, M. YepHisLi UepHiBeupkoi  MiCbkOT  paau,  HEBPOJIOrivyHe
BigAiNeHHs, M. YepHiBLi

27. HaBuasibHUIA MOAY/b i3 KOPUCTYBaHHA nopTtatuBHuM npuctpoem (HH Training Module eCOA
Handheld Screenshots), Bepcisi 1.00 ykpaiHCbKOI0 MOBOIO ANA YKpaiHu Big 17 rpygHa 2020 p., Bepcisa
1.00 pociiicbKolo MOBOIO anfA YKpaiHu Big 11 rpyaHs 2020 p.; HaBuanbHUiA Moaynb i3 KOPUCTYBaHHA
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nnaHweTtoM (TrainingModuleT eCOA Tablet Screenshots), Bepcia 2.00 yKpaiHCbKOO MOBOI ANA
YkpaiHu Big 25 nuctonaga 2020 p., Bepcis 2.00 pocilicbkolo MOBOIO A/is YKpaiHu Big 06 nuctonaga
2020 p.; 3miHa Has3Bu Micus MpoBefEeHHA KAIHIYHOro AocnigkeHHA [0 MNPOTOKO/Y KAiHIYHOro
BUNpobyBaHHA «[logaTkoBe 6araToLeHTPOoBe BiakpuTe aocnimkeHHs Il ha3n 3 MeTo OUiHKM o3aHiMoAy AN
nepopasibHOro NPMioMy Npu JTiKyBaHHI NaLi€HTIB i3 cepeAHbOTSHXKKMM abo TsHKKMM nepebirom xBopobu KpoHa B
aKTMBHI doopmi», kog aocnigpkeHHs RPC01-3204, pegakuis 6.0 Big 14 yepsBHsa 2021 p.; cnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International 1l Sarl), LBeliyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAA/BHICTIO «Ml EC AU-YKPAIHA»

BYNO CTANNO
K.M.H. Mnporoecbkuii B.HO. K.M.H. Muporoscbkuii B.1HO.
KomyHanbHe HeKoMepLiiiHe nignpuemcTBo | KomyHasibHe HeKoMepLiiHe nigNnpUeEMCTBO

KuiBcbkoi obnacHoi pagn «KuiBcbka o6nacHa | KuiBcbkoi obnacHoi pagn  «KuiBcbka o6nacHa
KNiHIYHa niKkapHa», NPOKTOMOriuHe BiAAINEHHA | KNiHiYHa niKapHa», NPOKTONOriuHe BigAiNeHHs,
FacTPOEHTEPOIOriYHOIO LeHTpy, M. K1is M. KniB

28. IHchopmauia agna naugieHta Ta popma iHopmoBaHOT 3rogu, octatovHa pegakuisa 8.0 onsa YkpaiHu
Big 08 nitoToro 2023 p., ocTaTtouHUi Nepeknap, 3 aHriucbKOT MOBU Ha YKpaiHCbKY MOBY Bijg, 10 6Gepe3Hs
2023 p., ocTaTOYHMIA Nepeknag 3 aHrNilicbKoi MOBU Ha pociiicbKy MoBy Big 10 6epe3Hsa 2023 p. go
MPOTOKONY K/iHIYHOTO AO0C/iIKEHHSA «baraToueHTpoBe HenopiBHAMIbHE AOC/iIAKEHHA NOHecumopy mnpu
[OBroTpMBasIOMy 3aCTOCyBaHHi B 403i 20 Mr 3 METO OLLiHKM Ooro 6e3ne4HOCTi, NepPeHOCMMOCTI Ta 34aTHOCTI
KOHTPO/Il0BaTM Nepebdir 3axXBOPHBAHHA Yy XBOPMX Ha peuuamBytounii po3CisHWiA Ckiepo3 (MPOAOBXEHHS
pocnigpkeHHs AC-058B301)», koa pocnimkeHHs AC-058B303, pepakuisa 6.UKR.A Big 04 cepnHa 2022 p.;
cnoHcop — «AkTenioH dapmacbioTukans Jlimiteg», Lseliyapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAAIBHICTIO «MI EC AW-YKPAIHA»

29. OHOBJ1eHUI NPOTOKOJ1 3 IHKOPNOPOBaHOO NonpaBKoto 9 Big 23 nuctonaga 2022 poky aHrNikiCcbKOK
MoBoOI0; 3anyueHHs1 Toprosoi Hassu J)XXVUCENEKA® (JYSELECA®) ans pocnigkyBaHOro nikapcbKoro
3aco0y DinroTiHio (GS-6034) (GS-6034; dinroTiHi6); Ta6s1eTKU, BKPUTI NIIBKOBOO 060/M0HKOI; 100
a60 200 mr; Bpollypa gocnigHuka pocnigxysaHoro nikapcbkoro sacooy JXVUCENIEKA® (JYSELECA®)
(PinroTiHi6 (GS-6034)), BugaHHA 17 Big 15 nunHa 2022 poKy aHrniiicbkoro MoBoo; IHhopMaviiiHnii
nuctok Ta popma iHhopMmoBaHOi 3rogu nauieHTa, Bepcis 11.1.0 Big 05 rpyaHAa 2022 poKy YKpaiHCbKOO
Ta pociiicbkolo moBamu; 3MiHa Ha3BM MiCLA NPOBEeAEHHA K/iHIYHOro BUNMPOGYBaHHA [0 MPOTOKO/Y
KMIHIYHOTO [OC/iMKEHHS «[JOBrOCTPOKOBE MOAOBXEHE AOCNIMKEHHS ANS OUiHKM 6e3nekn pinroTiHiby y
nauieHTiB i3 XxBopobot KpoHax», koa aocnigpkeHHss GS-US-419-3896, 3 iHKOpnopoBaHow nonpaskoto 8 Big 02
rpyaHs 2021 poky; cnoHcop - Galapagos NV, benbris

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

BYNO CTANO
K.M.H. [ly6oBuii B.A. K.M.H. ly6oBuii B.A.
KniBcbka MicbKa KniHiuHa nikapHa Nel8, | KomyHanbHe  HekomepuiiHe  NignpPUEMCTBO
NPOKTO/I0NYHE BigAiNeHHsA, M. Knis «KniBcbka MicbKa KniHiyHa nikapHa Ne18»

BUKOHaB4Yoro opraHy KuiBCbKOi MiCbKOi paau
(KuiBCcbKOi MiCbKOi AepXaBHOI agMiHicTpadii),
NPOKTONOriYHE BigaiNeHHsa, M. Kuis

30. OHoBneHui npotokon MS200527-0086, Bepcia 7.0 Big 02 rpygHa 2022 poky; IlHcopmauiiiHnii
NINCTOK i hopma 3rogu — BigKkpuTe poswnpeHe gocnigxeHHs, Bepcia V5.0UKR(uk)1.0 Big 09 nitotoro
2023 poky, nepeknapg YKpaiHCbKOI MOBOIO Bif 22 ntoTtoro 2023 poky; IHchopmauiiiHuia nucTok i oopma
3rogn - BigKpuTe poswwupeHe aochnimkeHHs, Bepcia V5.0UKR(ru)1.0 Big 09 niotoro 2023 poky,
nepeknaj pociicbKold MOBO Big 22 nwTtoro 2023 poKy A0 NPOTOKOMY KAiHIYHOrO A0CAigKEHHS
«PaHpomizoBaHe, noggiiiHe cnine, nnaueb60-kOHTPOAbLOBaHe AocnigxeHHs |l asn npenapaty M2951 3
napanesibHoK rpynoto 3acToCyBaHHS aKTUBHOIO KOHTPONIO (Npenapaty Tekdigepa) 3a Bigkputum mMeTogom y
nauieHTiB 3 peumanByOUMM PO3CIAHUM CKNepPo30M ANSA OLUiHKM eheKTUBHOCTI, 6e3neYHoCTi, NepeHoCMMOCTi,
hapMakokiHeTVKn Ta 6i0/10rYHOT aKTUBHOCTI», KofA JocnimpkeHHa MS200527-0086, sepcis 6.0 Big 08
nuctonaga 2019 poky; cnoHcop - Merck KGaA, HimeuunHa

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



31. OHOBnEHMiT NPOTOKON KAiHIYHOro BUNpo6yBaHHA G1T28-208, 3 iHKOPNOpPOBaHO MoOMNpaBKoto 4,
Bepcis 5.0 Big 23 ntotoro 2022 poky; OHOBNEHUIT NPOTOKOJ KJiHIYHOTO BUNpo6yBaHHA G1T28-208, 3
iHKOopnopoBaHoto nonpaekoto 5, Bepcis 6.0 Big 18 ciuHA 2023 poky; IHhopMmauis ansa nauieHTa i popma
iHhopMoOBaHOI 3ron Ha y4acTb Y HAYyKOBOMY KNiHiYHOMY AaocnipkeHHi G1T28-208, Tunosa chopma ana
YkpaiHu, Bepcisa 2.0 Big 14 kBiTHA 2022 pokKy, YKpPaiHCbKOK Ta POCi/iCbKOIO MoBaMu [0 MPOTOKOMY
KMIHIYHOTO AOoCNigpKeHHs «PaHaoMi30BaHe, NoggiiHe chine AocnimkeHHs 3 dhasn Tpuiaymknioy abo nnaye6o
y nauieHTiB, SKi OTPUMYKOTb XimioTepanito remuutabiHoM i kapbonnartvHom nepwoi abo Apyroi AiHii
XimioTepanii gns JikyBaHHA MICLEBOMOLINPEHOr0 Hepe3ekTabenbHOro abo meTacTaTM4HOro MOTPIAHO-
HeraTMBHOrO paky Mono4yHoi 3an103n (PRESERVE-2)», ko gocnigxeHHss G1T28-208, nonpaBka 3 Bepcia 4.0
Big 02 6epesHs 2021 poky; cnoHcop - «[ki YaH TepanbtoTike, IHK.»/ G1 Therapeutics, Inc., CLUA

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

32. OHoBeHWiI NPOTOKON KMiHIYHOrO BUNPOGYBaHHA, Bepcia 6 Big 08 rpyaHa 2022 p.; OHoBeHa
®dopma iHhopmoBaHOi 3rogu, Bepcisa 6.0 nA YKpaiHM yKpaiHCbKOK Ta pociiicbkoio moBamu Big 06
moTtoro 2023 p. Ha ocHoBi maiicTep-Bepcii chopmu iHhopmoBaHoi 3rogu anAa gocnimpkeHHsa Y042137,
Bepcisa 7 Big 14 rpygHa 2022 p. 40 NPOTOKOAY KIHIYHOIO AocnimkeHHs «PaHgomizoBaHe, noagiliHe cnine,
nnaue6o-koHTpoboBaHe hasu Il gocnimkeHHA aTesonizymady B NoefHaHHi 3 Tiparosiymabom (aHTu-TIGIT
aHTUTIIO) abo 6e3 Tiparonymaby y MauieHTiB i3 Hepe3ekTabeslbHOW MI0CKOKAITUHHOK KapLMHOMOH)
CTpaBoOxohy, 4uMs KapLuuMHOMa He nporpecysasia nicns paguvkasibHOT XiMIOMPOMEHEBOT Tepanii», Kopf,
pocnigpkeHHss YO42137, sepcisa 5 Big 27 cepnHs 2021 p.; cnoHcop - ®.XoddpmaHH-/1s Poww Jta, LWWeeliuapis
3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

33. OHoBneHuii npotokon BO40729, Bepcia 6 Big 23 ciuHA 2023 poKy aHIMiNCbKOK MOBOIO;
IHhbopmauiiiHuiA nucTok nauieHTa Ta dpopma iHchopMoBaHoOI 3rogu Ans YKpaiHu, Bepcia 5.0 Big 21
rpyaHa 2022 poky ykpaiHCbKOO Ta pociiicbkoto moBamu; [lonoBHeHHA Ne2 Big 27 nuctonaga 2022 poky
po bpowypu gocnigHuka, RO5541267, Tecentriq (ATesonisyma6/Atezolizumab), Bepcis 19 Big cepnHa
2022 poKy aHrliicbkolo MOBOIO; 3MiHA Ha3BM Micus NMPOBEeAEHHA K/IHIYHOrO BUNPOGYBaHHA [0
NPOTOKOY KNiHIYHOro AOC/iMKEeHHS «BigkpuTe 6araToueHTpoBe A0AaTKoBe AOCNIIKEHHS B NALEHTIB, paHille
BK/IKOYEHNX [0 JOCNiMKEHHS npenapaTty ATe3onizymat, cnoHcopom sikoro € Genentech ta/a6o F. Hoffmann-
La Roche Ltd (IMBRELLA B)», kof gocnigxeHHs BO40729, sepcia 5 Big 27 ciuHa 2022 poky; CNoHcop -
F. Hoffmann-La Roche Ltd. /®. XoddmarH-/19 Pow /114., LLBeiiyapis
3asaBHuUK - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIOAJIBHICTIO
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

«PAPMACBLIOTIKAT PICEPY

BYNO

CTAO

O.M.H., npody. BoHaapeHko |.M.
KomyHanbHuii 3aknap, «Micbka KniHiYyHa nikapHs

Ned» [HINPOBCLKOI MICbKOI paan, BigAiNeHHA
ximioTepanii, JepxaBHuii 3aknap,
«[lHinponeTpoBCbKa MeAnYHa akagemis

MiHicTepcTBa OXOpPOHU 3[0pPOB’A  YKpaiHU»,

O.M.H., npody. BoHaapeHko |.M.

KomyHaslbHe  HeKomepuiiiHe nigNnpUeMcTBO
«Micbka KniHiYHa nikapHAa Ned»  [HINPOBCHKOI
MICbKOI paau, ximioTepaneBTUYHe BigAiNeHHA 3
AEHHUM cTauioHapowm, [HinpoBcbKuii
AepXaBHUA MeguuHWii yHiBepcuTteT, kadegpa

Katbegpa OHKosorii Ta MeAuyHOl  pafionorii,
M. [Hinpo

OHKONOriT Ta MefuYHOoI pagionorii, M. JHINpo

34. OHOBJIEHUIA NPOTOKOJ K/iHIYHOro BUMNpo6yBaHHA XL184-315, nonpaBka 5.0 Big, 24 ciuHsa 2023 poky
aHrniicokolo moBol; Bpowypa pocnigHuka npenapaty TeueHTpuk (Tecentriq) (ATe3onisymat
(Atezolizumab)), Bepcia 19 Big cepnHa 2022 poKy aHrAiicbKow MOBOK; JonoBHeHHA Nel Big 14
XOBTHA 2022 poky po Bpowypu pocnigHuka npenapaty TeueHTpuk (Tecentriq) (Ate3onisymad
(Atezolizumab)), Bepcia 19 Big cepnHs 2022 poKy aHrniiicbkoro MOBOWO; [lonoBHeHHs1 Ne2 Big
nucrtonaga 2022 poky Ao Bpowypu aocnigHuka npenapaty TeueHTpuk (Tecentriq) (Ate3onisymat
(Atezolizumab)), Bepcis 19 Big cepnHAa 2022 poky aHrnificbkoto MoBoto; Momusika Big 19 )xoBTHA 2022
poky B Bpouiypi gocnigHuka npenapaty XL184 (Ka603aHTiHiG) Bepcii 18, Big 07 nunHa 2022 poky (B
Bpoulypi gocnigHuka npenapaty Ka6o3aHTiHIi6 (Cabozantinib (XL184)), Bepcis 18.0 Big 07 nunHa 2022
POKy) aHrniicbKo MOBOK; OCHOBHMIA iHhOpMaUiliHMiA NNCTOK NauieHTa Ta ¢popma iHchopmoBaHOi
3roau ansa YKpainm, sepcis 6.0 Big 14 notoro 2023 poKy yKpaiHCbLKOKO Ta pocilicbKolo MoBaMu; 3miHa
Ha3BU MicUA TMPOBEAEHHA K/MIHIYHOTO BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOMO  AOCHIIKEHHS
«PaHaomi3oBaHe BigKpuTE KOHTPOJIbOBaHE AOCAIMKEHHA ha3nm 3 3 OLUiHKM 3acTocyBaHHS KaGo3aHTiHIOY
(XL184) y komb6iHaLii 3 ATe30/1i3yMaboM y NOPiBHSAHHI 3 HOBITHLOK FOpMOHasbHO Tepanieto (HI'T) gpyroi Ainii
y NauieHTiB 3 MeTacTaTUYHMM KacTpaLifiHoO-pe3MCTEHTHUM pakoM NepeamixypoBOi 3a/103U», KOg, AOCIIKEHHS
XL184-315, nonpaska 3.0 Big 02 uepBHsa 2022 poky; cnoHcop - Exelixis, Inc., CLUA
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3asBHNK - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY

ACCOYLVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO

CTANIO

O.M.H., npodp. CTych B.IM.

KomyHasibHe nignpuemcTBo  «/[HinponeTpoBcbKa
obnacHa KniHiyHa nikapHa M. |.I. MeuHukoBa»
[JHiNponeTpoBCbKOI 06n1acHOi pagu», BigpineHHsA
yponorii Ne2, AepxaBHuii 3aknapg
«AHinponeTpoBCbLKa MeAaunyHa akapewmis
MiHicTepcTBa OXOpPOHU 3[0pPOB‘A  YKpaiHU»,
kacpegpa yponorii, M. [IHiNpo

O.M.H., npodp. CTych B.IM.

KomyHanbHe nignpvemcTBo  «/[IHiNponeTpoBCbka
obnacHa KniHiyHa nikapHa iM. I, MeuHukoBa»
[HinponeTpoBcbKOi 06/1acHOI paan», BiaAiNeHHs
yponorii Ne2 (oHkonoriyHe), [HINPOBCbLKWIA
[epXaBHU MeguvHUA yHiBepcuteT, Kadegpa
xipyprii Nel ta yponorii, M. JHinpo
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