Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 39 Big 15.12.2022, Ha siki 6yn1 OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. 3pa3ok MapKyBaHHA ynakOBKU AOCNigKyBaHOro nikapcbkoro 3acoéy SAR442168 60mr, Bepcia 4.0
Big 02.09.2022, yKpalHCbKOKO MOBOIO; 3MiHa HasBM Micus NpPoBeAEeHHS KNiHIYHOro AOCnigXeHHA [0
NPOTOKONY K/iHIYHOrO A0CNiMKEHHA «[lOBrOCTPOKOBE PO3LIMPEHE [OCMIMKEHHA 3 OUiHKM 6e3neku Ta
edpekTBHOCTI npenapaty SAR442168 y yyacHUKIB JOCNIIXKEHHA 3 peunamnByouMM PO3CIHUM CKNEPO30OM»,
koA pocnimkeHHs LTS16004, 3 nonpaskoto 06, Bepcia 1 Big 23 TpaBHA 2022 poky; cnoHcop - Genzyme
Corporation, USA (JxeH3aiim KopnopeiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BYNO CTA/lIO

4.M.H. Kanbbyc O.l. A.M.H. Kanbbyc O.l.

KomyHanbHuii  3aknag  «[HinponeTpoBcbka | BigokpemneHui CTPYKTYPHUWA nigposgin
obnacHa KniHiuHa nikapHa iMm. L.I. MeyHUuKoBa», | «YHiBepcuTeTcbka  KiiHika»  [IHiNPOBCbLKOro
BigaineHHa HeBponorii Nel, [lep)XxaBHUIA 3aKnag | Aep>XaBHOro MeAUUYHOro YHiBepcurery,
«HinponeTpoBCbKa MeguuHa akagewmis | BigaineHHsa HeBponorii, AHinpoBcbkuii
MiHicTepcTBa OXOpPOHU 3[0pPOB’A  YKpaiHu», | AepXaBHUIA MegUUHUI YHiBepcuteT, Kadegpa
kacpeapa HeBponorii i opTanbmMonorii, M. [IHINPo | HeBpoorii, M. [IHINpo

2. bpouwypa pna pocnigHuka 3 npenapaty HLX10, pepakuia 6.0 Big 25 »oBTHA 2022 p.; Aocbe
pocnipkysaHoro nikapcbkoro 3aco6y (IMPD) HLX10: Mogynb «Quality», pegakuia 03 Big 24 TpaBHA
2022 p.; MopoBXeHHA TepMiHY NpuAaTHOCTI NlaLe6o A0 AOCiAKYBAHOro nikapcbKoro 3aco6y HLX10
3 24 po 30 micsauiB; MoJOBXEHHA TPMBAIOCTI NPOBEAEHHA K/IHIYHOrO BUNPOOGYBaHHA B CBIiTi Ta B
YkpaiHi go 31 rpygHa 2023 p.; 3MeHLIEeHHs1 3annaHoBaHOI KifIbKOCTI gocnigkyBaHux B YKpaiHi 3 80 Ao
14 oci6 a0 NpoToKOAY KAIHIYHOro AoCNiMKEeHHS «PaHaoMi3oBaHe noAgiiHe cnine 6aratoueHTpose dhasu
KniHiuHe gocnigxeHHs HLX10 (pekoMBiHaHTHOro rymaHi30BaHOro MOHOK/I0Ha/TbHOr0 aHTUTINa Ao PD-1 (aHTu-
PD-1) pnsa iH’ekuin) + XximioTepanis (kapbonnatuH + 3B'A3aHUA 3 a/lbOYMIHOBMMW HaHOYaCTUHKaMm
naknitakcen (Hab- nakniTakcen) ) y NOpiBHSAHHI 3 xiMioTepanieto (kapbonnatuH + Hab-nakniTakcen) B SKOCTI
Tepanii  nepwoi  NiHIi  nNpu  MicueBo-nowmpeHoMy abo  MeTacTaTUYHOMY  MJIOCKOK/TITUHHOMY
HeapibHOKNITMHHOMY paky nereHi (HOAKPM)», kog pocnipkeHHa HLX10-004-NSCLC303, pepakuisa 5.0 Big 31
rpyzaHsa 2021 p.; cnoHcop - Shanghai Henlius Biotech, Inc., China / LUaHxali XeHniyc BaiioTek, IHK., Kutai
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «l EC AN-YKPAIHA»

3. 3miHa Ha3B MicLb NPOBEAEHHA BUNPOGYBaHb [0 NPOTOKO/1Y KAiHIYHOIO [OCNIMKEHHS «baraToLeHTpoBe,
noZBiiiHe cnine, paH4OMI30BaHe SOCMIMKEHHS Y NapasieibHUX rpynax 3 MeTOK BU3HAYeHHS eDeKTMBHOCTI Ta
6e3nevHocTi npenapaty BAT2506 y nopiBHAHHI 3 Simponi® B Yy4yaCHMKIB 3 akTUBHUM MCOPIaTUHHUM
apTpuToM», Kog gocnigxeHHsa BAT-2506-002-CR, Bepcis 3.0 Big 15 nuctonaga 2021 poky; cnoHcop - «bio-
Tepa ContowHs, JIta.», Kutaii / Bio-Thera Solutions, Ltd., China

3asaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

BYNO

CTANO

O.M.H., npodp. CmisH C.1.

KomyHasnbHe HekoMepLiiHe nignpPUeEMCTBO
«TepHOMNiNbCbKa YHIBEPCUTETCbKa  JliKapHA»
TepHoninbCbkol 06/1acHOI paan, peBmaTtosnoriyHe
BiAJiNeHHs, TepHONINbCbKNI HauioHa/TbHWA
MeAUYHUIA yHiBepcuTeT iMeHi |.A. FopbayeBCcbKOro
MiHicTepcTBa OXOpPOHM 340pPOB'A YKpaiHu, kacdeapa
BHYTPILWHLOT MegnumHm Ne2, M. TepHoninb

O.M.H., npodp. CmisH C.1.

KomyHasnbHe HekomepLjiiHe nignpPMeEMCTBO
«TepHoOMiNbCbKa oGnacHa KiiHIYHA JliKapHA»
TepHoninbCbkol 06nacHoi pagun, peBmartosioriyHe
BiAJiNeHHs, TepHoNiNbCbKNIA HauioHa/TbHWI
MeAUYHUA yHiBepcuTeT iMeHi |.A. TopbayeBCcbKoro
MiHicTepcTBa OXOpOHU 3[0POB'A YKpaiHu, kadeapa
BHYTPIWHLOT MegnumHm Ne2, M. TepHoninb

K.M.H. TkayeHko M.B.

KomyHanbHe nignprmemcTtBo «llontaBcbka o6nacHa
KniHiyHa  nikapHsa iM.  M.B.  CknidpoCOBCbKOro
MonTtascbKOT obnacHoi pagu», O6nacHuin
NiKyBa/IbHO-AiarHOCTUYHUIA peBMaTO/0rYHKiA
LEHTP, YKpalHCbKa MeguyHa CcTOMaTonoriyHa
akagewmisi, kacdegpa cimeliHol meguuMHK | Tepanil,
M. MNonTasa

K.M.H.TkayeHko M.B.

KomyHanbHe nignpruemctBo «lMontaBcbka o6nacHa
KniHiyHa  nikapHsa  iM.  M.B.  CknipoCOBCbKOro
MonTtascbKOT obnacHoi pagu», O6nacHui
NiKyBa/IbHO-AiarHOCTUYHNIA pPeBMaTOsOrNYHWIA
ueHTp, MontaBCbKWii pepXaBHUA MeAWUHWUIA
yHiBepcuTeT, Kadegpa CiMelHOl MeauuuHn i
Tepanii, M. NonTasa




4. OHoBneHa Bpouwypa gocnigHuka ana Hatpiii ImeTenbctart, BugaHHa 18 Big 21 nunHa 2022 poky;
OHoB/eHi cekuii locbe AocnigKyBaHOro flikapcbkoro 3aco6y Hatpiii Imetenbctar (GRN163L): Po3gin
2.3 Introduction, locbe AocnigKyBaHOro nikapcbKoro 3aco6y IMetenbcrar, Bif 01 BepecHs 2022 poky;
Po3pgin 3.2.S Drug Substance, locbe gocnigKyBaHOro flikapCbKoro 3acooy Imetenbcrar, rnoéanbHa
Bepcisa 1 Big 27 yepBHA 2022 poky; Po3gin 3.2.P Drug Product, locbe gocnigKyBaHOro nikapcbKoro
3aco0y ImeTenbcTar, rnob6asibHa Bepcia 1 Big 27 uyepBHA 2022 poKy [0 MNPOTOKO/Y K/IiHIYHOMO
BMNpobyBaHHA «JocnimpkeHHa 3 ouiHkun npenapaty Imetenbctar (GRN163L) y fiikyBaHHI 3a/1eXHUX Bif
TpaHcdy3ili nayieHTiB 3 MienogucnaactmiHmm cuHapomom (MAC) 3 «HU3bKMM» ab0 «NPOMDKHUM-1» CTyneHem
pusnky 3a wkanotw IPSS, 3 nporpecyBaHHsiM ab0 BIACYTHICTIO BignoBigi Ha Tepanilo epuTponoes-
ctumyniorounmn areHtamm (ECA)», kog gocnimkeHHs 63935937MDS3001, 3 nonpaskoto 7 Big 02 BepecHs
2021 poky; cnoHcop - 'epoH KopnopeiiwH, CLA / Geron Corporation, USA

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

5. 3miHa Ha3Bu Ta agpecu CrnoHcopa pocnifkeHHsi; 3MiHa BignoBigasibHOro AocnigHUKa B MicLi
npoBefeHHs1 KNiHIYHOro BUMPOOYBaHHS; 3MiHa KiNbKOCTi AocnimKyBaHuUX B YKpaiHi oo 14 oci6
(ckpuHOBaHUX) [0 NPOTOKO/Y K/IHIYHOro AOCNIMKEHHA «PaHoMi30BaHe, KniHiyHe gocnimkeHHs Il chasum y
BI/1-1-iHdhikoBaHMX MaLieHTiB, SKMM NpoBoAMnacsa iHTEHCUBHa Tepanis, 419 OUiHKW aHTUPETPOBIPYCHOT
aKTMBHOCTI CNINOro slikyBaHHS icnaTtpasipoM, gopaBipuHomM abo gopasipvHom/icnaTpaBipoM NPy NOPIBHSHHI
KOXXHOT Tpynu fikyBaHHSA 3 niauebo, a TakoX A/15 OUIHKA aHTMPEeTPOBIPYCHOI aKTUBHOCTI, 6e3nekn Ta
NnepeHoOCMOCTI BIAKPUTOro NiKyBaHHA fopasipvHom/icnaTpasipom», kog, pocnimkeHHs MK-8591A-019, 3
iHKopnoposaHoto nonpaskoto 08 Big, 20 ciyHa 2022 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe
nignpnemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

BYNo CTANO
«Mepk LWapn eHa Joym Kopn.», paodipHe | TOB Mepk Llapn eHg Aoym (Merck Sharp &
nianpuemcteo «Mepk eHp, Ko., IHK.», CLUA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)
Appeca: Mepk [paiiB, 1, nowtoBa CKpMHbKa 100,

Appeca: 126 Ict JliHkonbH aBeHio, nic 2000,
PaBeii, Hblo [hxepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,

M. Baiitxayc-CreliwH, wrat Hoto-Oxxepci, 08889-
0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,

USA)

USA)

BYNO CTAIO
pvpekTop €EcuneHko C.B. T.B.O0. reHepasibHOro gupekropa KoHonko O.B.
KomyHasibHe HekomMepLiiHe nignpuemcTeo | KomyHasibHe HeKoMepLUiiHe nigNpPUeEMCTBO

«Of[ecbknini 061aCHUIA LEHTP COLia/IbHO 3HAYYLLMX
XBOpo6» Opecbkoi obnacHoi pagn, ambynaTopHo-
nosikaiHivyHe BiggdineHHa, m. Ogeca

«Of[ecbknini 061aCHUIA LEHTP COLia/IbHO 3HAYYLLMX
XBOp06» Opecbkoi obnacHoi pagn, ambynaTopHo-
nosikaiHivyHe BiggdineHHa, m. Ogeca

6. 3miHa Ha3BU Micusa NpoBeAeHHs KNiHIYHOro BUNPoGyBaHHA; 3MiHa MicuA NpoBeAeHHA K/iHIYHOro
BMNPOGYBaHHA [0 NPOTOKOY KAIHIYHOrO AochimkeHHs «PaHaomizoBaHe, noAgiiHe cnine AOCAiAKEHHA 3
hasu Tpunauukniéy ado nnauebo y nayieHTiB, Aki OTPMMYIOTb XiMioTepanito reMunTabiHoM i kapbonnaTMHOM
nepwoi a6o pApyroi niHil XimioTepanii ANA fikyBaHHA MICLEBOMOLUMPEHOIo Hepe3ekTabesibHoro abo
MeTacTaTUYHOro MOTPINHO-HEraTMBHOIO paky Mosio4HOI 3a103n (PRESERVE-2)», kog gocnigpkeHHa G1T28-
208, nonpaska 3 Bepcia 4.0 Big 02 6epesHs 2021 poky; cnoHcop - «[ki YaH TepanbloTikc, IHK.»/ G1
Therapeutics, Inc., CLUA

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

BYNO
O.M.H., npod. Yelwyk B.€.
ToBapucTBO 3 OOMEXEHO BiANOBIAANILHICTIO
«MegunuHuii ueHTp imeHi akagemika HOpis
MpokonoBuua CnieHKa», BiAAIN KAiHIYHUX
pocnigpkeHb Ne 1,c. KanitaHiBKka, KueBo-
CBATOLWMHCbLKNIA paiioH, KuiBcbka o6nactb

CTANO
A.M.H., npod. Yewwyk B.€.
MeauuHuii UeHTPp ToBapucTBa 3 OGMEXEHOIo
BignoBiganbHicTiO «ApeHcia  Ekcnnopartopi
Megaicin», Bigain kniHiYvHUX gocnigkeHb, M. Kuis




7. IHbopmaLis ana nauieHta ta Popma iHchopmoBaHoi 3rogu — MNMpotokon AC-055-315, Bepcia 6.0
YKpalHCbLKOI0 MOBOIO ANA YKpaiHu Bifg 24.10.2022; IHchopmauis ansa nayieHTa Ta Popma iHchopmoBaHOT
srogu — Mpotokon AC-055-315, Bepcis 6.0 pociiicbkolo MOBOI A/1s YKpaiHu Big 24.10.2022; JopaTtoK
Nel Big 27.06.2022 p. no Bpowypu docniaHuka JNJ-67896062 (macitentan), BugaHHsa 19 Big 02.12.2021
P. A0 NPOTOKOJY KMiHIYHOTo AOCNiMKEHHS «[MpocnekTuBHe, 6araToueHTpoBe, NOABIHE chine, 3 NOABIHOK
imiTawieto, paHLoMi30BaHe, 3 aKTUBHUM KOHTPOJIEM, B NapasiesibHUX rpynax, 3 Noc/1iJ0BHUM BK/THOUEHHAM rpy,
ajanTuBHe, KOHTPOJIbOBaHe 3a NoAiAMN KiHIYHe AOoCNiAKEeHHA TPeTboT ha3un 4715 NOPIBHAHHA ePeKTUBHOCTI,
6e3neYyHoCTi Ta MepeHoCMMOCTI MauiTeHTaHa 75 Mr 3 mauiteHTaHom 10 Mr y nauieHTiB 3 JIereHeBOow
apTepiasibHOK TiNepTeHsield 3 nofasibluMM MEpPioAoM BIOKPUTOrO JfliKyBaHHSA MaliTEHTAHOM 75 MM», KopA,
pocnipkeHHss AC-055-315, 3 nonpaBkowo 3, Bepcis 4, Big 08.02.2022 p.; cnoHcop - «AHCCEH
®APMALIEBTUKA HB», Benbrist

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

8. bopatok Nel Big uyepBHA 2022 p. go 6powypu pocnigHuka ana Kposanimab (Crovalimab,
RO7112689), Bepcis 7, TpaBeHb 2022 p.; AopaTok Ao hopmu iHchopMoBaHOi 3roau nifg yac KPU3oBol
cuTtyauii B YKpaiHi gna gocnigxeHHsa BO42162, sBepcis 1.0 onAa YkpaiHu YKPaiHCbKOIO Ta POCICbKOIO
MoBamu Bif, 27 BepecHs 2022 p. Ha ocHoBI MaiicTep-Bepcii gogatka 1 ao ®I3 nig uac KpM3oBoi cutyauii
B YKpaiHi, Bepcia 2.0 Big 15 uepBHA 2022 p. 40 NPOTOKOY KNiHIYHOrO AOCNIMKEHHA «PaHaoMizoBaHe,
BiAKpWTE, KOHTPO/IbOBaHE akTMBHWM MpenapaTtom, bGaraToueHTpoBe pochimkeHHa dasn Il gns ouiHkn
edheKkTMBHOCTI Ta 6e3neyYyHOCTi 3aCTOCYyBaHHSA KpoBasiMalOy B MOPIBHSIHHI 3 eKynisymabom y nauieHTiB i3
NapoKCM3MasIbHOK HiUuHOK remornobiHypieto (MHI), siki paHiwe He OTpuMyBa/M AiKyBaHHA iHriGiTopamu
KOMMEMEHTY», KOA AocnigkeHHs BO42162, Bepcisi 5 Big 24 ciuHsa 2022 p.; cnoHcop - ®.XodhdmaHH-/15 Pow
NTtp, Weeiiuapis

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

9. DopaTtok ao chopmu iHchopMoBaHOI 3rogn nNig Yac KPU3oBOI cUTyalii B YKpalHi ANA AocnigKeHHSA
B0O39633, Bepcia 1.0 ona YKpaiHM yKpaiHCbKOK Ta POCiiCbKOl0 MOoBamu Bif 25 oBTHA 2022 p. Ha
OCHOBI MmavicTtep-Bepcii flogatka 1 go ®I3 nig yac KprM30BoOI cuTyauii B YKpaiHi, Bepcisa 2.0 Big 15
yepBHA 2022 p. 4O MPOTOKOY KAIHIYHOTO BUNPOOYyBaHHA «BigkpuTe, 6GaratoueHTpOBE MPOLOBXEHHS
OocCnimpKeHb 3 AOBrOCTPOKOBMM CMNOCTEPEXEHHSIM 3a MauieHTamMu, siki NpuiiMann yvyacTb Y AOCAIMKEHHAX
aresonizymady, e CnoHCOpoM 6ynu [)keHeHTeK IHK. Ta/abo ®.XoddmaHH-/1a Pow JITa», Kog A0CAIKEHHS
B039633, Bepcisi 10 Big 13 rpyaHsa 2021 p.; cnoHcop - ®.XohdmaHH-/1s Pow /114, LBeiyapis

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

10. OHoBneHwuii MpoToKon KNiHiuHOro BUNpo6yBaHHA BAY 1841788 | 20321 Bepcis 2.0 3 iHTErpoBaHOIO
nonpaskoto 1 Big 07 XoBTHA 2022 p. A0 NPOTOKO/Y KNiHIYHOIO AOCiMKEHHA «Bigkpute, ofHOrpynose,
JoJaTtkoBe JOC/iMKEHHA ANnA 3ab6e3neyeHHs NPOAOBXEHHSA JliKyBaHHA AaponyTamifioM nauieHTiB, Aki 6ynu
BK/IKOYEHI Y nonepeaHi AocnigpkeHHs kKoMnaHii baliep.», kog gocnimkeHHs BAY 1841788/ 20321, Big 02 ciyHs
2020; cnoHcop - baiiep KoHcblomep Kep AT, LLBeliyapis

3asBHuK - TOB «baiiep», YkpaiHa

11. 3miHa BignoBiganbHOro gocnigHMKa 40 NPOTOKOY K/iHIYHOIo AoCNigXeHHA «PaHgoMi3oBaHe, BigkpuTe
pocnimpkeHHs 1l hasn gna ouiHkM nemoponisymady B SIKOCTi HeoaA'toBaHTHOI Tepanii Ta B KOMOGiHaLl 3i
CTaHAApPTHUM NiKyBaHHAM B AKOCTI af'loBaHTHOI Tepanii npu onepabenbHOMY JIOKOpPerioHaslbHO
PO3MNOBCIOKEHOMY MJIOCKOKTITUHHOMY paky rofiosu Ta wui llI-IVA ctagii», kog gocnipxeHHsa MK-3475-689, 3
iHKopnoposaHoto nonpaskoto 07 Big 07 yepBHA 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

BYNO
K.M.H. Pncnaesa [.E.

CTANIO
nikap ConouweHko O.C.

JlikyBanbHO-AiarHOCTUYHMIA LEeHTP ToBapucTBa 3
0OMeXeHOo Bi4NOBIAaNbHICTIO «Megikc-pen
IHTepHewHn Fpyn» JlikapHs i3painbCbKOT OHKOMOTIT
«LISOD», BIiA4INEHHA KMHIYHMX Ta HayKoBUX
pocnigpkeHs, c. MNnotn, Kuiscbka 0611., OB6yXiBCbKUi

p-H.

JlikyBanbHO-AiarHOCTUYHMIA  LEHTp ToBapuctea 3
0OMeXeHo BiANOBIAA/bHICTIO «Megikc-pei
IHTepHewHA Fpyn» JlikapHs i3paifibCbKOi OHKOOTIT
«LISOD», BIiA4iNeHHA K/HIYHMX Ta HayKoBUX
[ocnimpkeHb, c. MNnoTtn, Kuiscbka 0611., OB6yXiBCbKUIi

p-H.




12. 3miHa cnoHcopa 3 ObsEva S.A., LlBeiiyapia Ha Kissei Pharmaceutical Co., Ltd., AnoHia go
MPOTOKOJTY KNiHIYHOrO JocnimkeHHs «[oagiiiHe cnine, paH4oMi30BaHe NOAOBXEHEe AOCNIMKEHHSA A5 OLiHKM
[OOBrocTpoKOBOI epeKTUBHOCTI i 6e3neyHoCTi Nnpenaparty AiH3aronikc y nawieHToK 3 6on1em, Nos’a3aHuM 3
eHOoMeTPiIo30M», Kog, focnifxkeHHa 19-OBE2109-006, sepcis 2.0 Big 25 cepnHa 2020 p.; cnoHcop - O6¢cEBa
CA (ObsEva S.A.), Weeiiuapis

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

13. MopoBXeHHA TPMBANOCTI K/iHIYHOro AocnigXeHHs B YKpaiHi go 30 uepBHa 2023 poky A0 NPOTOKOy
KNiHIYHOro BMNPO6GYBaHHS «PaHaoMi3oBaHe, BiAKpUTe AOCAIMKEHHA a3y 3 i3 BUBYEHHS iH'EKLIHOrO
ninocomasnibHoro ipuHotekaHy (OHIBAMA®) nopiBHSHO 3 TOMOTEKAHOM Y MALLEHTIB i3 APiGHOKMITUHHAM
pakoM fereHi, ki nporpecysas nig Yac abo nicnsa Tepanii NepLuol NiHii Ha OCHOBI NpenapariB NAaTUHNW», Ko,
pocnipkeHHs MM-398-01-03-04, sepcid 8.0 Big 07 )oBTHA 2021 poky; cnoHcop - Ipsen Bioscience Inc., CLUA
3aaBHUK - MNignpremcTBo 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

14. 3miHa Ha3BM Ta agpecu cnoHcopa; YkpaiHa, MK-8835-059, iHdopmauis Ta [OKYMEHT npo
iHhopMoOBaHy 3rogly Ansl 6aTbKiB AUTUHU, siIKa 6epe yyacTb y fochifmKeHHi, Bepcis 1.03 Big, 24 XOBTHSA
2022 poKy, yKpaiHCbKOI0 MOBOIO; YKpaiHa, MK-8835-059, IHhopmaLlisi Ta AOKYMEHT npo iHhopmoBaHy
3rogy Ans nauieHta, sIKOMy BUNOBHUIOCA 18 pokiB nig yac y4yacTi y gocnigxeHHi, Bepcia 1.03 Big 24
XXOBTHA 2022 poOKy, YKpalHCbKOK MOBOI; YKpaiHa, MK-8835-059, IHchopmauia Ta AOKYMEHT Mpo
iHdhopmoBaHy 3ropy ana giten (Bik Big 14 pgo <18 pokiB), Bepcis 02 Big 24 XoBTHA 2022 poky,
YKpaiHCbKOIO MOBOLO; YKpaiHa, MK-8835-059, IHhopmauis Ta 4OKyMeHT npo iHhopmoBaHy 3roay Ans
piTeii (Bik Big 12 no < 14 pokiB), Bepcia 02 Big 24 »oBTHsA 2022 poKy, YKpalHCLKOK MOBOLO; YKpaiHa,
MK-8835-059, IHhopmaLif Ta AOKYMEHT npo iHhopMmoBaHy 3rogy ans giteii (Bik Big 10 go <12 pokis),
Bepcia 02 Big 24 »oBTHA 2022 poKy, YKpaiHCbKolo MoBoOK; MK-8835-059, YkpaiHa, IHchopmauiiHnii
JINCTOK Ta AOKYMEHT npo iHhopmoBaHy 3rogy A5 6aTbKiB AUTUHM | NigniTka, Aka | AKMiA Gepe yuactb y
MaiiGyTHbOMY GioMeaUUHOMY AocnifmKeHHi, Bepcin 02 Bif 24 )XoBTHA 2022 poKy, YKPaiHCbKOI MOBOIO;
MK-8835-059, YkpaiHa, IHhopMauiiiHuii NMNCTOK i AOKYMEHT Npo iHhopmoBaHy 3rogy Ha MaiiGyTHeE
6iomeauUHe foOCNiAKEHHS ANA NalieHTa, AKOMY BUNOBHUNOCA 18 poKiB nig yac yyacTi B foCNigXKeHHI,
Bepcia 02 Big 24 xoBTHA 2022 poKy, YKpaiHCbKOK MoBolo; MK-8835-059, YkpaiHa, IHhopmauia Ta
[OKYMEHT npo iHhopmoBaHy 3roay Ha MaiiOyTHE GiomeauuHe focnimKeHHA anA aiten (Bik Big 14 go
<18 pokiB), Bepcia 02 Big 24 »xoBTHA 2022 poKy, YKpaiHCbKo MoBow; MK-8835-059, YkpaiHa,
IHchopmaLia Ta AOKYMEHT nNpo iHthopMoBaHy 3rogy Ha MallGyTHe GiomeguuHe AOCNIMKEHHA ANA Aiteil
(Bik Big 12 po <14 pokiB), Bepcia 02 Big 24 xoBTHA 2022 poKy, YKpaiHCbKO MoBoto; MK-8835-059,
YkpaiHa, IHhopMauisa Ta JOKYMeHT npo iHhopmoBaHy 3rogy Ha MaiibyTHe GiomepnyHe AOCiAKEHHA
Ansa piten (Bik Big 10 ao <12 pokis), Bepcisa 02 Big 24 )oBTHA 2022 poKy, YKpPaiHCbKOIO MOBOL0O; 3MiHa

MapKyBaHHA [ocnimKyBaHNX NniKapcbkux 3aco0iB: CLP_MK-8835-059-
01(M1)_Ukrainian_MK-8835_Blister Card_MANUAL_V2.0_ R , Bepcia 2.0 Big 23 uyepBHA 2022 poky,
aHrnicbKo Ta YKpaiHCbKOIO MOBOI0; CLP_MK-8835-059-

01(M1)_Ukrainian_MK-8835_Kit_ MANUAL_V2.0_R, Bepcis 2.0 Big 23 uepBHsa 2022 poKy, aHTNifiCbKOIO
Ta YyKpaiHCbKkolo MoBo1o;CLP_MK-8835-059-01 (M1)_ Ukrainian_MK-8835_or_Placebo_Blister_Card
_R_MANUAL_V2.0,

Bepcia 2.0 Big 20 kBiTHA 2022 pOKy, aHrMICbKOK Ta yKpaiHCbKOK MoBoio; CLP_MK-8835-059-
01_(M1)_Ukrainian_MK-8835_or_Placebo_Kit_ R_MANUAL _V2.0, Bepcia 2.0 Big 20 kBiTHA 2022 poKy,
AHrNifcbKOIO Ta YKPAiIHCbKOIO MOBOIO; 3pa3oK CMpoLEeHOro MapKyBaHHA 3apeeCTPOBAHOIO B YKpaiHi
NiKapCbKOro 3acooy, AKuii 3aCTOCOBYETbLCA B K/iHiuHOMY Bunpo6yBaHHi MK-8835-059, Bepcia 2.0 Big
03 nucronaga 2022 p., YKpPaAiHCbKOKO MOBOKO [0 MPOTOKOJY K/IHIYHOro AocnimkeHHs «baraToueHTpoBe,
noAgiiHe cnine, paHAOMi3oBaHe, NnaLeb0-KOHTPOsibOBaHe KiHiuHe pochimkeHHs 1l da3n NS OuiHKKM
6e3nekn Ta edpekTnBHOCTI EpTtyrnicdhnosiny (MK-8835/PF-04971729) y giteii, Bikom Big 10 go 17 pokis
BK/IIOYHO, XBOPMX Ha UyKpoBwii giabeT 2 Tuny», kog pocnimkeHHs MK-8835-059, 3 iHKOpPNOpOBaHO
nonpaskoto 01 Big 11 yepBHA 2020 poky; cnoHcop - «Mepk LWapn EHg Joym Kopr.», fo4ipHE NignpueMCTBO
«Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

BYNO CTA/lIO
«Mepk LWapn eHg [Ooym Kopn.», pouipHe | TOB Mepk LWapn eHg Aoym (Merck Sharp &
nignpuemcteo «Mepk eHp Ko., IHk.», CLUA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JliHkonbH aBeHio, nic 2000,
Merck & Co., Inc., USA) PaBeii, Hoto [kepci, 07065, CLUA (126 East
Appeca: Mepk [paiiB, 1, nowTtoBa cKpuHbKa 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-CteiH, wrat Hbto-Mkepci, CLUA | USA)




(One Merck Drive, P.O. Box 100, Whitehouse
Station, New Jersey, 08889-0100, USA)

15. IHdhopmaLifiHMiA NMCTOK ANA nauieHTa Ta popma iHpopmoBaHoi 3roau, Bepcia V2.1UKR(uk)2.0 Big
24 xoBTHA 2022 poky, nepeknaj ykpaiHCbKolo MoBoto Big 02 nuctonaga 2022 poky; IHchopmauiiHuii
NNCTOK ANA nauieHTa Ta chopma iHchpopmoBaHoi 3rogun, sepcisa V2.1UKR(ru)2.0 Big 24 xoBTHA 2022
POKy, nepeknag pociicbkolo MoBolo Big 02 nuctonaga 2022 poKy; 3miHa Ha3BU MiCLSA NPOBEAEHHSA
BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AoCnimxeHHs «[llogBiiiHe ciine, paH4OMi30BaHe, KOHTPO/IbOBaHe
aKTVBHUM npenapaTtom AocnimkeHHs a3 3 B napanenbHux rpynax as nopiBHAHHA eeKTUBHOCTI Ta
6e3neyHocTi npenapatie CT-P39 i Kconap y nauieHTiB i3 XPOHIYHOK CMOHTAHHOK KPOMUB'SHKOK, Y SIKUX
36epiraloTbCs CUMNTOMM, HE3BAXaOUN Ha NiKkyBaHHSA H1-aHTurictTaMiHHMM NnpenapaTtaMn», Kog A0CAiKEHHS
CT-P39 3.1, Bepcis 2.3 Big 10 cepnHs 2021 poky; cnoHcop - CELLTRION, Inc., Republic of Korea

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

BYNO CTANO

nikap /intBuHeHko b.B.

KomyHanbHe HeKoMepLiliHe niANnpuemMcTBO
«KniBcbKa MicbKa KiiHiYHa WKipHO-BeHeponoriyHa
NiKapHA» BMKOHaBYoro opraHy KuiBCbKoOi MiCbKOT
paau (KuiBcbKoi MiCbKOi AepxxaBHol
aamiHicTpauii), nonikniHika 3 KaGiHeTamMu
cneujanicTiB, M. Knis

nikap NintBuHeHko b.B.
KomyHanbHe  HekomepuiiiHe
«AEPMATOBEHEPO/OlA» BUKOHaBYOro
opraHy KuiBcbkoi Micbkoi paau (KuiBcbKoi
MiCbKOT Aep)XaBHOI agMiHiCcTpauii), nosik/iHiuHe
BigaineHHsa cpinii N6 KHMN
«AEPMATOBEHEPO/NOrIA», M. Kni

nianpnemMcTBo

16. IHdhopmauisa ana nauieHta Ta ¢popma iHchopmMmoBaHOi 3rogu, Bepcia 6.1 gnA YKpaiHu aHrNiiicbKowo
MOBOI0 Bif} 24 )xOBTHA 2022 p.; IHchopmauisa ana nauieHTa Ta popma iHchopmoBaHOiI 3rogun, Bepcia 6.1
ANna YKpaiHu yKpaiHCbKOK MOBOI Bif, 24 XOBTHA 2022 p.; IHcopmauia gna nauieHta ta chopma
iHdhopMoBaHoi 3roau, Bepcis 6.1 gnA YKpaiHu pocilicbKolo MOBOIO Bif, 24 KOBTHA 2022 p.. 10 NPOTOKOY
KMiHIYHOrO JocnigkeHHs «PaHAomi3oBaHe, nnauleb0-KOHTPO/IboBaHe, NoABiiHE cnine AocnigkeHHs da3un 3
0N OUiHKW edpekTUBHOCTI | 6e3neyHocTi npenapaty CT-P13 (CT-P13 SC) 415 NiALLIKIpHOro BBEAEHHS, B AKOCTI
nigTpPMMyoYoi Tepanii NauieHTiB i3 BUPa3KoBUM KOJTITOM CepefHbOro Ta BaXKKOro CTYMEHS TSXKOCTI», KOZ
pocnipkeHHa CT-P13 3.7, Bepcia 5.0 Big 04 cepnHa 2020 p.; cnoHcop - LEINTPIOH, IHk, Pecny6nika Kopes
(NiBpeHHa Kopes)/CELLTRION, Inc., Republic of Korea (South Korea)

3asaBHUK - ToBapncTeo 3 O6MexeHo BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisadis IHHodhapM-
YkpaiHa»

17. Pe3tome pe3ynbTarTiB K/1iHIYHOro BUNPpoGyBaHHA Bif, BepecHs 2022 p. yKpaIHCbLKOIO Ta POCiiCbKOIO
MOBaMM /10 TNPOTOKO/Y KiHIYHOrO  AocnigkeHHs «baraToueHTpoBe, paHfoMi3oBaHe, nnaue6o-
KOHTpO/SIbOBaHe, nofgiiHe cnine gocnimpkeHHs 1l dasn aresonisymady (aHTU-PD-L1 aHTWTINIO) B SIKOCTI
a/’toBaHTHOI Tepanii y NalieHTiB 3 HUPKOBO-K/TITUHHOK KapLIMHOMOH 3 BUCOKVMM PU3UKOM PO3BUTKY MeTacTasis
nicna HedppekToMmii», kog pocnimkeHHs WO39210, sepcia 10 Big 12 nuctonaga 2021 p.; cnoHcop -
®.XodhdmaHH-/15 Pow fTa, LBeiuapis

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

18. 3miHa Ha3Bu Micusa MNpPOBeAEHHA BUNPOOYBaHHA [0 MNPOTOKOMY KAIHIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe, noggiHe chnine, naaueb0-kOHTPONbOBaHE [AOCAILKEHHA a3 2 [N OUiHKA BNAUBY
chinroTiHiby Ha napameTpu crnepMu y AOPOCAMX YOJIOBIKIB i3 aKTMBHUM peBMaTOIgHUM apTpUTOM,
ncopiaTU4HMM  apTPUTOM,  aHKIIO3YHUMM  CMOHAWMITOM  ab0  AOPEHTTEHONOrYHUM  aKCiasibHUM
CMOHANM0aPTPUTOM», KoA AocnigpkeHHss GLPG0634-CL-227, sepcist 3.0 3 iHKOpnopoBaHOK MONPaBKoK 2 Bif,
09 BepecHst 2022 poky; cnoHcop - Galapagos NV, besnbris

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

BYNO

CTANNO

K.M.H. Fapmiw O.0.

[epxaBHa ycTaHoBa «HauioHasIbHUIA HayKOBWWA
ueHTp «IHCTUTYT Kappgionoril iMeHi akageMmika
M.A. Crpaxecka» HauioHanbHOI akagemii
MeAUUHUX HayK YKpaiHu, Biafin HeKOPOHapHUX
XBOpPO6 cepus Ta peBMaTosorii, M. Knis

K.M.H. Mapmiw O.0.

[epxaBHa ycTaHoBa «HauioHasIbHUIA HayKOBWIA
LeHTP «lHCTUTYT Kapaionorii, KMiHIYHOI Ta
pereHepaTuBHOI MeAUUUHU iMeHi akageMmika
M.A. Crpaxecka» HauioHanbHOI akagemil
MegUuYHNX HayK YkpaiHn», BiggineHHsA
HEKOPOHApPHUX XBOPOG cepusi, peBMAaTONOril Ta




| | Tepanii, m. Kuis

19. 3miHa Ha3B MicUub NPoBeAEeHHA KMiHIYHOro BUNPOOYBaHHA; 3MiHa MicUuA NpPoBeAeHHA KIliHIYHOro
BMNPOGYBaHHA [0 NPOTOKO/Y KIIHIYHOTO AocnimkeHHs «PaHpomizoBaHe, noggiliHe chnine, nnaue6o-
KOHTPO/IbOBaHe [OC/IMKEHHA [N BUMBYEHHSA eqeKTMBHOCTI Ta 6e3neyHocTi npenapaty IHxekTadep®
(KapbokcmanbTo3a 3aniza) ansa fikyBaHHA cepueBoi HeoCTaTHOCTI nNpy 3ani3ofediunTHMX CTaHax», Kop,
pocnimpkeHHa 1VIT15043, diHanbHa Bepcida 3 Big 11 ciyHa 2021 poky; CNoHCOop - «AMepikaH PemKeHT, [HK.»,

CLIA (American Regent, Inc., USA)

3asnBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIAasIbHICTIO «KLIP YkpaiHa»

BYNO CTANO
O.M.H., npodd. basnnesny A.4A. O.M.H., npod. basnnesny A.4A.
KomyHanbHe HekoMepuiliHe nignpueMmcTBo «5-a | KOMyHanilbHe  HeKkoMepuiliHe  nigNpPUEMCTBO
Micbka KniHiyHa nikapHa M. JlbBOBa», | «/IbBiBCbKe TeputopiasibHe mMeguyHe
nonikiHivyHe BigdineHHs, NIbBIBCbKWI HaUioHaulbHUI | 06 egHaHHA  «KniHiyHa nikapHAa nnaHoBoro
MeaMYHUIA yHiBepcuTeT iMeHi JaHuna Manuubkoro, | nikyBaHHA,  peab6initTayii Ta  naniaTuBHOI

kachenpa nponegeBTUKN
MeauuuHN Nel, M. J1bBiB

BHYTPIiLIHbLOT

[onomoru», NonikiHivyHe BigAaineHHs, JIbBiBCbKMIA
HaLioHa/IbHWIA MeANYHWIA YHiIBEpCUTET iMeHi JaHuna
anmupkoro, Kadegpa nponeaeBTUKU
BHYTPILWHLOT MeguUnHU, M. J1bBIB

O.M.H. MiweHko /1.A.

JepxaBHa ycTaHoBa «HauioHaNbHWIAI HAyKOBUIA
ueHTp «lHCTUTYT  Kapgionorii iM. akapg.
M.A. Crpaxecka» HauioHanbHOi akagewmii
MeAUUYHUX HayK YKpaiHu, Biggin rinepToHiuHOI
XBopoou, m. Kuis

O.M.H. MiweHko J1.A.

JepxaBHa ycTaHoBa «HauioHaNbHUII HayKOBWiA
ueHTp «lHCTUTYT Kapgionoril, K/iHiYHOT Ta
pereHepaTtuBHOI MeAULMHM iMEeHi akagemika
M.A. Crpaxecka» HauioHanbHOI akagemil
MeAUYHUX HayK YKpaiHu», Biaggin aptepianibHOi
rinepTeHsii Ta KOMOpP6GigHOI naTonorii, M. Kuis

O.M.H. Koxyxos C.M.

DepxaBHa ycTaHoBa «HauioHanbHWIA HAyKOBUIA
ueHTp «IHCTUTYT Kappgionorii iMeHi akagemika
M.A. Crpaxkecka» HauioHanbHOI akagemii
MeAVMYHUX HayK YKpaiHu, BipgAin KiHi4YHOI
chapmaxkonorii Ta papmakoTepanii, M. Kuis

0.M.H. Koxyxos C.M.

JepxaBHa ycTtaHoBa «HauioHa/lbHUI HayKOBWIA
UeHTp «lHCTUTYT Kapaionorii, KfiHiYHOI Ta
pereHepaTtuBHOI MegULMHU [IMEHi akageMmika
M.A. Crpaxecka» HauioHanbHOI akagemii
MeAMUYHUX HayK YKpaiHu», Bigfin KaiHiYHOT
thapmakonorii Ta KapgiooHkonorii, M. Kuis

nikap Pypgik /1.C.

KomyHanbHe  HekomepuiliHe  MiANPUEMCTBO
«KpuBopisbka MiCbKa nikapHs Ne9»
KpuBopisbkoi MicbKoi pagu, KoHCynbTaTUBHO-
DIarHOCTUYHUIA UEHTP ANA 06CNyroByBaHHA
[OPOCoro HaceneHHs, M. Kpusuii Pir

nikap Pygik /1.C.

KomyHanbHe nignpuemctBo  «KpuBopisbka
MicbKa KniHiYHa JnikapHA Ne2» KpuBopi3bKoi
MIiCbKOI pagu, KOHCYJ/IbTAaTUBHO- [iarHOCTUYHNIA
LeHTPp Ana  o6GcnyroByBaHHA  AOPOC/Oro
HaceneHHA CI  «MicbKnii  KappgionoriuHuii
ueHTp», M. Kpusuii Pir

A.M.H., npod. Lienyiiko B.J.

KomyHanibHe HekomepLuiiHe nignpuemcTBo «Micbka
KniHiyHa nikapHA Ne 8» XapkiBCbKOI MICbKOT paau,
KapAionoriyHe BigfineHHA AN XBOPUX Ha iHhapkT
Miokapaa Ne 2, XapkiBCbka mMepuM4yHa akagemis
nicnaaMnNaoMHOl OocBiTU, Kaddeapa Kappgionorii
Ta PYHKLUiOHA/IbHOT AiarHOCTUKN, M. XapKiB

A.M.H., npod. Lienyiiko B.W.

KomyHanbHe HekomMepuiiHe nignpmemctBo «Micbka
KniHiyHa nikapHsa Ne 8» XapkiBCbKOi MICbKOI pajum,
KapaionoriyHe BigfineHHsa AN XBOPUX Ha iHapkT
Miokapaa Ne 2, M. Xapkis

BYNO

CTANO

K.mMef.H. MacnoBcbkuii B.HO.

BiHHUUbKWNIA 0O6GNACHWUIA KNiHIYHUIA TocniTa/lb
BeTepaHiB BiliHW, TepaneBTUYHe BigaineHHsA Nel,
BiHHMLbKMI HaUiOHa/IbHWIT MEeAUYHUIA yHIBEpCUTET
iMm. M.1. Muporoea, kadeapa BHYTPILUHbOT MeANLMHN
Ne3, M. BiHHMLA

K.mMef.H. MacnoBcbkuii B.HO.

YHiBepcutetTcbka KNiHiKa BiHHULUbKOrO
HauioHa/IbHOro MegUuyHOro YHiBepcuTtety
im. M.l. MuporoBa, TepaneBTUYHe BigAiNneHHs,
BiHHMUbKWIA HaLiOHa/IbHUIA MEeANYHWUIA yHiBEpPCUMTET
iMm. M.1. Muporosa, kadegpa BHYTPILLUHLOT MeaANLMHN
Ne3, M. BiHHMUA

20. Bpowypa gocnigHuKa focnigKyBaHoro siikapcbkoro 3acody JNJ-56021927 (apalatumide), BugaHHA
16 Big 14 kBiTHA 2022 poKy aHrnificbkoro MoBolo; JonoBHeHHA 1 Big 08 cepnHa 2022 no Bpolypwu




pocnigHuka gocnigpKyBaHoro nikapcbkoro 3aco6y JNJ-56021927 (apalatumide), BupaHHa 16 Big 14
KBiTHA 2022 poKy aHrniicbkolo MoBolo; fopatok Ao IHdopmauiiiHoro nuctka nauieHta i Popmu
iHbopmoBaHoi 3rogu, Bepcis 7.0 Big 21 BepecHs 2022 poKy YKpaiHCbKOIO Ta pPOCilicbKOO MoBaMu;
[JonoBHeHHsA Ao IHdopmauii ana nauieHta Ta Popmu iHopMOBaHOI 3rofu: opraHisayisi Noi3fokK
KomnaHielo «CkayT KniHikan», Bepcia 1.0 Big 15 cepnHA 2022 poKy YKpaiHCbKOI Ta POCiliCbKOIO
MmoBamu; Scout Clinical - O6¢cnyroByBaHHA Naui€eHTIB — €/IEKTPOHHE NIMCTYBaHHA, Bepcia 1.0 gnsA
YKpaiHu Bifg 26 )xoBTHA 2022 poKy yKpaiHCbKOK Ta pocilicbkoto moBamu; Scout Clinical — Mocnyru 3
nepeBe3eHHA NauieHTIB, Bepcia 1.0 gnsA YKpaiHu Big, 26 )x0BTHA 2022 poKy YKPaiHCbKOIO Ta POCIACHKOI
MOBaMM [0 NPOTOKO/TY KNiHIYHOrO AoCAiMKEeHHS «PaHaoMi3oBaHe, nnaueb0o-KoOHTPOIbOBaHe, NoABiHe chine,
KniHiYHe gocnigxeHHs 3 dhasn npenapaty AnanyTamify B NOeAHaHHI 3 aHOPOreHHOK AenpuBaLiiHO
Tepanieto (AAT) y nopiBHAHHI 3 AAT y NauieHTiB 3 MeTacTaTu4HUM ropMOH-4YYT/IMBUM PakoM nepeamixypoBoi
3an03n (MHNPC)», kog, gocnipkeHHs 56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.; crnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOKO BIAMNOBIAANBHICTIO
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«®PAPMACBIOTIKA/T PICEPY

21. OHOB/IEHNI NPOTOKOJ KNiHiYHOro BunpooysaHHA MK-3475-811 3 iHkopnopoBaHoOto nonpaskoto 09
Big 08 BepecHa 2022 poKy, aHIMINCbKOKD MOBOIO; 3pasoK MapKyBaHHA JiKapCbKOro 3acoly
Trastuzumab_Vial, Bepcia 2.0 Big 25 cepnHAa 2022 p., aHrNilicbKOIO Ta YKPAIHCLKOIO MOBamu; 3pa3ok
MapKyBaHHSA NnikapcbKoro 3acoby Trastuzumab_Kit, Bepcis 2.0 Big 25 cepnHa 2022 p., aHINiCbLKOIO Ta
YKpaiHCbKOIO MOBamu; 3pa3oK MapKyBaHHA AOCAiMKyBaHOro nikapcbkoro 3acod6y MK-3475_Vial,
Bepcia 2.0 Big 25 cepnHA 2022 p., aHrNifiCbKOK Ta YKpaAiHCbKOK MoOBaMW; 3pa3oK MapKyBaHHA
[ocnigpKyBaHOro fikapcbkoro 3acodoy MK-3475_Kit, Bepcis 2.0 Big 25 cepnHsa 2022 p., aHrMiiCbKOIO Ta
YKpaiHCbKOIO MoBamu; 3MiHa Ha3BM Micusi NPoBefeHHsA K/iHIYHOro BUMPOGYBaHHA [0 MPOTOKONY
KniHiYHOro gocnimkeHHs «PaHgomizoBaHe, Il dpa3un, noggiiHe cnine gocnigpkeHHs kKoMGiHaLii TpacTy3ymaoy,
ximioTepanii Ta nembéponizymaby y nNopiBHAHHI 3 kOMGiHauielo TpacTysymaby, ximioTepanii Ta nnauebo sk
Tepanii nepwoi NiHii y nagieHTis 3 HER2-NO3MTUBHOKO MeTacTaTUYHOK a[eHOKapLMHOMOK LUIYHKY a6o
LLSTYHKOBO-CTpaBoxigHoro 3'egHaHHa (KEYNOTE 811)», kog gocnigpkeHHs MK-3475-811, 3 iHKOpNopoBaHOHo
nonpaskoto 08 Big 07 kBiTHA 2022 poky; cnoHcop - TOB Mepk LWapn ena Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTANO
O.M.H., npody. KpuxaHiBcbka A.€. O.M.H., npod. KpuxaHiBcbka A.€.
KomyHanbHui 3aknapg, «Mpukapnatcbkuii | KOMyHasibHe  HeKOMepuiliHe  nignpuUemMCcTBO
KNiHIYHNIA OHKOMOriyHWiA LeHTp», 1 XipypriuHe | «[puKkapnaTtCbKUii  KMiHIYHUIA  OHKOJIOTiYHWIA
BigAaineHHa, [lepxaBHWA BUWMIA  HaBYa/IbHUI | LEeHTP IBaHO-PpaHKIBCLKOI 0G6GM1IacHOI pagu»,
3aknag, «IBaHO-PpaHKIBCbKNiA HauioHanbHWl | XipypriuHe BigaineHHsa Nel, IBaHO-®PpaHKIBCbKNIA
MeAWYHWIA  yHiBepcuTeT», Kadoegpa OHKOMOTil, | HauioOHa/lbHWUIA MeguuHWiA  yHiBepcuTeT, kadegpa
M. IBaHO-PpaHKiBCbK OHKOJ10ri1, M. IBaHO-®PpaHKiBCbK

22. lopaTok ANna YKpaiHu A0 NPOTOKoNYy KNiHIYMHOro BUNpo6yBaHHA, Bepcia 1 Big 14 nunusa 2022 poky
aHrNiNcbKOK MOBOK; 3MiHa Ha3BU MicuA NMPOBEAEHHA KNiHIYHOrO BUMNPOOYBaHHA [0 MPOTOKOSY
KMIHIYHOTO  AocnimpkeHHs «MikHapogHe, 6GaraToueHTpoBe, paH4OMI30BaHe, BIgKpUTE, MOPIBHAIbHE
JocnimkeHHss dasnm 3 N0 BU3HAYEHHIO edekTMBHOCTI AypBasiymady uu KombiHauii LdypBanymady i
Tpemenimymaby i3 nNiaTMHOBMICHOK XiMioTepanieto ans 1-i NiHii NikyBaHHA nauieHTiB 3 mMeTacTaTU4yHUM
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