JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 05 Big 18.02.2021, Ha siKi 6y OTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. OHoBneHwuit po3gin 2.1.P.3.1 «<BUpoGHUKN» [OCHLE [OCiAKYBAHOrO Jlikapcbkoro 3aco6y (IgPro20),
Bepcia 2.0 Big nuctonaga 2020 p., aHrMiNcCbKOK MOBOI; OHOBMeHuiA po3gin 2.1.P.3.1 «Bupo6Hukmu»
[OCbE AoCiAKyBaHOro sikapcbkoro 3aco6y (IgPro20 Placebo), Bepcisa 2.0 Big nuctonaga 2020 p.,
aHrNificbKol MOBOLO; 3a/lydeHHs HOBUX BUPOGHMUUMX pginsHok: Fisher Clinical Services GmbH,
Steinbuhlweg 69, 4123 Allschwil, Switzerland; Fisher Clinical Services Inc, 7554 Schantz Road
Allentown, USA; MpoaoBXeHHA TepMiHy NPOBeAEeHHA AoCNifKeHHA B YKpaiHi Ao 31 rpyaHsa 2024 poky
00 NPOTOKOMY KMIHIYHOTO  AOCNIMKEHHS  «[OCnimpKeHHss 3  OUiHKM  edeKTMBHOCTI, 6e3neyHocTi Ta
hapMakokiHeTUKU NpKu 3acTocyBaHHi npenapaty IgPro20 (iMyHOrnobyniHy Ana NigWwkKipHOro BBeLEHHS,
XizeHTpa®) y Aopoc/vx nauieHTiB i3 gepmatomiosntom (AM) - gocnimpkeHHa RECLAIIM», kog, JocnigKeHHA
IgPro20_3007, nonpaska 3 Big 21 nunHa 2020 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn Bepinr EnEnCi,
CLLA

3asBHuK - TOB «KniHiuHi gocnigkeHHs1 AKOH», YKpaiHa

2. flocbe pocnigkyBaHOro nikapcbKoro 3aco6y Hipanapi6é (Niraparib) y kancynax, Bepcisa 10.0 Bipg,
BepecHss 2020 poOKy aHIMifiCbKOK MOBOK [0 MPOTOKO/Y KAIHIYHOrO AOoChimKeHHs «PaHaomizoBaHe,
noABiHO cnine gocnimpkeHHA ¢a3n 3 MOPIBHAHHA NIaTMHOBMICHOI Tepanii i3 npenapatom TSR-042 Ta
Hipanapibom 3i CTaHO4APTHOK NJIATMHOBMICHOK Tepanield B SKOCTI 1-1 NiHii NiKyBaHHA HEMYLUHO3HOro
eniTenianibHOro paky sievHukis Il abo IV ctagji», kog gocnigpkeHHs 3000-03-005/ENGOT-0V44, sepcisa 7.0 Big,
19 cepnHa 2020 poky; cnoHcop - TESARO, Inc., CLUA

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

3. OHOoBneHwuii npoTtokon KhiHiyHoro pocnimkeHHsa ALN-AT3SC-009 (Sanofi Genzyme EFC15110),
nonpaBka 06 Big 08 rpygHsa 2020 p., aHrniiicbkold MoBOW; Bpowypa gocnigHuka SAR439774 -
fitusiran, BuaaHHa 7 3 nonpaBkoto 1 Big 08 BepecHs 2020 poky, aHrnificbkoo moBoto; Bpowypa
pocnigHuka SAR439774 - fitusiran, BugaHHa 7 3 nonpaBkok 2 Big 25 nuctonaga 2020 poky,
aHrniicbkolo Mosow; ATLAS-PPX (ALN-AT3SC-009/Sanofi Genzyme EFC15110) ICF Main
v7.0.0_09Dec2020 - OcHoBHa iHthopmauis ana nauieHta Ta popma iHchopmMmoBaHOi 3roau, ansa YKpaiHu,
Bepcis 7.0 Big 22 rpyaHsa 2020 p., aHrniicbkoto MoBoto; ATLAS-PPX (ALN-AT3SC-009/Sanofi Genzyme
EFC15110) ICF Main v7.0.0_09Dec2020 — OcHoBHa iHthopmauis Ans nawieHTa Ta popma iHhopmoBaHoi
3roau, anAa YkpaiHu, sepcia 7.0 Big 22 rpygHsa 2020 p., ykpaiHcbkoto moBor; ATLAS-PPX (ALN-
AT3SC-009/Sanofi Genzyme EFC15110) ICF Main v7.0.0_09Dec2020 - OcHoBHa iHchopmaLia ans
nauieHta Ta coopma iHhopmoBaHoi 3roau, ans YkpaiHu, Bepcis 7.0 Big 22 rpyaHa 2020 p., pociiicbKoto
MoBoto; ATLAS-PPX (ALN-AT3SC-009/Sanofi Genzyme EFC15110) ICF Main v7.0.0_09Dec2020 -
IHhopMmauisa ana naugieHTa Ta hopma iHhopmoBaHOi 3roau ansa 6aTtbKiB, Ana YKpaiHu, Bepcia 7.0 Big 22
rpygaHa 2020 p., aHrniicbkoto mosoto; ATLAS-PPX (ALN-AT3SC-009/Sanofi Genzyme EFC15110) ICF
Main v7.0.0_09Dec2020 - Inchopmaunis gnsa nagieHta Ta dpopma iHchopmoBaHoi 3rogu anAa 6aTbkiB, AN
YKpaiHu, Bepcis 7.0 Big 22 rpyaHsa 2020 p., ykpaiHCbKoOlo moBoto; ATLAS-PPX (ALN-AT3SC-009/Sanofi
Genzyme EFC15110) ICF Main v7.0.0_09Dec2020; IHchopMmaunis ana nauieHta ta hopma iHbopmoBaHOI
3rogu AnAa 6atbkiB, gna YKpaiHm, Bepcia 7.0 Big 22 rpyaHsa 2020 p., pociiicbkolo moBoto; ATLAS-PPX
(ALN-AT3SC-009/Sanofi Genzyme EFC15110) Assent v7.0.0_09Dec2020 - IHchopmaLia AnAa ydacHUKa i
thopma iHchopmoBaHOI 3rogu ANA MasIoONiTHIX OCi6 BiKOM Big 12 pokiB 4O MOMEHTY HacTaHHA NOBHUX
14 pokiB, ana YkpaiHu, Bepcia 7.0 Big 23 rpyaHa 2020 p., aHrniicbkoto moBoto; ATLAS-PPX (ALN-
AT3SC-009/Sanofi Genzyme EFC15110) Assent v7.0.0_09Dec2020 - IHchopmauia Ansl ydacHUKa i
thopma iHchbopmoBaHOT 3rogm ANA MasloNiTHIX OCi6 BiKOM Bifg 12 pokiB 0 MOMEHTY HaCTaHHA MOBHUX
14 pokiB, gna YkpaiHu, Bepcia 7.0 Big, 23 rpygHa 2020 p., ykpaiHcbkoio moBoto; ATLAS-PPX (ALN-
AT3SC-009/Sanofi Genzyme EFC15110) Assent v7.0.0_09Dec2020 - IHchopmauifs Ansl ydyacHuKa i
c¢hopma iHhopMoBaHOI 3rogu A MasoniTHIX OCi6 BikOM Big 12 pokiB 0 MOMEHTY HaCTaHHA MOBHUX
14 pokiB, ana YkpaiHu, Bepcia 7.0 Big 23 rpyaHa 2020 p., pociiicbkoto moBol; ATLAS-PPX (ALN-
AT3SC-009/Sanofi Genzyme EFC15110) Assent v7.0.0_09Dec2020 - IHdhopmauis ANA yvyacHuKa i
thopma iHchopmOBaHOI 3rogM AN HENOBHOJITHIX OCi6 BiKOM Big 14 pokiB 4O MOMEHTY HacTaHHA
noBHuX 18 pokiB, ana YKpaiHu, Bepcia 7.0 Big 23 rpyaHsa 2020 p., aHrniiicbkoo moBoto; ATLAS-PPX
(ALN-AT3SC-009/Sanofi Genzyme EFC15110) Assent v7.0.0_09Dec2020 - IHchopmauifa gns ydacHUKa i
thopma iHchopmoOBaHOI 3rogu ANA HENOBHOMITHIX OCi6 BiKOM Big 14 pokiB 4O MOMEHTY HaCTaHHSA
noBHUX 18 pokiB, Ana YkpaiHu, sepcia 7.0 Big 23 rpyaHsa 2020 p., ykpaiHCbKolo moBoto; ATLAS-PPX
(ALN-AT3SC-009/Sanofi Genzyme EFC15110) Assent v7.0.0_09Dec2020 - IHdhopmaLia gns ydacHUKa i
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thopma iHchbopmoOBaHOI 3rogu ANA HENOBHOITHIX OCi6 BiKOM Big 14 pokiB 4O MOMEHTY HaCTaHHA
noBHUx 18 pokiB, anAa YkpaiHu, Bepcia 7.0 Big 23 rpygHa 2020 p., pocilficbKoo MOBOK [0 NPOTOKO/Y
KiHiYHOro BMNpobyBaHHA «ATLAS-PPX: Bigkpute, MbXHapoAHe AOC/IIKEHHA nepektoyeHHa Tepanii ons
BM3HaYeHHA edpeKTUBHOCTI Ta 6e3neyHocTi npodhinakTvku diTycipaHoM y nauieHTiB 3 remodpiniero A ta B, aki
paHiwe oTpumMyBann NpodinakTuky akropom 3cigaHHa abo npenapartoMm O6XigHOT Aii», Ko4 [OCNioKEeHHSA
ALN-AT3SC-009 (Sanofi Genzyme EFC15110), nonpaska 04 Big 18 rpyaHsa 2018 p.; cnoHcop - ['eH3im
KopnopeiiwH/OxeH3alim KopnopeiiwH, CLUA, godipHs komnaHia CaHodi-ABeHTic Pewepw e [esenonva,
®paHuis, Takox Bigomuii Ak CaHodoi MeHsim/ CaHodi [xeHzainm/ Genzyme Corporation, USA, affiliated
company of Sanofi-Aventis Recherche & Developpement, France, also known as Sanofi Genzyme

3anBHUK - ToBapucTBo 3 O6MexeHot BianosiganbHicTio «KOHTpaKTHO-A0C i AHMLbKA opraHizauis IHHoPapm-
YkpaiHa»

4. OHOBEHWIT NPOTOKOJ1 K/MiHIYHOro AocnimkeHHA 3 nonpaBkoto 01, Bepcis 1 Big 29 BepecHs 2020p.,
aHrnificbkor MoBoto; OcHoBHa iHchopmauia npo gocnimxeHHs i hpopma iHhopmoBaHoi 3rogu, Bepcis 2
Bif 29 BepecHA 2020p., aHrniiicbkoo MoBoto; IHchopMmauis ana nauieHTta i popma iHchopmoBaHoOT
3rogun, Bepcisa ana YkpaiHm Ne 2 Big, 22 ciuHs 2021p. (Ha ocHOBi OCHOBHOI iH(hopMaLii Npo gocnigKeHHA
i popmu iHchopmoBaHoOI 3roau, Bepcia 2 Big 29 BepecHs 2020p.) ykpalHCbKOIO MOBOO; IHchopmauis ans
nauieHTa i popma iHchopmMmoBaHOi 3roau, Bepcia ana YkpaiHum Ne 2 Big 22 ciuHa 2021p. (Ha OCHOBI
OcHoBHOI iHopmauii npo gocnigpkeHHa i popmu iHhopmMmoBaHOi 3rogn, Bepcia 2 Big 29 BepecHsA
2020p.) pociiicbkoo MoBolo; Popma 3rogu Ha CMOCTEPEXEHHA 3a BariTHicTiolyrogn 3 BariTHOLO
napTHepkoto, Bepcifa 1 Big 29 BepecHs 2020p., aHrnilicbkolo MOBO1O; IH(hopMaLis Woao NofanbLWOoro
CMOCTEepPEeXEeHHSA 3a NnepeGiromMm BariTHOCTi NapTHEPKKU ydacHUKa gocnigkeHHA Ta oopma iHhopmoBaHOiI
3rogun, Bepcia ana Ykpaiiu Ne 2 Big 01 nuctonaga 2020 p. (Ha ocHOBi ®opMU 3roamn Ha CNOCTEPEXeHHA
3a BariTHicTio/lyrogu 3 BariTHOI nNapTHepKoro, Bepcia 1 Big 29 BepecHA 2020 p.) yKpaiHCbLKOIO MOBOIO;
IHbopMauia wWoAo NojanbLIOro CMOCTEepPeXeHHA 3a nepeGirom BariTHOCTI MAapTHEPKU Yy4yacHUKa
pocnipkeHHs Ta popma iHchopmoBaHoOi 3roan, Bepcia Ansa YkpaiHm Ne 2 Big 01 nuctonaga 2020 p. (Ha
OCHOBI ®PopmMu iHhOopMOBaHOT 3roan/A03B0OJy Ha CMOCTEPEXEHHS 3a Nepedirom BariTHOCTi NapTHEPKU
yuyacHUKa pocnifkeHHsA, Bepcia 1 Big 29 BepecHs 2020p.) pociiicbkolo MoBoto; MepekngHuii Gyknet
iHcbopMoBaHOi 3rogu ana pgocnipkeHHa EFC15805, pea. 2.0 Big 22 xoBTHA 2020 p., YKpaiHCbLKOKO
MoBoto; MepeknpgHuii 6yknet iHchopmoBaHOi 3rogu ansa pocnigpkeHHsa EFC15805, pep. 2.0 Big 22
YXOBTHS 2020p., pOCilicCbKOIO MOBOI0; KapTKka-HaragyBaHHSA NPO Bi3uUT i 4N1A NigroToBKN A0 Bi3UTY, pea.
2.0 Big 22 xoBTHA 2020p., yKpaiHCbKOIO MOBOIO; KapTKa-HaragyBaHHSA Npo Bi3WT i gNsA NigrotoBKu Ao
Bi3uTy, pea. 2.0 Big 22 xoBTHA 2020p., poCiiicCbKOIO MOBOIO; JOMaLUHi WOAEeHHUK BUKOHAHHA TECTY Ha
BariTHiCTb, pepg. 1.0 Big 22 xxoBTHA 2020p., yKpaiHCbKOI MOBOLO; LLLoAeHHUK NpoBefeHHA aHani3y Ha
BariTHiCTb B [OMallHiX yMoBax, pea. 1.0 Big 22 oBTHA 2020 p., pOCiiCbLKOKO MOBOK /10 NPOTOKO/Y
KMiHiYHOro BMNpobyBaHHA «PaHAoMi30BaHe, NoABiliHe cnine, nnaue6o-KoHTpoboBaHe, 52-TnxHeBe 6a3oBe
OOCNiKEeHHA, SKe nNpoBOAATb Yy napasienlbHUX rpynax AN OUiHKM  edekTUBHOCTI, 6e3neyHocTi Ta
nepeHoCUMOCTi Ayninymaty B NaLieHTIiB i3 XPOHIYHUM 0O6CTPYKTUBHUM 3axBOPIOBaHHAM nereHb (XO3/1) Big
MOMIPHOTO [0 TSXXKOrO CTYNeHs i3 3anafieHHaAM 2 Tuny», Kog aocnimpkeHHa EFC15805, sepcia 1 Big 06 rpyaHa
2019 poky; crnoHcop - sanofi-aventis recherche & developpement, France (CaHocpi-ABeHTIC peluepws e
AesesnonmMaH, ®paHuis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

5. OHOB/IEHMI NPOTOKO/ K/IHIUHOrO AocnigkeHHA 3 BHeceHOK nonpaBkow 08, Bepcia 1 Big 29
BepecHs 2020p., aHraincbkow MoBOK; OcCHOBHa iH(hopMauis npo AocnimkeHHa i dopma
iHdbopmoBaHoi 3rogu, Bepcis 3 Big 29 BepecHA 2020p., aHrnilicbkoo MoBow; IHdopmauia agns
nauieHTa i popma iHcbopmoBaHoOI 3roaun, Bepcia anAa YkpaiHu Ne 2 Big 25 ciyHA 2021 p. (Ha OCHOBI
OcHoBHOI iHhopmauii npo gocnimkeHHs i popmu iHhopmoBaHOi 3roaun, Bepcia 3 Big 29 BepecHs
2020p.) ykpaiHCbKOo MoBOIO; IHchopmauia ansa nauieHTa i opma iHcbopmoBaHoOT 3roau, Bepcia Ne 2
Ans YkpaiHu Big 25 ciuHa 2021 p. (Ha ocHoBi OCHOBHOI iH(hopMauii Nnpo pocnimkeHHA i hopmu
iHdbopmoBaHoi 3rogn, Bepcia 3 Big 29 BepecHa 2020p.) pocilicbkoio MoBok; Popma 3rogu Ha
crocTepeXeHHs1 3a BariTHiCcTiolyrogu 3 BariTHOIO napTHepkor, Bepcis 1 Big 29 BepecHs 2020p.,
aHrniincbKkol MoBolo; IHpopMaLis WoA0 NoJaNbLIOr0 CNOCTEPEXEHHA 3a nepebiroMm BariTHOCTI
napTHepKU y4YaCcHUKa AocigKeHHs Ta popma iHpopmoBaHoI 3roaun, Bepcisa ana YkpaiHu Ne 1, aata 20
XOBTHA 2020 p. (Ha ocHOBi Popmu 3roaM Ha CMNOCTEPEXEHHA 3a BariTHicTiolyrogn 3 BariTHOLO
napTHepkKoto, Bepcia 1 Big 29 BepecHA 2020 p.) ykpaiHCbKO MOBO1O; IH(hopmauif won0 noganbLIoro
CMOCTEepPEeXEeHHSA 3a NnepeGiromMm BariTHOCTi NapTHEPKMU ydacHMKa gocnigkeHHA Ta oopma iHhopmoBaHOiI
3rogun, Bepcia Ne 1 ana YkpaiHu Big 20 )xoBTHA 2020 p. (Ha OCHOBi POpMU 3roan Ha CNOCTEPEXEHHSA 3a
BariTHicTiolyrogn 3 BariTHOlO napTHepkoto, Bepcisa 1 Big 29 BepecHA 2020p.) pocCilicbkoo MOBOIO;
MepekugHuii Gyknet iHhopmoBaHoi 3rogu anAa gocnipxeHHs EFC15804, pepn. 2.0 Big 22 xoBTHA 2020
p., YKpaiHCbKOI MOBOLo; MepekngHuii 6yknet iHchopmoBaHoi 3rogu Ans gocnigkeHHs EFC15804, sep.
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2.0 Big 22 xoBTHA 2020p., pociiicbkolo MOBOI; KapTka-HaragyBaHHSl Npo Bi3WT i ANA NigrotoBKY A0
BisuTty, pea. 3.0 Big 22 xoBTHA 2020p., yKpalHCbKOIO MOBOI0; KapTka-HaragysaHHA Npo BisuT i ansA
nigrotoBKkn Ao Bi3uTy, Bep. 3.0 Big 22 xoBTHA 2020p., pocificbkod MOBOIO; [loMalUHIi WOAEeHHUK
BUKOHaHHA TeCcTy Ha BariTHiCTb, pea. 1.0 Bif 22 »oBTHA 2020p., yKpAiHCbKOIO MOBOIO; LLloaeHHUK
npoBefEeHHA aHani3y Ha BariTHICTb B AOMaLLHIX ymoBax, pea. 1.0 Big 22 xoBTHA 2020 p., pocilicbKoto
MOBOI0; IHCTpyKLUis kopucTtyBada M3LU ana nauieHTa, pea. 7.0 Big 22 xoBTHA 2020p., yKpaiHCLKOIO
MOBOIO; IHCTPYKLis Ana nauieHTa no BuUKopucTtaHHio M3LU, Bep. 7.0 Big 22 xxoBTHA 2020p., poCilicbKoto
MOBOIO [0 NPOTOKO/TY K/IHIYHOTO [OCNIMKEHHS «PaHgomizoBaHe, noasiliHe cnine, nnaueb0-KOHTPO/IbOBaHe,
y napanenbHuX rpynax, onopHe A0CAiKEHHS TPUBaICTIO 52 TMXKHI 3 METOH OLLIHKM edeKTUBHOCTI, 6e3nekun Ta
nepeHocMMOoCTi ayninymaby Yy nauieHTiB 3 cepefHbOBaXXKMM abo BaXKMM XPOHIYHUM OOCTPYKTUBHUM
3axBOploBaHHAM nereHb (XO3/1) i3 3anasieHHaM 2 Tuny», kog pocnigpkeHHs EFC15804, 3 BHeceHow
nonpaskoto 07, Bepcisa 1 Big 6 rpyaHa 2019p.; cnoHcop - sanofi-aventis recherche & developpement, France
(CaHohi-ABeHTIC pellepll e gesenonmMad, PpaHLis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

6. BKoUeHHs [opaTKOBUMX MiCUb NMPOBeAEHHA KiHIYHOro BMNPOGYBaHHA [0 MPOTOKOY K/IiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, MoABiHe crine, MOABIHE MackoBaHe, nnaueb0-KOHTPO/IbOBaHeE,
GaraToueHTpoBe AocnimkeHHs hasu |l B napanensHUx rpynax 3 METOH OLHKM eDEKTUBHOCTI, 6e3neYHocTi Ta
hapmakokiHeTvkn npenapaTy UTTR1147A y nopiBHAHHI 3 nnauebo Ta B MOPIBHSAHHI 3 BeAOsi3ymMabom y
naLieHTIB i3 BUPa3KOBMM KOJTITOM Bif, MOMIPHOI0 [0 TSXKOro CTyneHs», kog, gocnimxkeHHs GA39925, sepcis 6
Big 08 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/ IxeHeHTek IHK., CLLUA

3asaBHUK - ToBapncTBO 3 O6MEXeHO BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapm-
YKkpaiHa»

Ne MN.1.6. BigNoBiga/IbHOro AOCNiAHMKA

n/n HasBa micus NpoBeAEeHHs KNiHIYHOTO BUNPOOYBaHHS
1 K.M.H. KonecHuk L.I1.
KomyHasibHe HekomepujiiiHe nignpuMemMcTBo «Micbka ikapHs eKCTPeHol Ta LBMAKOT MeauyvHol
gornomorn» 3anopi3bkoi MICbKOT pagu, XipypriyHe BiggineHHs 3 ueHTpom LUKK Ha 60 nixok,
M. 3anopixxs
2 nikap Norganigi T.1.
KomyHanbHe HekomepLiiiHe nianpremcTBo KuiBcbkoi o6n1acHol pagy «KniBcbka ob1acHa fikapHs»,
TepaneBTUYHe BifAiIeHHs, M.KKiB
3 K.M.H. MonnboHKIH €. 1.
MeanuHuii LeHTp  ToBapuctBa 3  OOMEXEeHOo BignosiganoHictio  «AIALEHTP»,
racTPOEHTEepPO/IorivyHe BigAiNneHHs, M. 3anopixksa
4 nikap Myray M.M.
MegunyHnin LeHTp TOBapuUCTBO 3 0OMEXEHOK BigMnoBigasibHICTI0O «MeanyHa KiHika «bnaromepn,
NiKyBa/IbHO-AiarHOCTUYHWUIA Nigpo3ain, M. Kuis

7. KapTtka nauieHta Ana HaragyBaHHs npo Bisutu (DRM06-AD05_ApptReminderCard_V1_08 July
2019 _UKR_UKR), Bepcia 1 Big 08 nunHa 2020 p. ykpaiHCbKOIO MOBOIO; KapTka nauieHTta Ansi
HaragyBaHHA npo Bisutn (DRM06-AD05_ApptReminderCard_V1_08 July 2019 UKR_RUS), Bepcifa 1 Big
08 nunHAa 2020 p. pociiicbko MOBOW; «Ornsag rpynu [oaarkoBoro nikyBaHHs» (DRMO06-
ADO05_EscapeArm_V1_15 May 2020_UKR_UKR), Bepcis 1 Big 15 TpaBHsA 2020 p. yKpaiHCbKOIO MOBOLO;
«0630p rpynnbl [OCPOYHOrO nepexoga B AONOMAHUTENbHOe uccnegoBaHue.» (DRMO06-
ADO5_EscapeArm_V1_15 May 2020_UKR_RUS), Bepcis 1 Big 15 TpaBHA 2020 p. poCiiiCbKOI0 MOBOIO;
«MocibHuK i3 BisuTiB» (DRM06-AD05_VisitGuide_V1_15 May 2020_UKR_UKR) Bepcis 1 Big, 15 TpaBHA
2020 p. ykpaiHcbkol MoBOW; «[loco6ue ana BusutoB» (DRM06-ADO05_VisitGuide V1_15 May
2020_UKR_RUS) Bepcia 1 Big 15 TpaBHA 2020 p. pociiicbkolo MoBOW; MpuBiTanbHuii nuct ansa
nauieHTa (DRM06-AD05_WelcomeLetter_V1 15 May 2020_UKR_UKR) Bepcis 1 Big 15 TpaBHsa 2020 p.
yKpaiHCbKOlo mMoBoto; MpuBitTanbHMii nuct pna nauieHta (DRM06-AD05_WelcomeLetter_V1_15 May
2020_UKR_RUS) Bepcisa 1 Big 15 tpaBHA 2020 p. poCiiicbKOl0 MOBOIO; IHCTPYKLiA W0A0 BBEAEHHSA
npenapary B AOMallHiX ymoBax, Bepcisa 4.0 Big 04 BepecHs 2020 p. yKpaiHCbKOIO Ta POCifiCbKOto
MmoBamu; Mo6inbHuii gogarok «Medidata Patient Cloud», cTaHAapTHI CKpPIiHLWIOTK, peXum nauieHTa
(Medidata Patient Cloud App Standard Screens_Patient Mode, © 2018 Medidata Solutions Worldwide,
v2.1) yKkpaiHCbKOol MoBOI; Mo6inbHuii popatok «Medidata Patient Cloud», ctaHgapTHi CKpiHLIOTK,
pexum nauyieHta (Medidata Patient Cloud App Standard Screens_Patient Mode, © 2018 Medidata
Solutions Worldwide, v2.3) pociiicbkoto moBoto; Hakneiika Ha enieKTpOHHUIA woaeHHuK (eDiary Tablet
(Samsung J3 Smartphone) — sample label) aHrnilicbkoto moBoto; MoAOBXEHHA TEPMiHY NPUAATHOCTI
JocnimpKyBaHoro Jikapcbkoro 3acoGy Lebrikizumab (ne6pikisyma6), po3uvMH pansa iH'ekuin y
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nonepegHbLO HanoBHeHOMY wnpuyi, 250 mr/l2 mn, ao 30 micauie; LY3650150/DRM06, Chemistry,
Manufacturing, and Control, Big nuctanaga 2020 p. [0 MPOTOKONY KNIHIYHOTO BUNPOGYBAHHSA
«PaHpomizoBaHe, noggiiiHe cnine, nnaueb0-KOHTPO/IbOBAHE [AOC/IMKEHHS 4717 OLiHKM edeKTUBHOCTI Ta
6e3nekn neé6pikisymaba y nauieHTiB 3 aroniyHum [epmMaTuTOM MOMIPHOrO i TSXKKOrO CTyneHs», Kof
pocnigpkeHHa DRM06-AD05/ J2T-DM-KGAC, 3 nonpaskoto 2 Big 20 TpasHa 2020 p.; cnoHcop - «[Jepmipa,
[HK.» [O4YipHA KOMMaHis, WOo 3HaxXoAMTbCSA Yy MOBHIM BfiacHOCTI komnaHii «Eni flinni eHg Komnawi, CLIA
(Dermira, Inc., a wholly-owned subsidiary of Eli Lilly and Company, USA)

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

8. 3miHa Micua npoBegeHHA K/MiHIYHOrO BUNPOGYBAHHA [0 MNPOTOKO/Y KAIHIYHOTO AO0CAIAKEHHS
«baraToLUeHTpoBe, paHAoMi30BaHe, MoABiiHe cnine, nnauebo-KOHTPOSIbOBaHE AOCAIMKEHHSA 3-1 dhasn B
napanenbHuX rpynax, Ans ouiHkyi 6e3neku Ta edpekTUBHOCTI NpenapaTy OKpenisymas y 0poc/ivX NaLieHTIB 3
MepBuHHUM TMporpecytounm Po3sciaHnm Ckiiepo3omM», kog gocnimkeHHs WA25046, sepcia J Big 31 nunHsA
2020 poky; cnoHcop - d. XodpcpmaHH-/Ta Pow N14., Wseliyapis [F. Hoffmann-La Roche Ltd, Switzerland]
3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

BYNO CTA/O
4.M.H., npod. MawkoBcbkuii B.M. O.M.H., npod. MalukoBcbkuii B.M.
KomyHasnibHa MeguuHa ycTaHoBa «YepHiBeubka o06nacHa | KomyHanbHe HekomepLiiHe
ncuxiatpyyHa  nikapHsa»  YO3  YepHiBeubkoi  06/s1acHOT | NignpuemMcTBO «Micbka KniHiyHa
AepxaBHoT aAMiHicTpauir, HeBpoJiorivyHe Big4iNeHHs, | nikapHa Ne3» UYepHiBeubKOi MiCbKOi

BYyKOBMHCbKMIA  AepXaBHUA  MeandHuin - yHiBepcuteT MO3 | paaw, HEBPO/IOriYHE  BIAAINEHHS,
YKpaiHu, kadegpa HepBOBUX XBOPOO, ncuxiatpii Ta meguyHoi | M. YepHiBui
ncmxonorii, M. YepHisLi

9. OHoBeHU NpoTokon Bepcia 1.0 3 nonpaBkoto 4 Big 26 nuctonapa 2020 poKy, aHrNilicbKOK MOBOIO;
MopoBXxeHHA TepMiHY NPUAATHOCTI AOCNiIMKYBaHOro fikapcbKoro 3aco6y (Xlucane, posuuH 0.23 mn,
AnAa npurotysaHHs 0.05 mn (10 mr/mn) npenapaTty, y 04HOPa3oBUX CKASAHUX dhlakoHaX 06’eMOM 2 KyO6.
CM, WO MicTUTb 2.3 Mr paHiGisymaby) fo 36 micAuiB; OHoBneHwuii po3gin 2.1 locbe focNigpKyBaHOro
nikapcbkoro 3aco6y (Xlucane (Ranibizumab), Bepcisa Big rpyaHa 2020 p., aHrniiCbKOlO MOBOIO;
Bpowypa gocnigHuka: Xlucane Bepcisa 3.0 Big nuctonaga 2020 p., aHIiACbKOIO MOBOIO; 3a/lyYeHHs
[0[AaTKOBOI BUPOGHMYOI AinAaHku ana sunycky Xlucane, po3uuH 0.23 mn, gna npurotyBaHHA 0.05 mn
(10 mr/mn) npenaparty, y O4HOPa30BUX CKAAHUX (prnakoHax 06’€MOM 2 Ky6. CM, WO MIiCTUTb 2.3 Mr
paHiGizymaly, Lucentis®, po3unH 0.23 mn, ana npurotyBaHHa 0.05 mn (10 mr/mn) npenaparty, y
O HOPA30BUX CKNAHNX h1aKkOHaX 06’€MOM 2 KyG. CM, O MiCTUTb 2.3 Mr paHiGisymaby: MIAS Pharma
Limited, IpnaHpgisa o npoTokony KAiHIYHOrO pocnimkeHHs «Xplore: nofgiiiHe cnine 6araTtoueHTpoBe
pocnimpkeHHs 1l dhasu, Wo NpoBoANTLCA Yy NapasnenibHMX rpynax, 3 NOPiBHAHHA e(PEKTUBHOCTI Ta 6€3MeYHOCTI
3actocyBaHHa npenapaTy Xlucane nopiBHAHO 3 npenapatom Lucentis® y naujeHTiB 3 HEOBACKY/ISIPHO0
dhopmoto BIKOBOI MakynspHOT AeHerepal,ii», kog gocnimpkeHHsa XBR1001, sepcia 1.0 3 nonpaskoto 3 Big 06
TpaBHsa 2020 poky; cnoHcop - IkcbpeiH Biochapma, LBeuia [Xbrane Biopharma, Sweden]

3asBHuK - TOB «IHC Pecepuy YkpaiHa»

10. 3pa3oK 3HIMKIB ekpaHy «HaBYa/ibHUIA MOAY/b i3 KOPUCTYBaHHA nnaHwetom», eCOA Tablet
Screenshots, Janssen 73841937NSC3003, Bepcis 1.00 pociiicbkoto moBoto Big, 11.09.2020 p.; 3pa3ok
3HIMKIB eKpaHy «[llouyaTkoBi iHCTpPyKUii AnA nauieHta», eCOA Tablet Screenshots, Janssen
61186372NSC3001 - 73841937NSC3003, Bepcia 1.00 pociiicbkoto moBoto Big, 09.10.2020 p.; 3pa3ok
3HIMKIB eKpaHy «KiHUeBi iHCTPyKUil pna naugieHta», eCOA Tablet Screenshots, Janssen
61186372NSC3001 - 73841937NSC3003, Bepcia 1.00 pociiicbkoo Mmoot Big 09.10.2020 p.; 3pas3ok
3HiIMKiIB eKpaHy «IHTepB’to EQ-5D-5L», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcisa
1.00 pocilicbkoto MoBoOlO Big 26.10.2020 p.; 3pa3ok 3HiMKiB ekpaHy «lHTepB’to QLQ-C30», eCOA Tablet
Screenshots, Janssen 73841937NSC3003, Bepcis 1.00 pocilicbkoto moBoto Big 09.10.2020 p.; 3pa3ok
3HiIMKIB ekpaHy «EQ-5D-5L», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcia 1.00
pociiicbkolo MoBoOlO Bif 26.10.2020 p.; 3pa3oK 3HiIMKIB ekpaHy «PGIC», eCOA Tablet Screenshots,
Janssen 61186372NSC3001 - 73841937NSC3003, Bepcis 1.00 pociiicbkoto moBoto Big 09.10.2020 p.;
3pa3ok 3HiMKiB eKkpaHy «PGIS», eCOA Tablet Screenshots, Janssen 61186372NSC3001 -
73841937NSC3003, Bepcis 1.00 pociiicbkolo MoBo1O Big 05.10.2020 p.; 3pa3ok 3HiMKiB ekpaHy «NSCLC-
SAQ», eCOA Tablet Screenshots, Janssen 73841937NSC3003, Bepcisa 1.00 pocilicbkolo MOBOIO Bip,
05.10.2020 p.; 3pa3ok 3HiIMKIB eKkpaHy «QLQ-C30», eCOA Tablet Screenshots, Janssen
73841937NSC3003, Bepcia 1.00 pociiicbkolo Mmool Big 09.10.2020 p. A0 NPOTOKOAY KAiHIYHOMO
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BUNPobyBaHHA «PaHaoMi3oBaHe KniHiYHe pocnimpkeHHa das3m 3 kombiHoBaHOI Tepanii AMiBaHTama6om Ta
Na3zepTiHiGOM Yy MOPIBHAHHI 3 OCUMEPTUHIOOM Ta Yy MOPIBHAHHI 3 JlasepTiHIGOM AK nepLuol NiHil Tepanii y
nauieHTiB 3 MicueBo-nowmpeHuM abo MeTacTaTUdHUM HefpiGHOKNITUHHUM pakoMm JiereHb 3 MyTauji€eto
peuenTopisB enigepmansHoro dpaktopa pocty (EGFR-myTauieto)», kog gocnigpkeHHs 73841937NSC3003, Big
05.06.2020 p.; cnoHcop - «AHCCEH ®APMALIEBTUVKA HB», besnbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

11. OHoBneHa Gpowypa pgocnigHuka, pepakuis 11.0E Big 10 xoBTHA 2020 poky; OHoBeHui
iHcbopmauiiiHuin nucTok naudieHTa Ta dpopma iHchopmMoBaHOi 3rogu, Bepcia gna YkpaiHu 2.0 Big 17
nucrtonaga 2020 poKy Ha OCHOBI 6a30BOI Bepcii aHrnificbkolo moBoto 2.0 Big 17 nuctonaga 2020 poky
aHrniicbKoo MOBOIO, Nepeknapg, pociiicbko MoBoto Bif 01 rpyaHsa 2020 poKy, nepeknag YKpaiHCbKOLo
MoBoto Bif 04 rpyaHAa 2020 poky; 306ifbLU€HHA KiJIbKOCTi Mauli€HTiB, WO NpUuiMaTMMyTb y4yacTb Yy
KNiHiYHOMY pocnimkeHHi B YkpaiHi 3 128 po 200 oci6; MpoAaoBXeHHs TepMiHy KniHiYHOro
BMNpoGyBaHHA A0 31 rpyaHa 2021 poKy [0 NPOTOKO/1Y KAIHIYHOIo AoCnigkeHHs «PaHgomizoBaHe, noagiliHe
cnine gocnimkeHHs casn 1l 3 BUkopucTaHHAM ABOX nnaueb6o i akTMBHOrO npenapaTy B AKOCTI KOHTPOSIO 3
MeTOI BMBYEHHS edDEKTUBHOCTI Ta 6e3neyHoCTi 40AaTKOBOT 8-TXHEBOI Tepanii 6yaecoHigom 9 Mr y dhopmi
Karncyn y nopiBHsiHHI 3 6yaecoHigoM 6 mMr y dpopmi kancyn i 6ygecoHigom-MMX® 9 mr y doopmi TabneTok y
NnavieHTIB i3 BUPA3KOBUM KONITOM, peppakTepHUM 00 CTaHO4APTHOI Tepanii MecanasvHoM», Kog, AOCNIKEHHSA
BUX-4/UCA, Bepcis 2.0 Big 02 nunHa 2019 poky; cnoHcop - Ap. ®anbk Papma MNv6X, HimeuunHa (Dr. Falk
Pharma GmbH, Germany)

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BianoBigasbHICTIo «OCT YKPAIHA»

12. OHOBneHuit NPOTOKON KNiHiuHOro gocnigkeHHsa LTE15174, Bepcia 03 Big 08 rpygHa 2020 p.,
aHrnificbko MoBoOto; Bpouypa gocnigHuka SAR439774 - fitusiran, BuaaHHA 7 3 nonpaskoto 1 Big 08
BepecHs 2020 poKy, aHrnilicbKkolo MoBOHO; Bpowypa gocnigHuka SAR439774 - fitusiran, BugaHHsa 7 3
nonpaBkoto 2 Bif 25 nuctonaga 2020 poky, aHriiicbkolo MoOBOIO; IHthopmauis gnsa nauieHTa Ta opma
iHhopmoBaHoi 3rogu, Ana YKpaiHu, Bepcia 2.0 Big 21 rpyaHa 2020 p., aHrNilicbKo MOBOIO;
IHchopmauia ansa nauyieHTa Ta hopma iHchopmMmoBaHOi 3roau, ansa YkpaiHu, sepcis 2.0 Big 21 rpyaHa 2020
p., YKpaiHCbKOKO MOBOIO; IHhopmauisa ana nauieHta Ta popma iHhopmoBaHOI 3rogun, ANA YKpaiHu,
Bepcia 2.0 Big 21 rpyaHAa 2020 p., pocilicbkoio mMoBOO; IHhopmauia pna nauieHta Ta dopma
iHcbopMmoBaHOi 3rogu AnAa G6artbKiB, AnA YKpaiHu, Bepcia 2.0 Big 21 rpyaHa 2020 p., aHrniiicbKoo
MoBolto; IHchopmauia ana naudieHTta Ta oopma iHthopMoBaHOi 3rogu Ana 6aTbKiB, ANa YKpaiHu, Bepcis
2.0 Big 21 rpyaHsa 2020 p., yKpaiHCbKOO MOBOHO; IHhopmauisa agna nadieHTa Ta hopma iHhopMmoBaHOT
3roau ana 6aTtbkiB, Ana YKpaiHu, Bepcis 2.0 Big 21 rpygHa 2020 p., pociiicbkolo moBoto; IHhopmauis
ANA yyacHuka i oopma iHchopmoBaHOi 3roan ANA MasloNiTHIX oci6 BiKOM Big 12 pokiB O MOMEHTY
HacTaHHA NOBHUX 14 pokiB, Ana YKpaiHu, Bepcia 2.0 Big 21 rpygHAa 2020 p., aHrNificbKOO MOBOLO;
IHcbopmauia ana yyacHuka i opma iHthopmMoBaHOi 3rogm Ansa MasoiTHIX Ocid BiKOM Bif, 12 pokiB Ao
MOMEHTY HacTaHHSl MOBHUX 14 pokiB, ANA YKpaiHu, Bepcia 2.0 Bif, 21 rpyaHsa 2020 p., YKpaiHCbKOIO
MoBOt0; IHhopMmauis ans yyacHuka i popma iHchopmMoBaHOi 3roau ANs ManoJsliTHIX ocio Bikom Big 12
POKIiB A0 MOMEHTY HacTaHHAi NMOBHUX 14 pokiB, Ana YkpaiHu, Bepcia 2.0 Big 21 rpyaHsa 2020 p.,
pociiicbkolo MOBOIO; IHhopmauia ansa yyacHuka i popma iHhopMmoBaHOT 3rogu A/l HEMOBHOJIITHIX
0cCi6 BikoM Big, 14 poKiB 4O MOMEHTY HAaCTaHHSA NOBHUX 18 poKiB, AnA YKpaiHu, Bepcia 2.0 Big 21 rpyaHsA
2020 p., aHrniicbko mMoBolO; IHhopmauia gna ydacHuka i chopma iHchopmoBaHOI 3rogun ans
HENMOBHOJIITHIX OCi0 BikOM Bif 14 poKiB 0 MOMEHTY HacTaHHA NOBHUX 18 pokiB, ansA YKpaiHu, Bepcia
2.0 Big, 21 rpyaHa 2020 p., yKpaiHCbKOIO MOBOLO; IHhopmauisa AnAa ydacHuka i popma iHchopmoBaHOiI
3rogn ANA HENOBHOJITHIX OCiO BikOM Big 14 poKiB A0 MOMEHTY HacTaHHA MOBHUX 18 pokiB, Ansa
YKpaiHu, Bepcia 2.0 Big 21 rpygHs 2020 p., pocCilicbKOO MOBOIO /10 MPOTOKONY KAIHIYHOrO AOCNIAKEHHS
«ATLAS-OLE: Bigkpute gocnifjpkeHHs OOBrocTpokoBoi 6e3nekn Ta edpeKTUBHOCTI ®iTycipaHy y nauieHTiB 3
remodpiniieto A abo B, 3 abo 6e3 iHrib6iTopHUX aHTUTIN A0 thakTopy 3cigaHHa VIII abo 1X», kog JocniopKeHHNA
LTE15174, Bepcia 1 Big 21 BepecHa 2018 p.; cnoHcop - Genzyme Corporation, USA/ [xeH3aiim
KopnopeliwH, CLUA

3asaBHUK - ToBapncTBo 3 O6MexeHo BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHodhapM-
YkpaiHa»

13. Bpowypa gocnigHuka gocnigKyBaHoro nikapcbkoro 3acooy JNJ-67896062 Opsumit® (Macitentan)
(MaujiteHtaH, MaynteHTaH, ACT-064992), Bepcia 17 Big ciuHa 2020p., aHrnilicbkoro MoBoto; flogaTok 1
Ao Bpowypn pocnigHuka pocnigkyBaHOro Jikapcbkoro 3acody JNJ-67896062 OPSUMIT
®(macitentan) (MauiteHTaH, MauuTeHTaH, ACT-064992), Bepcii 17, Big 6 cepnHsa 2020p., aHrNificbKoo
MOBOIO; 3paskm MapKyBaHHS [AOCAiIfKYBaHOro ikapcbkoro 3aco6y Macitentan (MauiTeHTaH,
MauuTteHTaH, ACT-064992), Ta6bneTku, Wo pucneprytorbces, 0,5 mr, 2,5 Mr, 5 Mr, aHrniicbKkow Ta
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YKpaiHCbKOI0 MoBamMu; MofoOBXeHHA TepMiHy NPUAATHOCTI [OCifAKYBaHOro JliKapCbKOro 3acooy
Macitentan (MauiteHTaH, MayuTteHTaH, ACT-064992), Tabnetku, Wwo gucnepryrorbcs, 0,5 mr, 2,5 mr, 5 mr
Ao 36 micAuiB [0 NPOTOKO/Y KNiHIYHOTO AochifpkeHHA «baraToueHTpoBe, Bigkpute, paHAOMi30BaHe,
KepoBaHe noAiamMy [OCAIMKEHHA ON1A OUiHKM ed)eKTUMBHOCTI, 6e3nekn Ta hapmakokiHETMKM npenapary
MauuTeHTaH B NOPIBHSIHHI 3i CTAHAAPTOM NiKyBaHHS Yy AiTel 3 /IereHEBOI apTepiasibHO TiNEPTEHSIEND», KOA,
pocnigpkeHHa AC-055-312, sepcia 4 Big 13 6epe3Ha 2018 p.; cnoHcop - ACTELION Pharmaceuticals Ltd.,
Switzerland

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnybka OpraHisauis IHHogapm-
YkpaiHa»

14. OHOBNEHe AOCbE AOCNIMQKYBAHOro nikapcbkoro 3aco6y Taniborbactam (VNRX-5133), Liecenim,
npenapary nopiBHAHHA MeponeHem Ta nnauye6o, Bepcia 3.0 Big nucrtonaga 2020 p.; 3any4veHHsA
[0[aTKOBOI BUPOGHMYOIT AiNAHKU ANA AoCNigKyBaHOro nikapcbkoro saco6y VNRX-5133, nopoluok ans
po3uuHy ans iHdysiih no 0,5 r gna BHYTPilWHbOBEHHOro BBefeHHA — Lyophilization Services of New
England, Inc. (LSNE) (LSNE-Madison LLC), CLUA; 3any4yeHHs1 foAaTKkoBOl BUPOOGHMYOT AiNAHKN ANs
npenapaty nopiBHAHHA MeponeHeM, nNOPOLWOK A/ PoO3uMHy AnA iHdysii no 1 r AansA
BHYTPilLHLOBEHHOro BBeAeHHss — ACS DOBFAR S.P.A., Itania; 36inblieHHs TepMiHy NpuAaTHOCTI
pocnigpkyBaHoro nikapcbkoro 3acooy VNRX-5133, nopowok gnsa po3uuHy ans iHdysin no 0,5 r gnsa
BHYTPilULHLOBEHHOTO BBeAeHHA pfo 36 wmicAuiB; OHOBMieHa Opolwypa foc/igHMKa Ha npenapart
VNRX-5133 (Cefepime-Taniborbactam), Bepcis 6.0 Big 23 rpygHAa 2020 poKy aHrilicbKOO MOBOIO /10
NPOTOKONY KAiHIYHOro BMNPOGYBaHHA «PaHAoMi3oBaHe, noAgiiHe cnine AocnimkeHHs ha3nm 3 3 aKkTUBHUM
KOHTPOMIEM ANS1 OUHKU i NiATBEPMKEHHS HE MEHLLOT etheKTUBHOCTI, 6e3nekn i NnepeHoCUMOCTi npenapary
Lecdhenim/VNRX-5133 Hixx npenapaty 418 akTUBHOIO KOHTPOJIIO Y AOPOCANX i3 yCKNagHEHNUMU iHGIEKLISIMU
CEYOBMBIAHMX LUMAXIB, Y TOMY 4MCNi 3 TOCTPUM mnienoHedputomM», kog pdocnimpkeHHs VNRX-5133-201, 3
nonpaskoto 2, Bepcia 3.0 Big 10 rpyaHa 2019 poky; cnoHcop - VenatoRx Pharmaceuticals, Inc., CLUA
3asBHIK - TOB «KOBAHC KNIHIKAN AEBE/IONMEHT YKPAIHA»

15. OHoBneHa Bpouwypa gocnigHuka Anipokymaé (SAR236553), Bepcis 14 Big 20 xoBTHA 2020 p.,
AHINIACbKOKD MOBOIKO [0 NPOTOKO/Y KIIHIYHOTO [AOCAIMKEHHS «Bigkpute [OCMiMKEHHA AN OLiHKK
OOBroTpuBavioi 6e3neyHocTi Ta edpekTuBHOCTI EBiHakymMaly Yy MauieHTiB 3 FOMO3UIOTHOK CMNagKOBO
rinepxonectepuHemieto», ko aocnimkeHHss R1500-CL-1719, 3 nonpaBkoto 6 Bifg 29 TpaBHs 2020 p.; CNoHcop -
Regeneron Pharmaceuticals, Inc., USA/ PegpxeHepoH d®apmacbtoTikanc, IHK., CLUA

3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YKpaiHa

16. OHoBnEeHuiA NpoToKoN 3 nonpaskoto 3 Big 03 nnctonaga 2020 poKy aHrMiicbKOK MOBOLO; Bpolypa
pocnigHuKa pocnipkyBaHOro nikapcbKoro saco6y Jlakocawmif, Bepcis Bif, 26 »oBTHA 2020 poky
aHrnificbKor MoBoIo; IHhopmauiiiHuii nucTok Ta hopma iHhopmoBaHoOi 3roau Ansa 6aTbkis, Bepcisa 9.0
Bif 04 rpyaHa 2020 poky yKpaiHCbKOIO Ta pociificbkolo moBamMu; Jopatok ao iHhopmauiiiHoro nucTka
Ta hopmMmu iHhopMoBaHOT 3roan AnAa 6aTbKiB: TUMYACOBI 3MiHU Y AOCAIMKEHH] Yy 3B’A3KY 3 NaHAeMiero
COVID-19, Bepcia 1.0 Big 04 rpyaHAa 2020 poKy yKPaiHCbLKOKO Ta POCIACbKOK MOBaMU [0 MPOTOKONY
KNiHiYHOro pocnimkeHHsA «baratoueHTpoBe, BigKpUTe, OOBrOCTPOKOBE, MPOAOBXEHEe [AOCMNIMKEHHS ANA
BMBYEHHSA edDEeKTMBHOCTI Ta 6e3neyvyHocTi JTakocamigy B SIKOCTi AONOMDKHOT Tepanii y giteii 3 eninencieto 3
napuianbHMMM Hanagamu», kog gocnigpkeHHs EP0034, 3 iHKopnopoBaHOK NomnpaBkow Bepcia 2 Big 24
6epesHs 2017 poky ; cnoHcop - UCB Biosciences Inc., CLUA

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

17. 3miHa BignoBigasibHOro AocnigHUKa y Micli npoBeAeHHs KNiHIYHOro BUNPoGyBaHHs [0 MPOTOKONY
KMiHIYHOTO gocnigkeHHs «[loggiiHe cnine, niauebo-KOHTPO/IboBaHe AOCAIMKEHHA (dasn 3 AN1si BUBYEHHS
3aCTOCyBaHHS KBU3APTUHIGY y NOEAHAHHI 3 IHAYKLiAHO | KOHCOMIAALIAHOK XiMiOTepanieto, a Takox y BUrnsgi
NPOLOBXEHHA Tepanil y nalieHTiB BiKOM Big 18 no 75 pokiB i3 Bneplue suasneHuMm FLT3-ITD-no3MTUBHOK
roctpolo MienoigHoto neiikemietro (QUANTUM First)», kog, gocnigpkeHHs AC220-A-U302, sepcisa 6.0 Big 28
0BTHSA 2020 poky; cnoHcop - Aaiiivi CaHkio, IHk., [Daiichi Sankyo, Inc.], CnonyueHi LUtatn AMepukm
3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

BY/NO CTANO
nikap NMununexko I'.B. nikap Horaesa /1.1.
KomyHanbHe  HekomepuiiiHe  nignpuvemMcTBo | KomyHasibHe HekomepLUiiHe nignpuemMcTBo
«Yepkacbkuii 061acHU OHKOJIOTIYHWIA | «YepKacbknii  06/1aCHUIA  OHKOMOFYHUIA  AMcnaHcep




ancnaHcep  Yepkacbkoi  obnacHoi  pagu», | Uepkacbkoi obnacHoi pagu», Ob6nacHuii nikyBasibHO-
O6nacHui NiKyBaUTbHO-AJarHOCTUYHWIA | AiarHOCTUYHWIA TeMaTosIoriyYHWiA LeHTP, M. Yepkacu
reMaTosiorivyHuii LeHTp, M. Yepkacu

18. BK/1lOUEHHA A0[ATKOBUX MiCLb NPpOBeAeHHA BUNPOOYBaHHA [0 NPOTOKOY KAiHIYHOrO AOCAIAKEHHS
«baraToLeHTpoBe [0BrOCTPOKOBE pO3LIMPEHE [AOCNIMKEHHS 3 OUIHKM 6e3neyHoCTi Ta edeKTUBHOCTI
npenapaty GSK3196165 npwu fnikyBaHHi peBMaTOIgHOrO apTpuUTy», KOA AoCimpKeHHs: 209564, Bif 14 XOBTHS
2019 poky; cnoHcop - GlaxoSmithKline Research & Development Limited, United Kingdom

3aaBHUK - MNignpuemcTso 3 100% iHo3emMHo iHBecTULicio «AK'IOBIA PAC YkpaiHa»

Ne M.1.B. BignoBiganbHOro focnigHmKa

n/n HasBa Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1. | K.M.H. TKaueHko M.B.

KomyHanbHe nignpmemctBo «lonTtaBcbka ob6siacHa KiiHiyHa nikapHa iM. M.B. CknidpocoBCbKoro
MonTaBcbKOi 06n1acHOl pagu», O6nacHUiA NiKyBaslbHO-AiarHOCTUYHUIA PEBMATO/ONYHNI LEHTP,
YKpaiHCcbka MeAnyHa CTOMaTosorivyHa akageMisi, kacegpa cimeriHol meamumHm i Tepanii, m. Monatasa
2. | K.M.H. Jlyk'aHeHko T.B.

KomyHasibHe HekomepuiliHe nignpuemMcTBo «Micbka KiHiYHa nikapHA Nel3» XapkiBCbKOi MICbKOT
paau, TepaneBTUYHE BigaiNIeHHA, M. XapkiB

19. OHoBAneHuid MpoTokon KniHiuHoro gocnigpkeHHAa AC-058B303, pegakuia 4 Big 19 xoBTHA 2020 p.;
CHHOMNCUC OHOBJIEHOIO NPOTOKOJ1Y KAiHIYHOro gocnimkeHHAa AC-058B303, peaakuifa 4 Big 19 )XOBTHA
2020 p., ocTaTOUYHUI Nepeknaj 3 aHrNiicbKoi MOBU Ha yKpaiHCbKy MOBY Big 23 nuctonaga 2020 p.;
IHcbopmaunia ana nauieHTa Ta popma iHhopmoBaHOiI 3rogu, octatouHa pegakuis 5.0 gnsa Ykpaiiu Big 10
rpyaHa 2020 p., ocTaToOuHUIA Nnepeknag 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Big, 08 ciuns 2021 p.,
OCTaTOUHMIA Nepeknag, 3 aHrNicbKOi MOBM Ha pociiicbKy MoBY Big 08 ciuHs 2021 p.; IHchopmauia ans
BariTHOI MapTHepPKMN yyacHuKa pocnipkeHHs Ta cpopma iHpopmoBaHOI 3rogn Ha y4dacTb Y nporpami
crocTepeXXeHHs1, octTaTouHa pegakuis Ne2.0 ana Ykpainum Big 10 rpygHsa 2020 p., octaTtouHUii nepeknag,
3 aHINiNCbKOI MOBU Ha YKpaiHCbKy MOBY Big, 08 ciuHA 2021 p., octatouHuii nepeknag 3 aHrniicbKol
MOBU Ha pocilicbKy MoBY Big 08 ciuHa 2021 p.; IHpopmauiiiHuit nncTok i hopma iHhopMoBaHOI 3rogun
Ha yyacTb Y TeCTyBaHHi po60OTM MarHiTHO-pe3oHaHCHOro Tomorpacda, octaTouHa pegakuia 2.0 ansa
YKkpaiHu Big, 10 rpyaHa 2020 p., ocTaTOUHUIA Nepeknag, 3 aHrNiiicbKoi MOBU Ha YKpaiHCbKy MOBY Big 08
ciuHA 2021 p., ocTaToOYHUI NepeKknasg 3 aHrniicbKoi MOBU Ha pocCiicbKy MoBY Big 08 ciuHa 2021 p.;
Aopatok go iHchopmauii ana nauyieHta ta coopmun iHhopmoBaHoi 3rogu, octatovHa pegakuia 1.0 gnsa
YkpaiHu Big 11 rpygHa 2020 p., ocTaTOUHWIA Nepeknag, 3 aHriicbKoi MOBU Ha YKpaiHCbKy MOBY Big 12
CiuHA 2021 p., ocTaTOYHMiA NepeKknag 3 aHrniicbKoi MOBU Ha pociiicbKy MoBYy Big 12 ciuHa 2021 p.;
Bpolypa 3 iHhopmauieto woao0 KoHTpauenuii B gocnigkeHHi OPTIMUM-LT (gns XiHOK), peaakuis 2 Big,
25 nuctonaga 2020 p., ocTaTOUHWIA NepeKnag 3 aHrNilicbKoi MOBU Ha YKpaiHCbKy MOBY Bif 13 ciuHs
2021 p., ocTaTO4YHUIA Nepekag 3 aHINMINcbKOT MOBU Ha pociiicbky MOBY Big, 13 ciuHa 2021 p.; Bpowypa
3 iHcpbopMmauiero Woao KoHTpauenuii B gocnigpkeHHi OPTIMUM-LT (gnsa yonoBikiB), pepakuia 2 Big 25
nnctonaga 2020 p., ocTaTOMHUI NepPeKnag, 3 aHr1iicbKOi MOBU Ha yKpaiHCbKy MOBY Bipg, 13 ciuHa 2021
p., OCTaTO4YHWMIA Nepeknag 3 aHrMilicbKoi MOBU Ha pociicbky MoBY Big 13 ciuHa 2021 p.; Kaptka
y4yacHMKa K/iHIYHOro gocnigkeHHA, pepakuis 2.0 ana YkpaiHu Big 08 ciuHa 2021 p., octaTO4uHuMii
nepeknag 3 aHrnificbkoi MOBM Ha YKpaiHCbKy MOBY Bif 13 ciuHa 2021 p., ocTaToOuHUI nepeknag, 3
aHrnificbKol MOBU Ha pociiicbKy mMoBY Big 13 ciuHa 2021 p. 40 NPOTOKOAY KAiHIYHOrO BUNPOOYBaHHS
«baraToueHTpoBe HeMopiBHAIbHE AOCIMKEHHA NOHeCUMoay npu AOBIOTPMBa/IOMY 3acTOoCyBaHHI B 03i 20
MF 3 METOH OL|iHKM oro 6e3nevHoCTi, NTepeHOoCMOCTi Ta 34aTHOCTI KOHTPONOBaTK Nepebir 3aXBOPIOBaHHS Y
XBOPUX Ha PeLMANBYHOUNIA PO3CISHMI CKNepo3 (NPoAoBXeHHA gochimkeHHs AC-058B301)», koA AOCAIAKEHHSA
AC-058B303, ocTatouHa pegakuis 3 Big 14 TpasHsa 2020 p.; cnoHcop - «AkTenioH ®apmacbioTukana Jlimiten»,
Lseiiuapis

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

20. 36inblEeHHS 3an/1aHOBAHOI KiNIbKOCTI AOC/iAKYBaHUX AJ1S1 BK/IIOUEHHSA Y KNiHiYHe BUNPOGYBaHHA B
YKpaiHi: 3 9 o 14 CKpMHOBAHUX [0 NPOTOKO/Y K/HIYHOIO AoChimKeHHS «EdekTuBHICTL Ta 6es3neka
npodoinakTMyHoro 3acrtocyBaHHA KoOHUM3ymaly Yy nauieHTiB 3 remoduinieto A un b, ycknagHeHow
iHriiTopamn», kog gocnigpkeHHss NN7415-4311, chiHanbHa Bepcis 4.0 Big 08 nunHs 2020 p.; cnoHcop - Novo
Nordisk A/S (LaHis)

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»



21. MopoBXEHHA TPUBAMOCTI KMiHIUHOro BUNPOGYBaHHA B YKpaiHi Ao 26 cepnHAa 2023 poKy [0
NPOTOKO/Y K/iHIYHOrO AOCNiAKEHHS «PaHAoMi30BaHe, 6baraToLeHTPOBe, NOABIHO ciine AOCNiAKeHHS ha3n 3
npenapaTty PD-0332991 (nepopasibHOro iHribitopa LukniH-3anexHux kiHas (CDK) 4 Ta 6) i3 /1eTpo30s1oM Y
NOPIBHAHHI 3 KOMGiHaLjieto nnauebo i NeTpo3oy ANA fiKyBaHHA XIHOK y nepiofi NocTMeHonaysu, XBOpux Ha
pak MOJIOYHOT 3aU/103U, LU0 € NO3UTMBHNM CTOCOBHO peLenTopis Ao ectporeHa [ER (+)] i HeraTMBHUM CTOCOBHO
peuenTtopiB A0 enigepMasibHoro chakropa pocty 2 tuny [HER2 (-)], Aki paHille He OTpuMyBaslM XOLHOro
CMCTEMHOI0 NPOTMPAaKOBOrO NiKkyBaHHA 3 MPUBOAY NPOrpecyBaHHA XBOPOOU», kog, gocnimkeHHs A5481008, 3
nonpaskoto 8 Big 21 TpaBHA 2018 poky; cnoHcop - «daisep IHk.»/ Pfizer Inc., CLUA

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

22. OHoBNeHHA bpowypu gocnigHuka ana HLX10, BuaaHHs 4.1 Bif, 25 )oBTHA 2020 poKy [0 NPOTOKO/TY
KMiHIYHOrO JocnimkeHHs «PaHgomizoBaHe noAgiliHe cnine 6aratoueHTpoBe dasn Il kniHiYHe JocnigKeHHs
HLX10 (pekombiHaHTHOro rymaHi3oBaHOro MOHOK/TOH&/TbHOTO aHTuTINa Ao PD-1 (aHTn-PD-1) ans iH'ekuii) +
ximioTepanis (kap6onnaTuH + 38’A3aHunin 3 aflb6YMIHOBMMM HAHOYACTUHKaMM Naknitakcen (Hab- naknitakcen) )
y NOPIBHAHHI 3 XiMioTepanieto (kapboniaTuH + Hab-naksiTakcen) B AKOCTI Tepanii nepLuoi AiHil npyu micLeBo-
nowmpeHomy abo mMeTtacTaTMyHOMY MIOCKOKIITUHHOMY HeApiGHOKNITUHHOMY paky nereHi (HOKPJT)», kop
pocnipkeHHs HLX10-004-NSCLC303, sepcia 4.0 Big 08 nunHa 2020 poky; cnoHcop - Shanghai Henlius
Biotech, Inc., China / WaHxai Xenniyc balioTek, IHk., Kutaii

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

23. bpouypa gnsa nauieHTiB, pegakuia A, Bepcia 3 — NonpaBka go npotokony 03, Big 30 BepecHs 2020
POKy, YKpaiHCbKOIO MOBOIO. Bpollypa B nauieHTa, pegakuia 3 — NMonpaska Ao npoTtokony 03, Big 30
BepecHsi 2020 poky, pociiicbkolo MoBOto. KepiBHULTBO 3 Bi3uTIB gocnimpkeHHs Gemini 1 gnsa nauieHTa,
pepakuisa A, Bepcis 2.0 - MonpaBka Ao npotokony 03, Big 14 BepecHA 2020 poKy, YKPATHCbKOKO MOBOIO.
KepiBHMUTBO A no BisuTam nauieHTa ansa gocnimkeHHa Gemini 1, Bepcis 2.0 - MonpaBka A0 NPOTOKONY
03, Big 14 BepecHs 2020 poky, pocilicbkoto MOBOI0. KapTka KpuTepiiB BK/TIOUEHHAIBUK/TIOUEHHSA, BEpCist
2.0 - MonpaBka ao npotokony 03, Big 10 nuctonaga 2020 poKy, yKpaiHCbKOIO MoBoOlo. KapTka 3
KpUTEepisiMu BKIIOYEHHA/BUKMIOYEHHS, Bepcis 2.0 - NMonpaska ao npoTtokony 03, Big 10 nucronaga 2020
pPOKy, pociiicbkolo MoBow. padiik 3axopiB pgocnigkeHHA Gemini 1, Bepcia 2.0 - MNMonpaBka fo
npoTtokony 03, Big 30 BepecHA 2020 poKy, YKpaiHCbKOI MOBOt0. Fpacpik 3axopgiB gocnigpkeHHa Gemini
1, Bepcia 2.0 - NMonpaBka go npotokony 03, Big 30 BepecHA 2020 poOKy, POCINCbLKOKO MOBOK [0
NPOTOKONY KNiHIYHOIO AO0CMiMKEHHST «PaHaoMi3oBaHe, NoABiiHe chine AocnimpkeHHs 3 dpasn Ans BUBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHsHHI 3 TepudnyHomigom (Obampkio®) B
y4yacHUKIB 3 peunavsytouMmMu popmamu poscisHoro ckneposy (GEMINI 1)», kog pocnigpxeHHs EFC16033, 3
nonpaskoto 03, Bepcis 1 Big 28 cepnHa 2020p.; cnoHcop - Genzyme Corporation, USA ([xeH3aim
KopnopeiiwH, CLUA)

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

24. 306paXeHHs eKpaHy woaeHHUKa “OnutyBanibHUK SF-36 (SF-36 Questionnaire)”, Bepcis 1.1.0 Big 24
rpyaHsa 2020 poKy, yKpaiHCbKOI MOBOLo; MoCiGHUK i3 gocnimKkeHHA anA nauieHTta, Bepcia 01 Big 03
rpygHAa 2020 poky, YKpaiHCbKOI0 MOBOIO. Fa3eTHe OrosioleHHA Benmkoro coopmarty, Bepcisa 01 Big 08
rpygHAa 2020 poKy, yKpaiHCbKOK MOBOLO; Mnakat gnsa nauieHTta, Bepcia 01 Big 08 rpyaHa 2020 poky,
YKpaiHCbKOIO MOBOLO; JIncTiBKa AnA nauieHTa, Bepcia 01 Big 08 rpyaHa 2020 poky, YKpPaiHCbKOHO
MOBOIO [10 NPOTOKO/Y KMiHIYHOro AocnigXeHHsa «PaHaomi3oBaHe, noAgiliHe ciine, naaueb60-KOHTPOoIbOBaHe,
b6araToLeHTpoBeE AOCNIMKEHHS A5 OLIHKA ePeKTUBHOCTI, 6e3neYHOCTi, NepeHoCMMOCTi, hapMakoKIHETUKM i
thapmakognHamikm npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCYBaHHI MPOTAroM 12 TWXKHIB Y AOPOCNX
0Ci6 3 aKTMBHMUM MePBUHHUM CUHAPOMOM LLerpeHa», kog, gocnimpkeHHa GLPG3970-CL-207, sepcisa 1.0, Big 21
BepecHs 2020 poky; cnoHcop - Mananaroc HB (Fananaroc HB), Benbris/ Galapagos NV, Besnbris

3anBHuK - TOB «APEHCIA EKCMNNIOPATOPI MEAICIH», YkpaiHa

25. Inchopmaunia gnsa nauieHta Ta Popma iHhopmoBaHoi 3rogu — NMpotokon PCI-32765MCL3002, Bepcis
YKpaiHCbKOI0 MOBOIO An1A YKpaiHnu Big, 13.01.2021 p., Bepcisa 14.0; IHchopmauis ana nadieHta ta dopma
iHcbopmoBaHoi 3rogu — MpoTtokon PCI-32765MCL3002, Bepcis pocilicbkolo MOBOIO A1 YKpaiHu Bij,
13.01.2021 p., Bepcia 14.0; Bpouwypa gocnigHuka JNJ-54179060 ImopyBika (I6pyTuHiO), BUgaHHa 14 Big
10.12.2020 p. [0 NPOTOKO/ly  K/IHIYHOrO — gocnifxeHHs  «PaHgomizoBaHe, noAgiiHe  crine,
nnaueboKOHTPONbOBAHE KAiHiYHE AocnigpkeHHs 3 dhasu iHribiTopa TMpo3nHkiHasn bpyTtoHa (BTK), PCI-32765
(I6pyTuKHIG), y koMbiHaLii 3 BeHaamycTHOM Ta Putykcumabom (BR) y nauieHTiB i3 BnepLue ajiarHoCTOBaHO



NiMd)OMOI0 MaHTIAHOT 30HM», KoA gocnimkeHHss PCI-32765MCL3002, 3 nonpaskoto INT-7 Big 19.12.2019 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

26. 36inblEHHs KiNbKOCTI NauieHTiB B YKpaiHi 3 312 go 500 oci6 (188 ocib); 3asyueHHA AoAaTKOBUX
MicLib NPOBEeAEHHSA KJIiIHIYHOro BUNPOGYBaHHA 40 NPOTOKO/TY KIIHIYHOIO AocnimpkeHHs «baraToueHTpose,
paHgoMmi3oBaHe, Bigkpute pocnimkeHHs 1l a3 3 nopiBHAHHA koMGiHauii Ate3onizymaldy (aHTu-Pd-L1
aHTUTINA) 3 a4’toBAHTHOK aHTPaLMKIIHOBOK/TaKkCaHOBOK XiMioTepanielo Ha BiAMIHY Bif Tisibku xiMioTepanii B
nawieHTiB 3 onepabenbHUM TPUYi HEraTMBHUM PakoM MOJI0HHOI 3a/103u» (IMpassion030). , ko4 AoCNiMKEHHS
BIG 16-05/AFT-27/W039391, Bepcisa 6 Big 14 ntotoro 2020 p. ; cnoHcop - F. Hoffmann-La Roche Ltd. /.
XothdhmaHH-1a Pow fita. /®. FoddpmanH-N1a Pow N4, LWBeliyapis

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

No M.1.6. BignoBigansHoOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS
1 3aB. LeHTpom byxTtees [.C.
KomyHanbHe HekomepuiiHe nignpuemMcTtBo «O6niacHWii LEeHTP OHKOAOrii», 061acHUiA UeHTp
MamoJnorii, M. Xapkis
2 K.M.H., 3aB. Big. N'pnbau C.M.
KomyHanbHe HekomepuiiHe nignpuemctBo KuiBcbkoi o06nacHoi paan «KuiBcbkuii obnacHwuii
OHKOJIOTYHMI AMcnaHcep», MamosorivyHe BiadineHHs, M. Kuis

27. OHOBJIEHUI NPOTOKOJ KNiHiUHOro BunpoGyBaHHA MK-3475-585, 3 iHKkopnopoBaHoIo nonpaBKkoto 07
Big 11 ciuHA 2021 poKy, aHIMiINCbKOK MOBOK [0 MPOTOKO/Y KNiHIYHOTO A0C/iMKEHHS «PaHaoMi3oBaHe,
noagivHe-cnine kniHivyHe gocnigxeHHs 1l hasn nemoéponisymady (MK-3475) Ta ximiotepanii (XP a6o FP) B
NOpIiBHAHHI 3 niauebo Ta ximiotepanieto (XP abo FP) B AkOCTi Heoas'toBaHTHOrO / af'toBaHTHOrO NiKyBaHHS
nawieHTiB 3 aleHOKapLMHOMOIO LLYHKY Ta LLTYHKOBO-CTpaBoXigHoro 3‘egHaHHa (LUC3) (KEYNOTE-585)», kog,
pocnipkeHHa MK-3475-585, 3 inkopnoposaHoto nonpaskoto 06 Big 12 rpyaHa 2019; cnoHcop - «Mepk LWapn
Eng Joym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHk.», CLWUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

28. OHOB/IEHMIA NPOTOKON KiiHiYHOro BunpooysaHHsa ARRAY-818-302, Bepcisa 10.0 Big 25 nuctonaga
2020 poKy [0 NPOTOKOAY KMiHIYHOro AoCNimkKeHHs «baratoueHTpoBE paHA0Mi30BaHe BiAKpUTE AOCIMKEHHS
3 hasu y 3 rpynax i3 3acTocyBaHHsIM eHKopadheHiOy 3 LeTykcumabom 3 abo 6e3 GiHIMETUHIOY NOPIBHSIHO 3
BVKOPUCTaHHSAM ipnHOTEKaHy/ueTykcuMaby abo iHgy3iliHoro 5-conyopoypaunny (5-FU)/cdoniHoBOI Kncnotm
(FA)/ipuHoTekaHy (FOLFIRI)/ueTykcumaby pas3om i3 BU3HAYEHHSAM 6e3nevHOCTi NoegHaHHs eHkopadieHioy,
GiHIMETUHIOY Ta UeTykcMMaby Yy nauieHTiB i3 MeTacTaTUYHUMM KOoJlopekTasibHUM pakom Ta BRAF V600E-
MyTaLieto», kog pocnimpkeHHss ARRAY-818-302, sepcia 9.0 Big 22 ksiTHa 2020 poky; cnoHcop - Eppeii
Bio®apma IHk., CLLUA / Array BioPharma, Inc., USA

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

29. Bk/IIOUEHHA AO0AATKOBOIrOo MicLUA NMPOBeAeHHA BUNPOGYBaHHA [0 npoTokony «[MloggiiHe chine,
paH4oMi30BaHe, KOHTPO/IbOBaHE akTVBHUM MpenapaToM LOCNiMKEeHHS ddasu 3 B napanefnibHux rpynax ans
NOpPIBHAHHA epeKkTUBHOCTI Ta 6e3neyvHocTi npenapaTie CT-P39 i Kconap y naujieHTiB i3 XPOHIYHOK CMOHTaHHO
KPONMB'SHKOID, Yy SKMX 30epiralnTbCA CUMMATOMK, He3BaXKawun Ha ikyBaHHA Hl-aHTurictTaMiHHUMUN
npenapaTtamu», kog gocnimpkeHHs CT-P39 3.1, sepcis 1.0 Big 24 yepsHs 2020 poky; cnoHcop - CELLTRION,
Inc., Republic of Korea

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka
n/n Ha3Ba Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA
1 O.M.H., npodp. AnTATKoBCbKa €.M.

KomyHanbHe HekomepuiiHe nignpnemctBo «KniHiyHa sikapHA LWBMAKOI MeAM4HOT A0NOMOrn»
[JHINpOBCLKOT MiCbKOi pajn, aneprosoriyHnii ueHTp, M. JHinpo




30. Bpouwypa gocnigHuka R0O4964913, Okpenisyma6/OkpeByc®, Bepcis 19 Big nuctonaga 2020 poky,
aHrNifcbKOK MOBOIO 10 NPOTOKO/1Y KIHIYHOIO AOoChigkeHH:A «baraTtoueHTpoBe, paHaoMizoBaHe, noagiliHe
cnine, nnauebo-kOHTPO/IbOBaHe AochifpkeHHA 3-i a3y B napanenibHUX rpynax, A1 OuiHKM 6e3rneku Ta
edheKkTMBHOCTI npenapaty Okpenisymat y fopocnumx nauieHTtiB 3 MepBuHHUM [Nporpecyrounm Po3cisHuM
Ckneposom», Kog pgocnigpxeHHs WA25046, sepcia J Big 31 nunHa 2020 poky; cnoHcop - ®. XodhdmaHH-/a
Pow /1a., Weeiyapia [F. Hoffmann-La Roche Ltd, Switzerland]

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnybka OpraHisauis IHHogapm-
YkpaiHa»

31. 36inblIeHHA KiNbKOCTi focnigxyBaHnx B YKpaiHi Big nonepegHbo 3ansaHoBaHoi 3 90 go 150 ocio
[0 NpOTOKO/Y KMIHIYHOTO AocnigpkeHHs «PaHgomizoBaHe, noggiiHe chine gocnimkeHHs dhasn 3 ANs OLiHKK
ximioTepanii npenapatamMmy Ha OCHOBI NAaTuHKM y KoMbiHaLii 3 npenapatom INCMGAO00012 a60 6e3 HbOro B
AKOCTI  Tepanil nepwoi NiHii  nNpM  MeTacTaTUYHOMY  MJIOCKOK/IITUHHOMY i HEMJIOCKOK/TITUHHOMY
HeapibHOKNITMHHOMY paky nereHis (POD1UM-304)», koa gocnigkeHHsa INCMGA 0012-304, sepcisa 1 Big 14
nuctonaga 2019 poky; cnoHcop - Incyte Corporation, United States

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

32. KO-TIP-007. AocnigxeHHa gnsa Koroptu AIM-HN. Onuc npouecy ogepxaHHsA iHthopmMmoBaHoi 3rogu,
peaakuifa 1.0 Big 07 nunHAa 2020 p., ocTaTOUHUI NepeKnag, 3 aHr1ilCbKOi MOBU Ha YKPAIHCbKY MOBY Bij,
16 rpygHA 2020 p., ocTaTOUHUA Nepeknag 3 aHriiCbKoi MOBU Ha pociiicbky MOBY Big 16 rpygHa 2020
p.; KO-TIP-007. QocnigxeHHA ana koroptu AIM-HN. Bpouwypa gnsa nauieHTa, pegakuia 1.0 Big 07 nunHsa
2020 p., ocTaToOuHWI nNepeknag 3 aHrMiACbKOI MOBM Ha yKpaiHCbKy MoOBY Big 16 rpyaHsa 2020 p.,
OCTaTOUHMI Nepeknag 3 aHriicbKOi MOBU Ha pocilicbKy MoBYy Big 16 rpyaHsa 2020 p.; KO-TIP-007.
AocnipkeHHs ans koroptn AIM-HN. BykneT Ana HOBUX nauieHTiB, pegakuia 1.0 Big 07 nunHsa 2020 p.,
OCTaTOUHMWIA NepeKnag 3 aHrniicbKoi MOBM Ha YKpaiHCbKy MOBY Big, 16 rpyaHa 2020 p., octaToOuHWMii
nepeknag, 3 aHriicbKoi MOBU Ha pocilficbKy MoBY Big 16 rpyaHsa 2020 p.; KO-TIP-007. QocnigKeHHA
ana koroptn AIM-HN. fluctiBka gnsa naugieHta, pegakuis 1.0 Big 07 nunHa 2020 p., ocTaToO4HWiA
nepeknapg 3 aHrMniicbKOi MOBM Ha yKpaiHCbKy MOBY Big 09 rpyaHs 2020 p., octaTtouHMii nepeknag 3
aHrNincbKOi MOBM Ha pociiicbKy MoBy Big, 09 rpygHa 2020 p.; KO-TIP-007. focnigkeHHA A1 KOTOpTU
AIM-HN. IHhopmauiiiHnii GloneTeHb, pepakuis 1.0 Big 07 nunHsa 2020 p., nepeknag, 3 aHrNiicbKoi MOBU
Ha YKpaiHCbKy MOBY Bif, 22 ciuHa 2021 p.; KO-TIP-007. QocnigpkeHHA gnAa koroptu AIM-HN. Kaptku
HanpaB/iIeHHS ANA yyacTi B AoCnimKeHHi, pegakuia 1.0 Big 07 nunHa 2020 p., nepeknag 3 aHrNificbKoi
MOBM Ha yKpaiHCbKy MOBY Big, 10 nuctonaga 2020 p.; KO-TIP-007. AocnigpkeHHA ana koroptu AIM-HN.
NucTt po nikapsa, pegakuis 1.0 Big 22 nunHsa 2020 p., nepeknag, 3 aHrNiicbKoi MOBU Ha YKpPaiHCbKY MOBY
Big 10 nuctonaga 2020 p.; 3MiHa BignoBiganbLHOro AocnigHuka y Micui npoBeAeHHs KMiHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y «HenopiBHAMbHE OMOPHE AOCAIMKEHHS, L0 NPOBOAUTLCA Y ABOX KOroprax
(AIM-HN i SEQ-HN) i3 meTol0 ouiHKM edheKTMBHOCTI TUNicpapHioy npu NikyBaHHI NaUiEHTIB i3 NIOCKOKNITUHHUM
pakom rofioBy Ta wui 3 myTtauiamm reHa HRAS (koropta AIM-HN) i Bnausy myTauii reHa HRAS Ha Bignosigp
Ha CUCTEMHY Tepanito NepLuoi NiHii 3 NpUBOAY NIOCKOK/ITUHHOIO paky ronosu 1a wni (koropta SEQ-HN)», koz
pocnipkeHHs KO-TIP-007, pepakuis 3rigHo 3 lMonpaskoto 3 Big 09 yepBHa 2020 p.; crnoHcop - «Kypa
OHkonopxi IHkopnopeiiTea» [Kura Oncology, Inc.], CLUA

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

BYNo CTANO

A.M.H., npoch. Monoscbka T.M. nikap Fony6esa /1.B. L
[lepxaBHa ycTaHoBa «IHCTUTYT MeauuHoi pagionorii | AEPXaBHA YCTaHOBA «IHCTUTYT MeAUdHOT paaionorii
Ta owkonorii im. C.M. Fpurop'eBa HaujoHanbHoi | 1@ OHKonorii im. C.M. Tpurop’ea HaujoHaNbHOT
akageMmii MeguuHuX HayK YKpainu», BigginenHs | AKGAEMII MEANHHX  Hayk yK_Pa'H”»' BIAAINEHHA
KNiHIYHOT OHKONOTIT | rematonorii, M. Xapkis KNIHIYHOT OHKONOTIT | remartonorii, M. Xapkis

33. 3anyueHHA AOJATKOBOIrO MicUA NMPOBefAEeHHA KNiHIYHOro BUNPOGYBAaHHA A0 MPOTOKOY KMiHIYHOIo
BMNPO6YBaHHA «PaHAoMi3oBaHe, NoABiliHe cnine, nnauebo-KoOHTPOIboBaHe AOCiIMKEHHS Il dhasn 3 OUiHKM
3actocyBaHHA npenapaty LY3471851 (NKTR-358) y Aopocnmx nauieHTiB i3 CUCTEMHUM 4YepBOHUM
BOBYaKOM», kog, gocnimxeHHs J1P-MC-KFAJ, 3 nonpaskoto (a) Big 19 cepnHa 2020 poky; cnoHcop - Eni Nlinni
eHg Komnani, CLUA / Eli Lilly and Company, USA

3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

[ Ne | MN.1.6. BignoBsiganbHoro gocnigHuka |
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n/n HasBa micusa npoBefeHHs KNiHIYHOro BUNpoGyBaHHA

1. K.M.H. Boliuyk H.C.

MeamnyHWIA LeHTP TOBapUCTBa 3 0OMEXEHOI0 BiANOBIfaNbHICTIO «EaensBelic Megike», nikyBasibHO-
npocpinakTMyHuiA nigpo3sgain, M. Kuis

34. InchopmaLiiiHMii INCTOK | AOKYMEHT NPo 3roay Ha MaiibyTHe GiomeauuHe AocnigKeHHs, Bepcia 2.0
ANA YKpaiHu Big 14 ciuHAa 2021 p. yKpaiHCbKOK Ta POCilficbKOlO MOBaMu, CTBOpeHa Ha nigcTtaBi
wa6noHy AI3 MB/J, (aoKymeHTa npo iHchopmoBaHy 3rogy Ha mMaiioyTHe GiomeauyHe [OCHIAKEHHS),
Bepcis BiAg 28 rpyaHa 2020 p., a TaKoX WaG/IOHY [OKYMeHTa npo iHhopMoBaHy 3rogy, 3aTBepayKeHoro
y BaHii kpaiHi Big 11 nunHA 2016 p., yKpaiHCbKOK Ta pocCiificbkolo moBamu; YkpaiHa, MK-3475-426,
Bepcisa 00 Big 14 ciuHa 2021 p., yKpaiHCbKOIO Ta POCiiCbKOIO MoBamu, lonoBHEHHA A0 iHhopmauii Ta
[OKYMeHTY npo iHhopmoBaHy 3roay A4 nawieHTa nicnsa nporpecyBaHHA 3aXBOPIOBaHHS, CTBOPEHE Ha
OCHOBI rno6anbHoro wabnoHy gna MK-3475-426, Bepcia 00 Big 05 ciuHAa 2021 p. oo nNpOTOKOAYy
KNiHIYHOro AocnimkeHHs «PaHaomizoBaHe, Bigkpute pocnimkeHHs [l hasnm ansa ouiHkM edpekTUBHOCTI Ta
6e3nekn neméponisymady (MK-3475) B komGiHaLlii 3 aKCITiHIGOM B NOPIBHSIHHI 3 MOHOTEPAMIE CYHITIHIGOM 5K
NiKyBaHHS MepLloi AiHii y nauieHTiB 3 NOKas/IbHO NPOrpecyroyod abo MeTacTaslytuok CBIT/IOKNITUHHO
kapuuHomMoto HUpkn (KEYNOTE-426)», ko aocnimpkeHHs MK-3475-426, 3 iHKopnopoBaHOo Nonpaskoto 16 Big,
23 ciuHa 2020 poky; cnoHcop - "Mepk Wapn EHg Ooym Kopn.", goyipHe nignpuemctso'Mepk EHA Ko.,IHK."
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

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

35. 3miHa BignoBiganbHOro AocnigHUWKa [0 NPOTOKO/Y KiHIYHOro AocnifxeHHs «EdekTnBHICTb Ta
6e3neyHicTb npenapaty M281 y fopocninx nauieHTiB 3 ayTOiMyHHOK reMOMITUYHOK aHeMIel 3 TenaoBMMn
aHTUTIIaMu: 6araToLeHTpPOBE, paHAoMi30BaHe, NoABiliHe chine, niaue60-KOHTPO/IbOBaHE AOC/IAXKEHHS», KOA,
pocnipkeHHs MOM-M281-006, sepcisa 3 nonpaekoto 1.3 Big 08 cepnHa 2019 poky; crnoHcop - MomeHTa
dapmackloTikanc, IHk., CLUA (MomeHTa ®apmacbioTikanc, CLUA)/Momenta Pharmaceuticals, Inc., USA
(Momenta Pharmaceuticals, USA)

3asaBHNK - TOBAPWCTBO 3 OBMEXEHOK BIAMNOBIJANBHICTIO «®APMACBIOTIKAMT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTANO
nikap NMununexko I'.B. nikap Horaesa /1.1.
KomyHanbHe HekoMepLUiiHe nignpuemcTso | KomyHanbHe HekoMmepLiiHe nianpremMcTso
«Yepkacbknii 061aCHUIA OHKOOTIYHWIA aucnaHcep | «Yepkacbkuii 061acHWUiA OHKOMOriYHWIA AncnaHcep
Uepkacbkoi 061acHoi pagm», O61acHUin NikyBasibHO- | YepkacbKoi ob6nacHoi pagm», O6nacHui
LiarHOCTUYHUIA reMaToNorNYHUIA LLeHTp, M. Yepkacu NiKyBa/IbHO-AiarHOCTUYHWUIA reMaToIorIYHNIA LEHTP,
M. Yepkacu

36. bpouwypa pocnigHuka EBOOGpPYTUHIO (M2951), Bepcia 13.0 Big 27 nuctonaga 2020 poky,
aHrNifcbKOK MOBOK [0 MPOTOKONY K/iHIYHOrO AochimpkeHHs «PaHgomizoBaHe, noAgiliHe cnine, nnaue6o-
KOHTposiboBaHe gocnimpkeHHsa Il dpasun npenapaty M2951 3 napasiesibHOK rpynok 3acTOCyBaHHSA akTMBHOMO
KOHTposito (npenapaTy Tekdigepa) 3a BigKpUTUM METOAOM Yy MalieHTiB 3 peuuauMByOUUM PO3CISHUM
CKNepo3om f/19 OUiHKM edeKTUBHOCTI, 6e3MneyHocTi, NepeHOCMMOCTi, hapMaKkoKiHETUKN Ta 6ionorivyHoi
aKTMBHOCTI», Ko AocnigxeHHs MS200527-0086, sepcisa 6.0 Big 08 nuctonaga 2019 poky; cnoHcop - Merck
KGaA, HimeuunHa

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

37. 3miHa BignoBiganbLHOro fgocnigHMKa B Micui NnpoBeAeHHS BUNPOOYBaHHA [0 NPOTOKOY K/iHIYHOIO
pocnimpkeHHs «[loagiiHe cnine, paHAoMi3oBaHe, GaratoueHTpoBe KAiHiYHe pocnigpkeHHs I dasn ans
NOPIBHAHHA €(PEKTUBHOCTI | OUiHKKM 6e3neyvyHOoCTi Ta iMyHoreHHocTi npenapaty HLX02, wo € 6iocuminspom
TpacTy3ymaby, Ta npenaparty MepuenTnH®, BupobHuuTea €C, L0 3aCTOCOBYHOTLCA NPY paHille HenikoBaHOMY
MeTacTaTM4HOMY paky MOJI0YHOI 3aU1031 3 HER2-rinepekcnpecieto», ko4 gocnimpkeHHs HLX02-BCO1, Bepcis
5.0 Big 17 nunHsA 2017 poky; cnoHcop - Shanghai Henlius Biotech Inc., Kutaii

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

BYNO CTANO
K.M.H. Xyk O.B. nikap /leoHosa B.B.
KomyHasbHe HekomepLiinHe nignpuemMcTso | KomyHanbHe HekoMepLiiHe nignpMeEMCTBO
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«O6NacHUn UEeHTP OHKONOrii», XimioTepaneBTUYHE
BigaineHHs Nel, M. Xapkis

«O6nacHNn LEeHTP OHKOAOri», XimioTepaneBTUYHe
BigaineHHs Nel, m. XapkiB

38. 3miHa BignoBiganLHOro gocnigHuKa y Micui npoBeAeHHA KNiHIYHOro BUNPOGYBaHHA [0 NMPOTOKONY
«PaHgomizoBaHe, NoABiiHO criine, niaue60-KOHTPO/IbOBaHE AOC/TAKEHHS 3 BiAKPUTUM NOA4a/bLUNM €TanoM 3
OL|iHKM eDEKTUBHOCTI Ta 6€3MeYHOCTI 3aCTOCYBaHHA NpenapaTy aBaTrpomoéonar y fiikyBaHHi TPOMOOLIMTONEHIT,
BMK/IMKAHOI XiMioTepani€to, y NayieHTIB i3 HEremMaToNorYHUMK 3/I0SKICHAMU NYyX/IMHAMW B aKTUBHINA (DOPMI»,
kof pocnimkeHHs AVA-CIT-330, pegakuis 2.0 / nonpaska 1 Big 04 kBiTHA 2019 p.; cnoHcop - «/[oBa

dapmackloTikana» [Dova Pharmaceuticals], CLLUA

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

BYNO

CTAlIO

A.M.H., npod. [Monoscbka T.M.|

[JepxaBHa ycTaHoBa «IHCTUTYT MeAnYHOT pagionorii
im. C.M. Tpurop’eBa HauioHanbHOI akagemii
MeAUYHUX HayK YKpaiHuW», BiadineHHs KiHiYHOl
OHKONOrii Ta rematonorii, M. Xapkis

nikap Myxxumuyk 1.B.

[JepxaBHa ycTaHoBa «IHCTUTYT MeAMyHOT pagionorii
im. C.M. Tpurop’eBa HauioHanbHOI akagemii
MeAMUYHUX HayK YKpaiHu», Big4iNeHHSA KAiHiYHOT
OHKOJ0Tii | remartonorii, M. Xapkis

39. OHOBnEeHU NPOTOKON KAiHIYHOrO BUNpPoGyBaHHA BPI-2358-106, nonpaBka npotokony 11 Big 31
6epes3Hs 2020 p.; 3miHa Ha3BU K/iHIYHOro BUNPOOYBaHHA:

BYJIO

CTANO

BaraToLeHTpoBe paHAOMi3OoBaHe A[O0CAiAKEeHHA
2/3 cdasu ana ouiHkn edhekTy nniHadyniHy Yy
NOPIBHAHHI 3 NerginrpacTMMom No 3MeHLUEHHIO
TPUBAIOCTi BaXKOI HeiTponeHii y nauieHTiB 3
pakoM MOJIOUHOI 3a/1034, SKi OTPUMYIOTb
MiesiocynpecuBHy XimiotTepanito goLetakcesiom,
[oKcopyGiuMHoM i uuknodpocamigom (cxema
TAC) (MpoTeKTUB 2)

BaraToueHTpoBe paHAOMi3OBaHe [OCAiAKeHHA
2I3 cdasu ana ouiHkn edhekTy nNiHaAOynNiHy Yy
NOPIBHAHHI 3 nerdpinrpacTumom y npodpinakrumui
BaXKOI HeiiTponeHii y nauieHTiB 3 pakom
MOJIOYHOI 3anosm, AKi OTPUMYIOTb
MiesiocynpecuBHy XimioTepanito goLetakcesiom,
BOKcopyGiunHoM i yuknodpocamigom (cxema
TAC) (MpoTeKTuB 2)

IHhopMmauia ana nauieHTta i oopma iHchopmoBaHOI 3roau ANA NauieHTiB, AKi 6epyTb yyacTb y pasi 3
pocnipkeHHsA, ana Ykpainm gnsa dasu 3 dpiHanbHa Bepcis 8 Big, 29 kBiTHA 2020 p., aHIMiNCbKOIO MOBOIO;
IHchopmaunia gna nadieHTa i popma iHchopMoBaHOI 3rogu AnA NauieHTiB, AKi 6epyTb yyacTtb Yy pasi 3
pocnipkeHHA, ana Ykpaiim ana ¢gasmu 3 ciHanbHa Bepcia 8 Big 04 tpaBHa 2020 p., YKpAiHCbKOIO
MoBot0; IHchopmauia ana naudieHTa i oopma iHhopMoBaHOT 3rogun AnA NauieHTiB, AKi 6epyTb yyacTb y
thasi 3 gocnigxkeHHs, ana YkpaiHu gnsa dasum 3 dpiHanbHa Bepcis 8 Big 04 TpaBHs 2020 p., pocilicbKoto
MOBOI0; KapTka yuyacHuka gocnigxeHHs, Bepcis 2, Big, 15 kBiTHA 2020 p., aHrNificbKOIO MOBOIO; KapTKa
y4yacHuKa pocnipkeHHs, Bepcia 2, Big 04 TpaBHA 2020 p., yKpailHCbKOO MOBOK; KapTka yyacHuka
[ocnipkeHHs, Bepcia 2, Big 04 TpaBHS, poCilicbKO0 MOBOLO; 3a/lyHeHHA NMikapcbKoro 3aco6y EmeHg,
Bupo6HuuTBa Mepk LWapn i Aoym B.B., HinepnaHagu/Merck Sharp & Dohme B.V., the Netherlands, B
AAKOCTI Npenaparty cynyTHbOI Tepanil; 3pasok MapKyBaHHA npenaparty cynyTHboi Tepanii EMeHp, Big 07
nucronaga 2017 p., yKpaiHCbKOKO MOBOIO; 3pa3oK MapKyBaHHS NepPBUHHOT yNaKOBKU A0CAifKYyBaHOro
nikapcbkoro 3aco6y Plinabulin (Mnina6ynid) 40mr/10mn (4mr/mn), Big 04 TpaBHA 2020 p., yKpaiHCbKOIO
MOBOI0; 3pa3oK MapKyBaHHA BTOPUHHOI YNAaKOBKU AOCAigKyBaHOro siikapcbkoro 3aco6y Plinabulin
(MniHabynid) 40mr/10mn (4mrimn) — 1 chnakoH y npomapkoBaHiii nauui, Big 04 TpaBHa 2020 p.,
YKpaiHCbKOL0 MOBOLO; 3pa3oK MapKyBaHHA BTOPMHHOT YNAKOBKU A0CNigKyBaHOroO flikapCbKOro 3acooy
Plinabulin (MniHa6ynin) 40mr/10mn (4mr/mn) — 10 chnakoHiB y NpomapKoBaHiiA nauui, Big 04 TpaBHSA
2020 p., yKpaiHCbKOO MOBOW; Jocbe paocnigpKyBaHoOro nikapcbkoro 3aco6y Plinabulin Injection
(BPI-2358), Bepcis 5.0, Big 30 Gepe3HAa 2020 p., aHrNilicbkord MOBOK); 3MiHA KOHTPAKTHOI
pocnigHuubKoi opraHisauii 3 TOB «KoBaHc KniHikan /[eBesionveHT YKpaiHa» Ha KOHTPaKTHY
AocnigHuubKy opradisauito TOB «CaHaKnic», ika 6yae BUKOHYyBaTU (PYHKL,iT NOB’A3aHi 3 NpoBefeHHAM
MOHITOPUHIY AaHoro KiHiYHOro BUNPOGYBaHHA B YKpaiHi [0 MPOTOKO/Y KiHIYHOTO BMNPOBYBaHHA
«baratoueHTpoBe paHAOMi30BaHe O0CiMKEHHSA 2/3 da3u AN OuiHKU edhekTy nAiHaByMiHy Y NOPIBHAHHI 3
nerginrpacTvMMoM No 3MEHLLEHHIO TPUBA/TOCTI BXKKOT HEMTPONEHIT y NaLieHTIB 3 pakoM MOJIOHYHOI 3a/103U, 5K
OTPMMYIKOTb MIESTIOCYNPECUBHY XiMiOTEpanito goueTakcenom, AOKCOPYbIiLuHOM i Luknodgocgamigom (cxema
TAC) (MpoTekTnB 2)», Kog gocnimkeHHs BPI-2358-106, nonpaska npotokony 10 Big 20 rpygHsa 2019 p.;
cnoHcop - BeyondSpring Pharmaceuticals, Inc., USA

3aaBHuK - TOB «CAHAKJ/IIC», YkpaiHa

40. Nonpaska 2 ao MpoTokony KNiHiyHoro gocnimkeHHA 56021927PCR3003 Big 05.11.2020 p.; JopaTok
2 Bipg 18.11.2020 p. ao Bpouwypu gocnigHuka JNJ 56021927 (ananyTtamig), BugaHHa 13 Big 01.04.2020
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p.; IHchopmauis ansa nauyieHta Ta Popma iHthopmoBaHoi 3rogu — MNMpoTokon 56021927PCR3003, Bepcisn
YKpaiHCbKOIO MOBOIO ANA YKpaiHu Big 18.12.2020 p., Bepcia 9.0; IHchopmauia ana nauyieHTa Ta dopma
iHdbopmoBaHoi 3rogu — MpoTokon 56021927PCR3003, BepciA pociiicbkoo MOBOI ANnA YKpaiHu Big,
18.12.2020 p., Bepcia 9.0 [0 NPOTOKOAY KNIHIYHOrO AochigxeHHs «PaHgomizoBaHe, noagiHe chine,
nnauebo-KOHTPONIbOBaHe, KiHiYHe gocnimkeHHs 3 dasu npenapaTty IJNJ-56021927 y nauieHTiB 3 BUCOKUM
PV3NKOM J10KaNi3oBaHOro abo MiCLLEeBO-PO3MNOBCIOMKEHOIO paky nepeamixypoBoi 3a/103u, WO OTPUMYIOTb
NiKyBaHHA MNEPBUHHOKD NPOMEHEBO Teparnie», koA aocnipkeHHs 56021927PCR3003, 3 nonpasBkow
Amendment 1 Big 06.02.2017 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris
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