JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 34 Big 30.09.2021, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKMN €KCMepPTIB.»

1. 3miHa agpecu CnoHcopa gocnigkeHHs: Byno: 101 Park Drive, Milton Park, Abingdon, Oxfordshire,
0X14 4RY, UK. Tel: +44 1235 438600; Ctano: 92 Park Drive, Milton Park, Abingdon, Oxfordshire, 0X14
4RY, UK. Tel: +44 1235 438600; OHoBneHa Bepcia bpowypu gocnigHuka Te6eHTadycn (IMCgpl100),
Bepcia 12.1, Big 15 /totoro 2021p.; OHOB/IEHEe MapKyBaHHSA MiKapcbKoro 3aco6y AnbL6yHoOpM, Bepcisa
2.0 Big 25 /Trotoro 2021p.; OHOB/IeHe MapKyBaHHS 30BHiLLHbOT YNAaKOBKU A,0C/iAKYBaHOrO NiKapCbKOro
3aco6y IMCgpl100, Bepcia 3.0 Big 25 J/llotoro 2021p.; OHoOBNeHe MapKyBaHHA NaKOHY
pocnigxysaHoro nikapcbkoro 3aco6y IMCgpl100, sepcia 3.0 Big 25 J/liotoro 2021p.; OHoBNeHe
MapkyBaHHA HaGopy AnAa npurotyBaHHA AocChigKyBaHoOro nikapcbkoro saco6y IMCgp100, sepcis 2.0
Big 25 /lroToro 2021p.; OHoBneHi Bepcii: IHhopMaLis ANA yyacHuUKIB pocnimkeHHsa Ta dopma
iHdbopMmoBaHoi 3roau «IMCgp100-202 YKP, ®I3 ans ocHOBHOro aocnigxeHHs, sepcis 10.1, (cbiHanbHa)
Big 21 YepBHsa 2021p.» yKpaiHCbKOIO MOBOIO; IHhopMauia Ans nauieHTiB Ta ®opma iHhopmMoBaHoOi
srogu «IMCgp100-202 YKP, ®I3 anst oCHOBHOro AocnifxeHHs, Bepcisa 10.1, (cpiHanbHa) Big 21 YepBHA
2021p.» pOCIfiCbKOIO MOBOK [0 MPOTOKO/Y KIIHIYHOTO JOC/imKeHH «PaHAomizoBaHe, BigkpuTe,
6aratoueHTpoBe hasu Il gocnigxeHHs 6e3neku Ta edpekTnBHOCTI npenapaty IMCgpl00 B noOpiBHSAHHI 3
NikyBaHHsIM, BubpaHum pocnigHnkom y HLA-A*0201 nO3MTUBHMX MaLIEHTIB 3 MOLUMPEHOK YBeaslbHOK
MeNaHoMOlo, K paHille He OTpUMyBasn JliKyBaHHS», kog, gocnimkeHHs IMCgpl100-202, sepcisa 5.0 Big 31
6epesHs 2020p.; cnoHcop - Immunocore Ltd, United Kingdom

3asBHUK - CiHTepakT T'm6X, HimeuunHa

byno Crasnio
101 Park Drive, Milton Park, Abingdon, Oxfordshire, | 92 Park Drive, Milton Park, Abingdon, Oxfordshire,
0X14 4RY, UK. Tel: +44 1235 438600 0OX14 4RY, UK. Tel: +44 1235 438600

2. OHoBneHuit po3pin P.8 «CrtaGinbHicTb» i3 3BiTamu 3i cTaGinbHOCTI [locbe AocnigKyBaHOro
nikapcbkoro 3aco6y YnapgauutuHio (ABT-494), Bepcisa 7.0 E UA Big, 26 nunHa 2021 poky; MoaoBXeHHs
TepMiHy npuaaTtHOCTI AOCAiMKYyBaHOro nikapcbKoro 3sacooy YnagauutuHio (ABT-494), tabnetku
)oBToro konbopy (ER-all) 45 mr, o 60 MicaLiB 10 NPOTOKOY KMiHIYHOrO AocnifxeHHsA «baraTtoueHTpose,
TpuBasie nogoBxeHe pocnimkeHHsa Il dasm 3 ouiHkM 6e3nevyHoCTi Ta edIeKTMBHOCTI YNnagauuTuHioy
(ABT-494) y nauieHTiB 3 BMPa3KOBUM KONITOM», KOA AocnifpkeHHsa M14-533, 3 iHKoprnopoBaHUMu
ApmiHicTpaTnBHumMuY 3miHamu 1, 3, 5, 6, 71 8 (Tinbku ana KaHaaw) ta MNMonpaskamu 0.01, 1, 2, 3, 4, 5 ta 6 Big 31
nunnHs 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliLapis

3. OHoBNeHe flocke aocnimxyBaHOro nikapcbkoro 3acooy Retifanlimab (INCMGA00012), Bepcis 8.0 Bipg,
01 uepBHsa 2021 poky; MogoBXeHHs TepMiHy npuaaTtHocTi npenapaty Retifanlimab (INCMGA00012)
ana P1 3 46 micauis go 60 micsauiB Ta ana P2 3 36 micAuiB Ao 48 micauis; MNoAoBXeHHA TPUBANOCTI
KNniHiyHoro Bunpo6yBaHHA INCMGA 0012-101 B YkpaiHi g0 31 rpyaHa 2022 poKy 40 NPOTOKOJTY KNiHIYHOrO
BMNpobyBaHHA «®a3a 1, JocnimkeHHs ©6e3neku, nepeHocumocTi Ta papmakokiHeTku INCMGAO00012
(konuwHA Hasea MGAOQ12) y naujieHTiB 3 CONIZHUMKU MyX/IMHAMKM Ha Mi3HIX CTagisaX PO3BUTKY XBOPOOYU
(POD1UM-101)», kog gocnigxkeHHss INCMGA 0012-101, nonpaska 9 Big 09 yepsHs 2020 p.; cnoHcop - «IHcanlT
KopnopeiiwH» (Incyte Corporation), CLUA

3asaBHUK - TOB «KLIP YkpaiHa»

4. 3pa3oKk 06’egHaHOro0 MapKyBaHHA AOCNiIMAKYBaHOro nikapcbkoro 3acooby Bepgonisymadé pans
KapTOHHOI ynakoBku, 1 chnakoH i3 300 mr Beponisymadby y kopooui ana YkpaiHu (gna aocnipxeHb
MLNO0002-3024, MLN0002-3025, MLN0002-3029), Bepcis 3 Big 29 uepBHs 2021 p., YKpaiHCbKOIO MOBOIO;
3pa30K 06’egHaHOro MapKyBaHHS AOCiAKYBaHOroO flikapCbKoro 3acody Beponisymad gns nakoHy,
c¢hnakoH i3 300 mr Beponisymaby ana YkpaiHu (ansa pocnigpkeHo MLN0002-3024, MLN0002-3025,
MLNO0002-3029), Bepcis 3 Big 29 yepBHsA 2021 p., YKPAiHCbLKOIO MOBOIO [0 MPOTOKOY KAiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, MOABiiHE cnine [OC/iMKeHHA gpasn 3 ANa OuiHKM ed)EKTUBHOCTI Ta
6€e3MeyYHOCTi 3acToCyBaHHA BeAonisymady 415 BHYTPILHbLOBEHHOIO BBEAEHHS SK NiATPUMYHOYOT Tepanii y
nawieHTiB AMTAYO0ro BiKy 3 aKTMBHOK XBOPO60I KpoHa Bif MOMIPHOrO A0 TSXKKOrO CTyMNeHs, y Skux 6ys10
[OOCArHYTO K/iHIYHOT BiANOBIAl nicns Tepanii Be4oNisymabom A5 BHYTPILULHbOBEHHOIO BBEAEHHS Y BiAKPUTOMY
pexumi», kog gocnipkeHHs MLN0002-3025, npoTokon 3 nonpasBkoto 1 Big 17 ntotoro 2021 p.; CNOHCop -
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Takepa JesenonveHT CeHTep AMepikac, IHK., CnonyyeHi LUTaTtn (Takeda Development Center Americas, Inc.,
USA)

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

5. 3pa3ok 06G’egHaHOro MapKyBaHHA [OCNiIgKYBaHOro nikapcbKoro 3aco6y Beponisymaé pgns
KapTOHHOI ynakoBku, 1 cdonakoH i3 300 mr Begonisymady y kopoo6ui gna YkpaiHu (gna aocnipxkeHb
MLN0002-3024, MLN0002-3025, MLN0002-3029), Bepcis 3 Big 29 uepBHsa 2021 p., yKpaiHCbKOIO MOBOIO;
3pa30K 06’e4HAHOro MapKyBaHHS [0CIMKYBAHOIO NiKapCbKOro 3acody Beponizymab gnsa cnakoHy,
c¢hnakoH i3 300 mr Beponizymaby ana YkpaiHu (gna pocnigpkeHo MLN0002-3024, MLN0002-3025,
MLNO0002-3029), Bepcia 3 Big 29 uepBHA 2021 p., YKPpAiHCbKOIO MOBOI [0 MNPOTOKO/Y KAiHIYHOMO
BMNpobyBaHHA «PaHgomizoBaHe, noAgiiiHe chine pochimpkeHHs asn 3 4na OuiHKM edIeKTUBHOCTI Ta
6e3MeYyHOoCTi 3acToCyBaHHA BeAonisymMady A1 BHYTPILHLOBEHHOIO BBEAEHHA SAK NIATPUMYHOYOT Tepanii y
nawieHTiB AUTAYOro Biky 3 aKTMBHUM BMPA3KOBMM KOJIITOM Bif, MOMIPHOIO A0 TSAXKOrO CTyNeHs, y Skux 6yno
[OOCATHYTO KNiHIYHOT BiANOBIAi nicnsa Tepanii Be4oNisymMaboM A1 BHYTPILULHbOBEHHOIO BBEAEHHS Y BiAKPUTOMY
pexumi», kog gocnimpkeHHs MLN0002-3024, npoTokon 3 nonpaskoto 1 Big 16 ntotoro 2021 p.; cnoHcop -
Takepa JesenonmeHT CeHTep AMepikac, IHK., CnonyyeHi LLTaTtn (Takeda Development Center Americas, Inc.,
USA)

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

6. OHOBEeHUiA NPOTOKOS KNiHiuHOro gocnipxeHHAa CLI-06001AA1-04, Bepcis 2.0 Big 03 TpaBHA 2021
poky; IHchopmauiiiHnii nncTok yyacHuka ta ®Popma iHhopMoBaHOiI 3roaM Ha yvyacTb Y K/iHiUHOMY
pocnipxkeHHi 3 kogom CLI-06001AA1-04, aocnipxeHHsa PILASTER, Bepcia 2.0 Big 02 cepnHa 2021 p.
Ansa YKpaiHu aHrniiicbkoto moBoto; IHchopMauiiiHuii nMcToK yuacHuka Ta ®opma iHdpopmoBaHoi 3rogu
Ha yJyacTb Yy K/niHiYHOMY gocnimkeHHi 3 kogom CLI-06001AA1-04, aocnimxkeHHs PILASTER, Bepcis 2.0
Big 02 cepnHa 2021 p. gna YKpaiHM YKpaiHCbKOKO MOBOIO; IHpopmauiiiHuii nuctok i dopma
iHpopMOBaHOI 3rogu BariTHOI y4dacHULi Ha y4dacTb Yy MpoOrpamMi CMOCTEPEXEHHA 3a nepe6irom
BariTHOCTi y MeXax KniHiuHoro pocnimkeHHss 3 kogom CLI-06001AA1-04, pocnigxeHHAa PILASTER,
Bepcis 2.0 Big 25 TpaBHA 2021 p. ANnA YKpaiHW aHrNilicbkoo MoBoLo; IHchopmauiiHuii nucTok | Popma
iHbopMoBaHOi 3rogu BariTHOI yyacHMLUi Ha y4yacTb Yy nporpami CrnocTtepeXxeHHA 3a nepecirom
BariTHOCTi y MeXax KAiHiuHOro gocnigkeHHsa 3 kogom CLI-06001AA1-04, pocnipxeHHA PILASTER,
Bepcia 2.0 Big 25 TpaBHA 2021 p. Ana YKpaiHU YKPATHCbKOIO MOBOLO; IHhopmauiviHuii nucTok i dopma
iHbopMoBaHOiI 3rogu BariTHOI MApPTHEPKM Ha y4vyacTb y Nporpami CnocTepexeHHs 3a nepeoéirom
BariTHOCTi Y MeXax KfiHiYHoro gocnimkeHHs 3 kogom CLI-06001AA1-04, pocnimkeHHsa PILASTER,
Bepcis 2.0 Big 25 TpaBHA 2021 p. ANA YKpaiHM aHTNilicbKkoo MOBO1O; IHhopmaLiiiHuii nncTok | dopma
iHhopMoBaHOI 3roAn BariTHOI NMapTHeEpPKU Ha y4vyacTb Yy nporpami cnocrepeXxeHHsi 3a nepeodirom
BariTHOCTi Y MeXax KfiHiYHoro gocnimkeHHs 3 kogom CLI-06001AA1-04, pocnimkeHHsa PILASTER,
Bepcis 2.0 Big 25 TpasHsa 2021 p. ANnA YKpaiHM YKPAIHCbKOIO MOBOIO; 3MiHA HaliMeHYBaHHA 3asiBHUKA B
YkpaiHi 3 TOB «KOBAHC K/MIHIKANT AEBENOMNMEHT YKPAIHA» Ha TOB « JIABKOPM K/IHIKAN
DEBEJNIOMNMMEHT YKPAIHA»; 3anyueHHs 40AATKOBOro Micus NPOBEeAEHHS K/TiHIYHOro AOC/iMKEHHS [0
NPOTOKOJY K/IHIYHOTO [OCAIMKEHHS «52-TKHEBE, paH4oMI30BaHe, NoABiliHe cnine, nnauebo KOHTPOIbOBaHe
OOCMNIMKEHHST Y NapasiefibHUX rpynax 3 MeTOK OUIHKA e(peKkTMBHOCTI Ta 6e3neyHoCTi ABOX A03 npenapary
CHF6001 y chopmi cyxoro MOpOLUKY AN iHransauii, Wwo AogarTbes A0 NigTPMMYoYol NOTPIHOT Tepanii y
Naui€EHTIB i3 XPOHIYHUM OOCTPYKTMBHUM 3axBOpPHOBaHHSAM fiereHb (XO3J/1) Ta XPOHIYHUM OPOHXITOM», Kopg,
pocnipkeHHss CLI-06001AA1-04, Bepcisa 1.0 Big 20 nuctonaga 2020 poky; cnoHcop - «K'e3i dapmaueBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTIO «/TABKOPM KNIHIKAT AEBE/IONMMEHT YKPAIHA»

No MN.1.B. BignoBiganbHOro gocnigHuka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpPo6yBaHHSA

1. | nikap Bunoscbka B.B.

KomyHanbHe HekomepuiliHe MeauuHe MianpueMCTBO «KpemeHuylbka neplia Micbka fikapHs
iM. O.T. boraescbKoro», NysIibMOHO/IOMYHE BifgaiNIeHHs, M. KpeMeHYyK

7. OHOBNEeHWii NPOTOKO KhiHiuHOro gocnipkeHHsa EB-CLIN-1001-03, Bepcis 2.0 Big 22 nunHa 2021
POKy, aHr/iACbKOIO MOBOK [0 MPOTOKO/Y KAIHIYHOTO AocChifpKeHHs «MixHapogHe, paHOoMi30oBaHe,
noZBiiiHe cnine, akTMBHO KOHTPO/IbOBaHe AOCIMKEHHS 3 dha3n A8 MOPIBHAHHSA KIIHIYHOT eDEKTUBHOCTI,
6e3MeyYyHOoCTi, (hapMakoKIHETMKM Ta dhapMakoAnHaMik1 SOC/iAKyBaHOrO NogibHOro 6io/10riYHOro Nikapcbkoro
3acoby EB1001 i3 3apeecTpoBaHuM y €C npenapatom Prolia® y XiHOK 3 0CTeonopo30M B NOCTMeHoNays3i»,
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kop, pocnimxkeHHss EB-CLIN-1001-03, Bepcis 1.0 Big 24 TpasHA 2021 poky ; cnoHcop - Eden Biologics, Inc.,
Taiwan / EgeH baionogxikc, IHK., TaliBaHb

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

8. 3miHa Ha3BM NpPOTOKOJYy «BigKkpuTe 6araToLeHTPOBE AOCNIAKEHHSA, SKe CKI1afaETbCA 3 ABOX YACTUH
3 6e3nepepBHMM MEPEXOAOM, O NMPOBOAUTLCA 3 METOI BMBYEHHS Ge3ne4yHoCTi, MepeHOCUMOCTi,
thapmakokiHeTUKn, chapmakoguHamikui Ta epeKTUBHOCTI npenapaty RO7034067 3a i0ro 3acToCyBaHHA
Yy HeMOBJ/AT 3i cniHa/IbHOK M’A30BOK0 aTpodiielo 1-ro Tuny» Ha «Bigkpute O6GaraToueHTpoBe
[OCNifKEeHHs, siKe CKNafaeTbCa 3 ABOX YaCTUH 3 6e3nepepBHUMM Mepexonom, Lo NpPoBOAUTLCA 3
MeTOK0 BMBUEHHA Ge3neyHoCTi, MNepeHOCUMMOCTi, apMaKoKiHeTUKK, apmakoguHamikn Ta
echekTUBHOCTI Npenapaty pucgunnam (RO7034067) 3a Nioro 3acTocyBaHHS Y HEMOBJIAT 3i CNiHA/IbHOKO
M’si30BOl10 aTpodpieto 1-ro Tuny»; 3mMmiHa Ha3BM 3asABHUKA KNiHiYHOro Bunpoo6ysaHHs 3 TOB «IHC Pecepu
YkpaiHa» Ha TOB «CiHeoc Xesic YKpaiHa»; bpouypa [locnigHuka focnigxyBaHOro nikapcbKoro 3acooy
RO7034067 (pucgunnam), Bepcia 8 Big 30 6epe3Hs 2021 p. aHrnificbkoo MoBOW; IHopMaLiiHNiA
nncTok Ta popma iHhopmoBaHOI 3roan 6aTbKiB NaLieHTIB HEMOB/IAT, AAKi 6epyTb yyacTb Yy YaCcTuHI 1
pocnipxeHHs, Bepcia 8.2.0 Big 09 BepecHA 2021 p. aHrAilACbKOK, YKPAiHCbKOKO Ta POCiliCbKOIO
MoBamu; IHopMauiliHui nucTok Ta popma iHhopmoBaHOI 3roau GaTbKiB NaLi€EHTIB HEMOBJIAT, AKi
GepyTb yyacTb Yy 4YacTuHi 2 pgocnigkeHHA, Bepcia 8.2.0 Big 09 BepecHsa 2021 p. aHrAilicbKoOHO,
YKpPaiHCbKOLO0 Ta POCiiCbKOIO MOBaMu; 3aJlydyeHHA komnaHii TOB «HeCllaT» cTocoBHO npouecy Bunnar
BigwkoayBaHb; BP39056_FIREFISH_YkpaiHa_TOB «HeCMaT» 3roga Ha OGpPOGKY NepCOHa/lbHUX
paHux, Bepcia 1.1.0 Big 25 uepBHA 2021 p. YKpAiHCbKOK Ta pociiicbkoo MoBamu; BP39056
FIREFISH_YkpaiHa_TOB «HeCMaT» d®opma 3anuty Ha BiglwKogyBaHHA KowrTiB, Bepcia 1.1.0 Big 25
yepBHA 2021 p. YKPAiHCbKOK Ta POCiliCbKOK MOBaMU; 3a/ly4eHHs MicLeBOi cnyx6u goctaBku OX/1
IHTepHewHn YkpaiHa (DHL International Ukraine) 0o npoTOkony KNiHIYHOrO AO0CNiMKEHHSA «Bigkpute
baraTtoueHTpoBe [JOC/IMKEHHA, AKe CKNafaeTbCAa 3 ABOX 4YacTMH 3 6esnepepBHUMM MNEpPexosoM, Lo
NPOBOAMTLCA 3 METOK BUBYEHHSA 6e3MeYHOCTi, NepeHOCUMOCTi, hapMaKkoKiHETUKKN, dapMakoAnHaMIKKN Ta
edhekTBHOCTI npenapaty RO7034067 3a i10ro 3acTOCyBaHHS Y HEMOB/IAT 3i CMiHa/IbHOK M’S30B0O0 aTpPOqiEto
1-ro Tviny», Kog gocnigpkeHHs BP39056, Bepcis 7 Big 17 yepsHA 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd,
Switzerland (LUseiiyapis)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

9. MoaoBXEeHHA TEPMIiHIB K/iHIYHOro BUNPoG6GyBaHHA B YKpaiHi A0 31 rpyaHsa 2022 p. ana 3a6e3nevyeHHs
HaGopy nauieHTiB 40 NPOTOKONY KAIHIYHOro AocnigpkeHHs «baratoueHTpoBe, paHaoMizoBaHe, MoAgiliHe
cnine, nnaueb0-KOHTPOIbOBaHe KAiHIYHE AochifgXeHHA-nnatdopma 2 ¢asun, Wo BMBYAE e(PEeKTUBHICTL Ta
6e3neyHiCcTb NiKkyBaHHA NauieHTiB 3 aKTUBHOIO XBOPO60t0 KpoHa Bif NOMIPHOro 0 BaXKOr0 CTYMNEHS TSXKOCTI.
PRISM. OcHoBHWiA KniHiYHMIA npoTokon PLATFORMPACRD2001. [ogaTok WoAo crneuudiyHoro metoay
NiKyBaHHS 3 KOHKPETHUM NpenapaToM 40 OCHOBHOrO K/liHiYHOro npotokony PLATFORMPACRD2001, PRISM-
SCARLET. TMpotokon 67864238PACRD2001, 2a chasa», kog pocnigpkeHHs PLATFORMPACRD2001,
67864238PACRD2001, PLATFORMPACRD?2001; 2 cha3za 3 nonpaskoto 2 Bif 17.09.2020 p.; JonaTok woao
crneymdiyHoro MeToAy MikyBaHHA 3 KOHKPETHUM npenapaTtom npoTokony 67864238PACRD2001; dasa 2a 3
nonpaskoto 4 Bif 14.12.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», besbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

10. 3anyyeHHs [0AATKOBOro Micus npoBefeHHs KAiHIUHOro BMNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro
BMNpobyBaHHA «baraToLeHTpoBe BiAKpUTE AOCNIAKEHHS NOAA/ILLUONO CNOCTEPEXEHHS A/151 OLiHKM TPUBAIOr0
3acTocyBaHHA Jlakocamigy nepopasibHO B YYACHUKIB OOCNIIKEHHS, AKI 3aBEPLIMIN YyYacTb Y LOCNILKEHHI
EPO0034 a6o SP848 i oTpumMmyBasnun likyBaHHA Jlakocamifgom», kog, gocnimpkeHHs EP0151, Big 13 kBiTHA 2020
poky; cnoHcop - UCB Biopharma SRL, Benbris

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «d®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No MN.1.6. BignoBiganbHOro gocnigHnkKa
n/n HasBa Micus NpoBefeHHS KAIHIYHOrO BUNPO6YBaHHS
1 K.M.H. Homornsak FO.HO.

MeanuHuii ueHTp «/[liamen» TOBapuMCTBa 3 OOMEXEHOK BifMnoBiaUIbHICTIO «MeauyHUA LEeHTp
«[liamen», M. Yxropog




11. IHdhopmaviiiHMiA NMcTOK Ta hopma iH(hopMOBaHOIT 3roan Ha BUKOPUCTaHHSA NocAyr KomnaHii Scout
Clinical, Bepcis 1.1 gna YkpaiHu Big 03 BepecHsi 2021 poKy yKpaiHCbKOI Ta pPOCIiiCbKO MoBaMu;
Scout Clinical — NMocnyru ana nauieHTiB — MNOBiJOMNIEHHA eNEeKTPOHHOIO noluToro, Bepcia 1.0 ansa
YkpaiHu Big 12 nunHa 2021 poky yKpaiHCbKOIO Ta POCIACbKOO MOBaMu [0 MNPOTOKOY KAiHIYHOrO
pocnigxeHHs «baraToueHTpoBe paHAoMi30BaHe MOoABIiHO cine nnaueb0-KoOHTPO/boBaHe BUNPOOGYBaHHS
tha3u 3b B napanensHuX rpynax 3 noganbLUO BiAKPUTOK PO3LUMPEHOID (da3oro A1 OUiHKM edeKTUBHOCTI Ta
6e3neyHoCTi ABaTtpomGonary /s JlikyBaHHA TPOMOOLMTOMEHIT B MaLi€HTIB OUTAYOro BiKy 3 IMYHHOM
TPOMOOLIMTOMNEHIE NMPOTAroM =6 MicaLiB», kog gocnigpkeHHs AVA-PED-301, sepcis 2.0 Big 17 rpygHsa 2020
poKy; cnoHcop - Dova Pharmaceuticals, Inc., CLUA

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

12. 3miHa BignoBiganbHOro gocnigHnka; 3MiHa Ha3BU Micua NpPoBeAeHHA BUNPOOYBaHHSA [0 NPOTOKO/Y
KIiHIYHOTO  JochifpkeHHs «baraToueHTpoBe paHAoMi30oBaHe MoAgiiHe cnine nnauebo-KoHTPosiboBaHe
pocnimpkeHHs 3 a3y Ansa ouiHkM edpekTuBHOCTI Ta 6e3nedHocTi npenapaty CATPANI3YMAB (SA237) B
AKOCTi MOHOTepanii y naujeHTiB 3 onTukoHespomiesnitom (OHM) Ta 3 XxBopobamu CrekTpy ONTUKOHEBPOMIENITY
(XCOHM)», kop, pocnigpkeHHss BN40900 (SA-309JG), sepcia 10 Big 03 kBiTHA 2020 poKy; CMOHCOP -
®.XochbdpmanH-/1a Pow /114, LWBeliyapis

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANO

K.M.H. Cmosiko H.M. K.M.H. Cmonko A.T.

KomyHanbHuiA 3aknag «BiHHUMUbKa o6GnacHa | KomyHanbHe  HeKkoMepuiiHe  MNigNnpPUeEMCTBO

NCUXOHeBPOJIOriyHa niKapHs im. akap. | «BiHHULbKa o6nacHa KniHiyHa

O.l. KOweHka», HeBposoriyHe BigaineHHss Ne3, | ncMXOHeBpPOOriyHa nikapHa im. akagp,

BiHHULbKNIA HauioHaNIbHWIA mepnuHuii | O.l. HOuweHka BiHHMLbKOI o06nacHOi papu»,

yHiBepcuteT iMm. M.l TMuporoBa, kadegpa | HeBposoriuHe BiggineHHs Ne3, BiHHULbLKUIA

HepBOBUX XBOPOO, M. BIHHMLA HaLjioHa1bHWMIA MeAUYHUIA yHiBepcuteT
iMm. M.l. MuporoBa, kKadenpa HepBOBUX XBOPOO,
M. BiHH1LUSA

13. OHOB/IEHMI NPOTOKON KAiHiuHOro gocnimkeHHst No. BAY 2757556 | 20290 Bepcis 13.0 Big 22 uepBHA
2021 p.; AocnimkeHHs 20290 IHchopmaLia Ana 6aTbkiB NauieHTa Ta popma iHcbopmoBaHOI 3roau AnA
6aTbKiB y4acHUKa focnifgkeHHs, Bepcia 2.0 Big 16 cepnHa 2021 p. anA YKpaiHU Ha yKpaiHCbKiiA MOBI Ha
6a3i ocHOBHOI Bepcii IHpopmaLuii ona 6aTbKiB NauieHTa Ta popmMu iHhopMoOBaHOI 3roaun A1 6aTbKiB
yyacHuKa gocnigxeHHs, Bepcia 14.0 Big 19 nunHa 2021 p.; OocnigxeHHs 20290 IHdopmavisa ans
GaTbKiB nauieHTa Ta popma iH(hopMOBaHOI 3roau A/A 6aTbKiB yyacHUKa AOCNiAKEHHSA, Bepcia 2.0 Big
16 cepnHsa 2021 p. gnsa YKpaiHM Ha pociiicbKiii MOBi Ha 6a3i oCHOBHOI Bepcii IHchopmauil ansa 6aTbkiB
nauieHTa ta ¢hopmu iHpopmoBaHOI 3rogn onA 6aTbKiB yyacHUKa AocnigpkeHHA, Bepcia 14.0 Big 19
nunHAa 2021 p.; AocnimkeHHa 20290 IHcopmauis gna nauieHTa Ta hopma iHhopMmoBaHOI 3rogn Ha
yyacTb Yy AOCAiAHKEHHI ANA Aopocnnx nauieHTiB, Bepcia 2.0 Big 16 cepnHA 2021 p. ansa YKpaiHu Ha
yKpaiHCbKiii MOBi Ha 6a3i ocHOBHOI Bepcii IHchopmauii gnsa nayieHTa Ta hopmu iHhopmoBaHOi 3roaun Ha
yyacTb y gocnigpkeHHi gna aopocnux nauieHTis, sepcia 14.0 Big 19 nunHsa 2021 p.; AocnigpkeHHsA 20290
IHhbopMmauia ana nauieHTa Ta hopma iHPOPMOBaHOI 3roAn Ha yyYacTb Y AOCAIfKEHHI ANA fopocInx
nauieHTiB, Bepcia 2.0 Big 16 cepnHa 2021 p. gna YKpaiHM Ha POCIiAiCbKOI0 MOBOIO Ha 6asi OCHOBHOI
Bepcii IHpopmauii ana nauieHta Ta chopmu iHPOPMOBaAHOI 3rog4u Ha y4vyacTb Yy AocChnigXeHHi AnA
popocnux nauieHTiB, Bepcifa 14.0 Big 19 nunHs 2021 p.; JocnigxeHHa 20290 IHopmauis Ana nayieHTa
Ta (popma iHpopmoOBaHOI 3roau ANA yYaCcHUKIB focnigkeHHs BikoM Big 14 no 18 pokis, Bepcis 2.0 Bif,
16 cepnHa 2021 p. gna YKpaiHM Ha yKpaATHCbKiA MOBi Ha 6a3i oOCHOBHOI Bepcii IHhopMmauii ans nauieHta
Ta hopmu iHchopMoBaHOi 3roaun oNsA y4acHUKIB focnigKkeHHsA Bikom Big 14 o 18 pokiB , Bepcis 14.0 Bipg,
19 nunHAa 2021 p.; AocnigpkeHHA 20290 IHhopmauis ana nadieHTa Ta hopma iHpopmoBaHoOiI 3rogu Ansa
yUyacHUKIB pgocnigkeHHs Bikom Big 14 po 18 pokis, Bepcia 2.0 Big 16 cepnHA 2021 p. gna YKpaiHu
pocilicbKkolo MOBOIO Ha 6a3i oCHOBHOI Bepcii IHthopmauii ans nayieHTa Ta popmu iHchopmoBaHOi 3roau
ANA yyacHUKIB gocnipkeHHs BikoM Big 14 no 18 pokis , 14.0 Big 19 nunHsa 2021 p.; AocnigkeHHs 20290
IHcbopmauia ana nadieHTa Ta hopma iHhopMOBaHOI 3rogu A1 yYaCcHUKIB AOCNigKeHHA BiKOM Big 12
B0 14 pokiB, Bepcis 2.0 Big 16 cepnHsa 2021 p. ana YKpaiHM Ha yKpaiHCbKiili MOBi Ha 6a3i 0OCHOBHOI Bepcii
IHcbopmauil ana nauieHTa Ta chopmu iHhopmoBaHOIT 3roau A1 yYaCHUKIB AOCNifKEeHHA BiKOM Big, 12
bo 14 pokiB , Bepcia 12.0 19 nunHa 2021 p.; AocnimkeHHs 20290 IHchopmauia ana naudieHTa Ta hopma
iHcbopMoOBaHOi 3roau AN yyacHUKIB AocnimKeHHs BikoM Big 12 ao 14 pokis, Bepcis 2.0 Big 16 cepnHa
2021 p. ansa YkpaiHu pociiicbKoo MOBOIO Ha 6a3i oCHOBHOI Bepcii IHhopmauii gna nayieHTa Ta hopmm
iHbopMoOBaHOi 3roau ANA y4acHUKIB AocnifmKeHHs BikoM Bif 12 no 14 pokiB , Bepcis 12.0 Bigl9 nunHa

4



2021 p.; AocnimkeHHs 20290 IHchopmauis ana nauieHTa Ta popMa iHPopMOBaHOI 3roau ANsl yHaCHUKIB
[ocnimKeHHA BikOM Big 7 no 12 pokiB, Bepcis 2.0 Big 16 cepnHsa 2021 p. ana YKpaiHU Ha YKpaiHCbKil
MOBIi Ha 6a3i 0CHOBHOI Bepcii IHthopmauii ana nauieHTa Ta popMu iHthopmoBaHOi 3roamn AN yYaCHUKIB
pocnipkeHHs Bikom Big 7 go 12 pokiB, Bepcia 12.0 Bigl9 nunHa 2021 p.; OocnigxeHHAa 20290
IHchopmauia pnsa naudieHTa Ta hopma iHhopmMoBaHOT 3roau A1l yYaCHUKIB AOCNiKEHHS BiKOM Big, 7 Ao
12 pokiB, Bepcis 2.0 Big 16 cepnHa 2021 p. gnsA YKpaiHW POCiACbKOI0 MOBOIO Ha 6a3i OCHOBHOI Bepcii
IHcpopmauil gnsa naudieHTa Ta popmu iHpopMoOBaHOI 3roau Ansl yYaCHUKIB [OCiAXEHHS BiKOM Bif, 7 o
12 pokis, Bepcia 12.0 Bigl9 nunHa 2021 p.; AocnigkeHHA 20290 OHoBeHa iHhopmauia ana 6aTbkis
naudieHTa Ta ¢popma iHpopmoBaHOI 3roan onA GaTbKiB yyaCHUKa pocnigxeHHs, Bepcia 1.0 Big 16
cepnHa 2021 poKy gnsa YKpaiHM Ha YKpaiHCbKii MOBi Ha 6a3i OCHOBHOI OHOBeHOI iHhopmauii gnsa
6artbKiB nauieHTa Ta dpopmm iHhopmoBaHOI 3rogu Ana 6aTbKiB yuacHUKa gocnigkeHHsA, Bepcia 1.0 Big,
19 nunHa 2021 poky; AocnimkeHHa 20290 OHoBneHa iHchopmauia gna 6aTbKiB nauieHTa Ta chopma
iHhopMoBaHoOI 3roau Ansa 6aTbKiB ydacHUKa gocnigpkeHHs, Bepcia 1.0 Big 16 cepnHa 2021 poky ans
YKpaiHu pociiicbKol MOBOIO Ha 6a3i 0CHOBHOT OHOBEHOI iHhopMaLii 4NA 6aTbKiB NauieHTa Ta hopmu
iHbopMoBaHOI 3roau Ana 6aTbKiB yyacHUKa pocnimkeHHs, Bepcia 1.0 Big 19 nunHa 2021 poky;
AocnipkeHHsn 20290 OHoBneHa iHhopmaLia Ana nauieHTa Ta (oopma iHopmoBaHOI 3roAun Ha yyacTb Y
pocnipkeHHi ana popocnux nauieHTiB, Bepcia 1.0 Big 16 cepnHA 2021 poky Ans YKpaiHM Ha
YKpaiHCbKiii MOBi Ha 6a3i ocCHOBHOI OHOBJiIeHOT iHpopMauii anA nayieHTa Ta coopmu iHchopmoBaHOiI
3rogM Ha y4vyactb Yy AocChipKeHHi AnA gopocnux naudieHTiB, Bepcia 1.0 Big 19 nunHa 2021 poky;
AocnigxeHHs 20290 OHoBneHa iHopmaLis Ana nauieHTa Ta hopma iHhopMmoBaHOI 3roaun Ha yyacTb y
[OcnimpKeHHi gna gopocnux nauieHTiB , Bepcia 1.0 Big 16 cepnHA 2021 poky anist YKpaiHU pOCilicbKolo
MOBOIO Ha 6a3i 0CHOBHOI OHOBJEHOI iH(hopmauil Ana nauieHTa Ta hopmu iHchopmMOBaHOI 3rogn Ha
yyacTb Yy AOCAiMKEHHI ANA Aopocnux nauieHTiB, Bepcia 1.0 Big 19 nunHAa 2021 poky; AocnigKkeHHsA
20290 OHoBneHa iHcopmauia Ana nauieHTa Ta ¢dopma iHopmMoBaHOI 3rogu ANA YYaCHUKIB
pocnipkeHHa Bikom Big 14 po 18 pokis, Bepcia 1.0 Big 16 cepnHAa 2021 poky AnAa YKpaiHU Ha
YKpaiHCbKili MOBi Ha 6a3i ocHOBHOI OHOB/eHOI iHchopMauii AnA nauyieHTa Ta popmu iHPopmoBaHOT
3roau ANA y4YacHuUKiB focnifkKeHHs1 Bikom Big 14 po 18 pokis, Bepcia 1.0 Big 19 nunHa 2021 poky;
AocnipkeHHsa 20290 OHoBneHa iHcopmauis AnA nauieHTa Ta dopma iHhopmoBaHOi 3roan Ans
yyacHUKIB focnimkeHHs BikoMm Big 14 Ao 18 pokis, Bepcia 1.0 Bifg 16 cepnHsa 2021 poKy ansa YKpaiHu
pociiicbKOl0 MOBOIO Ha 6a3i ocHOBHOT OHOBJIeHOT iH(popMaLii Ans nauieHTa Ta hopmu iHchopmoBaHOiI
3rogm ANA yyacHUKIB AocnifmxeHHs BikoM Big 14 no 18 pokis, Bepcia 1.0 Big 19 nunHa 2021 poky;
HocnipxeHHa 20290 OHoBneHa iH(popMauis Ans naudieHTa Ta dopma iHpopmoBaHoOI 3roan AN
Y4YacHUKIB gocnigkeHHA Bikom Big 12 ao 14 pokis, Bepcif 1.0 Big 16 cepnHAa 2021 poKy ans YKpaiHM Ha
YKpaiHCbKii MOBi Ha 6a3i OCHOBHOI OHOB/MEHOI iH(hopMauil ana naudieHTa Ta popmu iHhpopmoBaHoI
3rogMm ANA y4aCcHUKIB AgocnifmxeHHA BikoM Big 12 go 14 pokis, Bepcia 1.0 Big 19 nunHa 2021 poky;
AocnipxkeHHa 20290 OHoBneHa iH(hopMauis ana naugieHtTa Ta dopma iHhopmoBaHOI 3roaun AN
yyacHuKIiB gocnigpkeHHs Bikom Big 12 ao 14 pokiB, Bepcia 1.0 Big 16 cepnHsa 2021 poKy ansa YKpaiHu
pocilicbkolo MOBOIO Ha 6a3i 0CHOBHOI OHOBMeHoI iHthopMauii AnA nauieHTa Ta oopmu iHchopmoBaHoOT
3roau ANA y4YacHUKiB focnifKeHHs1 BikoMm Big 12 Ao 14 pokis, Bepcia 1.0 Big 19 nunHa 2021 poky;
AocnipkeHHs 20290 OHoBneHa iHcopmauis AnA nauieHTa Ta dopma iHhopmoBaHOi 3roan Ans
y4yacHUKIB AOCiAKeHHA BiKOM Bif 7 0 12 pokis, Bepcisa 1.0 Big 16 cepnHa 2021 poky AN YKpaiHu Ha
YKpaiHCbKiii MOBi Ha 6a3i ocHOBHOI OHOBJIeHOT iHpopMauii anA nayieHTa Ta coopmu iHchopmoBaHOi
3rogn Ansi yyacHUKIiB AocnimKeHHs1 BikOoM Bif 7 oo 12 pokiB, Bepcisa 1.0 Big 19 nunHsa 2021 poky;
HocnipxeHHa 20290 OHoBneHa iH(popMauis Ans naudieHTa Ta dopma iHpopmoBaHoOI 3roaun AN
Y4YacHUKIB gocnimxeHHs Bikom Big 7 go 12 pokiB, Bepcia 1.0 Big 16 cepnHAa 2021 poky ans YKpaiHu
pocilicbKkolo MOBOIO Ha 6a3i 0OCHOBHOI OHOB/EHOI iHthopMmauil gna nauyieHta Ta hopmu iHhopmoBaHoiT
3rogMm gNns ydacHuKIiB AocnimxkeHHs Bikom Big 7 oo 12 pokiB, Bepcisa 1.0 Big 19 nunHa 2021 poky;
20290_OnuTyBaJ/IbHUK ANA OLHKM CMaKy Ta TeKCTypu, TabneTtkn Ta po3uuH, Bepcia 1.0 Big 09 cepnHsa
2021 ykpaiHCbKOKO MOBOI A1 YKpaiHU Ha 6asi OnuTyBasibHUKA A1 OLHKM CMakKy Ta TeKCTypu,
Ta6bnetkn Ta po3uuH, Bepcia 2.0 Big 06 nunHA 2021; 20290_OnNUTyBa/IbHUK A/ OLHKM CMaky Ta
TeKcTypu, TaGneTkn Ta po3umH, Bepcis 1.0 Big 09 cepnHs 2021 pocificbKolo MOBOI A1 YKpaiHM Ha 6asi
onuTtyBanbHUKa AJ151 OLHKU CMaKy Ta TeKcTypu, TabneTku Ta po3yuuH, Bepcis 2.0 Big 06 nunHsa 2021;
CnpouyeHe Jocbe focnifKyBaHOro nikapcbKoro 3acoo6y JlapoTpekTiHié (BAY 2757556) Bepcis 012 Bipg,
07 nunHsa 2021; MoaoBxeHHA TepMiHy npugaTHocTi ON13 NapoTpekTiHio cynbdaTt — BAY2757556 —
po3uunH, 2% 50 mn 3 18 micAuiB A0 24 micALUiIB 0 NPOTOKO/Y KNIHIYHOIO AOCNiAXKeHHA «[ocnigkeHHa 1/2
hasm 3acTtocyBaHHA nepopasibHOro iHribitopy TRK flapoTpekTiHiOy Yy nauieHTiB AWUTAYOrOo BiKy 3
MPOrpecyrYnMu CoMiZHUMU NyXnHamu abo NePBUHHUMW MYX/IMHAMMW LEHTPa/IbHOT HEPBOBOI CUCTEMW», KOZ,
pocnipkeHHs No. BAY 2757556 | 20290, sepcis 12.0 Big 21 ksiTHA 2020; JlokasibHa nonpaska 4o MNpoTokony,
Bepcisa 1.0 Big 18 ciuHs 2021; cnoHcop - baiep KoHcbiomep Kep AT, LBeiyapis

3anBHUK - TOB «baliep», YkpaiHa



14. OHOBNEHUII NPOTOKON KNiHiYHOro BuNpoGyBaHHa BAY2976217/21170 Bepcia 3.0 3 iHTerpoBaHoOIO
nonpaskoto 2 Big 07 nunHa 2021; OHoBneHa Gpollypa aocnigHuka, Bepcia 2.0 Big 10 cepnHa 2021
poky; 21170 IHdhopmaLisa ana nauieHTa i Popma iHthopmoBaHOi 3roan AN OCHOBHOIO AOCNIMKEHHA 3i
cTaHaapTHoto ®K/®[, Bepcia 3.0 Big 18 cepnHa 2021 p. AnAa YKpaiHM yKpaiHCbLKOIO MOBOIO Ha 6asi
OCHOBHOI Bepcii IHdopmauii gna nauyieHta i dopmu iHopmoBaHOI 3roguM A1 OCHOBHOIO
pocnipkeHHA 3i ctaHpgapTHoto PKID[A, Bepcia 2.2 Big 22 nunHa 2021 p.; 21170 IHcdopmauis ans
nauieHTa i ®opma iHhopmoBaHOI 3roaun A/1I1 OCHOBHOIO AOCNiMKeHHSA 3i cTaHaapTHolo DK/D A, Bepcin
3.0 Big, 18 cepnHA 2021 p. Ana YKpaiHM pociicbKO0 MOBOKO Ha 6a3i OCHOBHOI Bepcii IHhopmauii gna
nauieHTa i Popmu iHhopMoOBaHOT 3roau A1 OCHOBHOIO AOCNiMKeHHSA 3i cTaHpapTHoo PKID A, Bepcis
2.2 Big, 22 nunHAa 2021 p.; 21170 IHchopmauia gna nauieHta i Popma iHchopmoBaHOi 3rogn ans
OCHOBHOIO focCnigpkeHHA 3 aibTepHatuBHoto PKID [, Bepcia 3.0 Big 18 cepnHa 2021 p. gnAa YKpaiHu
YKpaiHCbKOL0 MOBOLO Ha 6a3i 0CHOBHOI Bepcii IHhopmauii gnsa nauieHTa i @opmu iHhopmoBaHOiI 3roaun
ONA OCHOBHOro pocnigpkeHHs 3 anbTepHatusHoio PKIDA, Bepcia 2.3 Bifg 22 nunHa 2021 p.; 21170
IHbopMmauia ana nauieHta i ®opma iHpopmoBaHOI 3roauM p[MA OCHOBHOIO [OC/IMKEHHA 3
anbTepHaTuBHo DKIDA, Bepcis 3.0 Big 18 cepnHA 2021 p. AnA YKpaiHU POCilicbKOO MOBOIO Ha Gasi
OCHOBHOI Bepcii IHdopmauii gna nauieHta i dopmu iHopmoBaHOI 3rogn A1 OCHOBHOIO
pocnipkeHHA 3 anbTepHatuBHo DKIPA, Bepcia 2.3 Big 22 nunHAa 2021p. 40 NPOTOKOAY KAIHIYHOro
pocnipkeHHs «LICA dhaktopy Xl ANna 3HWKEHHA TPOMOOTUYHMX ABULL, Y NaLiEHTIB i3 TepMiHA/IbHOK CTafieto
XPOHIYHOT XBOPO6U HMPOK Ha Aianisi: gpasa 2, paHAoMi3oBaHe, NoAgiliHe cnine, niayeb0-KOHTPO/IbOBaHe
JocnipkeHHs 6e3nekn, hapmakoKiHETMKM Ta (hapmMakoguHaMikKn MHOXMHHUX £03 BAY 2976217», ko
pocnipkeHHs BAY2976217/21170, sepcis 2.0 3 iHTerpoBaHow nonpaskoto 1 Big 29 sepecHs 2020; cnoHcop -
banep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

15. BktoueHHA foAaTKOBUX MiCUb NPOBEAEHHA KMIHIYHOro BUMNPOOGYBaHHA [0 MPOTOKO/Y KAiHIYHOro
pocnipxeHHsa «PaHgomizoBaHe, noAgiiHe cnine, nnauebo-KoHTposiboBaHe, 6araTtoLeHTpoBe JocnimkeHHs 3b
hasn 3 METO0 OLHKM ePeKTUBHOCTI Ta 6e3neYHOCTi NiALWKIPHOro BBEAEHHSA ryceNlbKyMaoy A/19 3MEHLLEHHS
O3HaK i CUMNTOMIB Ta CrMOBI/IbBHEHHA PEHTIEHOMOrNYHOT NPOrpecii y nauieHTiB 3 akTUBHUM MCOpiaTUYHUM
apTpuTom», Kog pocnigpkeHHa CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHA 2021 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaueBTtuka HB, benbris

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs KMiHIYHOTo BUNPOGYBaHHS

1 | 3aB. Big. 3aneBcbka T./.

KuiBcbka KniHiYHA NikapHs Ha 3ani3HM4yHoMy TpaHcnopTi Ne2 chinii «LIeHTp OXOpOoHM 340pPOB’s»
aKLiOHEepHOro ToBapmncTBa «YKpaiHCbka 3anisH1LSA», Big4iNeHHsa AeHHOro ctauioHapy, M. Kuis

2 | K.M.H. BuwHuBeubKuii 1.1,

KomyHanbHe nignpuemctBo «JlikapHa Nel» >XMTOMMPCbKOI MICbKOI pagn, KOHCY/lbTaTUBHO-
nikyBasibHe BigfineHHs «HaykoBO-A0CNIAHULBKNIA LEHTP», M. XKuTomup

16. 3anyueHHA [0AATKOBUX MiCLb NMPOBEAEHHA K/iHIUHOro BUNPOOYBaHHA [0 MPOTOKO/Y KAiHIYHOro
pocnigxeHHa «PaHgomizoBaHe noAgiliHe ciiine gocnigxeHHs gpasun 3 npenapaty BGB-A1217, aHTuTina Ao
TIGIT, y noegHaHHi 3 TUcnenisymabomM NopiBHAHO 3 NeMOPO/IizymMaboM y nauieHTiB i3 paHille HenikoBaHUM,
MiCLLeBOMOLUMPEHUM, HeornepabesibHM abo MeTacTaTUYHUM HeAPIGHOKNITUHHUM PakoM NereHb i3 BUGpaHum
ctatycom ekcnpecii PD-L1», ko, gocnimkeHHs BGB-A317-A1217-302, 3 nonpaskoto 1.0 Big 23 rpyaHa 2020
POKY ; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

3asBHnk - TOBAPWCTBO 3 OBMEXEHOIO BIAMNOBIJANMBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.6. BignoBiganbHOro gocnigHnKa
n/n HasBa Micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 K.M.H. Fono6opogeko O.0.

KoMyHaibHe HeKOMepLUiiHe NigNPUEMCTBO «3arnopi3bKnii perioHasbHUA NPOTUNYXIMHHWIA LLEHTP»
3anopisbkoi 06n1acHOi paan, OHKOXiMioTepaneBTMUHE BigAiNIeHHA 3 AeHHWM CcTaulioHapoMm,
M. 3anopixoks

2 A.M.H. OcuHcbkmia 4.C.

KoMyHasibHe HekoMmepuiiiHe nignpuemMcTBO «KUIBCbKNIA MICbKWIA KIHIYHWMIA OHKONOTIYHWUIA LLEHTP»
BMKOHaBYOro opraHy KuiBcbkol MicbKoi paam (KWMIBCbKOI MiCbKOI AepxaBHOI aaMiHicTpauii),




ximioTepaneBTuyHe BigaineHHs Ne3 (3 nixkamun AeHHOro nepebyBaHHs), M. KniB

3 K.M.H. TpyxiH [.B.

KomMyHanibHe HekoMepuiiHe nianpuemMcTBo «OAecbkuii 06/1aCcHUI OHKOOFYHWI  AncrnaHcep»
Opecbkol ob6nacHOI pagun, cTauioHap AeHHOro nepebyBaHHA AucrnaHcepHO-MNOoiKAIHIYHOro
BigaineHHs, m. Oneca

4 K.M.H. lnapuk A.B.

KomyHanbHe HekomepLjliiHe nignprmeMcTBo JIbBIBCbKOT 061acHOT paam «J1bBiBCbKW OHKOMOTIYHWIA
perioHaIbHUIA SliKkyBa/lbHO-4iarHOCTUYHMWIA LIeHTP», BigaiieHHs ximioTepanii, M. J1bBiB

17. MixHapogHa Opowypa pgocnigHuka pgocnigpkyBaHoro nikapcbkoro 3aco6y Vedolizumab
(Beponisyma6) (MLN0002), BuaaHHs 25 Big 14 nunHa 2021 poky aHrNilicbKOO MOBOIO [0 NPOTOKO/Y
KMIHIYHOTO BUMNPOBGYBaHHA «lMofoBXeHe AOCNIMKEHHS dha3un 2b A/1s BMBYEHHS OOBrOCTPOKOBOI 6€3neYHOCTi
BefoNizymady npu BHYTPILUHbOBEHHOMY BBELEHHI B MaLi€HTIB AUTAYOro BiKy 3 BMPa3KOBMM KOJIITOM abo
XBOpo60to KpoHa. [JoBrocTpokoBa 6e3neyHicTb BeAoslisymady Npu BHYTPILLHLOBEHHOMY BBE/IEHHI B MaLlIEHTIB
ONTSYOro BiKY 3 BMPA3KOBUM KOMIiTOM abo XBopobow KpoHa», ko gocnipkeHHa Vedolizumab-2005, 3
nonpaskoto 05 Big 24 cepnHa 2018 poky; cnoHcop - Takega AesenonmeHT CeHTep HOpon JIT4., CnonyyeHe
KoponiectBo (Takeda Development Centre Europe, Ltd., United Kingdom)

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

18. Po3gin pocbe pocnigxyBaHoro nikapcbkoro npenapary P.3.1 — Bupo6Huk(n), Bepcia 1.0 Big 22
KBiTHA 2021p. aHrnificbkoro MoBOIO; Po3gin gocbe AocnigKyBaHOro slikapcbkoro npenapary P.7 -
Cuctema 3aKpuTTS KOHTeliHepiB, Bepcia 1.0 Big 22 kBiTHA 2021p. aHrnificbkoto moBoto; WN42349
IHCTpyKUiA i3 3acTocyBaHHA MHLU i3 3aXMCHUM NPUCTPOEM AJIS TOJIKU 3 caTpaslisymabom (Ha OCHOBI
TEC-0202987 Bep. 2.0), Bepcia 3.0 Big 14 nunHa 2021 p., yKpaiHCbKO MoBOl; WN42349 IHCTpYKLif i3
3actocyBaHHs MHLU i3 3aXMCHMM NPUCTPOEM AR FOJIKK 3 caTpasiisymaoom (Ha ocHoBi TEC-0202987
Bep. 2.0), Bepcisa 3.0 Big 14 nunHa 2021 p., poCiiiCbKOK MOBOIO [0 MPOTOKO/1Y KNiHIYHOTO BUMPOGYBaHHS
«baratoueHTpoBe, HEMopiBHA/MbHE, BIAKPUTE AOCNIIKEHHS 3 METOI OLHUTU JOBIOCTPOKOBY 6€3MneyHicTb Ta
ehekTBHICTb NpenapaTy caTpanisymab y nauieHTiB 3 po3fafoM cnekTpy ontukoHelipomienity (PCOHM)»,
kog, pocnimpkeHHs WN42349, sepcis 1 Big 28 nmnHa 2020 poky; cnoHcop - «®. XoddmaHH-/19 Pow Nita» (F.
Hoffmann-La Roche Ltd), LLiseliyapis

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

19. OHoBneHuit po3gin P.8 «CrtabinbHiCTb» i3 3BiTamu 3i cTaGinbHOCTI [OoCbE AOCNIAKYBaHOro
NiKapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcisa 12.0 C UA Big 26 nunHs 2021 poky; NogoBXeHHA
TEPMiHY NpUAaTHOCTI [OCAIMKYBAHOIO MiKapCcbKoro 3aco6y YnagauutuHiéo (ABT-494), tabnetku
»xoBTOro konbopy (ER-all) 45 mr, o 60 micAyiB 40 NPOTOKOAIB KMIHIYHMX AOCAIAKEHb: «PaHaoMi3oBaHe,
noagiiHe cnine gocnimpkeHns, 11l dasn, Ans NopiBHAHHA NpenapaTy Ynagauntuio (ABT-494) 3 nnaue6o 1a 3
aganiMmymaboM y nauieHTiB 3 akTMBHUM McopiaTU4HUM apTpuUTOM, SKi MalTb B aHaMHesi HeajekBaTHy
BiANOBiIAb NpVHaliMHI Ha oAWMH HeBGioNorivyHMiE XBOPO6GO-MOANIKYOUMI NMPOTMPEBMATMYHUI Npenapat
(XMMPM) — SELECT — PsA 1», kof gocnigpkeHHa M15-572, 3 iHkopnopoBaH/MY agMiHICTpaTUBHUMK 3MiHAMM
1,2,3,4,5, 6 [gna FoHkoHry (KuTalid)], 7 i 8 Ta Monpaskamu 1, 1.01 (ana VHP kpain) 2, 3, 4, 5, 6 Ta 7 (4715 BCixX
KpaiH kpim AnoHii) Big 30 ciuHa 2021 poky; «baraToLeHTpoBe, paHAOMi30BaHe, NoAgiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHEe [AOCHIMKEHHSA IHAYKUIAHOT Tepanii AN BMBYEHHS eMEKTMBHOCTI Ta 06Ge3neyvHOCTi
YnagauutuHioy (ABT-494) y nauieHTiB 3 xBOpoOOH KpoHa Big cepefHbOBaXKOi A0 BakKOi dhopmu
aKTMBHOCTI, Y SKUX BUHMK/IA HeageKkBaTHa BignoBiAb Yv HENEpPeHOCUMICTb CTaHZapTHOI Ta/abo 6ionorivHoi
Tepanii», kog AocnimkeHHs M14-433, 3 iHKOpnopoBaHMMKU AAMIHICTpaTMBHMMK 3MiHamMuM 1, 2 T1a 3 i
MonpaBkamu 1, 2, 3, 4, 5 Ta 6 Bifa 24 BepecHsa 2020 poky; «baraToueHTpoBe, paHA0Mi30BaHe, No/BiliHe chine,
nnaueb0-KOHTPO/IbOBaHE [A0BrOCTPOKOBE MPOAOBXEHE AOCIMKEHHS NIATPMMYHOUOI Tepanil A/ BUBYEHHS
edheKTMBHOCTI Ta 6e3neyHocTi YnagauuTtuHioy (ABT-494) y nauieHTiB 3 XBopo6ot KpoHa, siki 3aBepLumiv
pocnipkeHHa M14-431 yu M14-433», kof pocnimpkeHHs M14-430, 3 iHKOprnopoBaHUMKN ALMIHICTPaTUBHUMU
3MiHamun 5 Ta 6 i Monpaekamu 1, 2, 3, 4, 5 Ta 6 Big 25 xoBTHA 2020 poky; «PaHgomizoBaHe, NoAgiiHe chine,
nnauebo-KoOHTpPoNIbOBaHe [OCNiAkeHHA ®Pa3n 3 4n1a OuiHKM npenapaTty ynagauyuTuHIG y nignitkis Ta
O0pPOC/IMX NAUEHTIB 3 NOMIPHUM Ta TAXKUM aToniyHUM AepMaTuToM», Kog, focnimxkeHHa M16-045, sepcid 6.0
Bif 28 ciuHa 2021 poky; «[lporpama paHAOMI30BaHUX, NNaLe60-KOHTPOSIbOBaHMX MOABIMHUX CAIMMX
JocnimpkeHs pasn 3 ANA OuiHKM ehekTMBHOCTI Ta 6e3neyHocTi YnagauuTuHioy y Aopoc/nx nauieHTiB 3
akciaJibHUM CnoHANNoapTPUTOM», Koa fAocnimkeHHs M19-944, sepcis 4.0 Big 29 rpyaHa 2020 poky; cnoHcop -
AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacbtioTikan3 TM6X», LLBeliuapis



20. BktoyeHHs1 40AATKOBOro Micusi NpoBefeHHs K/iHIYHOro BMNPOOGYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
JocnipkeHHsa «PaHgomizoBaHe, MogBiiiHe criine gochipkeHHs 3 dasn Tpunayukniéy abo nnauyeb6o y
nawieHTiB, AKi OTPUMYIOTb XiMioTepanito reMmunTabiHoM i kapbonaTMHOM nepLuoi abo Apyroi MiHiT XimioTepanii
AN NikyBaHHA MICLEBOMOLLMPEHOr0 HepesekTabesibHOro abo mMeTacTaTMYHOro MOTPIiHO-HEraTMBHOMO paky
Mos104HOI 3an03u (PRESERVE-2)», kog gocnigpkeHHa G1T28-208, nonpasBka 3 Bepcia 4.0 Big 02 6epe3Hs
2021 poky; cnoHcop - «[xi YaH TepanbloTike, IHK.»/ G1 Therapeutics, Inc., CLUA

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

Ne MN.1.6. BigNoBiga/IbHOro AOCNIAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | K.m.H. Tono6opoakko O.0.

KomyHasibHe HekomepuiiHe MiANPUEMCTBO «3anopi3bKnii perioHasTbHUi NPOTUNYXIVHHAA LLEHTP»
3anopisbkoi 06/1aCcHOT  paan, OHKOXIMIOTepaneBTUYHE BIAAIIEHHA 3  AEHHMM CTauioHapom,
M. 3anopixxs

21. OHoBneHwnii po3gin P.8 «CrtabinbHicTb» i3 3BiTamMu 3i cTtaGinbHocTi Jocbe AocnigKyBaHOro
NiKapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcia 7.0 G UA Big 26 nunHa 2021 poky; MoaoBXeHHsA
TEepMiHY NpUAaTHOCTI AOCAIMKYBAHOIO niKapCcbKoro 3acody YnagauutuHié (ABT-494), tabnetku
nypnyposoro konobopy (ER-all) 45 mr, pgo 60 wmicsAuiB; MopoBXeHHA TepMiHY nNpPUAATHOCTI
AocnipKyBaHOro fikapcbKoro 3aco6y YnagauutuHio (ABT-494), Ta6neTku XXoBTOro Konbopy (ER-all)
45 mr, o 60 MicALiB [0 NPOTOKO/Y KNiHIYHOrO BMNpobyBaHHA «baraToueHTpoBe, paH4oMi30BaHe, NoaBiHe
cnine, nnauebo-KOHTPO/IbOBaHe [AOCNIMKEHHA 3 OUiHKM 6e3neyHocTi Ta edeKTUBHOCTI npenapaTy
YnapgauutuHio (ABT-494) onsa iHAYKUIAHOT Ta NigTpUMYyOYoi Tepanii y nauieHTiB 3 cepefHbOTSKKO abo
TSDKKOO (pOpMaMM  akTUBHONO BUPA3KOBOIo KOJMITY», KoA, [AocnimkeHHs M14-234, 3 iHKOprnopoBaHUMMU
ApmiHicTpaTuBHUMUY 3MiHaMmn 1, 2 i 3 (Tinbku ana KaHaaw) ta Monpaekamn 0.01, 0.02, 1, 2, 3,3.01,4,5,6T1a 7
Big, 10 TpaBHA 2021 poky ; cnoHcop - AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacbtioTikan3 TM6X», LLBelilapis

22. 3miHa Ha3B Ta MiCLb NPOBEeAEHHA K/1iHIYHOro BUNPOGYBaHHA [0 NPOTOKOY K/IHIYHOIro AOCAIAKEHHS
«PaHpomizoBaHe pocnigpkeHHs [l dhasm gna ouiHki  uMcTekToMmil B KOoMGiHauii 3 nepionepauiiHum
3acTocyBaHHSIM nemMm6ponisymady Ta A1 OUuiHKM LUUCTEKTOMIT B KOMOIiHauii 3 nepionepauiiHum
3acTocyBaHHAM eHdhopTymMaby BefoTVHY Ta Nembposiisymaby MopiBHAHO 3 MPOBEAEHHAM TifIbKM LIUCTEKTOMII
0N yyacHUKIB 3 M’A30BO-iHBA3MBHUM pakOM CEYOBOIO MiXypa, SAKMM He MOXHa NpOoBOAWUTM JiKyBaHHSA
uucnnatuHom (KEYNOTE-905/EV-303)», kog, gocnimpkeHHA MK-3475-905, 3 iHkopnopoBaHoo norpaskoto 04
Bif 14 kBiTHA 2021 poky; cnoHcop - «Mepk LWapn ExHg Joym Kopn.», godipHe nignpuemctso"Mepk EHA Ko.,IHK.»
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

BYJIO

CTAJIO

O.M.H., npod. BoHaapeHko |.M.
KomyHanbHuii 3aknag «MicbKka KniHiuHa nikapHA

O.M.H., npody. BoHaapeHko .M.
KomyHanbHe HeKomepuiiiHe nignpuemMcTBO

Ned» [HINPOBCbKOI MiICbKOI pagun, BigaineHHa | «Micbka KniHiuHa nikapHa Ned» QHiNPOBCbLKOI
ximiotepanii, AepxaBHui 3aKnapg, | MmicbKoi pagu, XimioTepaneBTUYHE
«[AHinponeTpoBCbKa MeguuHa akapgewmis | BigaineHHsA 3 AEeHHUM cTauioHapom,
MiHicTepcTBa OXOpPOHMW 3[0pOB‘A  YKpaiHu», | JHINPOBCbLKMIA AepXXaBHUIA MeAUYHUIA
Katbegpa OHKOMOrii  Ta  MeAauMyHoi  pagionorii, | yHiBepcuTeT, kadpegpa OHKOMOrii Ta MeguyHol
M. [iHinpo pagionorii, M. fiHinpo

4.M.H, npodh. CTycb B.IM. 4.M.H, npody. Ctych B.IM.

KomyHanbHwii 3aknag «[lHinponeTpoBCcbKa | KOMmyHa/nibHe nignpuemMcTBO
o6nacHa KniHiyHa nikapHa iM. LI. MeuHukoBa», | «[lHinponeTpoBCcbka  o6GnMacHa  KAiHiYHA
BigdineHHa yponorii Ne2, JOepxaBHuii 3aknapg | nikapHA iM. L1 MeuHukoBa»
«AHinponeTpoBCbKa MeguyHa akapewmisi | AHinponeTpoBCbKOI o6nacHoi pagu»,
MiHicTepcTBa OXOpPOHW  340pOB’A  YKpaiHu», | BigaineHHA yponorii Ne2 (OoHKosoOriuHe),
kadpegpa yponorii, M. AHinpo AHinpoBcbKuiA AepXaBHUA MeAVNYHUIA

YHiBepcuTeT, kadeapa yponorii, M. JHinpo




23. 36inbLleHHs 3an/1aHOBaHOI KiNbKOCTI AOCNiAKyBaHUX A/151 BK/IFOUYEHHS Y KNiHiYHe BUNPOOYBaHHA B
Ykpaini 3 55 go 150 40 NpoTOKOMY KAiHiuYHOro gochimpkeHHs «PAHAOMISOBAHE, NOABIMHE CHIME,
MAALUEBO-KOHTPOJIBOBAHE JOCNIOXEHHA ®A3U 11l 3 OLIHKN E®QEKTUBHOCTI TA BE3IMNEYHOCTI
KOMBIHALLII GDC-0077 3 MANBOLMKNIIEOM TA ®YNIBECTPAHTOM Y MOPIBHAHHI 3 KOMBIHALLIEIO
MNALEBO 3 MANBOUMKNIBEOM TA ®Y/IBECTPAHTOM Y MALIEHTIB 3 MYTALIEO TEHA PIK3CA,
TOPMOH-PELIEMTOP-MO3UTUBHUM, HER2-HEFATVBHUM MICUEBO-MOWNPEHNM ABO
METACTATUYHUM PAKOM MOJIOYHOI 3A/I03W», Kkop pochnimkeHHss WOA41554, sepcis 4 Big 03
nnctonaga 2020 p.; cnoHcop - d.XoddmaHH-/1a Pow JTg, LWseruapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pol YKpaiHa»

24. Kaptka y4yacHuka pocnipkeHHa 64264681LYM1002, Bepcia 2.0 Big 19 cepnHa 2021 poky,
aHrNiNcbKOI Ta YKPATHCbKOK MOBaMuM 0 MPOTOKOJTY KNiHIYHOro BUNPO6YBaHHS «BigkpuTe gocnigxeHHs 1b
hasm 3 ouiHku 6e3neyvHocTi, hapmakokiHeTUKN | hapmakogmHamikv npenapaty JNJ-64264681 y kombiHaL,i 3
npenapatom JNJ-67856633 B y4acCHUKIB 3 HEXOMKKIHCHKOK NiMAIOMOK Ta XPOHIYHUM AiMoLMTapHUM
Neinko3oM», koA focnimpkeHHs 64264681LYM1002, nonpaska 1, Big 06 xoBTHA 2020 poky; CnOHcop - AHCCEH-
Cinar InTepHewnn HB, benbria / Janssen-Cilag International NV, Belgium

3anBHUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

25. IHchopMmauis AnAa naulieHTa Wwon0 o6po6KU NepCOHaIbLHUX AaHUX, Bepcis aganToBaHa Aais YKpaiHu
1.1 Big 24 ntotoro 2021 p., nepeknag 3 aHrniicbKoi Ha pociiicbKy moBy 20 cepnHsa 2021 p. 40 NPOTOKONY
KNiHiYHOro BMNpo6yBaHHA «PaHgomi3oBaHe, noAgiiiHe cnine, 6araToHauioHaslbHe, 6GaraToueHTpoBe
OOCNIMKEHHST ANS NOPIBHAHHA edqEeKTUBHOCTI, 6e3nekn Ta iMyHoreHHocTi TVB-009P Ta AaeHocymaty
(MPOJIA®) y nauieHTiB 3 NOCTMeEHONay3a/lbHUM OCTEOoMNopo30M», Kog AocnimkeHHs TVB009-IMB-30085,
npoTokon 3 nonpaskoto 01, aarta Bepcii 03 notoro 2021 p.; cnoHcop - Teva Branded Pharmaceutical Products
R&D, Inc., USA

3asaBHUK - TOB «CaHaKnic», YkpaiHa

26. OHoBneHa IHdopmadin i popma iHchopMoBaHOi 3roan ANA YYaCHUKIB KNiHIUHOro OOCiAKEHHS,
Bepcisa 3.0 Big 18 cepnHA 2021 p. anA YKpaiHM yKPATHCbKOIO MOBOIO, Ha OCHOBI aHIMiliCbKOT MaiicTep-
Bepcii 2.0 Big 04 ntotoro 2021 p.; OHoBneHa IHchopmauis i popma iHchopMoBaHOi 3roamn AnA y4aCHUKIB
KNiHiYHOro gocnimkeHHs, Bepcia 3.0 Big 18 cepnHs 2021 p. Ana YKpaiHM POCiiCbKOIO MOBOIO, HA OCHOBI
aHrniicobkoi maiictep-Bepcii 2.0 Big 04 niotoro 2021 p.; OHoBneHun 1VIT15043_ IHchopmauiiiHuii
nncToK i hopma iHchopmoBaHOI 3roau ANA A0AATKOBOro AocnigKeHHsA, Bepcia 2.0 Big 18 cepnHa 2021
p. 88 YKpaiHn yKpaiHCbKOI0 MOBOIO, Ha OCHOBI aHrnilicbkoi maiictep-Bepcii 1.0 gna €sponu Big 19
G6epe3Hs 2021 p.; OHoBneHui 1VIT15043_ IHchbopmauiiiHuii NnMcToK i chopma iHpopmoBaHoi 3rogu ansa
[0AAaTKOBOro AocnifgKeHHs, Bepcia 2.0 Big 18 cepnHsa 2021 p. aona YKpaiHM poCiliCbKOIO MOBOIO, Ha
OCHOBI aHrfilicbkoi Maiictep-Bepcii 1.0 ansa €sponu Big, 19 6epe3HA 2021 p. 40 NPOTOKOAY K/IiHIYHOrO
JocnipkeHHs «PaHpomizoBaHe, noAgiliHe chine, nnaue60-KOHTPONbOBaHE AOCAIMKEHHA AN BUMBYEHHS
edheKkTMBHOCTI Ta ©6e3nedyHocTi npenapaty IHxekTadep® (KapbokcMmanbto3a 3aniza) AN5 NiKyBaHHS
CepueBOT HeOCTATHOCTI NPY 3asi304ediLMTHUX CTaHax», kog, gocnimpkeHHs 1VIT15043, chiHasibHa Bepcia 3
Big 11 ciuHA 2021 poky; cnoHcop - «AMepikaH PemxeHT, IHK.», CLUA (American Regent, Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

27. 306iNblIeHHA KiNbKOCTI gocnigpKyBaHMxX B YKpaiHi 3 44 ao 80 ociG [0 NPOTOKO/MY KAiHIYHOrO
JocnigxeHHa «PaHgomizoBaHe, noAgiliHe chine, nnaueb0-KoHTPoIboBaHe AOCAIMKEHHS dhasmn 2 A1 OLHKK
edheKTMBHOCTI, 6e3neYHOCTi, NepPeHOCUMOCTI, (hapMakoKiHETUKM Ta 6i0N10rYHOI aKTUBHOCTI openadpyTUHioy
y MauieHTiB i3 peLmnanByoHO-peEMITYIOUMM PO3CISHUM CKepo30M», koA, focnigxeHHs ICP-CL-00112, sepcis
3.0 Big 09 ciuHA 2021 poky; cnoHcop - InnoCare Pharma, Inc., USA

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

28. CkopoueHa bpolypa JocnigHuka, Ozempic® (Semaglutide, subcutaneous administration) Project:
NN9535, Type 2 Diabetes, BugaHHsa 18, cpiHanbHa Bepcia 1.0 Big 30 nunHa 2021 poKy, aHINiACbLKOO
MOBOI0; BugaHHA HOBUX MaTtepianiB gnsa nayieHTiB: IHhopMauiiiHui GtoneTeHb gocnimkeHHa FLOW,
Bunyck 2, Bepcia 1.0 Big 20 cepnHa 2021 p. UA, yKpaiHCbKOO MOBOIO; IHthopmauiiiHuii 6lon1eTeHb
pocnipkeHHs FLOW, Bunyck 2, pep. 1.0 Big 20 cepnHa 2021 p._RU-UA pociiicbkolo MOBOLO;
IHpbopmauiiiHuii GloneTeHb gocnipkeHHsa FLOW, Bunyck 3, Bepcia 1.0 Big 20 cepnHa 2021 p. UA,
YKpaiHCbKOI MOBOW, IHpopmauiiHuii GroneTteHb gocnimpkeHHs FLOW, Bunyck 3, pea. 1.0 Big 20
cepnHs 2021 p._RU-UA pociiicbkoto MoBO10; IHhopmaLiiiHuiA GloneTeHb gocnigkeHHs FLOW, Bunyck
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4, Bepcin 1.0 Big 20 cepnHA 2021 p. UA, ykpaiHCbKO0 MOBOHO; IH(hopmaLiiiHunii 6loneTeHb AOCNioKEHHS
FLOW, Bunyck 4, pea. 1.0 Big 20 cepnHa 2021 p._RU-UA pociiicbkoto MoBoto; Bpowypa ans nauieHTis
«XapuyBaHHA Ta AieTta B pasi Aia6eTMYHOI XBOpo6M HUPOK» Bepcia 1.0 Big 20 cepnHa 2021 p. UA,
YKpaiHCbKOIO MOBOH0, «MulleBble NPOAYKTbI M NUTaHUe Npu AruabéeTuuecKoii 601e3Hu noyek» pegd. 1.0
Bif 20 cepnHsa 2021 p._RU-UA pociiicbkoto moBoI0; BykneTt ans nauieHTiB «<BToma i BTOM/1I0BaHICTb»
Bepcia 1.0 Big 20 cepnHa 2021 p. UA, yKpaiHCbLKOIO MOBOIO, «YCTa/IOCTb U YTOM/IIEMOCTb», pea. 1.0 Big
20 cepnHa 2021 p._RU-UA pociiicbKOlo MOBOIO [0 MPOTOKOY KAiHIYHOro BunpobyBaHHsa «FLOW — BnnuvB
cemMarsyTuay B NOpiBHAHHI 3 N1aLe60 Ha piBEHb NOTiPLUEHHS (PYHKLIT HUPOK Y XBOPUX Ha LYKPOBUIA giabeT Tvn
2 pasoM i3 XpPOHIYHOK XBOPO6OK HMPOK», koa aocnimkeHHs NN9535-4321, cpiHanbHa Bepcisa 4.0, Big 11
nuctonaga 2020; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

29. flopatok go pepgakuii 3.0 "lHchpopmauii gna nauieHTa Ta oopmun iHhopMoBaHOT 3roagn Ha yvyacTb Y
JocnifmkeHHi", octatouHa pegakuia 1.0 ana YkpaiHu Big 06 cepnHa 2021 p., ocTaToOuHWIA nepeknag 3
aHrnificbKoi MOBU Ha yKpaiHCbKy MOBY Big 01 BepecHsi 2021 p., ocTaTOUHUIT Nepeknag 3 aHrniicbKoi
MOBM Ha pociiicbKy MoBY Big 01 BepecHst 2021 p. 40 NPOTOKO/Y KAIHIYHOTO AOCNiMpKeHHSA «PaHgomisoBaHe
KOHTpO/IbOBaHe, BiagkpuTe pocnimkeHHsa 1l gasv 3 MeTo NOPIBHANBHOT OUiHKM Mendnydeny, Lo
3aCTOCOBYETLCS B MOEAHAHHI 3 AapaTymyMabom, | gapatyMmymaby npv NikyBaHHi NaLieHTIB i3 peuugnBHow abo
PeLMAMBHOI Ta ped)pakTepHO MHOXMHHOK MIENTIOMOIO», KOA, AocnimpkeHHs OP-108, pepakuis 2.1, MonpasBka
2 Big 25 nuctonaga 2020 p.; cnoHcop - «OHkonenTtaiac Ab» [Oncopeptides AB], LLBeuis

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

30. dopma iHchopMOBaHOI 3roauM Ha BUKOPUCTAHHA OCOOGUCTOrO MNPUCTPOID A/IA 3aNOBHEHHS
€/IeKTPOHHOrO LW oAeHHUKA, ocTaTovHa pegakuis 1.0 ana YkpaiHiu Big 16 cepnHa 2021 p., ocTaTOuHUIA
nepeknaj 3 aHrniicbKoi MOBU Ha yKpaiHCbKy MOBY Bif 31 cepnHA 2021 p., ocTaTouHUii nepeknag 3
aHrnificbKoi MOBM Ha pociiicbKy MoBY Bif, 31 cepnHsa 2021 p. 40 NPOTOKO/Y KAiHIYHOrO BMNPOGYBaHHS
«BbaraToueHTpoBe, paH4oOMi30BaHe, MOABIHO criine, nnaueb0-KOHTPONboBaHe AOoc/imKeHHS |l dasmn, ske
NpoBOAMTLCA 3 METOK OuiHkM npenapaty GBO004 npu NikyBaHHi AOPOCAMX MNAUEHTIB i3 NIerkuM i
CcepeHbOTSXKKMM MepebiroMm BMPasKoBOro KOMITY B aKTUBHIN chopMi», koA pocnimpkeHHs GB004-2101,
pegakuis 2.0, MonpaBka 1.0, Big 21 xo0BTHA 2020 p.; cnoHcop - «pkubi 004 IHkopropeliTen»
[GB004, Inc.], CLLA

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

31. MociGHUK 3 IHCTPYKLIAMU WOAO0 3aCTOCYBaHHSA /liKapCbKOro npenapaty npoTsaroM AOC/iMKEeHHA
303, 11 uepBHA 2021 poky [V03 UKR(uk)], ykpalHCbKOIO MOBOIO; IHCTPYKLiA WOA[AO0 3aCTOCYBaHHA
nikapcbkoro npenapaty gocnigpkeHHsa 303, 11 uepBHA 2021 poky [V03 UKR(ru)], pociiicbkolo MOBOIO /0
NPOTOKONY K/iHIYHOro BUNpobysaHHA «ADVANCE EXTENSION BigkpuTe po3swmpeHe AOCNiIKEHHS 3 OLiHKN
[JOBroCTPOKOBOI eheKTMBHOCTI Ta 6e3neyHOCTi pasiiHenary B NauieHTIB i3 JiereHeBol apTepiasibHO
rinepteHsieto», kog gocnigpkeHHs ROR-PH-303 (APD811-303), 3 iHKopnopoBaHo nonpaskol 3 Big 28
yepBHa 2019 poky; cnoHcop - «HOHaiTeqn Tepan'toTikc KopropeiiwH» (United Therapeutics Corporation),
United States

3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

32. rno6anbHa Bpouypa gocnigHuka Begonisyma6 (MLN0002), BugaHHa 25 Big 14 nunHsa 2021 poky,
aHrNifcbKOK MOBOIO [0 NPOTOKOJY KAIHIYHOIO AocAifpKeHHs «Bigkpute gocnimkeHHs hasn 3b Ans ouiHku
[OBroCTPOKOBOI 6e3neyvHocTi Ta epeKTUBHOCTI BeAosisymMady A5 MigWKipHOro BBEAEHHS Y NauieHTiB 3
BMPa3KoBMM KOMITOM Ta xBopo6otw KpoHa», kof pocnipkeHHs MLN0002SC-3030, iHKOpnopoBaHuii
nonpaskoto 10 Big 20 xoBTHA 2020 poky; cnoHcop - «Takena fdesenonmeHT CeHtep HOpon Jita.» (Takeda
Development Centre Europe Ltd.), CnosiyyeHe KOposiBCTBO

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

33. Bpouwypa pocnigHuka, JNJ-61393215, BugaHHAa 7, Big 17.08.2021 p. A0 NPOTOKO/Y K/HIYHOIO
pocnimpkeHHs «lMoggiiHe cnine, nnaue60-KOHTPONbOBaHe, GaraTOLUEHTPOBE K/IHIYHE AOCNIMKEHHS, LWO
BMBYA€E €DEKTMBHICTb, 6e3MneYHiCTb Ta nepeHocuMicTb JNJ-61393215, sik 404aTKOBOIO NiKyBaHHSI AOPOCNX
nawieHTiB 3 BEIMKUM [enpecuBHUM pPO31afoM 3 TPUBOXHUM AUCTPECOM 3 HEAOCTaTHbOK BiAMNoBiAA0 Ha
CTaHAapTHI aHTUAenpecaHTu», ko4 AochigpkeHHs 61393215MDD2001, 3 MNonpaskoto 3 Big 24.06.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris
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34. BkoYEeHHA A0AATKOBUX MiCLib NPOBeAEHHA KiHIYHOro BUNPOOYBaHHA [0 NMPOTOKOMNY K/iHIYHOrO
pocnigxeHHs «PaHaomizoBaHe, noggiiHe cnine, nnaue60-KOHTPOsibOBaHe, B nNapanesfibHuxX rpynax,
baraToLeHTpOoBe KiHiYHE BUMNPOOYBaAHHA /19 OLHKM ed)eKTUBHOCTI, 6e3ne4yHocTi Ta nepeHOCUMOCTI
JNJ-40411813, Ak A0AATKOBOrO /iKyBaHHA Yy MaLi€HTiB 3 CYAOMHUMU Hanagamu 3 )oKasibHUM novaTkom 3
HeJOoCTaTHbOK BIAMNOBIAAI HA NleBeTUpaueTam», Ko fgocnimkeHHs 40411813EPY2001, 3 nonpaskoto INT-1
Big 18.01.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micL NpoBeAeHHs KNiHIYHOTO BUNPOBYBaHHS
1 K.M.H. Cmosiko A.T.
KomyHanibHe HekoMepuiiHe nignpuMeEMCTBO «BiHHMLUbKA o06n1acHa KNiHiYHA MNCUXOHEBPO/OrivyHa
nikapHs im. akag. O.l. lOweHka BiHHUUBKOI 06n1acHoi Paaw», HeBponoriyHe BiggineHHs Ne3,
BiHHULbKMI HaLioHaNbHUIA MeguyHKiA yHiBepcuTeT im. M.1. MuporoBa, kadeapa HEPBOBKX XBOPOO,
M. BiHHMUS
2 K.M.H. Yomorssk HO.10.
ToBapucTBO 3 O0OOMEXEHOW BigNoBIAA/BLHICTIO «MeanyHuii  UueHTp «[iamen», NOMIK/iHIYHE
Bi4AISIEHHS, M. Y)Xropog,

35. bpouypa gocnigHuka nikapcbkoro 3aco6y SAR442168 (Tone6pyTuHiG), Bepcia Neb6 Big 12 cepnHs
2021p., aHrNiACbKOK MOBOK [0 MNPOTOKO/IB KAIHIYHMX [OCMILKEHb: «J[JOBrOCTPOKOBE pPO3LUMPEHE
OOCNiMKEHHA 3 OUiHKM 6e3nekn Ta edekTMBHOCTI npenapaty SAR442168 y y4yacHuKIB JOCHIMKEHHSA 3
peunanBytouMM PO3CISHUM CKNepo3oM», Kof aocnimkeHHs LTS16004, 3 nonpasBkow 04, sepcia 1 Big 28
XOBTHA 2020 poky; «PaHaomizoBaHe, NoABiliHe cnine AocnimkeHHst 3 dpasu A1 BUBYEHHS e(PeKTUBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHSAHHI 3 TepudinyHomigom (O6amkio®) B y4yaCHMKIB 3
peungusytoumMmn chopmamu poscistHoro ckneposy (GEMINI 1)», kog gocnipkeHHs EFC16033, 3 nonpaBKowo
04, Bepcisa 1 Big 14 kBiTHA 2021p.; «PaHgomizoBaHe noagiiHe cnine gochimkeHHs 1l dpasy 3 BMBYEHHS
edpekTnBHOCTI Ta 6e3neyvHocTi npenapaty SAR442168 y nNopiBHAHHI 3 N1auebo cepef, y4acHUKIB 3 BTOPUHHO-
nporpecytounum poscisHum ckneposom 6e3 peumausis (HERCULES)», kog pocnigpkeHHs EFC16645, 3
nonpaskoto 03, Bepcia 1 Big 03 nuctonaga 2020p.; «PaHgomisoBaHe, noAagiliHe cnine gocnimkeHHs 3 dhasm
0N BMBYEHHA edpekTMBHOCTI Ta 6e3neyHocti npenapaty SAR442168 y MNopiBHAHHI 3 Tepud/lyHOMILOM
(Ob6apxio®) B yyacHUKiB 3 peLumamBytouMmMmn oopmamum poscisHoro ckneposy (GEMINI 2)», ko focnifpkeHHs
EFC16034, 3 nonpaskoto 04, Bepcis 1 Big 14 kBiTHA 2021p.; «PaHgomizoBaHe, noAgiliHe chine Aoc/igKeHHs 3
hasm gns BMBYEHHS eheKTMBHOCTI Ta 6e3nedHocTi npenapaty SAR442168 y MopiBHAHHI 3 nnauebo B
Yy4acHVKIB 3 MepPBUHHO-NPOrpecyoymMmM poscisHumM ckineposomM (PERSEUS)», kog pocnimkeHHs EFC16035, 3
nonpaskoto 04, Bepcia 1 Big 02 nuctonaga 2020p.; cnoHcop - Genzyme Corporation, USA (xeH3alim
KopnopeliwH, CLLA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

36. 36inblweHHA KinbKocTi AocnipkyBaHux B YKpaiHi 3 140 ao 170 oci6é [0 NpoTOKO/Y K/iHIYHOro
BMNpobyBaHHA «PaHAoMi3oBaHe, NoAgiiiHe cnine AocnimpkeHHs 3 dpasn ANa BUBYEHHS edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepudnyHomigom (Ob6apxio®) B yyacHuKiB 3
peuuamsyounmmn hopmamm poscisHoro ckneposy (GEMINI 1)», kog gocnigxeHHs EFC16033, 3 nonpaskoto
04, Bepcisa 1 Big 14 kBiTHA 2021p.; cnoHcop - Genzyme Corporation, USA (IxeH3aiim KopnopeiiwH, CLUA)
3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

37. Novartis | CFTY720D2311 KepiBHMULTBO 3 TemMaTMYHUX A3BIHKIB LWO0A[0 3anMrtaHb 3 METOH
OLiHIOBaHHA 3a LWKa/I0l0 OUiHKA BUPAXEHOCTi cyiunganbHUX TeHpeHuii KonywmGilicbkoro
yHiBepcutety (eC-SSRS), agantoBaHa ansa gocnigkeHHs sepcia 3 Big 14 nunHa 2021 p., yKpaiHCbKOO
Ta pocCiificbKOK MoBaMu [0 NPOTOKOJ1Y K/iHIYHOrO AOCNiMKEHHS «[JBOpiuHe NoABiliHO cnine paH4oMi30BaHe
baraToLeHTpoBe AOCNIMKEHHS 3 aKTVBHMM KOHTPOJSIEM, LU0 MPOBOAUTLCA B AiTei i NigNiTKiB i3 po3CisHUM
CK/IEpO30M 3 METOH OLiHKM 6e3neyHOoCTi 1 edpeKTUBHOCTI thiHronimoAy An1s NepopasibHOro 3acTocyBaHHS
OOMH pa3 Ha 00y B NOPIBHAHHI 3 iHTepdiepoHoM (-1a A1 BHYTPILUHBLOM’'A30BOr0 BBEAEHHA OAMH pa3 Ha
TWKAEHb (OCHOBHMWIA eTan) i3 fOAATKOBMM €TarnoM Mpu 3acToCyBaHHI (piHrosiiMogy npoTaroM 5 pokiB», Ko
pocnimpkeHHa CFTY720D2311, octaTouHa pegakuis 08 Big 21 cepnHa 2019 p.; cnoHcop - «HosapTic ®apma
Cepgices Al'», LLBeiiuapisi

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»
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38. 36inblIeHHA 3anjlaHOBaHOI KiNbKOCTi gocnimpkyBaHux B YkKpaiHi Ha 150 ocié (3 700 go 850
nauieHTiB); MoAoBXeHHsA TPUBANOCTI K/iHIYHOro BUNpoo6ysBaHHs 1VIT15043 B YkpaiHi Ao 31 ciuHsa 2023
POKy [0 NpOTOKO/Y K/iHIYHOrO BUNpobyBaHHS «PaHgomizoBaHe, noAgiliHe cnine, niaue60-KOHTPO/IbOBaHe
JocCnimKeHHs ANna BUBYEHHS edheKTUBHOCTI Ta 6e3neyHocTi npenapaty IHxekTacep® (Kapo6okcumanbTo3a
3anisa) A/ JliKyBaHHA CepueBOi HeAoCTaTHOCTI Npu 3ani3ofediuuMTHUX cTaHax», Kop, AOCNiIKEHHSN
1VIT15043, chiHasibHa Bepcia 3 Big 11 ciuHA 2021 poky; cnoHcop - «AmepikaH PeaxeHT, IHK.», CLUA (American
Regent, Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

39. IHcdhopmauiiiHnii 6roneTeHb gocnigkeHHa MT-12, MATIC pgnsa cim’i, cepneHb 2021 p., Bepcisa 1.0,
YKpaiHa, nepeknag ykpaiHcbKoto MoBoto Big, 30 cepnHs 2021 p.; nepeknag pocilicbkoto MoBoto Big, 30
cepnHa 2021 p. 40 NPOTOKOAY KNiHIYHOTO A0CigpKeHHs «OgHopivHe nialeb0-KOHTPOoboBaHe AOCAIMKEHHS
[l cha3u 3 ouiHKM edheKTUBHOCTI Ta 6e3nekn TabneTkn Ana cybniHrsanbHoi iMyHoTepanii (SLIT-tablet) npu
aneprii Ha KniWa AoMaLUHbLOro Ny y Aiteid (5—11 pokiB) 3 pUHITOM/PUHOKOH'IOHKTUBITOM, BUK/IMKAHUM KAiLLEeM
JomallHbOro nuny, 3 abo 6e3 acTMmux», Kog gocnimkeHHs MT-12, sepcis 5.0 Big 19 6epesHs 2021 p.; cnoHcop -
AJIK-Abenno A/C, flaHia (ALK-Abello A/S, Denmark)

3aaBHuK - TOB «MB KBecT», YkpaiHa

40. 3anyyeHHA AO0[AaTKOBMX MicUb NpoBeAeHHs K/iHIYHOro BMNpPoGyBaHHA; 3pa3ok iHthopmauii, wo
Oype BUAAHWIA NauieHTYy Ha eNeKTPOHHOMY HOCii, onutyBasibHUK EORTC QLQ-OG25, yKpaiHCbKOH
MOBOIO [0 NPOTOKO/MY KNIHIYHOTO AOCAiMKEHHSA «PaHaoMizoBaHe GaraTouLeHTpoBe AochimkeHHs dhasn 3
npenapaTy 3aHigaTtamab y kombiHauji 3 XimioTepanieto 3 Tucnenisymabom abo 6e3 Hboro y nauieHTis 3 HER2-
MO3UTUBHOK Hepe3ekTabeNbHO  MiCLLEBONOWMPEHO abo MeTacTaTU4HOK racTtpoesodareanbHoK
ageHokapunHomoto (FEA)», ko gocnimkeHHa ZWI-ZW25-301, 3 iHKOpnopoBaHO Nonpaskoto 1 Big, 12 TpaBHSA
2021 p.; cnoHcop - «3aimBopkc IHK.», KaHaaa (Zymeworks Inc., Canada)

3asaBHUK - ToBapncTBo 3 O6MexeHot BignosiganbHicTio «kKOHTpakTHO-JocnigHuubka OpraHisauis IHHothapM-
YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micus npoBefeHHS KIHIYHOTO BUMPO6YyBaHHSA

1. | K.M.H. TomiHuyk [.B.

MegunuHuin LeHTp ToBapucTBa 3 0OMEXeHOH BignosigasnbHicTio «K/NIHIKA BEPYM EKCIEPT»,
M. Knis

2. | nikap OnekcieHko A.O.

NikyBanbHO-giarHOCTNYHWIA LeHTP ToBapncTBa 3 0OMEXEHOH BignoBigasbHICTIO «CnevianizoBaHa
KniHiKa «[Jo6puii NPOrHO3», OHKOOrYHe BigdineHHs, M. Knis

3. | K.M.H. NoHomapbosa O.B.

KomyHasibHe HekomepuiiHe MignpueMcTBO «KUIBCbKWIA MICBKUIA KNIHIYHWIA OHKOJOTIYHWIA LIeHTP»
BMKOHABYOro opraHy KuiBcbkoi Mmicbkoi pagn (KuiBCbKOT MICbKOT AepXaBHOT agMiHicTpauil),
BigAineHHs ximiotepanii Nel, m. Kui

4. | K.M.H. TpyxiH A4.B.

KomyHasilbHEe HeKkoMepuiiiHe nianpuemctBo «OAecbknii 06M1acHWn  OHKONOTIYHWIA - gucnaHcep»
Opecbkol obnacHoi pagu», CcTauioHap [AEeHHOro nepebyBaHHA AMchaHCepPHO-MOAIKAIHIYHOMO
BigAineHHs, m. Ogeca

5. | nikap 3y6kos O.0.

[JepxaBHa ycTaHOBa «HaLioHa/IbHWIA IHCTUTYT Xipypril Ta TpaHcnaanTonorii im. 0.0. LWanimoBa»
HauioHanbHOT akageMmil MeanyHnX HayK YKpaiHu, BigaineHHs oHkonorii, M. Kuis

41. 3miHa Mmicua nNpoBefeHHA BUNPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOrO AOCNIMKEHHA «3acToCyBaHHSA
nemacpiopaTy 4159 3MEHLLEHHA CepLEeBO-CYANHHUX YCKNAAHEHb 3a PaxXYHOK 3HWXEHHS PIBHA TPUrMiLepuais y
nauieHTiB i3 LlyKpoBUM fiabeTomM», koA aocnimkeHHa K-877-302, Bepcis 3 3 iHKOpNopoBaHOO NonpaBKoko 2 Bif,
18 6epesHa 2020 poky; cnoHcop - Kowa Research Institute, Inc., United States
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjen «AVIK'IOBIA PAC YkpaiHa»
BY/NO CTAJIO

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

KomyHanbHuii  3aknag OXOpPOHM 340poB'A | KOMyHanbHe  HekomepuiliHe  MiANPUEMCTBO
«XapkKiBCbKa MicbKa KiiHiYHa sikapHa Ne8», | «Micbka KniHiuHa nikapHA Ne8» XapKiBCbKOI
KapionoriyHe BiA4iIEHHA ANs1 XBOPUX Ha IHapKT | MiCbKOI paau, KapaionoriyHe BigdineHHa ans
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Miokapga Ne3, XapkiBCbka Meau4yHa akafeMmisi | XBOpuX Ha iHghapKT Miokapaa Ne3, M. XapkiB
nicnagunaomHol oceitn MO3 YkpaiHu, kacegpa
Kapaionorii Ta (YHKUiOHaNbHOI AiarHOCTUKN,
M. XapkiB

42. Peectpatop M5: noci6HUK ansa nauieHTiB, Bepcia 01 Big 15 uepBHA 2021 poKy, YKPAIHCbLKOIO MOBOIO;
Peectparop M5: noci6Huk gna nauieHTis, Bepcia 01 Big 15 uepBHA 2021 poKy, POCiifiCcbKOI0 MOBOIO [0
NPOTOKOJY KMiHIYHOTO AocC/imkeHHs «PaHgomizoBaHe, NoAgiiHe crine, niauebo-KoOHTPosIboBaHe 52-TuHeBe
OOCNIMKEHHA ANS OUIHIOBaHHA e(eKTMBHOCTI Ta 6e3MeYHOCTI 3acTOCyBaHHS eTpaciMogy B MauieHTIB i3
aKTVBHUM BMPA3KOBMM KOJTITOM MOMIPHOrO CTyNeHs TAXKOCTI», koA, gocnimpkeHHAa APD334-210, sepcis 0.0 Big,
20 nunHa 2020 poky; cnoHcop - «ApeHa ®apmacbioTikan3, IHK.» (Arena Pharmaceuticals, Inc.), United States
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

43. OHOBJ/IEHNI NPOTOKOJ1 K/iHIUHOTO AOCAiMKEHHA 3 nonpaBkoto 04, Bepcia 1 Big 26 nunua 2021p.,
aHrniicbkoo MoBok; OcHOBHA iHthopmauis Npo gocnigkeHHs i popma iHdhopmoBaHoOT 3rogu, Bepcis 6
Bif 05 cepnHA 2021p., aHrnilicbKoo MOBOO; IHpopmaLifa Ansa nayieHTa i oopma iHchopmoBaHoOi 3roau,
Bepcia ana Ykpaiiu Ne 6 Big 12 cepnHsa 2021 p. (Ha ocHoBi OCHOBHOI iH(hopmaLii Npo AoCNiMKEHHS i
c¢hopmu iHhopmMoBaHoi 3rogu Bepcia 6 Big 05 cepnHa 2021p.) aHrnilicbkolo MoBolO; IHchopmauia ana
nauieHTa i oopma iHcpopmoBaHOi 3rogu, Bepcia ana YkpaiHu Ne 6 Big 12 cepnHA 2021p. (Ha OCHOBI
OcHoBHOI iHhopmauii npo aocnigkeHHs i popmu iHcbopmoBaHOi 3roau, Bepcis 6 Big 5 cepnHa 2021p.)
YKpaiHCbKOI0 MOBoO10; IH(hopmauia ana nauieHTta i popma iHcbopmoBaHOiI 3rogu, Bepcis ans YKpaiHu Ne
6 Big 12 cepnHa 2021p. (Ha ocHoBi OCHOBHOI iHhopmauii npo gocnimkeHHs i hopmu iHchopmoBaHOiT
3rogn, Bepcia 6 Big 05 cepnHA 2021p.) pociiicbkolo moBoto; LLlogeHHUK nauieHTa anAa peecrtpauii
npuiiomy AJIMN, Bepcia 7.0 Big 29 nunHa 2021 p., aHMNINCbKOO, YKPAIHCHKOKO Ta POCIICLKOIO MOBaMu;
KapTka nauieHTa gns eKCTpeHuX cuTtyauiii, Bepcia 5.0 Big 27 nunHa 2021 p., yKpaiHCbKOKO Ta
pocilficbkolo MoOBaMu [0 NPOTOKOAY KAiHIYHOrO BUNPOOYyBaHHA «PaHgomizoBaHe noggiiHe cnine
pocnipkeHHs Il chasn 3 BUBYEHHA epeKTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NOpPiBHAHHI 3
nnaue6o cepep y4acHUKIB 3 BTOPUHHO-NPOrPecyoynm po3ciaHum ckneposom 6e3 peunamsis (HERCULES)»,
ko4 pocnimxkeHHs EFC16645, 3 nonpaskoto 03, Bepcia 1 Big 03 nuctonaga 2020p.; cnoHcop - Genzyme
Corporation, USA (xeH3aiim KopnopeiiwH, CLLA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

44. OHOBJ/IEHUI NPOTOKOJ K/iHIYHOro gocnigkeHHa 3 nonpaBkoto 05, Bepcia 1 Big 29 nunua 2021p.,
aHrniicbKkoo MmoBoo; OCHOBHa iH(hopmauia Nnpo gocnimkeHHs i dopma iHhopmoBaHOi 3rogu, Bepcia 6
Big 04 cepnHa 2021p., aHrinicbKO MOBOLO; IHhopmauia gna naugieHta Ta coopma iHhopmoBaHOiI
3rogn, Bepcia ana YkpaiHm Ne6 Big 11 cepnHAa 2021 p. (Ha ocHoBi OCHOBHOI iHdhopmauii npo
pocnimpkeHHA i popmu iHcbopmoBaHoi 3roaun Bepcii 6 Big 04 cepnHa 2021 p.) aHrNiACbKOIO MOBOLO;
IHchopmaunia gna nayieHta ta hopma iHpopmoBaHOI 3roau, Bepcisa ana YkpaiHu Ne 6 Big 11 cepnHa
2021 p. (Ha ocHoBi OcHOBHOI iH(hopmauii npo aocnimxkeHHA i hopmu iHchopmoBaHOI 3roau, Bepcis 6
BiAg 04 cepnHAa 2021p.) ykpaiHCbKOlo MOBOIO; IHopMauia anAa naudieHTa Ta dpopma iHchopmoBaHOI
3roau, Bepcia ana YkpaiHm Ne 6 Big 11 cepnHa 2021p. (Ha ocHoBi OCHOBHOI iHchopmauii npo
pocnipxeHHs i popmu iHchopmoBaHOi 3roau, Bepcia 6 Big 04 cepnHa 2021p.) pociicbKOKO MOBOLO;
LLogeHHUK nauieHTa ana peectpauii npuiiomy AJIMN, Bepcia 7.0 Big 28 nunHa 2021 p., aHrNificbKolo,
YKpaiHCbKOIO Ta pociiicbkoio moBamu; KapTka nauieHTa oA eKCTpeHux cutyauiii, Bepcia 3.0 Big 27
amnHA 2021 p., YKPAiHCbKOK Ta pPOCIACBKOK MOBaMW [0 MPOTOKO/Y K/IHIYHOrO AOCNiAKEHHS
«PaHpomizoBaHe, noAgiiiHe cnine gocnimpkeHHs 3 dasn Ans BMBYEHHST e(PeKkTUBHOCTI Ta 6e3MeyHOCTI
npenapaty SAR442168 y nopiBHsHHI 3 naauebo B Yy4yaCHMKIB 3 MNEPBUMHHO-MPOrPECYOHUM  PO3CISHUM
ckneposom (PERSEUS)», kog gocnigxkeHHs EFC16035, 3 nonpaskoto 04, Bepcis 1 Big 02 nuctonaga 2020p.;
cnoHcop - Genzyme Corporation, USA (xeH3aiim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

45. OHOBJ/IEHWIT NPOTOKON KNiHiuHOro gocnigkeHHa AC220-A-U302, sepcia 7.0 Big 26 TpaBHa 2021
poky; 3miHa HalimeHyBaHHA 3asiBHMKa B YKpaiHi 3 TOB «KOBAHC K/IHIKANT AEBE/IONMEHT
YKPAIHA» Ha TOB «/1IABKOPI K/IHIKANT AEBENOMNMEHT YKPAIHA»; ®opma iH(hopMOBaHoi 3roamn Ha
NPoBeAEHHA reHOTUNMYBaHHA aHIMICbKOID MOBO ANnA YKpaiHu, Bepcisa 4.0 Big 20 nunHa 2021 p.;
®dopma iH(hopMOBaHOI 3rogM Ha NPOBEAEHHA FeHOTUNYBAHHA aHINICbKO MOBOK ANs YKpaiHu,
Bepcif 4.0 Big, 20 nunHa 2021 p. NMepeknageHo Ha yKpaiHCbKY MOBY A1s YKpaiHu, 13 cepnHa 2021 poky;
dopma iH(hopMOBaHOI 3roaM Ha NPOBEAEHHA FeHOTUNYBAHHA AaHINICbKOK MOBOK ANs YKpaiHu,
Bepcis 4.0 Big 20 nunHsa 2021 p. MepeknageHo Ha PociicbKy MOBY Asi YKpaiHu, 12 cepnHs 2021 poky;
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dopma iHhbopmoOBaHOI 3rogn Ha NPOBeAEHHA aHai3y Ha HasBHicTb myTauii FLT3-ITD ana YkpaiHu
aHrnivicbKkor MoBolo, Bepcisa 5.0 Big 20 nunusa 2021 p.; dopma iHhopmoBaHOi 3roan Ha NPoBeAEeHHS
aHanisy Ha HasBHicTb MyTauii FLT3-ITD ana YkpaiHu aHrnificbkoro MoBoto, Bepcifa 5.0 Big 20 nunHA
2021 p. MepeknafieHO Ha YKpaiHCbKY MOBY AnA YKpaiHu 13 cepnHsa 2021 poky; Popma iHopmoBaHoT
3rogM Ha NpPoBeAEeHHA aHani3y Ha HasBHiCTb MyTauii FLT3-ITD gna YkpaiHu aHrnificbkolo MOBOIO,
Bepcis 5.0 Big 20 nunHA 2021 p. MNepeknageHo Ha poCiicbKy MOBY AJisl YKpaiHu 12 cepnHA 2021 poKy 40
NPOTOKONY K/iHIYHOro BMNpoGyBaHHA «[loagiiiHe cnine, nnaueb0-KOHTPO/IboBaHe [OCNIMKEHHS ha3n 3 ans
BMBYEHHS 3aCTOCYBaHHS KBU3apTUHIOY y MOEAHAHHI 3 IHAYKLUIHOK i KOHCOMiJaLiiHoK XiMioTeparnieto, a
TakoX y BUrNsAi NPOAOBXEHHA Tepanii y navujieHTiB Bikom Big 18 Ao 75 pokis i3 Bnepule susiBneHum FLT3-ITD-
NO3UTMBHOI rOCTPO0 MienoigHoto nenkemieto (QUANTUM First)», koa gocnimpkeHHs AC220-A-U302, Bepcis
6.0 Big 28 xoBTHSA 2020 poky; crnoHcop - Oawivi CaHkio, IHK., [Daiichi Sankyo, Inc.], CnonyuyeHi LUTaTtn
AMepuKu
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