JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne16 Big 07.09.2023,
HTP Ne31 Big 07.09.2023, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «da3a Ib, paHgomizoBaHe, noggiiiHe chine, niayeb0-KOHTPO/IbOBAHE AOC/IMKEHHS 3 BUBYEHHSA 6e3neku,
NepeHoCUMOCTi | (papMakOKIHETMKM MOHOK/NOHaNbLHOro aHtutina (mAb) nicna BHYTPILLHLOBEHHOTO
O[HOKPAaTHOrO BBEAEHHSA B 3pOCTaluMX A03axX Yy MNaUieEHTIB 3 igionaTUyHMM nereHeBnm hibpo3om», Kopg,
pocnipkeHHs CLI-10067AA1-01, Bepcisi 6.0 Big 06 nunHsa 2023 poky, cnoHcop - «K'e3i dapmaueytudi C.n.A.»,
ITanis/[Chiesi Farmaceutici S.p.A, Italy]

®a3za- Ib

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne MM.1.B. BigNOBIAAIBLHOrO AOCNIAHMKA,

n/n Ha3sga Micus npoBefeHHsA K/iHIYHOro BUNpPo6yBaHHS

1. | K.M.H. Jo6psHcbkuii [.B.

MeauuHuii LLeHTp ToBapmncTBa 3 06MEXEHOI0 BignoBiganbHICTIO «ApeHcis Ekcnnopartopi MegiciH»,
Bif1iN KNiHIYHNX AocnimpKeHb, M. Kuis

2. bpouwypa ana gocnigHuka 3 npenapaty NakpuTuHio, pegakuisa 15 Big 23 kBiTHA 2023 p.; focbe
pocnigxyBaHoro sikapcbkoro 3aco6y (IMPD) Pacritinib: Mogynb 2 «Quality», pegakuia 13.0 Big 03
yepBHA 2023 p. A0 NPOTOKONY K/IHIYHOTO AOCAIMKEHHS «PaHAaomi30BaHe KOHTPONbOBaHe AochimkeHHs |l
chasn 3 METOH NOPIBHALHOT OLLIHKM MAKPUTUHIGY Ta NnpenapaTy 3a BUOOPOM Aikapsi Npu AiKyBaHHI NaLEHTIB i3
NEpPBUHHUM Mienodibpo3om abo Mienodibpo3omM, WO PO3BUHYBCA MIiCNS CAPaBXHbOI noaiuMTeMIl un
eceHLjianibHOT TpoMbounMTEMIl, B SIKMX BiA3HAYAETLCA TsHKKa TpoOMOOUMTONEHIA (piBeHb TpombouuTtie <50
000/mkn)», kog pocnimpkeHHss PAC303, pegakuis 2 Big 30 uepBHA 2022 p.; cnoHcop - «Ci Ti Al Bio®apma
KopnopeiiwH» [CTI BioPharma Corp.], CLLA

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I1I EC A-YKPAIHA»

3. OHOBMEeHWiT NPOTOKO KNiHiYHOro BUNpo6ysaHHA M16-066, iHkopnopoBaHuii Monpaskamu 1, 2, 2.01
(Tinbkn gna Kutaio), 3, 3.01 (Tinbku ana HimeuuunHn), 4, 4.01 (Tinbkn gnsa AnoHwii), 4.02 (ona YkpaiHu Ta
npunernux sagistHUx Kpaid), 5 i AgmiHictpatuBHuMun 3miHamu 1, 2, 3, 4 Big 16 rpyaHa 2022 poky;
AaMiHicTpaTuBHa 3MiHa 7 Bif 27 ciuHA 2023 poKy [0 NPOTOKOY KAiHiYHOro BunpooyBsaHHs M16-066;
YTOUHEHHA Ha3BX MPOTOKO/MY KJiHIYHOrO BUMPOOYBaHHA YKpPaiHCbKOK MOBOW; IHdopmauia ans
nauieHTa Ta iHhopmMoBaHa 3roga Ha YydyacTb Yy HayKOBOMY AOCANigKEeHHi Ta HeO0OGOB’A3KOBOMY
pocnigxeHHi, Bepcia 5.0 ans YKpaiHu Big, 16 TpaBHsA 2023 poKy, YKpaiHCbKOI Ta POCilicbKo MOBaMu;
IHpopmauiliHMiA NUCT nauieHTa CTOCOBHO fAili B yMoBax naHgemii (Takoi Ak COVID-19) a60 iHwux
BaX/IMBUX NOAIN, AKi BNAINBAOTb Ha y4yacTb Y gocnimkeHHi [IHcopmauiiiHnii nuct pnsa yuyacHuka
KNniHiYHOro BUNpoGyBaHHA], Bepcis 2.0 Ana YKpaiHM Big 16 TpaBHA 2023 POKY, YKPAIHCLKOK Ta
pociiicbkoto MoBamMu; IHpOpMaLiiiHWIA NUCT NalieHTa CTOCOBHO Aili B yMOoBax nMaHAemil (Takoi fiK
COVID-19) a60 iHWNX BaXX/IMBUX NOAINA, AKi BNAMBAKOTbL Ha y4yacTb Yy AOC/ifKeHHi [IHcopmaviiiHnii
JINCT ANs ydacHUKa KNiHiYHOro BMNpoOyBaHHs], Bepcia 3.0 aonAa YkpaiHu Big 16 TpaBHsA 2023 poky,
YKpaiHCbKOIO Ta pocilicbkolo mMoBamu; OHoBneHwii po3gin «fAkictb» Jocbe pocCAiAKYyBaHOro
nikapcbkoro 3aco6y PicaHkisyma6 (ABBV-066), Bepcisa 2.0 H Big 16 ntotoro 2023 poky; BkitoueHHsA
[O0[ATKOBOroO AOC/ifAKYBaHOro nikapcbkoro 3aco06y: PicaHkisyma6 (ABBV-066), 600 mr/10 mn (60
Mr/mMi), KOHLEHTpAT A1 NPUroTYBaHHA PO3UUHY ANA iHy3ii, y dhnakoHax (Bupo6Huku: Patheon Italia
S.P.A, Itania; SGS Institut Fresenius GmbH, HimeuyuuHa; AbbVie Deutschland GmbH & Co. KG,
HimeuuuHa; AbbVie Inc., CLLUA; A&M STABTEST GmbH, HimeuunHa; SGS Analytics Switzerland AG,
LWBelyapis; Charles River Laboratories Germany GmbH, HimeuunHa; AbbVie Biotechnology, Ltd.,
MyepTto-Piko, CLUA); 3pasok MapKyBaHHA AOCAiMKYyBaHOro Jikapcbkoro sacob6y PicaHKisymao
(ABBV-066) 600 mr/10 mn (60 mr/mMn), KOHUEHTPAT A4NA NPUrOTYBaHHA PO3UUHY ANs iHPY3iNA y hiakoHi,
Bepcif Bif 27 BepecHs 2022 poKy (BHYTpILLHE NaKyBaHHA), YKPAIHCbKOIO MOBOIO; 3pa3okK MapKyBaHHSA
pocnipkyBaHoro nikapcbKkoro 3aco6y PicaHkisymao (ABBV-066) 600 mr/10 mn (60 mr/min), KOHUEeHTpaT
ANA NPUroTyBaHHA PO3UMHY Ana iHYy3iii y donakoHi, Bepcia Big 27 BepecHA 2022 poky (30BHilLUHE
naKkyBaHHA), YKPaiHCbKOI MOBOIO; 3MiHa KiJIbKOCTi gocnigKyBaHux B YKpaiHi 3 56 go 20 ocié no
NPOTOKOMY K/IHIYHOTO AocnifmkeHHs «baratoueHTpoBe, paHAoMi3oBaHe, noAgiiHe chnine, nnaue6o-
KOHTpO/IbOBaHe 52-TMXHEBE BIOKPUTE MNPOAOBXEHE AOC/iMKEHHS MNigTpUMykoUoi Tepanii gns BMBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi PicaHKizymaby Yy nauieHTiB 3 BMPa3KOBMM KOMAITOM», KOA AOC/IIKEHHS
M16-066, iHkoprnopoBaHuii Monpaskamu 1, 2, 2.01 (Tinbkn gnsa Kutat), 3, 3.01 (Tinbkn gns HimeuunHn), 4 Ta



4.02 (ons YkpaiHu Ta npunernnx 3agisHnx Kpaid) i AgMmiHictpaTmsHummn amiHamm 1, 2, 3 Ta 4 Big 09 TpaBHSA
2022 poky; cnoHcop - AbbVie Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

BYNO CTANO
«baraToLeHTpoBe, paHA0Mi30BaHe, NoABiiiHe cnine, | «baraToueHTpoBe, paHa0Mi30BaHe, NoABiliHe chine,
nnauebo-koOHTPOIbOBaHe 52-TMXXHEBE BigKpuTe | Nnaueb0o-KOHTPOIbOBaHe 52-TnxHeBe

npoaoBXeHe  AOCHiAKEHHS nigTPUMYOUOT | NigTPMMYOUe NiKyBaHHS i BigKpuUTe NpoaoBXeHe
Tepanii  Ans  BMBYEHHST  eDEKTMBHOCTI  Ta | BOCAIMKEHHA AN BUBYEHHS eJqIEeKTMBHOCTI Ta
6e3neyHocTi  PicaHkisymaby y nauieHTiB 3 | 6e3neyHocti  PicaHkisymaby y  nauieHTiB 3
BMPa3KOBMM KOJTITOM» BMPAa3KOBMM KOJTITOM»

4. bpowypa pocnigHuka, pocnimKyBaHuii  nikapcbkuii  3aci6  Olanzapine/Samidorphan
(OnansaniH/CamigopcpaH), Bepcia 10.0 Big 27 kBiTHA 2023 poKy; 3aslyyeHHs TOProBOi Ha3BU
JocnimpxyBaHoro nikapcbkoro 3aco6y ALKS 3831 - LYBALVI®; ®opma iHhopMmoBaHOi 3roau nayieHTa
Ta 3aXMCTy NepcoHa/IbHUX AaHunX, Bepcia Ana YkpaiHu 9.0 Big 06 uepBHs 2023 pokKy, YKpPaiHCbKOIO Ta
pociiicbkolo MoBaMu; 3MiHA Ha3BM MiCLUA NMPOBEAEHHS KJ/IiHIYHOrO BUMPOGYBaHHA [0 NPOTOKO/Y
KMiHiYHOro gocnimkeHHs «ocnimkeHHs dpasn 3 A1 OLiHKX A0BroCTPOKOBOT 6€3MeYHOCTi, MEPEeHOCUMOCTI Ta
CTiKOCTI nikyBasibHOT Aii npenapaty ALKS 3831 B nauieHTIB i3 LUIM30pEHIELD, LWM30PEHOHOPMHUM
po3nagom abo 6inonspHUM po3nagom | Tmny», kog gocnigxkeHHs ALK3831-A308, 3 nonpaskoto 3.0 Big 09
TpaBHsi 2019 poky; cnoHcop - «Ankepmec, IHK.» (Alkermes, Inc.), CLLUA

3asaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

BYNO CTANO
Anpektop KoceHkosa |.B. AnpekTop KoceHkoBa |.B.
KomyHasibHe HekomMepLiiHe NignNPUeEMCTBO | KoMyHasbHe HekomepLUiiHe nignNpUeEMCTBO

«Yepkacbka o06sacHa ncuxiaTpuyHa  fikapHa | «Yepkacbka ob6nacHa — ncuxiaTpyyHa  JlikapHA
UepkacbKoi 061acHOi paau», xiHouve BigaineHHs Ne | Uepkacbkoi o6nacHoi pagu», XiHoue BiAgineHHs
11, yonosiue BiggaineHHA Ne 12, M. Cwmina, | Nell, uvonoBiue BiggineHHa Nel, M. Cwina,
Yepkacbka 061actb Yepkacbka 061acTb

5. OHoBneHwuii MpoToKoN KniHiuHOro gocnigxkeHHsa RPC01-3204, NonpaBka 6.0 Big 16 6epe3Ha 2023 p.;
CHHOMNCUC OHOBJIEHOIO NPOTOKOJY KiiHiYHOro gocnigkeHHs RPC01-3204 srigHo 3 MonpaBkoto 6.0,
ocTaTo4Ha pegakuif Big 16 6epesHsa 2023 p., nepeknag, 3 aHrNMiicbKOT MOBU Ha YKpaiHCbKY MOBY Big 19
yepBHA 2023 p.; IHpopmauia ana nayieHta Ta coopma iHhopmoBaHOI 3rogu, ocTaTouHa pegakuia 8.0
BAna YKpainu Big 03 nunHa 2023 p., ocTtaTtouHuii nepeknag 3 aHrniicbKoi MOBU Ha YKpaiHCbKY MOBY Bif,
27 nunHsa 2023 p., ocTaTOUYHWUIA Nepekiag 3 aHrNiicbKoi MOBU Ha pocilicbKy MOBY Big, 27 nunHa 2023 p.
[0 NPOTOKONY K/iHIYHOro AocnifpKeHHA «JoaaTkoBe 6araToLeHTpoBe BigkpuTe gocnimkeHHs Il dasu 3 meTor
OLiHKM O3aHiMopy A/19 NepopasibHOro NpUnoMy MpW NiKyBaHHI NaUieHTIB i3 CepeAHbOTXKAM ab0 TSHXKKAM
nepebirom xBopobu KpoHa B akTuBHIlA chopmix», kog gocnimkeHHss RPC01-3204, pepakuis 6.0 Big 14 yepBHs
2021 p.; cnoHcop - «CenmkeH IHTepHewHn |l Capn» (Celgene International 1l Sarl), LBeliyapis

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAALHICTIO «Ml EC AN-YKPAIHA»

6. Bpouwypa gocnigHuka gna Kposanimaoy (RO7112689), Bepcisa 8 Big TpaBHA 2023 p. A0 NPOTOKONY
KNiHIYHOrO  gocnimkeHHss  «PaHgomi3oBaHe,  BigKpWUTE, KOHTPOSIbOBaAHE  aKTUBHMM  MpenapaTomM,
GaraToueHTpoBe AochnimkeHHa da3m Il gna  ouiHkM edbekTMBHOCTI Ta 6e3neyvyHOCTi 3acTOCyBaHHS
KpoBanimaoy B NOPiBHAHHI 3 eKyNnisyMaboMm y naLieHTiB i3 NapoKCU3MasibHO0 HiYHOK reMornobiHypieto (MHI),
AKi paHilwe He oTpuMyBaIn NiKyBaHHS iHriGiTopamMuy KOMNAIEMEHTY», KOA, focnimkeHHss BO42162, Bepcis 6 Big
30 BepecHs 2022 p.; cnoHcop - ®.XoddpmanH-/15 Pow fTa, LWBeiuapis

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

7. Bpowypa gocnigHuka gnsa pocnigkyBaHoOro siikapcbkoro 3acooy BAF312 CinoHimopg, BupgaHHa 21,
Big 19 kBiTHA 2023 poky; Bpowypa gocnigHuka ana AocnigjxyBaHOro nikapcbkoro 3acody FTY720
®diHronimop, BUgaHHA 26, Big 17 kBiTHA 2023 poKy; NMonpaBKa A0 JoCbe AOCAiAKYBAHOr0 liKapCbKOro
3aco6y BAF312 0.1 mr, 0.25 mr, 0.5 mr, 1 mr, 2 Mr, TaGneTkn, BKPUTI NNIBKOBOIO OGO/IOHKOIO,
6002850_SM_IP_AMEN_6_967, Big 11 tpaBHA 2023 poKy; OHOBNEHi ceKuii locbe AoCNigKyBaHOro
nikapcbkoro 3acody BAF312, 0.1 wmr, Tabnetkn, BKpuUTi nNNiBKOBOW 0060/nOHKoW: 2.1.P.3
«BupoGHuyTBo», 6002850_SM_|_P3_975, Bepcia 3.0 Big 12 TpaBHA 2023 poky; OHOB/EHI cekuii locbe



AocnipxysaHoro jlikapcbkoro saco6y BAF312, 0.25 mr, 0.5 mr, 1 mMr, 2 Mr, Ta611eTKWU, BKPUTi NNiBKOBOIO
o060n0Hkot: 2.1.P.3 «<Bupo6HuyreBo», 6002636_SM_I_RDO01_P3_975, Bepcia 3.0 Big 11 TpaBHsa 2023
pPOKy; OHOBANEHI ceKuil Jocbe AOCNiAKYBaAHOro flikapcbKoro 3acooy BAF312, 0.1 mr, TabneTkn, BKpUTI
NNiBKOBOI 060M0HKOK: 2.1.P.8 «CTabinbHicTb», 6002850_SM_I_P8 975, Bepcisa 6.0 Big 11 TpaBHsA
2023 poky; MopoBXeHHs TepMmiHYy NpPUAATHOCTI AOCNIMKYBAHOro Jikapcbkoro 3acod6y BAF312
CinoHimog, TaéneTku, BKPUTI NJ1iBKOBOIO 060/10HKO10, 0.1 Mr, Ao 42 micauiB; 3miHa Ha3BN BUPOGHMKaA
pocnigkyBaHoro nikapcbkoro 3aco6y BAF312, 0.1 mr, 0.25 mr, 0.5 mr, 1 mMr, 2 Mr, Ta6/1€TKN, BKPUTI
nNiBKOBOI 060n10HKOK 3 Confarma France SAS (CONFARMA FRANCE - HOMBOURG), ®paHuis Ha
SOLVIAS France SAS, ®paHLuis 10 NPOTOKO/Y KNiHIYHOIO AOC/IMKEHHS «2-piyHe, paHA0Mi30BaHe, NoABiiHe
cnine AOCAIMKEHHSA BiACYTHOCTI MEHLLOT edeKTUBHOCTI, WO MNpPOBOAMTLCA B 3 rpynax A5 MOPIBHSAHHS
edheKkTMBHOCTI Ta 6e3neyHOCTi ocpatymymady i1 cinoHimody 3 oiHroMiMOAOM Y NaLEHTIB AWUTAYOro BIiKY 3
PO3CIAHUM CK/1EpO30M, i3 nofanbluMM BIAKPUTMM  PO3LUMPEHUM  AOCAIMKEHHAM», KO AOCNiAKEHHS
CBAF312D2301, sepcisa 00 Big 28 ciuHa 2021 poky; cnoHcop - «HoBapTic ®apma AlM», Lseiiuapia / Novartis
Pharma AG, Switzerland

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

8. 3miHa Ha3BM MicuA NPoBeAEHHA BUNPOOYBaHHA [0 NPOTOKO/Y KAIHIYHOTO gocnigpkeHHs «SERENA-2;
PaHgomizoBaHe, BigkpuTe, y napanesibHuX rpynax, 6aratoueHTpoBe [OCNIMKEHHS a3y 2 MOPIBHSAHHS
ehekTMBHOCTI Ta 6e3nevHoCTi nepopasibHOro npenapaty AZD9833 | dyniBecTpaHTa y XIiHOK 3 nowmnpeHum ER-
no3nTMBHNUM HER2-HeratnBH1UM pakom MOJIOYHOT 3a/1031», koA, gocnigxkeHHs D8530C00002, sepcis 6.0 Big 04
TpaBHs 2023 poky; cnoHcop - AcTpa3eHeka Ab, LLBeujsi / AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYNO CTANO
Aupektop MNapavoHoB B.B. AvpekTop MNapamoHos B.B.
KomyHasbHe HekomMepLUiiHe NigNPUEMCTBO | KoMyHasbHe HekoMepLiiiHe nignpPUEMCTBO
«Yepkacbkuii oGnacHuii OHKOJOriYHuiA | «KNiHiYHWIA  LeHTp OHKosoril, remartosorii,
AucnaHcep Yepkacbkoi oGnacHOl  pagu», | TPaHCMAHTOONT Ta naniaTUBHOI [0MNOMOru
ob6nacHuia LeHTp KNiHiYHOT OHkonorii | YepkacbKoi 06GsiacHOI paau», 061acHWil LEeHTp
(oHKOXiIMIOTEpPANEeBTMYHMIA), M. Uepkacy KMIHIYHOT  OHKoNoOrii  (OHKOXIMiOTepaneBTUYHWIA),
M. Yepkacu

9. Bpouwypa pgocnigHuka npenapaty Ka6o3aHTiHi6 (Cabozantinib (XL184)), Bepcia 19.0 Big 06 nunHA
2023 poOKy aHrniicbKor MoBOK; 3MiHA Has3BWM Micus NPOBeAEHHA KJiHIYHOro BUNPOGYBAaHHA [0
NPOTOKONY KAiHIYHOro AOCAIMKEHHSA «PaHa0oMi30BaHe BiKpUTE KOHTPO/IbOBAHE AOCAIMKEHHS dhasn 3 3 OL|iHKM
3actocyBaHHA Ka603aHTiHiOy (XL184) y kombGiHauii 3 ATe30Mi3ymabom Yy MOpPIBHSIHHI 3 HOBITHLOO
ropmoHasnbHoto Tepanieto (HI'T) gpyroi niHil y nauieHTiB 3 MeTacTaTUYHUM KacTpaLiiHO-pe3NCTEHTHUM pPakoMm
nepenmixypoBoi 3a103u», Kog gocnimpkeHHs XL184-315, nonpaska 5.0 Big 24 ciyHa 2023 poky; CnoHcop -
Exelixis, Inc., CLLA

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

BYNO CTANO
nikap CiHenbHikos 1.B. nikap CiHenbHikos |.B.
KomyHanbHe  nignpuemMctBo  «BonuHcbkuii | KOMyHanbHe nigNpMemMcTBO «BonuHcbKa
o6nacHwuii MeAVNYHUIA LEHTP  OHKOJOrii» | o6nacHa KAiHiYHa  nikapHa»  BoONWHCBKOI
BonMHCbKOT  06GnacHOi  pagun,  OHKOJIOriYHE | 06/s1IacHOi pagun, OGnacHWi MeAUYHUIA LEeHTp
XimioTepaneBTMYHe BigdinieHHa Ha 30 NiKOK, | OHKONOTil, OHKOJ10TiYHEe ximioTepaneBTUYHe
M. JlyubK BigaineHHs Ha 30 NixXoK, M Jlyubk

10. Bpouypa gocnigHuka gns aresonisymady (TECENTRIQ®, RO5541267), Bepcifa 20 Big nunHsa 2023 p.
00 NPOTOKOMIB  K/IHIYHUX  JocnigpKeHb: «baraToueHTpoBe paHAoMi3oBaHe nnaueb0-KOHTpoNboBaHe
pocnipkeHHs Il dasn aresoniszymady (aHTU-PD-L1 aHTMTINO) B pexumi MoHOTepanii Ta B MOoegHaHHi 3
ximioTepanielo Ha OCHOBI NJATWHM Y MNaLieHTIB i3 HeslikoBaHOo MiCLeBO-MoLMpeHo abo MeTacTaTUyHO
ypoTeniasibHOK  KapuuHOMOK», Kog, pocnigkeHHa WO30070, sepcia 11 Big 17 rpygHa 2022 p.;
«BbaraToueHTpoBe, paHgoMi30BaHe, noABiliHe criine, nnauebo-koHTponboBaHe gocnigpkeHHs Il chasu
aresonisyma6y (aHtu-PD-L1 aHTMTI/IO) B AKOCTI af’toBaHTHOI Tepanii nicna pajavkanbHOro NikyBaHHA Yy
NnawuieHTiB 3 MiCLEeBO-NOLMPEHOI0 M/IOCKOKNITUHHOK KapLUHOMOK TO/I0BW Ta LUUT BUCOKOTO PU3MKY», KOA,
pocnigpkeHHs W040242, sepcis 12 Big 24 notoro 2023 p; «MoagiliHe cnine, 6aratoLeHTpoBe, paH40MI30BaHe
pocnipkeHHs |l dpasn ansa ouiHkM edekTUBHOCTI Ta 6e3Mnekn Heoa ' toBaHTHOI Tepanii ate3onisymaéom abo
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nnaue6o B KOMOGiHaUil 3 XimioTepani€ld Ha OCHOBI npenapariB MaaTUHW Yy NauieHTiB 3 onepabenbHUM
HeapiGHOKNITMHHUM pakom nereHs I, 1A | Bubipkoso IlIB cTagii», kog gocnimxkeHHss GO40241, sepcia 10 Big
27 nwoTtoro 2023 p.; «PaHgomizoBaHe, noAgiliHe cnine, niaauebo-koHTponboBaHe asu Il gocnimKeHHs
Tiparonymaty (aHTU-TIGIT aHTWTINO) B KOMGIHaLIT 3 aTe30ni3yMaboM Yy MopiBHAHHI 3 nnauebo B kKoM6GiHaL,i 3
aTe3onisymabom Yy nauieHTiB i3 paHille HesikoBaHUM MiCLEeBO-MNOWMPEHNM HepesekTabenbHuMm abo
MeTacTaTuyHuM PD-L1-cenekTBHUM HeApPiOGHOKNITUHHUM pakoM NereHb», Kop [ochimkeHHa GO41717,
Bepcisa 5 Big 04 nuctonaga 2022 p.; «PaHgomizoBaHe, NoAgiiHe cnine, nnauebo-koHTponboBaHe gasm
OOCNifpKeHHS aTe3onizymMady B NoegHaHHi 3 Tiparosiymabom (aHtTu-TIGIT aHTuTINO) abo 6e3 Tiparonymaby y
nauieHTiB i3 Hepe3eKTabesbHOK MIOCKOKAITUHHOK KapLUHOMOK CTpaBOXOAdy, UM KapuuHoMa He
nporpecyBasna nicns pagukasbHOI XiMionpoMeHeBOiI Tepanii», kog, gocnipkeHHs YO42137, sepcis 6 Big 08
rpygHa 2022 p.; «PaHgomizoBaHe, 6GaratoueHTpoBe, dhasu IB/IIl  gocnigpkeHHs dhapMakoKiHETUKM,
edheKkTMBHOCTI Ta 6e3MeyvyHoCTi 3acTocyBaHHS NiALWKipHOT ¢hopMyn ate3onisymady Yy MOPIBHSAHHI 3
BHYTPILLHLOBEHHOIO (QOPMOID aTe30i3ymMaby y nauieHTiB i3 paHiwe sikoBaHUM MicLesonowmpeHmm abo
MeTacTaTUYHUM HeAPIGHOKNITUHHMM PakoM fiereHb», Koa gocnigxeHHs BP40657, sepcia 7 Big 07 nwoToro
2023 p.; «PaHgomizoBaHe, noggiiiHe cnine, 6aratoueHTpoBe a3 Il gocnimkeHHs 3acTocyBaHHS
aTesonisymady (aHTU-PD-L1 aHTWTIIO) NpoTK nnauebo AK af'toBaHTHOT Tepanii y nauieHTiB 3 M'A30BO-
iHBA3MBHUM pPaKOM CEeYoBOro Mixypa BMCOKOrO PU3NKY 3 HasaBHOW LUMpkynow4do AOHK nyxavHu nicns
LUMCTEKTOMIT», KoA gocnimpkeHHss BO42843, Bepcisa 6 Big 15 6epesHa 2023 p; «PaHgomizoBaHe, noasiliHe
cnine, nnaueb0-KOHTPOsIboBaHe AocnimkeHHs doasu Il gnsa ouiHkm edhekTMBHOCTI Ta 6€3MeYHOCTi a4’ toBaHTHOT
Tepanii aresosiisymabom a60o nnauebo y kombiHauii 3 TpacTyaymaboM eMTaHCUMHOM Yy nauieHTiB i3 HER2-
NO3UTMBHUM PakoM MOJIOYHOI 3a/1031 3 BUCOKMM PU3MKOM peumamBy nicnsa nepegonepauinHoi Tepanii», Kkog,
pocnipkeHHss WO42633, Bepcis 4 Big 14 6epesHs 2023 p.; cnoHcop - ®.XoddmaHH-/Ia Pow Jita,
LLseiiyapis

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

11. IHdhopmaviiiHnii nucToK i Ppopma iHchopMoBaHOI 3roan ANA 6aTbKiB NalyieHTa, Bepcia ans YkpaiHu
5.0 Big 24 nunHAa 2023 poKy, YKpaiHCbLKOI Ta pociiicbkolo MoBamMu; IHchopMauiiiHuii nucTok i hopma
iHhopMoBaHoOI 3roan Ans AOpOC/Ioro nauieHTa, Bepcisa aAna YkpaiHu 3.0 Big 03 nunHa 2023 poky,
YKPaiHCbKOIO Ta POCIiCbKO0 MOBaMu [0 NPOTOKO/Y KAIHIYHOIO AOCAiMKEHHA «[pocneKkTuBHe BigkpuTe
HenopiBHANbHE GaratoueHTpoBe gocnimkeHHsa Il dasn gns ouiHkn dapmakokiHETVKN, edIeKTUBHOCTI,
nepeHoCcMMOoCTi Ta 6e3neyHoCTi npenaparty iMyHOr1006yniH AAMHY ANS NiALWKIPHOro BBeAeHHS (HbroHOpM) y
NauieHTIB i3 NePBUHHUMM iIMyHOAEDILMTHUMMN 3aXBOPIOBAHHAMM», ko4 AocnimkeHHss NORM-01, Bepcis 04 Big
23 cepnHs 2021 poky; croHcop - «Oktachapma ®PapmauesTuka lMpogykTioHclec M.6.X» (Octapharma
Pharmazeutika Produktionsges.m.b.H.), ABcTpisi

3asaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

12. OcHoBHa iHthopMaLif npo AocnimxeHHA Ta hopma iHhopMoBaHOi 3rogu, Bepcia 14 Big 06 nunHaA
2023p., aHrniicbkoo MoBo1o; IHthopmauis Ana nayieHTa Ta hopma iHchopmoBaHoOT 3rogu, Bepcis Ana
YkpaiHu Ne 12, Big 19 nunHa 2023p. (Ha ocHoBi OCHOBHOI iHchopMauil Npo gocnimkeHHA Ta chopmu
iHdhopMoBaHoi 3roau, Bepcia 14 Big, 06 nunHa 2023p.) yKpaiHCbKOI0 MOBOIO; IH(hopmauis aonsa nauieHTa
Ta popma iHpopmoBaHoI 3roau, Bepcist Ne 12 ansa Ykpainu, Big 19 nunHa 2023p. (Ha ocHoBi OCHOBHOI
iHcpbopmauil npo pgocnipkeHHAa Ta ¢hopmu iHcpopmoBaHOiI 3roau, Bepcisa 14 Big 06 nunHa 2023p.)
pOCilicbKOK MOBOIO [0 NMPOTOKO/Y KAiHIYHOro AoCniaxXeHHs «PaHgomi3oBaHe, NoAgiiHe criine A0oCAiKEHHS
3 hasn ansi BUBYEHHS e(peKTUBHOCTI Ta 6e3neyHocTi npenapaTy SAR442168 y NopiBHSAHHI 3 Tepnth/1yHOMIAOM
(Ob6apxio®) B yvacHUKiB 3 peunamByouMmmn oopmamm po3scisiHoro ckneposy (GEMINI 1)», kog AocnigaXeHHs
EFC16033, 3 nonpaskoto 08, Bepcisa 1 Big 12 rpygHa 2022p.; cnoHcop - Genzyme Corporation, USA
(OxeHsaiiv KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

13. OcHoBHa iHthopmaLifa npo gocnimkeHHA i popma iHchopmoBaHOi 3roaun, Bepcia 13 Big 06 NuNHA
2023p., aHrniicbkoo MoBOIO; IHhopmaLia anA nauieHTa Ta popma iHpopmoBaHOi 3roan, Bepcia ans
YkpaiHu Ne 11, Big 19 nunHa 2023p. (Ha ocHoBi OcHOBHOI iHopMaLii NPo AocnimKeHHs i dopmu
iHcbopmoBaHOi 3roau, Bepcia 13 Big 06 nunHAa 2023p.) ykpaiHCbLKOK MOBOIO; IHhopmauis Ana nauieHTa
Ta (popma iHhopmoBaHoi 3roau, Bepcia Ne 11 ansa Ykpainu, Big 19 nunHa 2023p. (Ha ocHoBi OCHOBHOI
iHcbopmauii npo gocnimkeHHa i cdopmu iHhpopmoBaHoi 3roau, Bepcia 13 Big 06 nunHa 2023p.)
POCilicbKOK MOBOIO [0 MPOTOKO/Y KAiHIYHOro AocnigxeHHs «PaHgomizoBaHe, noAgiiHe crine AoCAigKeHHS
3 hasn ansi BUBYEHHS e(heKTUBHOCTI Ta 6e3neyvHocTi npenapaTy SAR442168 y NopiBHSAHHI 3 Tepnth/1lyHOMIAOM
(Ob6anxio®) B yyacHUKIB 3 peuuausyounmm popmamm poscisHoro ckneposy (GEMINI 2)», kof [ocnifxeHHs
EFC16034, 3 nonpaskoto 08, Bepcia 1 Big 12 rpygHa 2022p.; crnoHcop - Genzyme Corporation, USA
(OxeHzaiiv KopnopeiiwwH, CLUA)



3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

14. OHoBneHa Bpouwypa AocnigHuka wopo Acalabrutinib (ACP-196), BugaHHa 12.0 Big 30 6epesHA
2023 p.; 3miHa HaliMeHyBaHHsA 3asABHMKa B YKpaiHi 3 TOB «JIABKOPM KMIHIKA/T AEBENOMMEHT
YKPAIHA» Ha TOB «®OPTPIA AEBENIOMNMEHT YKPAIHA» [0 NpoOTOKOMY KNiHIYHOMO [AOC/imKEHHS
«PaHgomizoBaHe, noggiiHe cnine, nnaue60-koHTposiboBaHe hasn 3 [OCNILKEHHS aKanabpyTuHiGy Yy
KOMOGiHauii 3 puTykcumabom, umknodocdamigom, [AOKCOPYOILMHOM, BIHKPUCTUHOM Ta NpeaHi30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y naujieHTiB BikoMm <75
POKiB i3 paHiwe HenikoBaHow AUdY3HO B-BEAVKOKAITUHHOK /liM)OMO0, WO BUHMKAA 3  KAITUH
HerepMmiHaNIbHOro LUEeHTpy», ko4 aocnigxeHHas ACE-LY-312 (D8227C00001), sepcia 6.0 Big 22 nuctonaga
2022 poky; cnoHcop - Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

BYNO CTANO
TOB «JIABKOPIT KNIHIKA/T AEBENOMNMEHT TOB «®OPTPIA EBE/IONMEHT YKPAIHA»
YKPAIHA»

15. OHoBneHa Bepcia Bpowypu aocnigHuka p[OCNISKYBAHOTO JliKAPCbLKOro 3acoly MaciTuHio,
BuaaHHaA 1.0 Big, 26 uepBHsA 2023 00 NPOTOKOY KAiHIYHOrO AOCNiAXeHHs «baratoueHTpoBe, NPOCNEKTMBHE,
paHAomi3oBaHe, NoABiiHe cnine, nnaueb0-KoOHTPosIboBaHe gocaimkeHHs 11l pasn, Wo NPoBOANTLCSA NPOTArOM
24 TUXHIB 3 MOX/IMBICTIO MOAOBXEHHS TEPMiHY MiKyBaHHS, Y ABOX NapasnefibHuxX rpynax 3 paHgoMisauieto
nauieHTiB y cniBBigHOWEHHI 1:1, 3 METOK OUiHKM etheKTUBHOCTI Ta 6e3nekn NepopasibHOr0 MacCiTUHIGY Y
MOPIBHAHHI 3 nnaue6o npu JikyBaHHI NaUiEHTIB 3 MOBIMIbBHO MPOrpPecyryMM CUCTEMHUM Ta iHAONEHTHUM
CUCTEMHUM MacCTOLMTO30M 3 TSHKKUMU CUMMATOMATUYHUMK NPOsSiBAMW, PE3UCTEHTHUM [0 ONTUMasIbHOI
CMMNTOMAaTUYHOT Tepanii», ko gocnigpxkeHHs AB15003, sepcisa 7.0 Big 15 nunHa 2021; cnoHcop - AB Science,
PpaHLis

3asBHuK - TOB «CIHEP)KM IMOBAJT YKPAIHA», YkpaiHa

16. OHoBneHa Bpouwypa gocnigHuka Ha Beponisymad (MLN0002), Bepcis 27 Big 17 nunua 2023 p.,
aHrNificbKOK MOBOK [0 NPOTOKO/Y KAiHiYHOro gocnigpkeHHs VERDICT: PaHgomizoBaHe, KOHTPO/IbOBaHe
BMMNPOOYBaHHA ANs1 BM3HAYEHHS OMNTMMaslbHOT Uil Tepanii npuM akTMBHOMY BMPa3KOBOMY KOJITI, Kopg,
pocnipkeHHs RP1706, sepcis 08 Big 08 uepBHA 2021 poky; CNOHCOP - «AniMeHTiB, IHK.»/Alimentiv Inc.»,
KaHaga

3asBHUK - TOB «biomanac», YkpaiHa

17. bpowypa pocnigHuKa pocnifkysBaHoro ikapcbkoro 3aco6y Mobocertinib, BugaHHa 7 Big 28
Gepe3HA 2023 p., aHrNIicbKOIO MOBOLO; [locbe [OC/ifAKYBaHOIO Jlikapcbkoro 3aco6y Mobocertinib,
po3gin 3.2.P.5.4 «Batch Analyses», Bepcia 10.0, aHrniicbKOl0 MOBOI; JOCb€ A[OCAiIgKYyBaHOIO
nikapcbkoro 3aco6y Mobocertinib, po3gin 3.2.P.5.1 «Specification», Bepcis 10.0, aHrnilicbKoto MOBOI0;
Aocbe pocnigxyBaHoro nikapcbkoro 3aco6y Mobocertinib, po3gin 3.2.5.4.4 «<Batch Analyses», Bepcis
11.0, aHrniiicbkolo MOBOI; JOCbe AocChimKyBaHOro nikapcbkoro 3acoGy Mobocertinib, po3gin
3.2.5.4.1 «Specification», Bepcia 10.0, aHrNiiCbKOO MOBOI [0 MPOTOKONY K/IHIYHOIO AO0CAIAKEHHS
«PaHgomizoBaHe, 6aratoueHTpoBe, Bigkpute gochimkeHHs dasn Il gna ouiHkM edheKTMBHOCTI npenapaTty
TAK-788 B sIKOCTi Tepanii nepLuoi AiHii y NOPIiBHAHHI 3 XiMioTepanielo Ha OCHOBI NpenapartiB NAaTuHK Y
NauieHTIB i3 HeAPIOHOKNITUHHUM PakoM fereHi 3 iHcepLiHMMK MyTauiammn y 20-My eK30HI reHa pelientopa
enigepmanbHoro ¢paktopa pocty (EGFR)», ko pocnimkeHHs TAK-788-3001, Bepcisi 3 iHKOPNOPOBaHO
nonpaskoto 8 Big 18 xoBTHsA 2022 p.; cnoHcop - Takeda Development Center Americas, Inc., USA (CLUA)
3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

18. OHoBneHwuii MpoTokon kniHiuHoro gocnimkeHHAa RPC01-3203, Monpaska 6.0 Big 16 6epe3Hsa 2023 p.;
CHHOMNCUC OHOBJIEHOTO NMPOTOKOJY KiiHiYHOro gocnigxeHHs RPC01-3203 srigHo 3 MonpaBkoto 6.0,
ocTaTouHa pegakuif Big 16 6epe3Hs 2023 p., nepeknag, 3 aHrNMiicbKOT MOBU Ha YKpaiHCbKY MOBY Big 19
yepBHA 2023 p.; IHhopmauia ana nayieHta ta coopma iHhopmoOBaHOI 3rogun, ocTaTouHa pegakuia 8.0
AnA Ykpainu Big 03 nunHs 2023 p., ocTaTtouHUii nepeknag, 3 aHrNificbKoi MOBMY Ha YKpPaiHCbKY MOBY Bij
27 nunHsa 2023 p., ocTaTOYHWIA Nepekiag 3 aHrnikicbKoi MOBU Ha pocilicbKy MoBY Big, 27 nunHa 2023 p.
[0 NpOTOKO/Y K/IHIYHOTO JocCnifpkeHHs «baraToueHTpoBe paHAOMi30BaHe, MOABINHO chine, nnauebo-
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KOHTpOJ/ibOBaHe gocnimkeHHsa Il dasm 3 MeTow OuiHKM o3aHiMoAy 415 MepopasibHOro npuiiomy npwu
NPoBeAEHHI NiATPUMYOYOT Tepanii nauieHTam i3 cepefHbOTSHXKKMM abo THXKMM nepebirom xBopobwu KpoHa B
aKTUBHIN dhopMi», kog aocnimxkeHHss RPC01-3203, pegakuis 6.0 Big 14 yepsHA 2021 p.; cnoHcop - «CengkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), Lseiuapis

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

19. 3miHa Ha3BU MicLA NPOBEeAEHHSA KNiHIYHOro BUNpoGyBaHHA; IHAUBIAYaIbHA peecTpauiliHa hopma,
Bepcia Ne3 Big 10.07.2023 p., YKpAiHCbKOKD MOBOK [0 MNPOTOKOAY KiHIYHOIO AOC/iAKEHHS
«baraToLeHTpoBe, NoAgiiHe cine, paHAomi3oBaHe, NnaLeb0-KOHTPOIbOBaHE AOC/IMKEHHS e(pekTUBHOCTI Ta
NepeHoOCMMOCTi Nikapcbkoro 3acoby AHTpanb®, 0,2 © TabneTtkn, BKPUTI OOOSIOHKOK, BUPOGHMLTBA
AT «Papmak», YKpaiHa y nauieHTiB 3 XPOHIYHUM naHkpeaTuTom», Kog gocnimpkeHHs FM-ANTR-22, sepcis Ne2
Big 01.02.2023 p.; cnoHcop - AT «®apMak», YkpaiHa

3asaBHUK - AT «Papmak», YKpaiHa

BYNO CTA/O
nikap Norganigi T.1. nikap Nlorganigi T.1.
KomyHanbHe  HekomepuiiiHe  nignpuemcTtBo | KomyHasnibHe  HeKomepuiiiHe MiANPUMEMCTBO
KuiBcbkol o6nacHoi pagu «KuiBcbka ob6nacHa | KuiBcbkoi  ob6nacHoi  paau «KuniBcbKuii
nikapHs», TepaneBTUYHe Big4i1IeHHSA, M. K1iB o6GnacHuii LeHTp peaGiniTauiiiHOl MeagULUHNY,
TepaneBTUYHE BigAiNeHHs, M. Knis




