Jopartok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHax HEP Ne 22 Big 07.11.24, HTP Ne 41
BiA 07.11.24, Ha AiKi 6yNnu oTpUMaHi NO3UTUBHI BACHOBKU eKCcnepTiB»

1. «Bigkpute, paHgoMi30BaHe, akTMBHO KOHTPO/IbOBaHe, baraToLeHTPoBE AOCAIMKEHHS 3 ha3un A1S OLiHKM
edheKTMBHOCTI Ta 6e3nekun nepopasnibHOro BBefeHHss BAY 2927088 y NOpiBHSAHHI 3i CTaHAAPTHUM AiKyBaHHAM Y
SIKOCTI Tepanii nepLoi NiHil y nauieHTiB 3 MicLLeBO-NOLUMPEHMM abo MeTacTaTUYHUM HEAPIOHOKNITUHHUM pakom
nereHb (NSCLC) 3 HER2-akTBYOUMMM MyTauisimu», ko4 gocnigpxkeHHs BAY 2927088 | 22615, sepcis 1.0 Bia
04 6epesHa 2024 p., cnoHcop - baliep Al', HimeuyunHa

®a3za - Il

3anBHUK - TOB «baliep», YkpaiHa

Ne MM.1.6. BignoBiganLHOro gocnigHukKa

n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1. nikap rotsko 1.1O.

KomyHaslbHe HeKOMepUiiHe MiANPUEMCTBO «YXXropoAcbka Micbka 6aratonpodiisibHa KiiHiYHa
NiKapHA Y>XropoAcbkoi MiCbKOT paan», OHKOMOTIYHe BiAAIIEHHS, [epXaBHuUiA BULLMIA HaBYa/TbHWIA
3aKnag  «YXropoACbkuiA HaLiOHaNbHUIA  yHiBepcuTeT», Kadlegpa OHKonorii Ta pagionorii
GhakybTeTy NicNAAMNIIOMHOT OCBITU Ta AOYHIBEPCUTETCHKOT NiArOTOBKM, M. Y)KIropoA

2. O.M.H., npody. BoHpapeHko .M.

TOB «AP AN MU IOKPEMH>, nikyBasbHe BiaaineHHs, M. [Hinpo

3. nikap Ko63es O.1.

KomyHanbHe nignpnemMctBo «PiBHeHCbka o6nacHa K/iHiYHa nikapHA iMeHi HOpis CemeHtoka»
PiBHEHCbKOT 06/1acHOT paau, O6nacHWiA LEHTP KapAaioTopakasibHOI Xipyprii, M. PiBHe

4. K.M.H. NNoHomapboBa O.B.

KomyHasibHe HekomepujiliHe MignpueMcTBO «KUTBCbKUIA MICBKMUIA KAIHIYHWIA OHKOMOTIYHWIA LEHTP»
BYKOHaBYOro opraHy KuiBcbkoi MicbKoi paau (KuiBCbKOT MICbKOI AepaBHOi aaMiHicTpayii),
BigaineHHs ximiotepanii Nel, m. Knis

5. K.M.H. ¥pcon .M.

MpuBaTHe MiANPMEMCTBO MNpMBaTHa BMPOOGHUYA doipMa «AUMHYC», JlikyBanlbHO-AiarHOCTUUHWIA
LeHTp, M. KponuBHULbKNIA

6. K.M.H. TpyxiH [.B.

MeaunyHuii UeHTp ToBapucTBa 3 0bmexeHow BignosigancHicTio «KMIHIKA BEPYM EKCMEPT»,
M. KuiB

7. nikap CiHenbHikoB 1.B.

KomyHasibHe nignpremcTBo «BosiHcbka o6nacHa KniHiyHa nikapHsa» BonvHcbkoi o6nacHoi paguy,
O6nacH1n MeanYHWIA LEHTP OHKOJIOTIT, OHKO/IOTiYHe XiMioTepaneBTUYHE BigfineHHs, M. Jlyubk

8. nikap Mavuko B.B.

ToBapncTBO 3 0GMEXEHOHD BigNoBigasibHICTI0O «MeanyHnii LeHTp «MeagOdic Mpyn», M. Kuis

2. «PaHaomi3oBaHe, NoagiliHe chine, Nnauebo KOHTPONbOBaHe, KepoBaHe NoAisMU, AOCNiMKEHHS ha3n 3 Ans
OuiHKK ecbekTMBHOCTI, 6e3nekn Ta nepeHocuMocTi BakcgpocTtaty B KOMOiHauii 3 [anarnidpo3vHom
NopiBHAHO Nvwe 3 [anarnidp/I03MHOM LWOoA0 HUPKOBUX HAC/iAKIB Ta CMEPTHOCTI Bif, CepLeBO-CYAUHHNX
3aXBOPIOBaHb B YYACHUKIB i3 XPOHIYHOK XBOPOOOI HUPOK i BUCOKUM KPOB'AHUM TUCKOM>, KO AOC/iAXEHHSA
D6972C00002, Bepcis 1.0 Big 26 cepnHsa 2024 poky, cnoHcop - AstraZeneca AB, Sweden

dasza - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.B. BignosiganbHOro gocnigHnkKa

n/n HasBa micLs npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. nikap OoHeub O.A.

MeguyHnii LEHTP ToBapucCTBa 3 0OMEXEHOK BiAMNOBiAasIbHICTIO «Meaodya-KniHik», NikyBasbHO-
npoduinakTmyHmii nigposain, m. Knise

2. K.M.H., goueHT Ob6epTunHCcbKa O.I.

ToBapuUCTBO 3 OOMEXEHOH BiANoBiAaNbHICTIO «MeauuHuii ueHTp Xenc KniHik», MeguuHuii
KMiHIYHWIA JOCAIAHVLBKWIA LEeHTP, BiAAiN kapaionorii Ta peBMaTosorii, M. BiHHMUSA




3. «PaHgomizoBaHe, nigTBEpPAXYylOYe, MNOABIiHE cnine, nnauebo0-KOHTPONbOBaHe, 6GaraToueHTpoBe
JocnigxeHHa nigbopy onTMManibHOI 403K B NapanefibHuX rpynax i3 2-eTanHuUM afanTUBHUM AM3aliHOM i
paHAoMi30BaHOK BiAMIHOK A/19 OLiHKM eddeKTUBHOCTI, 6e3neYHOoCTi Ta nepeHocuMocTi GpiBapaueTamy B
AKOCTiI MOHOTepanii B nauieHTiB y BiLj Big 2 A0 25 pokiB i3 AUTAYOK abcaHCHO0 enifiencieto abo BEHISIbHO
abcaHCHOW eninencieto», kog pocnimkeHHs N01269, 3 iHKOpPMOpOBaHOK MnonpaBkow 2 Big 29 6epesHs
2021 poky, cnoHcop - UCB Biopharma SRL, Belgium

®asza - II; 1l

3asBHYK - MignpremMcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

Ne M.I.6. BignoBiga/IbHOro AocNiAHMKaA

n/n HasBa micus NpoBeAeHHs KiHIYHOro BUNPOGYBaHHS

1. K.M.H. Yomonsk HO.HO.

ToBapUCTBO 3 06MEXEHOI0 BignoBiganbHicTIo «<MEJUYHUN LLEHTP «IAME/», M. Yropog,

4. «PaHpomizoBaHe noAgiiiHe cnine AochimkeHHA dasn 3 A1 MOPIBHAHHA eqEeKTUBHOCTI Ta 6esneku
thpekcanimaby (SAR441344) 3 nnauebo y [AOPOC/MX YYaCHUKIB 3 HepeuuamBytouMM BTOPUHHO-
NporpecyyYmMmM po3CisiHUM CKIepo3oM», ko aocnigpkeHHss EFC17504, 3 nonpaskoto 01, Bepcis 1 Big 07 rpygHa
2023 poky, cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peweplu e
JesenonmaH, ®paHuis)

®a3za - Il

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

Ne M.1.B. BignoBigaIbHOro focniaHnKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1. nikap InbHiubka O.B.

O6niacHe KOMyHaslbHE HEKOMEpLiiHe MNigNPUEMCTBO «YepHiBeLbka MikapHSA LWBUAKOT MeANYHOI
[0NOMOr», LEHTP HEBIAKNaAHOT HEBPOOTii, M. YepHiBLi

2. 4.M.H., npod. Mockosko C.I1.

MeanyHWiA LEeHTp TOBapucTBa 3 0OMEXEHOK BiANOBIAA/IBHICTIO «MeanyHuii ueHTp «Canotem»,
NiKyBaNIbHO-AiarHOCTUYHWIA Biaain, M. BiHHMLUS

3. nikap Oniwescbka H.B.

MegnuHunii LeHTp «OkIKniHik+» ToBapucTBa 3 0OMEXEHOK BiAnoBigaNbHICTIO «MiXHapoaHWiA
IHCTUTYT KNIHIYHUX [OCAIMKEHb», CTauioHapHe BiAAiNeHHs, BiaAin HeBposorii, ncuxiatpii Ta
eninentonorii, M. Kuis

4. K.M.H. XaByHKa M.A.

KomyHanbHe HekomepuiiiHe nignpueMcTBo «JIbBiBCbke TepuTopiasibHe MeanyHe 06’eAHaHHSA
«KniHiyHa nikapHa Na1aHoBOro fikyBaHHA, peabinitauii Ta naniaTMBHOT 4ONOMOr», BifOKpeMIEHWNIA
nigpo3ain «5-a JlikapHa», HEBPOJIOTNiYHE BiAIIEHHS 3 MeAUYHO peabinitauieto, M. J1bBiB

5. O.M.H., npodp. Herpuy T.I.

KomyHanbHe HekomepLiliHe nianpnemcTBo JIbBiBCbKOi 061acHOT paam «/1bBiBCbka 06/1acHa KiiHiuHa
nikapHsa», HEBPOJIOTiYHE BiAAINEHHS, JIbBIBCbKMIA  HaUiOHa/IbHWI  MeAWYHWUiA  yHIBEpCUTET
imeHi JaHuna Manuupkoro, kadgeapa HeBpoorii, M. /IbBiB

6. 4.M.H. Wynbra O.4.

KomyHasibHe nignpuemMcTBo «BonunHcbka o6s1acHa KiHivHa nikapHs» BonmHebKoi o6nacHoi paaw,
HEBPO/IOTiYHE BiAiNeHHs 3 NiXKKkaMu IHTEHCMBHOT Tepanii Ta iHCY/IbTHUM 6/10KOM, M. JlyLbK

7. K.M.H., goueHT JopoweHko O.0.

NiKyBaslbHO-fjarHoCTUUHUA  LeHTp «HEWPO  T/IOBAJ/I»  ToBapucTBa 3  OBMEXEHOI0
BignosiganbHicTio «HEWPO T[/IOBA/T», nikyBanbHO-NpodinakTuuHuii  nigposgin, M. lsaHo-
®paHKiBCbK

5. «®a3a 1/2 kniHiyHoro BunpobysaHHA ADI-270 (MoaudiikoBaHi yd-xumepHi perentopHi [CAR] V&1 T-KNiTUHW,
Lo HauineHi Ha CD70) y gopocnux 3 peunanBytoyolo abo pedpaktepHoto (R/R) CBITIOKMITUHHOK HUPKOBO-
KNiITUHHOK KapuuHomow (ccRCC)», kog pocnimxkeHHs ADI-202427001, sepcia 1.3 Big 24 nunHa 2024,
cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbtoTike, IHK.», Cnony4yeHi wratn AMepuku

®aza - I/l

3asnBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiAnoBigasbHicTo «MBP YKPAIHA»



Ne M.l.6. BignoBigabHOro AocnigHka

n/n Ha3sBa Micus npoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS
1. 4.M.H., npodp. CTycb B.M.
KomyHasibHe nignpuemcTBo «[HINponeTpoBcbka obnacHa kiiHivyHa nikapHa im. |.I. MeyHukoBa»

JHinponeTpoBCcbKOi 061acHOi paau», BigaineHHsa yposorii Ne2 (oHkosoriyHe), M. [iHinpo

2. nikap >Xypakiscbka O.B.

KomyHasnibHe HekoMepLjiiHe nignpueMcTBO  «[loAiNbCbkniA  perioHasIbHUin  LEHTP  OHKOAOTii
BiHHMLbKOT 06n1acHol paau», BigaineHHs ximioTepanii 3 NixkkaMmu AeHHOro nepebyBaHHS MaLieHTiB,
M. BiHHMUS

3. O.M.H., npody. AyaHiyeHko O.C.

JepxaBHa ycTaHoBa «lHCTUTYT 3aranbHOi Ta HeBigkMagHOi xipyprii imeHi B.T. 3aiuesa
HavioHanbHOT akagemii MeanyHnx Hayk YKpaiHu», BigaineHHs XipypriyHux iHhekuin Ta ycknagHeHol
OHKO/10rYHOT NaToorii Ha 25 KoK 3 NasiaTor iHTEHCUBHOI Tepanii Ha 6 NibKOK, M. XapKiB

4, K.M.H. ¥pcon .M.

MpuBaTHe NiANPUEMCTBO MNpuMBaTHa BUPOOHMYA hipma «AUUHYC», JliKyBaslbHO-AiarHOCTUYHWIA
LEHTP NpMBaTHOrO NiANPUMEMCTBA NPUBATHOI BUPOOHNYOT PipMM «ALMHYC», M. KDONMMBHULbKWIA

6. Bpowypa gocnigHuka EH3anyTtamig (MDV3100), BugaHHs 14.0 Big, 09 KBiTHA 2024 poKy, aHINMiliCbKOLO
MmoBoto; fopatok 1 «JosiakoBa iHcopmauia npo 6esneky (RSl)» po Bpowypu pocnigHuka
EHsanyTtamig (MDV3100), BugaHHs 14.0 Big 09 kBiTHA 2024 pOKy, aHrNificbKolo MOBOH; IHhopmauiiHuii
nncTok Ta popma 3roau, Bepcisa V12.0UKR(uk)1.0 Big 25 BepecHA 2024 poKy, nepeknapg yKpaiHCbKOLo
MoBO Big 03 OBTHA 2024 poky; 3pa3oK MapKyBaHHA AOCNIfKYBaHOro nikapcbKoro 3acooy
EH3anyTtamig, kancynu 40 mMr Big 14 oBTHA 2024 poKy, YKPaiHCbKOK MOBOKO [10 NPOTOKO/Y KMiHIYHOro
BMNpobyBaHHA «JocnipkeHHs «PROSPER»: MixHapogHe, paHAomi3oBaHe, MoABiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe JoCAiMKeHHS dhasn 3 o5 OLiHKM eDEKTUBHOCTI Ta 6e3NeyYHOCTi eH3astyTaMify y naLieHTiB 3
HemeTacTaTUYHUM KacTpaT-pe3MCTEHTHUM pakoM NepeamixypoBoi 3as103u», Koa gocnipkeHHs MDV3100-14
(C3431005), Bepcis 5 Big 26 ciuHsa 2018 poKy 3 iIHKOPNOPOBAHOK NOMPaBKOK 4; CNOHCOoP - «MefiBeLLH, [HK.»
(Medivation, Inc.), govipHa KOMMNaHisd, WO nepebyBa€ y NOBHI BNacHOCTI KoMmnaHii «Idainsep IHK.» (Pfizer
Inc.), CWA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)
3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjelo «ANK'HOBIA PC YkpaiHa»

7. OHoBneHHsA po3ainis 2.1.P.3.1 Updated drug production site address Ta 2.1.P.8.1 Stability Summary
and Conclusion Jocbe gocnigxyBaHoro nikapcbkoro sacoéy PG20P, CPL500036 10 mg, hard capsules
PLACEBO Bepcia 4 Big 10.07.2024 poky; OHoBneHHsi po3ginis 2.1.P.3.1Manufacturer(s), 2.1.P.5.4
Batch Analysis, 2.2.P.6 Reference Standards or Materials:, 2.1.P.8.1 Stability Summary and Conclusion
Aocbe pocnimxyBaHoro sikapcbkoro 3aco6y PG20, CPL500036 10 mg hard capsules - IMPD part
Bepcia 7 Big 10.07.2024 poky; MpopoBxeHHA TepMmiHy PG20P, CPL500036 10 mg, hard capsules
PLACEBO 3 24 micauiB go 31 micauda; 3miHa BignoBiganbHOro AocnigHuKa A0 NPOTOKO/Y KAiHIYHOro
pocnipkeHHs «®dasa ll, noggiiHe cnine, paHaomizoBaHe, Nnauebo KOHTPONbOBaHe, Yy NapasnesibHuX rpynax,
OOCNIMKEHHST 3 METOH BMBYEHHA MOTEHUINHWX aHTMAMCKIHETMYHUX BnactmBocTeli CPL500036 (iHriGiTop
PDE10A) y nauieHTiB i3 XBOpo60t0 MapKiHCOHa, fAKi CTpaxAatloTb Bif, AUCKIHESIT, cnpuYnHeHOT JleBoAoNnow»,
kog, pocnimkeHHs 03PDE2020, sepcis 2.1 Big 08 BepecHs 2023 poky; cnoHcop - Celon Pharma S.A, MNonbLwa
3asBHuK - TOB «CT AKALEMIA», YkpaiHa

BYNO CTANO
nikap Muxavinoecbka H.O. nikap TapaHoBa A.M.
MeguuHnii  UueHTp ToBapucTBa 3 OOMexeHow | MeguuHuii  ueHTp ToBapucTBa 3 OOMEXEHOI
BigNoBigasIbHICTIO «MeanyHnii LUeHTp «KoHcumiym | BignoBigasbHICTIO «MeguyHuii ueHTp «KoHcuiym
Mepikan», cTauioHapHe BiggineHHsa, M. Kuis Megaikan», ctauioHapHe BigaineHHs, M. Knis

8. Jocbe pocnimKyBaHoro nikapcbkoro 3acoo6y (IMPD), CT-P51, Bepcia 1.1 Big 17 tpaBHA 2024 a0
NPOTOKONY KAiHIYHOrO AocnimpkeHHs «[lloAgiiiHe cnine, paHAOMiI30BaHe, KOHTPO/IbOBAHE aKTUBHUM
npenapaTom AOCNiAKeHHA dhasn 1y Tpbox NnapanenbHuxX rpynax Anst OuiHkM hapMakoKiHETUYHOT NOAIGHOCTI
TPbOX NiKapcbkux hopm nemoéponizymady (npenapaty CT-P51, npenapaty Kitpyaa, cxBaneHoro B €C, i
npenapaty KiTpyaa, niveHsosaHoro B CLUA) B AKOCTi a4'loBaHTHOT Tepanii y nayieHTiB i3 NOBHICTIO BUAAIEHO0
mMenaHomoto ctagii 1B, 11IC Ta lll», kog gocnigxeHHs CT-P51 1.1, Bepcis 2.1 Big 25 6epe3Ha 2024p.; cnoHcop -
«CENNTPIOH, IHk.» Pecny6bnika Kopes (CELLTRION, Inc. Republic of Korea)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»



9. Marepianu ana nauieHTiB: JIuCcT nogska AnA nauieHta, Bepcia 1.0 Big 28 BepecHs 2024 poky,
YKpPaiHCbKOIO Ta POCiliCbKOK MOBaMM [0 NPOTOKOJ1Y KAiHIYHOrO AOCAIAKEHHS «[JOBrOCTPOKOBE pO3LUMpPEHe
JocnimpkeHHA 3 ouiHkM 6e3nekn Ta edpekTMBHOCTI npenapaty SAR442168 y y4yacCHWKIB [OCMIIKEHHA 3
peunanBytouMM PO3CISHUM CKNepo30oM», Kog, AocrimpkeHHs LTS16004, 3 nonpaskoto 10, Bepcia 1 Bif
20 rpygHsa 2023 poky; cnoHcop - Genzyme Corporation, USA ([xeH3alim KopnopeiiwH, CLIA)
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

10. MopoBXeHHA TPMBAOCTI KMiHIYHOrO BUNPOGYBaHHA y CBiTi Ta B YKpaiHi go 01 Gepe3HsA
2025 poKy [0 NPOTOKO/Y KNiHIYHOrO AoChiaXeHHs «PaHaomizoBaHe, NoABiiHE cAine KNiHiYHe A0CNiAKeHHs
thasn 3 nemGponizymady (MK-3475) y kombGiHaUil 3 XimioTepanieto y NOPIiBHAHHI 3 Nnauebo y KoMbiHaui 3
ximioTepanieto B SIKOCTi /liKyBaHHSA NepLuUol AiHii y naujeHTiB 3 HER2-HeraTtMBHO, nonepeHb0o HENiKOBaHOM,
HeonepabenbHo abo MeTacTaTUYHOK aJeHOKapLUHOMOK LUTYHKY abo racTpoesodiareasibHoro 3'e€HaHHs
(KEYNOTE-859)», kog pocnimpkeHHs MK-3475-859, 3 iHkoprniopoBaHol nonpaskoto 06 Big 28 BepecHs
2022 poky; cnoHcop - TOB Mepk Wapn eHg fAoym, CLIA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

11. Bpouwypa pocnigHuka MK-7684/MK-7684A (Vibostolimab), BupaHHa 13 Big 07 cepnHA
2024 pokKy, aHI/MiNCbKOK MOBOI; 3MiHa Ha3BU MiCUS NMPOBEAEHHA KNiHIYHOro BUNPOGYBaHHA [0
NPOTOKONY KAiHIYHOrO AO0ChiMKeHHS «baraToueHTpoBe, paHAoMi3oBaHe, noAgiiiHe cnine gocnigpkeHHs
thasn kombiHauii MK-7684 3 nemoponisymaéom (MK-7684A) nopiBHAHO 3 MOHOTeparnieto nemMoponizymabom
B SIKOCTi NepLuoi NiHii Tepanii gnsa yvyacHukis 3 PD-L1-no3nTUBHUM MeTacTaTUYHUM HeApiGHOKNITUHHUM pakoMm
neredie» (KEYVIBE-003), koa pocnigpkeHHs MK-7684A-003, 3 iHKOprnopoBaHOw nonpaBkoww 04 Big
08 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHa AJoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BigAineHHs, BiHHNUbKWIA HauioHaNTbHUIA MeaNYHNIA
yHiBepcuter iMm.  M.l.  Tluporosa,

OHKOAOriT, M. BiHHMLA

BiHHMLbKOT 06nacHoi Pagu», ximioTepaneBTUYHe

Kabeqpa
NPOMEHEBOI AjiarHOCTUKM, MPOMEHEBOI Tepanii Ta

BYNO CTANO
O.M.H., npod. JinceHko C.A. O.M.H., npody. JiuceHko C.A.
KomyHasnbHe HekomepLiiHe nignpuemcTso | KoMmyHasibHe HekomepLUiiHe nignpUeEMCTBO
«[MofiNbCbKWiA  perioHasibHWin  LEHTP  OHKONOrIT | «[Mo4iNbCbKMA  perioHaNibHUIA  LEHTP  OHKOMOTIT

BiHHMLbKOI 06Gn1acHoOi pagu», XimioTepaneBTUYHE
BiAQiNEeHHA 3 JIDKKAMU AEHHOro nepeGyBaHHS
nauieHTiB, BiHHMUbKMIA HauioHaNbHUIA MeanyHWi
yHiBepcuter im.  M.l.  Twuporoea, Kadegpa
NPOMEHEBOT AiarHOCTUKM, MPOMEHEBOT Tepanii Ta

OHKOAOrii, M. BiHHMUSA

12. 3miHa BignoBiganbHOro AocnigHUKa Ta Ha3BU Micus NpoBefeHHs BUNPOOYBaHHA [0 NPOTOKOY
KMiHIYHOrO gocnigpkeHHs «PaHgomizoBaHe, noggiHe cnine, niaueb0-KOHTPONbOBaHe AOCAIMKEHHS ha3n 2
ONA OUiHKNM edpeKTMBHOCTI, 6e3neyvyHOoCTi, NepeHOCUMOCTi, (papMakoKiHETUKM Ta 6i0N0rvyHOI aKTUBHOCTI
openadépyTUHIOGY Yy NauieHTIB i3 peumarByUHO-pPeEMITYIOUNM PO3CIAHUM CK1epO30M», KOA focnimkeHHA ICP-
CL-00112, Bepcia 8.0 Big 21 BepecHA 2023 poky; cnoHcop - InnoCare Pharma, Inc., USA
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

BYJO
K.M.H. JlekomueBa €.B.
[epxaBHa ycTtaHoBa «lHCTUTYT HeBPONOTii,
ncuxiatpii Ta Hapkonorii HawioHanbHOI akagemii

CTAJIO
K.M.H. MocoxoB M.®.
AepxaBHa ycTaHOBa «IHCTUTYT HEBPOAOTii,
ncuxiatpii Ta Hapkonorii imeHi MN.B. BonowwuvHa

MegUUHNX HayK YKpaiHu», BigaineHHs | HauioHanbHOT  akagemii  MeAWUYHUX  Hayk
oYHKLiOHa/TbHOI Henpoxipyprii Ta | YKpaiHu», Bigain pyHKUiOHaNIbHOT
napoKCcM3MasibHUX CTaHiB, M. XapkiB Heilipoxipyprii 3 rpynoto naromopcdonorii,

BiAAINEeHHs  pyHKUiOHaNbHOT  Helpoxipyprii  Ta

NapoKCU3MasibHUX CTaHiB, M. XapkiB

13. TecT i3 9 oTBOpamu Ta Kinodykamu (9HPT) dopma 3anucy, Bepcis 3.0 Big 27 6epe3Ha 2024 poky,
aHrnificbkoro MoBOl; PoswmpeHa wkana cratycy iHBanigusauii (EDSS Assessment) TutynbHa
cTopiHKa, Bepcia 2.0 Big 27 Gepe3HA 2024 poKy, aHIIiACbKOK MOBOW; TecT Ha WBUAKICTb
npoxogkeHHs 25 kpokiB (Timed 25-foot walk) ®opma 3anucy, Bepcisa 3.0 Big 27 6epe3Ha 2024 poky,
aHrNifcbKO MOBOIO [0 NPOTOKOJly K/IHIYHOTO JOCNifKeHHs «baratoueHTpoBe, npocTe, Bigkpute,



po3lMpeHe AoAaTkoBe AOCAIMKEHHA ANs  OUiHKM  [OBroCTPOKOBOI 6e3nevyHocTi Ta edeKTUBHOCTI
oKpenisymady y nauieHTiB 3 pO3CiSiHUM CKNepo3oM», kog, gocnipkeHHs MN43964, sBepcisa 2 Big 29 cepnHsA
2023 poky; cnoHcop - «®. XOPPMAHH-NA POLW NTA», Weeliyapia (F. HOFFMANN-LA ROCHE LTD,
Switzerland)

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

14. IHCTpYKTaX NMauieHTIiB WOoAO0 NiAroTOBKM KuweuyHuKa_Po3kagapyBaHHA aHimauiiiHoro Bigeo Big 1
nunHsa 2022 poky [V01 UKR(uk)]; IHcTpykTaxK nauieHTiB wopo ePRO_Po3kagpyBaHHA aHimauii/Bigeo
Bif 11 »xoBTHA 2022 poky [V02 UKR(uk)] A0 NpOTOKONY KAiHIYHOro A0CNiMKEHHS «PaHgomi3oBaHe, NoABiiHe
cnine, 6aratoueHTpoBe gocnigxeHHs asm Il gna ouiHkn AOBroCTPOKOBOI €EKTMBHOCTI Ta 6€3MeYHOCTI
npenapaTty ABX464 npu 3acTocyBaHHi B f03i 25 Mr abo 50 Mr o4uH pas Ha 400y K nigTpuMyBasibHOT Tepanii B
naLieHTIB i3 aKTUBHUM BUPA3KOBMM KOJIITOM Bif, CEPeHbOI0 10 TSHXXKOro CTYMNEHS TAXKOCTI», KOA AOCIIKEHHS
ABX464-107, Bepcia 5.0 Big 10 «kBiTHA 2024 poky; cnoHcop - ABIVAX, ®paHuis
3asBHUK - NianpremcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

15. IHCTpYKTaX MauieHTIiB WoA0 NigroToBKM KuweuyHuKa_Po3kagpyBaHHA aHimauiiiHoro Bigeo Big 1
nunHsa 2022 poky [VO1 UKR(uk)]; IHcTpykTak nauieHTiB wogo ePRO_Po3kagpyBaHHA aHimauii/Bigeo
BiA 11 xoBTHA 2022 poKy [V02 UKR(uk)] 20 npoTOKO/y KNiHIYHOIO foCimkeHHA «PaHgomisoBaHe, noagiliHe
cnine, nnaueb60-KOHTPO/NIbOBaHe, GaraToUeHTpoBe AocCnimkeHHs dasu Il ana ouiHku edekTUBHOCTI Ta
6e3neyHocTi npenapaty ABX464 oanH pa3 Ha Aoby Ans iHAYKUiHOT Tepanii B MauieHTiB 3 aKTUBHUM
BMPA3KOBMM KOMITOM Bif, CEPeHbOro A0 TSHXKKOIo CTyNeHs TSHXKOCTI», Kog aocnimpkeHHs ABX464-105, sepcis
5.1 Bif 10 KBITHS 2024 POKY; CMoHcop - ABIVAX, dpaHuin
3aaBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

16. MopoBXeHHA TPUBAJIOCTI AOCNiMKEHHA B YKpaiHi 3 01 ciuHAa 2025 poky ao 31 rpygHa 2025 poky [0
NPOTOKOY KNIHIYHOIO AOCNiMKEHHS «BigkpuTe, paHaomizoBaHe, NopiBHIOBaUIbHE, 6araToueHTpoBe KAiHiYHe
JocnigpkeHHs doasuy 3 OLIHKM eqheKTUBHOCTI Ta 6e3neky CaBoiTiHIOY B MOPiBHSIHHI 3 CyHITIHIOOM y nauieHTiB 3
MET-no3UTUBHO, HeonepabesibHOK Ta JIOKa/TbHO-MOLIMPEHOD, ab0 MeTacTaTMYHOK NamnifISpPHOK HUPKOBO-
KNITUHHOK KapLMHOMOKO (nHKP)» Kog pocnimkeHHa D5082C00003, sepcia 6.0 Big 19 rpyaHa 2018 poky;
CrNoHcop AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

17. 36inblUeHHSA KiNbKOCTi gocnimKyBaHuX B YKpaiHi 3 460 no 520 oci6 [0 NMPOTOKONY KAiHIYHOrO
AocnipkeHHs «baraToueHTpoBe paHAoMi30BaHe NoAgiiiHo cnine gocnigkerHs |l dpasu, wo npoBoanTLES 3
METO OLiHKM edheKTUBHOCTI, 6e3nevHocTi Ta nepeHocumMocTi npenapaTy IMU-838 y nopiBHAHHI 3 nnauebo
npu NikyBaHHI [OPOC/MX NauieHTiB i3 peuuauBylouMM  PO3CIAHMM  CKNepo3oM (KOJOBE MNO3HAYEHHS:
ENSURE-2)», kog pocnigpxeHHa P3-IMU-838-RMS-02, octatouHa pegakuis 4.0 Big 18 6epesHsa 2024 poky;
CrnoHcop - «IMMYHIK Al» [Immunic AG], HimeuunHa
3anBHuK - TOB «BOPABANA KNIHIKAM TPAISIC YKP»

18. Bpouwypa pocnigHuka gnAa npenapaty Guselkumabl/ N'ycenbkymadé (CNTO1959 (guselkumab),
BuAaHHA 16 Big 29 cepnHA 2024 poky; [locbe pocnigkyBaHOro nikapcbkoro 3acooy Guselkumab/
FNycenbkyma6 (CNTO1959 (guselkumab): Module 3: Quality — IMPD: Drug Substance, S-section
Chemistry, Manufacturing, and Control, Bepcia 6.0 Big 21 6epe3Ha 2024 poky; Module 3: Quality —
IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, 0.5 mL and 1 mL fill, P-section Chemistry,
Manufacturing, and Control, Bepcia 6.0 Big 21 6epe3sHsa 2024 poky; Module 3: Quality — IMPD:
Appendices, A-section Chemistry, Manufacturing, and Control, Bepcis 5.0 Biga 30 KBiTHA 2024 poKy;
Module 3: Quality — IMPD: Regional, R-section; 1 mL UltraSafe Plus™ Passive Needle Guard (UltraSafe
Plus) Chemistry, Manufacturing, and Control, Bepcis 1.0 Big, 28 niotoro 2022 poky; Module 3: Quality -
IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing, and
Control, Bepcia 8.0 Big 21 6epe3Ha 2024 poky; Module 3: Quality - IMPD: Regional, R-section;
2 mL UltraSafe Plus™ Passive Needle Guard (UltraSafe Plus) Chemistry, Manufacturing, and Control,
Bepcisa 1.0 Big 28 ntotoro 2022 poky; Module 3: Quality — IMPD: Regional, R-section; 2 mL YpsoMate
Chemistry, Manufacturing, and Control, Bepcia 1.0 Big 28 ntotoro 2022 poky; CnpouieHe [ocbe
npenapara NOPiBHAHHA nikapcbkoro 3acody STELARA/ CTEJIAPA (Ustekinumab/ YctekiHymao):
Module 3: Quality - Investigational Medicinal Product Dossier Chemistry, Manufacturing, and Control,
Pre-Filled Syringe, Active, Bepcis Big yepBHsa 2024 poky; Module 3: Quality — Investigational Medicinal
Product Dossier Chemistry, Manufacturing, and Control, Final Vialed Product for intravenous injection,
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Active, Bepcia Big uyepBHA 2024 poky; 3aranbHa Xxapaktepuctuka npenapaty CTE/IAPA®
(ycTekiHyma6) 130 Mr, KOHLEHTpaT A/ pO34uHy AN iHdy3ii, Big 19 BepecHsa 2013 poky; IHchopmauis
Ana naudieHta i ®opma iHchopmoBaHoi 3roau, Mogenb Ans YkpaiHu, Bepcia 12.0 Big 19 BepecHs 2024
POKY, YKpPaiHCbKOIO Ta POCIACbKOIO MOBaMW [0 MPOTOKO/Y KAIHIYHOro AOoChimkeHHs «PaHAoMi3oBaHe,
noagiiHe cnine, niaueb0-KOHTPONIbOBaHE Ta 3 akTVBHMM KOHTPOJIEM, GaraToLeHTpOBe AOC/iAKEeHHS dhasu
2/3, WO NpoBOANTbLCA Y NapaieNlbHUX rpynax 3 METOH OLHKM eDEKTUBHOCTI Ta 6€3MeYHOCTI rycesibkymaoy y
nauieHTiB i3 xBOpoOOH KpoHa B akTuBHIl (pasi Bif cepeAHbOro A0 BaXKOrO CTYMEHS TSHKKOCTI», Kog
pocnipkeHHs CNTO1959CRD3001, 3 nonpaskow 5 Big 12 naunHa 2022 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH dapmaLeBTUKa HB, Benebris
3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

19. OHoBneHuii NpoTokon KniHiuHOro pgocnimkeHHs D9102C00001, Bepcia 6.0 Big 31 TpaBHA
2024 p.; OHoBeHa Gpowypa AochigHVKa Ha [OoCifAXyBaHWi nikapcbKuii 3acié Onanapi6 (Olaparib)
BugaHHA 23 Big 15 Gepe3Hsa 2024 poky; OHoBneHuii pospgin (Clinical section) Jocbe npenapaty
nopisHsiHHA (IMPD) Olaparib, BugaHHs 22 Big, 28 ntotoro 2024 p. 40 NPOTOKO/TY K/1iHIYHOTO AOCIAKEHHSA
«PaHgomizoBaHe, GaraToueHTpOBE, MOABIMHO chine, MXHapoAHe AocnimkeHHs |l has3n gns BMBYEHHS
eheKkTMBHOCTI Ta 6e3neyHOoCTi KOMOGIHOBaHOI Tepanii gypBaslymabom i3 onanapioom Yy MOPIBHAHHI 3
MOHOTepanieto AypBasiymMaboM y SKOCTI NigTPUMYBasIbHOI Tepanii y nauieHTiB 3 HeApPiOHOKAITUHHUM PakoMm
nereHiB IV cTagii, Aki oTpMMyBaIn Tepanito NepLuUoi MiHil, B AKMX XBOpo6a He nporpecysana nicis ctTaHgapTHOI
ximioTepanii npenapaTtom nnatMHM 3  AypeBasiymabom (gocnigkeHHss ORION)», kog — AOCiAKEHHSs
D9102C00001, Bepcis 5.0 Big 09 rpygHa 2021 poky; cnoHcop - AstraZeneca AB, LUBeuis
3asBHUK - TOB «®OPTPIA OEBENOMNMEHT YKPAIHA»



