Jopartok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHax HEP Ne 23 Big 22.11.24, HTP Ne 43
BiA 22.11.24, Ha AiKi 6ynu OTPUMaHi NO3UTUBHI BACHOBKM eKcnepTiB»

1. «PaHgomizoBaHe Bigkpute gocnimkeHHs dasn 3 415 ouiHKN e(hpekTUBHOCTI Ta 6e3Me4YHOCTI HaBITOKNAKCY Y
KOMOiHaLii 3 pPYKCONITUHIOOM MOPIBHAHO 3 HaWMKpallow AOCTYMHOK Tepanield Yy nauieHTiB 3
peunausytoumm/pedpaktepHum mienodpioposom (TRANSFORM-2), Wo BKk/IYae AogaTkoBy 4vactuHy C -
6e3nepepBHUn AOCTYN A0 HaBITOKMAKCY A/1a NaLieHTiB, ski nepesedeHi 3 gocnipkeHb M10-166, M16-109,
M16-191 ta M19-753», kog, gocnimkeHHss M20-178, Bepcia 6.1 (nuwe gna Cnony4veHux LUtatiB AMepuky,
Kanagw, Asctpanii, AnoHii, NisaeHHOT Kopei, TaiBaHto, I13painto, Cepbii, TypeuunHun, Ykpainu i Pocii) Big
26 nunHa 2024 poky, cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

®a3za - Il

3anBHuK - «EB6BI BiothapmachktoTikan3 TM6X», LLseliLapis

No M.1.6. BigNoBifa/IbHOrO AOCNIAHKKA,

n/n HasBa Micus NpoBeAeHHs KNiHIYHOro BUNPO6yBaHHSA

1. O.M.H. Macnsk 3.B.

[epxaBHa ycTaHoBa «IHCTUTYT naTtosiorii KpOBi Ta TpaHCy3iliHOT MeauuMHu HauioHanbHOT
akageMii MeInyHuUX HayK YKpaiHu», BiaaineHHs rematonorii, M. J1bBiB

2. K.M.H. Kncenbosa O.A.

MegunuHmnii UueHTp «OK!KniHiK+» ToBapucTtBa 3 OOMEXEHOHK BiANOBiga/bHICTIO «MiXHapoaHWIA
IHCTUTYT KNiHIYHMX AOCNiMKEHb», CTaliOHapHe BiAaineHHs, Bigain remaronorii, M. Kuis

3. O.M.H., npodd. KnumeHko C.B.

KniHiyHa nikapHsa «®eodhaHisa» [epxaBHOro ynpaeniHHA cnpaBamu, LleHTp rematonoril,
XiMioTepanii reMo6/1acTo3iB Ta TpaHCNAaHTaL,il KICTKOBOro Mo3ky, M. Kui

2. «<MixHapogHe 6araToLeHTpoBe, paHAoMi30BaHe, NoABiliHe chine, nnauebo-KOHTPOIbOBaHe AOC/iAKEHHS
6esnekn Ta  eqeKTVBHOCTI  aHTMKOPOHABIPYCHOro  rinepiMyHHOro  iMyHOrnooyniHy  npu
BHYTPILUHLOBEHHOMY 3aCTOCYBaHHI y AOPOC/IMX aMBynaTopHUX NauieHTiB Ha paHHix ctagiax COVID-19», kog,
pocnigpkeHHa INSIGHT 012, sepcia 3.0 Big 08 6epesHa 2023 poky, CnoHcop - YHiBepcuTeT MiHHecoTu, CLUA /
The University of Minnesota, UMN, USA

da3za - Il

3asBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiAMOBIAAIBHICTIO «DapMakci-YkpaiHa»

Ne M.l.6. BiANOBIAaLHOrO AOC/IAHMKA,

n/n HasBa MicLs NpoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. Nikap KobpuHcbka O.4.

KoMyHasibHEe HekomepuiiHe nignpueMcTBo «LleHTpasibHa Micbka KhiHiYHa nikapHa IBaHo-
®paHKIBCbKOT MiCbKOT paau», TepaneBTnyHe BigaineHHs Nel, M. IBaHO-PpaHKiBCbK

3. «PaHpowmizoBaHe, nnauebo-kOHTPOSIbOBaHe, NoABiliHE chine KiiHiYHe JoCnimKeHHA 3 a3 o1 OuiHKK
edpekTvBHOCTI Ta 6e3nekn mosiHynipasipy (MK-4482) y HerocnitanizoBaHux gopocnmx i3 COVID-19 3
BMCOKMM PU3MKOM MpPOrpecyBaHHA XBOpoOu», koh fdocnimkeHHsa MK-4482-023, sepcia 00 Big 27 ceprHsA
2024 poky, cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

®a3za - Il

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHuka,

n/n HasBa micus npoBeAeHHs K/iHIYHOTo BUMPOGYBaHHS

1. K.M.H. BepeHdyc B.A.

KoMyHasibHEe HekoMmepLiiHe nignpueMCTBO «/IbBIBCbKE TepuTopiasibHE MeanyHe O06’€AHaHHs
«KniHiuHa nikapHa NNaHOBOrO fliKyBaHHSA, peabinitauii Ta naniaTMBHOI 4ONOMOr», TepaneBTUYHUI
OEHHWIA cTalioHap BiOKPEMIEHOTO Niapo3ainy «4-a JlikapHsa», M. J1bBiB

2. Nikap beviko I'.B.

MeanyHWii LeHTp TOBapMCTBa 3 0OMEXEHOH0 BiANOBiAa/IbHICTHO «LIeHTp ciMeliHOT MeauLMHM NKOC»,
NiKyBa/IbHO-NPOdiNaKTUYHWIA Nigpo3ain, M. Knis

3. K.M.H. [JobpsHcbkunin [.B.




MeanyHuii LeHTp ToBapucTBa 3 0OMEXEHOI BiAMNOBISANBHICTIO «"apMOHIa Kpacu», BigAineHHs
KNiHIYHUX BUNPOBYBaHb, M. K1iB

4. «BigkpvTe, paH4oMi30BaHe, MoPiBHAMbHE KiHiYHE BUNPOOYBaHHSA N0 BUBYEHHIO e(DEKTUBHOCTI Ta 6e3neku
nikapcbkoro 3acoby MeTtacnpeii AKTUB, cnpeil HasaslbHWiA, [030BaHui, BUpobHuUTBa TOB «MIKPODAPM»
ana TOB «BANAPTIH ®APMA» y nopiBHSIHHI 3 Ha3oHekc®, cnpeil HasanbHWiA, Ao30BaHWin 50 MKr/go3a,
BMpO6HMLTBa OpraHoH XencT 6B, Benbrisi Ta Hazon®, cnpeit HasanbHWid 0,5 mr/mn, BUpo6bHuyTea IcTityTo [e
Anxeni C.p.n., ITanisa y nayieHTiB 3 Ce30HHNM Ta/abo UiNopiYHUM asiepriyHUM PUHITOM CepefHbO-TSXKKOro
CTyMeHo», koA pocnigpkerHHs VallPh-MOM/OKS-2, sepcis 2.0 Big 22.09.2024, cnoHcop - TOB «BANTAPTIH
DPAPMA», YKpaiHa

Pa3za -l

3asaBHuK - TOB «BAJTAPTIH ®APMA», YKkpaiHa

Ne M.l1.6. BiANOBIAaLHOrO AOCMIAHVKA,

n/n HasBa Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS

1. O.M.H., npody. lMoryHebka |.B.

[JepxaBHa ycTaHoBa «IHCTUTYT oTonapwuHrosorii im. npod. O.C. KonowmiiiueHka HauioHanbHoi
akazeMil MegnuHNX HayK YKpaiHu», LIeHTp anepriyHnx 3axBoptoBaHb BEPXHIX ANXasIbHUX LUAXIB, M.
Kuis

2. JokTop uinocodii «MeguunHax» KapneHko O.0.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «KuiBcbka MiCcbka KiHiYHa nikapHs Nel» BUMKOHaBYOro
opraHy KuiBcbkoi MicbkoT paan (KUIBCbKOI MiCbKOT AiepxaBHOT aMiHicTpauit), BigaineHHs KniHivYH1X
pocnimkeHb Ha cneydoHai, M. Knis

3. nikap ®iwyk P.M.

KomyHaslbHe HekoMepLiiiHe nignprMeMcTBO «LleHTpasibHa Micbka KiiHiYHA fikapHs IBaHoO-
dpaHKiBCbKOT MiCbKOT paau», BiaaineHHs xipypril ronosu Ta wui, M. IBaHO-PpaHKIiBCbK

5. OHoBneHu MpoToKon KNiHiyHOro BunpoGoyBaHHA OMS906-PNH-002, MonpaBka 04 Big 07 )XOBTHA
2024 pokKy, aHrnificbkoro MoBoto; IHhopmauia ana nauyieHTa Ta dpopma iHchopmoBaHOI 3rogu, oA
YkpaiHu, Bepcia 3.0 Big 17 )xoBTHA 2024 poKy Ha ocHoBi Maiictep IM ta ®PI3 Bepcis 4.0 Big 14 XOBTHA
2024 poKy, aHrnificbKo Ta yKpaiHCbKOK MoBaMu; IHchopmauiiiHuii nucTok i popma iHchopmoBaHoOiT
3rogn ana 36opy iHcopmauil Npo BariTHICTb i pe3ynbTar BariTHOCTI, ANnsa YkpaiHu, Bepcia 3.0 Big
17 »xoBTHA 2024 poky, Ha ocHOBI MaiicTep Bepcii ®I3 pna 36opy iHhopmauii Npo BariTHICTb | pe3ynbTat
BariTHOCTI, Bepcis 4.0 Big, 14 )xoBTHA 2024 poOKy, aHI/iACbKOIO Ta YKPATHCLKOKD MOBaMu [0 NPOTOKO/Y
KniHiYHoro gocnimxkeHHa «dasa 1b pocnimkeHHs 3 MeTO nepeBipky KOHLUENLii, Ans ouiHkn 6e3neyvHocTi,
NnepeHoCUMOCTi, hapmMakoKiHeTUKM, papmakognHaMikyu Ta nonepefHbol OLUiHKM edeKTUBHOCTI npenaparty
OMS906 y naujieHTiB i3 NApOKCU3MaSIbHOIO HIYHOK remor/106iHypieto», Kog fAocnimkeHHs OMS906-PNH-002,
Monpaska 03 Big 19 cepnHsa 2024 poky; crnioHcop - «Omepoc KopnopelilH» [Omeros Corporation], CLUA
3anBHuK - TOB «APEHCIA EKCMNIOPATOPI MEAICIH», YkpaiHa

6. BKnioueHHs f00aTKOBOro Micusi NpoBeAeHHs KNiHIYHOro BUNpooyBaHHsA; MaTepianu Ans nauieHTiB:
onutyBanbHUK AN nNauieHTiB wWoao MmicueBoi nepeHocumocTi [Local tolerability questionnaire,
Protocol humber: EFC17919 | EFC17504, Ukrainian /| Russian version for Ukraine], Bepcia 1.0 Big
02 nuctonaga 2023 pokKy, yKpaiHCbLKOLO Ta pocilicbkoto moBamu; LLIkana ouiHKu 3ara/ibHOro BPaXKeHHA
nauieHTa npo 3miHu (PGIC) - Btoma [PGI-C-Fatigue-Sanofi — Ukraine/Ukrainian_Ukraine/Russian -
Version of 02 Aug 2024 - ICON], Bepcia Big 02 cepnHs 2024 poKy, YKPAiHCbKOIO Ta POCiiiCbKoOIO
MoBamu; LLIkana ouiHKN 3ara/ibHOro BpaXeHHs nayieHTa npo TsxkicTb (PGIS) — Broma [PGI-S-Fatigue-
Sanofi — Ukraine/Ukrainian_Ukraine/Russian - Version of 02 Aug 2024 - ICON.], Bepcis Big 02 cepnHs
2024 poKy, YKpPaAiHCbKOIO Ta POCIiiCbKOIO MOBaMU [0 MPOTOKO/Y KAiHIYHOro A0CAiMKEHHS «PaHaoMizoBaHe
noagiiHe cnine AocnipkeHHs da3n 3 ANs NopiBHAHHA edekTUBHOCTI Ta 6e3nekn dpekcanimady
(SAR441344) 3 nnauebo y A0pOCAnX yYaCHUKIB 3 HepeuuavMBYHUMM BTOPUHHO-NPOrPECYHUMM PO3CISHUM
CK1epo3om», Koa gocnimkeHHs EFC17504, 3 nonpaskoto 01, Bepcia 1 Big 07 rpyaHa 2023 poky; CNoOHCop -
Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Pelwepw e [desenonmMaH, ®paHuis)
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

No MM.1.B. BignoBigabHOro focnigHuKa

n/n HasBa Micus npoBeAeHHs KiHIYHOro BUNPO6YBaHHS

1. nikap KipuisHosa B.€.

JlikyBaNIbHO-AIarHOCTUYHUIA  LeHTP nignpuemcTtBa  «JlikyBaslbHO-AjarHOCTMYHMI  LUeHTp  «KniHika




Ceatoro Jlyku» IBaHO-®PpaHKIBCbKOro ApXienapxiaslbHOro YnpasniHHA  YKpaiHCbKOi  'peko-
KaTonumubkoi LiepkBu», KOHCYbTaTUBHO-/TiKyBaslbHE BifAineHHS] «HayKoBO-A0CiAHNLKUA LEHTP,
M. IBaHO-®PpaHKIBCbK

7. NlucT-noBigoMNeHHs y 3B’A3KY 3 nyo6nikauielo pestome pocnimpkeHHs Bepcia 2.0-UA(UK) Bipg
31 xoBTHA 2024 poKy YKpaiHCbKOIO MOBOIO; JIUCT-NOBIAOM/IEHHA Y 3B’A3KY 3 nyO6nikaljielo pesome
pocnimpkeHHA Bepcin 2.0-UA(RU) Big 31 »xoBTHA 2024 poKy pPOCiifiCbKOIO MOBOIO [0 MPOTOKO/Y K/iHIYHOIO
pocnipkeHHs «EdekTuBHICTE Ta 6e3neka npodiiakTMyHOro 3actocyBaHHS KOHuu3ymaly y nauieHTiB 3
remoqoisiieo A un b, He ycknagHeHoto iHribiTopamn», kog, gocnigpkeHHs NN7415-4307, chiHasibHa Bepcisa 6.0
Bif, 22 yepBHS 2023; CroHcop - Novo Nordisk A/S (OaHis)
3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

8. fopatok 1 po bBpowypu aocnigHuka AocnipxyBaHOro nikapcbkoro 3aco6y JNJ-67896062
(Macitentan), BugaHHa 21, Big 29 nunHA 2024p., aHrNiicbkold MoBOK; AC-055-312 OcHoOBHa
iHpopmauisa Ta chopma iHchopMoBaHOI 3rogu Ans GatbkiB, Bepcia 9.1, Ana YKpaiHU aHrAiicbKoto
MoBolo Big 05 nuctonaga 2024 p.; AC-055-312_OcHoBHa iHchopmaLuis Ta coopma iHthopmoBaHOi 3roau
ANnAa 6atbKiB, Bepcia 9.1, Ana YKpaiHM yKpaiHCbKOl MoBolo Bif 05 nuctonaga 2024 p.; AC-055-
312_Inchopmauis Ta dpopma iH(hopmoBaHOI 3roau ANA NALIEHTIB, AKMM BUNOBHUIOCHL 18 pokiB, Bepcia
9.1_ pnAa YKpaiHu aHrniiicbkoro moBoto Big 05 nuctonaga 2024 p.; AC-055-312_IHchopmaunisa Ta hopma
iHbopMoBaHOi 3roau Ans nauieHTiB, SKMM BunoBHUNOCbL 18 pokiB, Bepcia 9.1_ ana YkpaiHu
YKpaiHCbKOI MOBOIO Big, 05 nucrtonaga 2024 p.; AC-055-312_IHdhopmauisa ta coopma iHpopmoBaHoOI
3rogu gnsa nauieHTiB Bikom Big 14 fo 18 pokiB (40 MOMeEHTY AOCATrHeHHA 18 pokiB), Bepcia 7.1, ansa
YKpaiHu aHrniiicbkoro mMoBor Big 05 nuctonaga 2024 p.; AC-055-312 IHchopmauis Tta copma
iHcbopMmoBaHOi 3rogun ANA nauieHTiB BikoMm Big 14 A0 18 pokiB (40 MOMEHTY [OCATHEHHA 18 pokiB),
Bepcia 7.1, anAa YKpaiHM yKpaiHCbKO MOBOI Bif, 05 nuctonapa 2024 p. A0 NPOTOKO/Y KAiHIYHOrO
JocnipkeHHa «baratoueHTpoBe, BigkpuTe, paHAoMi30oBaHe AOCNiMKEeHHA 3 [0AaTKOBUM NepiofoMm, ske
NPOBOAWTLCA B OZHI rpyni 3 METOK OLiHKM (hapMaKkoKiHETUKM, 6e3neYHOCTi Ta edeKTUBHOCTI npenapaTy
MauuTeHTaH B NOPIBHAHHI 3i CTAHAAPTOM fiKyBaHHSA Y AiTeld 3 fIereHeBol apTepiasibHO rinepTeHsieto», Kog,
pocnipkeHHs AC-055-312, sBepcisa 9 Big 23 nuctonaga 2021 p.; cnoHcop - ACTELION Pharmaceuticals Ltd.,
Switzerland

3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

9. JIucT-noBiAOMNEHHA Yy 3B’A3KY 3 NyO6/ikauiclo pestomMe aochnimkeHHs, Bepcia 2.0-UA(UK) Big
31 »0oBTHA 2024 pOKYy YKpaiHCbKOK MOBOLO; JIUCT-NOBIAOMAEHHA Yy 3B’A3KY 3 NyG6Jikauielo pesome
pocnipxeHHs Bepcisa 2.0-UA(RU) Big 31 »xoBTHs1 2024 poKy pOCiiCbKOK MOBOIO 10 NPOTOKO/Y KNiHIYHOTO
pocnipkeHHs «EdekTuBHICTb Ta 6e3neka npoginakTMyHoro sacrtocyBaHHA KOHUuM3ymaly y nauieHTiB 3
remodpiniieto A un B, ycknagHeHoto iHribiTopamuy», kog gocnimkeHHs NN7415-4311, dpiHasnibHa Bepcia 9.0 Big
27 BepesHs 2023; CroHcop - Novo Nordisk A/S (OaHis)
3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

10. OHOBEHMIT NPOTOKON KNiHiYHOro BMNpPoGoByBaHHA 67652000PCR1001, Bepcia MonpaBka 4, Big,
02 TpaBHA 2024 PpoOKy, aHriAICbKOK MOBOI; 3anpoBafpkeHHsA HOBOI JliKapCcbKoi hopmu
[ocnipKyBaHOro nikapcbkoro 3acooy Hipanapu6 (Niraparib), y Burnagi ta6netok BKpUTUX
060/10HKOI0, Mo 100 mr; ®opma iH(hopMOBaHOI 3rogun, aganTtoBaHa A KpaiHM Bepcisa gna YKpaiHu,
HoMep 8.1 Bifg 22 xoBTHA 2024 poKy Ha OCHOBi MmaiicTtep-Bepcii ®I3 8.0 Big 12 cepnHa 2024 poKy,
aHrNiucbKow Ta yKpaiHCbKO MoBamMu; Jopatok Ao ®opmu iHhopMoBaHOT 3roau, aganToBaHol Anis
KpaiHu Bepcia ana YkpaiHu, Homep 8.1 22 xoBTHA 2024 poKy Ha OCHOBI Maiictep-Bepcii PI3 8.0 Big
12 cepnHsa 2024 poKy, aHINMINCbLKOI Ta yKpaiHCbKOL MoBamu; CnpoujeHe [0CbE AOCiAKyBaHOro
nikapcbkoro 3aco6y Hipanapu6 (Niraparib) 100 mr tabneTkm BKpuUTi 0GONOHKOW, Big 11 nunHs
2024 pokKy, aHrnificbkolo MOBOIO; Bpowypa gocnigHuka Ans AoCNigKyBaHOro JliKapCbKOro 3aco6y
CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination) (kom6iHauis pikcoBaHUX [03
Hipanapu6ylaGiparepoHy auertaTy), BugaHHa 6, Big 24 nunHa 2024 poKy, aHrNilicbKOl MOBOIO;
Bpouwypa gocnigHuka ana npenapatry Hipanapn6 Niraparib (ZEJULA), Bepcia 16, Big 19 uepBHA
2024 poKy, aHrIiACbKOI MOBOIO; 3pa3oKk MapKyBaHHA AN1A KOHTeliHepa 3 npenaparom Hipanapu6
(Niraparib), 100mr 30 Ta6neToK, Bepcia 1 Big 29 cepnHA 2024, yKpaiHCbKOKO MOBOK [0 NPOTOKO/Y
KNiHIYHOro gocnigxeHHs «Bigkpute, paHgomMisoBaHe A0CIAKEHHS 4151 OLiHKW BiAHOCHOT 6iogocTynHocTi (BA)
i 6ioekBiBanieHTHOCTI (BE) npenapartiB y BurAsai komoGiHauii i3 dpikcoBaHoto go3ot (KPJ) Hipanapuby nntoc
abipatepoHy auetaT (AA) y MOPIBHAHHI 3 Hipanapu6om i AA, L0 NpM3HaYalTbCA O4HOYACHO Yy BUIAA
MOHONpenaparis, y YOJIOBIKIB 3 pakom nepeamixypoBOi 3as103u», KoL AocnimkeHHs 67652000PCR1001,
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Bepcia MNMonpagka 3, Big 01 cepnHsa 2022 poky; cnoHcop - AHcceH PapmaueBTuka HB /Janssen Pharmaceutica
NV, Benebris
3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

11. 3miHa BignNoBigasIbHOro AOC/NiAHUKA Y MicLi NpoBeAeHHs K/iHIYHOro focnigXeHHA [0 NPOTOKOsY
KniHiyHoro pocnigpkeHHs «EMBER-3: PaHpomizoBaHe, Bigkpute pocnimkeHHs 1l dpa3n an1s nopiBHAHHA
nikyBaHHs npenapatom LY3484356 Ta nikyBaHHA €HZOKPVMHHOK Tepaniew 3a BMOOpOM AocnigHuka y
NauieHTIB 3 MICLEBO-NOWINPEHNM ab0 MeTacTaTMYHUM PakoM MOJIOYHOT 3a/103U 3 MO3UTUBHMM CTaTyCOM
peLEenTopiB eCTPOreHy Ta HeraTMBHUM cTatycom HER2, SKi paHille oTpuMyBain eHAO0KPUHHY Tepanito», Kof
pocnipkeHHs J2J-OX-JZLC, sepcisa 1.0 Big 15 6epesHa 2021 poky; cnoHcop - Eni Nlinni eng Komnani, CLUA /
Eli Lilly and Company, USA3asnBHuK - «Eni Mlinni Boctok CA», LLBeiilapis

CTANO
nikap Ctpemo6iuybka H.B.
KomyHasnbHe HekoMepLiiHe nignpUeEMCTBO
«Opecbka ob6nacHa KiiHiYHa nikapHa» OpfecbKol
obnacHoi paau», BiA4IIEHHA TOpakasbHOT Xipypril,
M. Ofeca

BYJIO

nikap Bep3soii O.A.

KomyHasnbHe HekoMepLiiHe nignpMeEMCTBO
«Opecbka ob6nacHa KiiHiYHa nikapHa» OpfecbKol
obnacHoi pagu», BiA4IIEHHA TOpakasbHOT Xipypril,
M. Ofeca

12. 3miHa Ha3BU MicuA NPOBeAEHHA KNiHIYHOrO BUMNPOGYBaHHA A0 NPOTOKO/Y K/IHIYHOIO AOCAIMKEHHS
«JlocnimkeHHs 1/2 ha3un 3acTocyBaHHA NepopanbHOro iHribiTopy TRK napoTpekTiHiOy y nauieHTiB AUTAY0ro
BiKY 3 MPOrpecytynMm CoNigHUMUN NyXsamHamm abo NepPBUHHUMY MYXIMHAMM LLEeHTPasIbHOT HEPBOBOIT CUCTEMM,
Koa gocnigxeHHsa No. BAY 2757556 | 20290, sepcis 15.0 Big 03 6epesHa 2023 p.; crnoHcop - baiep
KoHcblomep Kep Arl, LBeiiuapis
3anBHuUK - TOB «baliep», YkpaiHa

BYNO

CTANO

nikap Kisuma P.B.

nikap Kisuma P.B.

KomyHanbHe HekoMmepuiiiHe nignpuemcTBo | KomyHanbHe  HekomepuiiiHe  NigNPUEMCTBO
NbBiBCBLKOT o6nacHol paau | JibBIiBCbKOI 06GniacHoOi pagn «KniHIYHWIA LeHTp
«3axigHOYKpaiHCbKNA cneuianizoBaHuii | AUTAYOI MegUUUHUY», KniHika gUTa4oi OHKosorii
BUTAYMA  MepQUYHMIA  LEeHTP»,  XipypriyHe | Ta TpaHcMiaHTauii KICTKOBOro MO3Ky, M. J1bBiB

BigaineHHAa, M. JIbBiB

13. Bpowypa pgocnigHuKa pA[OCnigpKyBaHOro Jikapcbkoro 3aco6y [ocrtapnimad (Dostarlimab)
(GSK4057190A (takox Bigomoro sik TSR-042)), Bepcia 09 Big 16 cepnHa 2024 poKy aHrniicbKo
MOBOI0; Bpoluypa gocnigHuka gocnigxyBaHoro nikapcbkoro 3aco6y Hipanapio (Niraparib)/ 3egpxyna
(Zejula) (GSK3985771, MK-4827), Bepcia 16 Big 19 uepBHA 2024 poKy aHriliCbKOO MOBOIO;
IHchopMmauiviHuii nucTok nauieHta Ta popma iHhopmoBaHOi 3rogum — 4vacTuHa 1, Bepcia 7.1 Bipg,
13 nuctonaga 2024 pokKy yKpaiHCbKOIO Ta pociiicbkoo MoBaMu; IHchopmMauifiHuii INCTOK NauieHTa Ta
thopma iHpopmoBaHOI 3roan — yacTuHa 2, Bepcis 9.1 Big 13 nuctonaga 2024 poKy yKpaiHCbKOIO Ta
pociiicbkolo moBamMu; CnipouieHe Jocbe 3 AKOCTi fOC/iAKYBaHOro JlikapcbKoro 3aco6y floctapsiimad
(Dostarlimab), 50 mrimn, Bepcisa 2.0 Big, 22 cepnHA 2024 poKy aHrNifiCbKOIO MOBOIO; 3aslyyeHHs
[O[ATKOBOI BMPOGHUUOI [AiNAHKA [NA  AOCNIAKYBaHOro JiKapcbKoro 3acoby Joctapniimat
(Dostarlimab); (TSR 042, GSK4057190A); TSR 042, WBP-285; po3uuH gnsa iHdys3iin; 500 mr/10 mn
(50 mrimn): Glaxo Operations UK Ltd trading as Glaxo Wellcome Operations, Benuko6purtaHisi;
MoaoBXeHHSA TepMiHy NpoBeAEeHHsA KNiHIYMHOro BUNpoOyBaHHA B YKpaiHi o0 26 nucrtonaga 2026 poky
[0 NPOTOKO/TY KNiHIYHOTO AOCAiMKEHHS «PaHaoMi30BaHe noAgiiiHe cnine 6araToLeHTPoBE A0CNiMKEHHS ha3u
3 pocrtapnimady (TSR-042) B komGiHauil 3 KapboniaTMHOM i Mak/iTakcesioM MOPIBHAHO 3 nnauebo B
koM6iHaL,ii 3 kapbonnaTuHOM i NakniTakcesioM y NayieHToK 3 peunansHuM abo NepBUHHUM NOLLMPEHUM PAKOM
eHgomeTpito (RUBY)», kog gocnigxeHHs 4010-03-001, sepcia 7.0 Big 16 nuctonaga 2023 poky; CnoHcop -
TESARO, Inc., CLWA
3asBHuk - TOBAPWCTBO 3 OBMEXEHOK BIAMNOBIOANBHICTHO «®APMACBIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

14. 3miHa MicuA NpPOBeAEHHA KNiHIYHOrO BUNPOGYBAHHA [0 NPOTOKO/Y KAIHIYHOTO AOCHIAKEHHS
«baraTouUeHTpoBe, paHaoMi3oBaHe, NoAgiiHe crine, nnayeb0-KOHTPOIbOBaHe AOBroCTPOKOBE NPOAOBXEHE
OOCiMKEeHHS NiATPUMYOHOT Tepanii ANs BUBYEHHSI e(peKTUBHOCTI Ta 6e3neyHoCTi YnagaunTuHioy (ABT-494)
y naujieHTiB 3 XxBOpo6o KpoHa, siki 3aBeplumivm AocnimkeHHss M14-431 un M14-433», kof, AOCAifKEHHS
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M14-430, 3 iHkopnopoBaHUMKU AgMiHICTpaTUBHMMK 3MiHamn 5 Ta 6 i Monpaekamu 1, 2, 3,4, 5, 6, 7, 7.01, 7.02,
704, 8 T1a 9 Big 25 TpaBHA 2023 poky; crnoHcop -  AbbVie Inc, USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

BYNO CTANO
nikap IBaHiwuH O.b. nikap IBaHiwwnH O.B.
NbBiBCbKa KMiHiYHA /liKapHA Ha 3ani3HUYHOMY | «YHiBepcuteTcbKa JlikapHsa» inis JibBiBCbKOro
TpaHcnopTi inii «LleHTp OXOpPOHU 340pPOB'A» | HaUiOHa/IbHOrO MeAUYHOro YHIBepcUTeTy iMeHi
NAT «YKpaiHCbKa 3anisHuLA», nepwe | JaHuna TanuubKoro, BigaineHHA Tepanil,
TepaneBTUYHE BigaineHHsa, M. JIbBiB M. JIbBiB

15. Bpouwypa AocnigHuka ComanauyutaH (NNC0195-0092) pgocnigxeHHA NN8640 - nediumMt ropmoHy
pocTy y piTeir Ta gopocnux, BugaHHsa 15, hinanbHa Bepcia 1.0 Big, 03 )xoBTHA 2024 poKy, aHINMiliCbKOI0
MOBOIO [0 MPOTOKOAIB KNiHIYHUX AOChigXeHb: «PaHAomi3oBaHe, MiKHapoAHe, 3 aKTMBHUM KOHTPOSIEM,
(BigkpuTe), (NOABIliHe cnine) focnimpKeHHs 3 Nigbopy A03W B napasesibHUX rpynax, 3 OuiHKK edhekTUBHOCTI Ta
6e3neyHocTi 3acTocyBaHHA npenapaty NNC0195-0092 oavH pa3 Ha TWXAEHb Y MOPIBHAHHI 3 LLOAEHHUM
3acToCcyBaHHSIM npenapaTty ropmoHy pocTy (HopaitponiH® dnekcllpo) y AiTeit npenybepTaTHOro Biky 3
AediunTom ropMoHy poCTy, Y SIKUX paHille He mpoBoAwiacsa Tepanis npenaparamu ropMOHY PoOCTy», KOf
pocnipkeHHss NN8640-4172, octaTtoyHa Bepcis 7.0 Bif 12 BepecHs 2022 p.; «[JocnifxeHHA epekTUBHOCTI Ta
6e3nekn 3actocyBaHHA npenapaTy ComanauyutaH (Somapacitan) oauH pa3 Ha TUXAEHb Y MOPIBHSAHHI 3
LLOAEHHMM 3acTocyBaHHAM npenapaty HopgitponiH® (Norditropin®) y giteii 3 geiuntoM ropMoHy poCTy»,
kog pocnimpkeHHss NN8640-4263, chiHanbHa Bepcis 9.0 Big 19 rpyaHsa 2022 p.; «JocnigpkeHHs 3 nigbopy [o3u
ONs OUiHKM eddeKTMBHOCTI i 6e3nekn 3acTocyBaHHA npenapaty ComanayuTtaH (somapacitan) oguH pas Ha
TMXAEHb Y MOPIBHSAHHI 3 3aCTOCYBaHHAM npenaparty HopaitponiH® (Norditropin®) oavH pa3 Ha AeHb Y AiTel i3
3aTPUMKO POCTY, WO BYNN HapPOMKEHI MaNUMK ANSA recTauiiiHoro BiKy Ta He Ha3forHaan y 3pocTi 40 Biky 2
pOKM Ta cTapLue», kog gocnimkeHHsa NN8640-4245, chiHanbHa Bepcia 12.0 Big 21 6epesHst 2024 p.; CnoHcop -
Novo Nordisk A/S, Denmark
3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

16. 36inbLWeEHHA TepMiHy NPUAATHOCTI AOCiAKyBaHOro likapcbkoro saco6y Capynapu6 (Saruparib,
AZD5305) 0,5 mr 3 32 micAuiB Ao 44 wmicAuiB; 36i/bLUEHHA TEPMiHY NMPUAATHOCTI [OC/IfAKYBaHOIO
nikapcbkoro 3aco6y Capynapu6 (Saruparib, AZD5305) 5 mr 3 42 micsuiB go 48 micauiB; 36iNbLIEHHSA
TepMiHy NPUAATHOCTI AOCiAKYBaHOro Jlikapcbkoro 3aco6y Capynapu6 (Saruparib, AZD5305) 20 mr 3
24 wmicsauiB ao 48 micAuiB; OHoBNeHuiA po3ain flocbe focnigKyBaHOro MikapcbKoOro 3acody Saruparib
(AZD5305) - P.8.1 KopoTKkuii onuc cTabiibHOCTI AOCNigKyBaHOro nikapcbkoro saco6y AZD5305,
TabneTkn, BKPUTI N1iBKOBOKD 060/10HKOIO - 0,5 mr, Bepcisa 2.0 Big 28 cepnHa 2024 poky; OHOBeHUiA
po3ain [ocbe pocnipkyBaHOro nikapcbkoro 3acoGy Saruparib (AZD5305) - P.8.3 [faHi wopo
CTabiNbLHOCTI pocnigKyBaHOro nikapcbkoro 3aco6y AZD5305, TaGneTku, BKPUTI NNiBKOBOIK
06010HKOO - 0,5 Mr, Bepcia 2.0 Big 29 cepnHA 2024 poky; OHOBNeHuiA po3ain locbe AocnigKyBaHOro
nikapcbkoro 3aco6y Saruparib (AZD5305) - P.8.1 KopoTkuii onuc ctabinbHOCTI AoCnigpKyBaHOro
nikapcbkoro 3aco6y AZD5305, Ta6neTku, BKpUTi NNiBKOBOIO 060M10HKOI0, Bepcia 11.0 Big 29 cepnHsA
2024 poky; OHoBneHui po3gin [locbe pocnigkyBaHOro nikapcbKoro 3aco6y Saruparib (AZD5305) -
P.8.3 [aHi wopo crtaGinbHOCTI AOCniAKyBaHOro sikapcbkoro saco6y AZD5305, TabneTku, BKPUTI
NNiBKOBOI 060J1I0HKO10, 11.0 Bifg 29 cepnHsa 2024 poKy A0 NPOTOKO/Y K/iHIYHOMO AOCAimpKEeHHS «MoaynbHa
dhaza l/lla, Bigkpute 6aratoLeHTPOBE AOCNIMKEHHS AN15 OLiHKM 6e3nekun, NepeHoCnMOocCTi, hapMaKoKiHETUKH,
chapmakoanHamikui Ta nonepeaHboi edpekTMBHOCTI 3pocTatounx Ao3 AZD5305, sk MoHOTeparnii Ta B KOMGiHaLi
3 NPOTUNYX/IMHHUMK 3acobamn y NalieHTiB 3 NPOrpecyruMmn ConigHMMK 3/10SIKICHUMU HOBOYTBOPEHHSIMM
(PETRA)» koA gocnigkeHHst D9720C00001, sepcisa 11.0, nonpaska 10.0 Big 19 BepecHsi 2023 poky; CNOHCOpP

AstraZeneca AB, Sweden
3a9|BH|/|K - TOB «<ACTPA3EHEKA YKPATHA»

17. OHOBEHWIA NPOTOKOJ KJliHiYHOTrO BUNpo6yBaHHA MK-2140-003 3 iHKOpnopoBaHOoto nonpaskoto 05
Bif 02 )xoBTHA 2024 poKy, aHrniiicbKoto moBoio; MK-2140-003 ManepoBa aHKeTa LWOAO CTaHy 340pOB’A
ANs nauieHTa, Bepcis ANnAa 3acTocyBaHHSA iHTepB’loepomM (EQ-5D-5L), Bepcia 1.1, yKpaiHCbKOI0 MOBOIO;
MK-2140-003 OnuTyBaNibHUK A1 OLiHKU AAKOCTI XXUTTA nauieHTa B TeneoHHOMY pexumi— Core 30,
Bepcia 3 (QLQ-C30), Bepcisa 2.0., yKpaiHCbKOO MOBOK [0 MPOTOKO/Y KIIHIYHOrO AOC/iAKEHHS
«baraTtoueHTpoBe, BiAKpUTE, paHOOMI30BaHe, 3 aKTUBHMM KOHTpPOMeM [AOCNimKeHHs 2/3  dasu
3unoBeptamady BepoTuHy (MK-2140) y kombGiHauii i3 cTaHAApPTHUM JNiKyBaHHSAM Y naujieHTIB 3
peunanByovod abo pedipakTepHor Andy3HO B-BeMKOKNITMHHOW AiMdomoto (waveLINE-003)», kopg,
pocnipkeHHss MK-2140-003, 3 iHkopnopoBaHoto nonpaskoto 04 Bif 04 kBiTHS 2024 poky; cnoHcop - TOB Mepk
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Wapn eHf, Joywm, CWA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBsiganbHicTio «MC/L YkpaiHa»

18. NMucT-nopgska, piHanbHa Bepcisa 3.0-UA(UK) Big 25 oBTHA 2024 p., yKpaiHCLKOIO MOBOIO; JIUCT-
noaska, hiHanbHa Bepcisa 3.0-UA(RU) Big 25 x0BTHA 2024 p., poCiiCbKOI0 MOBOIO; JIUCT ANA yYacHUKa
pocnipkeHHs wopo Homepy EU CT i iHchbopmauii npo ny6nikauito, Bepcisa 1.0-UA(UK), chiHanbHa, Big 25
XOBTHA 2024p., YKpaiHCbKOO MOBOIO; JIUCT AN yYaCHUKA [OCifKeHHs woao Homepy EU CT i
iHchopmauii npo ny6nikauito, Bepcifa 1.0-UA(RU), dhiHanbHa, Big 25 )xoBTHA 2024p., pOCiliCbKOI0 MOBOIO
[0 NPOTOKONY K/iHIYHOro BUNPOOYBaHHSA «ocnimpkeHHs1 edpeKTUBHOCTI Ta 6e3nekn 3acTocyBaHHs npenapary
ComanauuTtaH (Somapacitan) oguH pas Ha TWXKAEHb Y NOPIBHSIHHI 3 LLOAEHHMM 3aCTOCyBaHHSIM npenaparty
HoppgitponiH® (Norditropin®) y pgiteil 3 gediunutoM ropMOHY pocTy», Kof pocnimkeHHs NN8640-4263,
hiHanbHa Bepcia 9.0 Big 19 rpygHa 2022 p.; cnoHcop - Novo Nordisk A/S (Denmark)
3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

19. IHchbopmauis ansa naudieHTta i dopma iHchopMoBaHOi 3roaun, ansa YkpaiHu, sepcisa 4.0 Bif, 22 XOBTHA
2024 poky, Ha ocHOBiI MaiicTep-Bepcii ®opmu iHthopmoBaHoi 3rogu ana asu MoganbLOro BUBYEHHS
pekomMeHAOBaHOI f03u, YacTtuHa B, Bepcis 6.0 Big 07 sitoToro 2024 poky, aHrNifiCbKoIo Ta YKPaiHCbKO
MOBaMu [0 MPOTOKOJY K/IIHIYHOrO [OCNIMKEeHHS «Bigkpute 6aratoueHTpoBe JocnigpkeHHsa goasn 1/2 ans
ouiHku npenapaty GEN3014 (HexaBody®-CD38) npu peunamnsytouin abo pedypakTepHili MHOXMHHIA MIEOMI
Ta IHWKWX remMaTos10rivyHNX 3/105IKICHUX YTBOPEHHAX», koA, AocnimkeHHs GCT3014-01, Nonpaeka 4, Bepcis 6.0
Big 04 »oBTHA 2023 poky; cnoHcop - «FeHmab HOEc, IHK.»/Genmab US, Inc., CnonyueHi LWUTatn Amepuku
3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

20. bpouypa gocnigHuka no npenapaty Aypsanyma6 (MEDI4736), Bepcisa 20 Big 29 nunHAa 2024 poky;
OHoBneHi HactaHOoBM LWOAO BefeHHA MauieHTIB i3 npoaBaMu TokcuyHoi pgii (TMGs), nikapcbka
peuoBuHa Alypsanyma6b (Durvalumab) Ta Tpemenimyma6 (Tremelimumab), Bepcis Big 06 cepnHa 2024
poky; NMpoaoBXeHHA TPUBANOCTI AOCNIAKEHHA B CBITi Ta B YKpaiHi 3 31 ceprniHa 2024 poky [0 31 rpyAaHs
2025 poKy [0 NPOTOKOJTY KIHIYHOTO A0CAiAKEHHA «PaHAoMi30BaHe, BigkpuTe, 6aratoLeHTPoBE AOCNILKEHHS
Il dhasn AypBanymaby Ta Tpemesiimymady B SKOCTI NepLuoi AiHii AiKyBaHHA MALiEHTIB 3 NOLMPEHUM
renatouentonspHum pakom (HIMALAYA)», ko gocnimpkeHHs D419CCO00002, Bepcia 7 Big 22 BepecHsi
2021 pOKy; CMoHcop - AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

21. MopoBXeHHA TepMiHy NMPUAATHOCTI AOCNigKyBaHOro sikapcbkoro 3acooy ARGX-113/rHuPH20,
PO3UMH AN iH'eKUiii, nonepeaHbO HANMOBHEHMWI WNpuy i3 5 ma (200 mr/mn) fo 24 micALiB 40 NPOTOKONY
KMIHIYHOTO  AochifkeHHA «Bigkpute npoAoBxeHHA pgocnimpkeHHAa ARGX-113-1802 g8 BMBYEHHS
[JOBroCTPOKOBOI 6e3MeyHOCTi, NepeHoCcUMOCTi Ta ed)eKkTMBHOCTI npenapaty Ecdprapririmog PH20 a5
NiALWKIPHOrO BBEAEHHS Y MAUIEHTIB i3 XPOHIYHOK 3anasibHOK AeMieniHi3ytodoto noniHenponariero (X340M)»,
kof pocnimpkeHHAa ARGX-113-1902, sepcia 7.0 Big 05 ntotoro 2024 poky; cnoHcop - argenx BV, Belgium/
apyKeHKC BB, Benbrisa
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», YkpaiHa



