Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 19 Big 01.06.2023, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHwnii MpoTokon, diHanbHa Bepcia 8.0 Big 01 nuctonaga 2022 p., aHrNiINCbKOK MOBOIO;
OHoBneHuid MpoTtokon, cpiHanbHa Bepcia 9.0 Big 19 rpygHa 2022 p., aHrAiNcbKO MOBOIO;
IHchopmauia ana yuacHuka ta popma iH(hopmMoBaHOI 3rogu Ha yyacTb AN 6aTbKiB, (hiHanbHa Bepcia
5.0-UA(UK) Big 13 kBiTHA 2023 p., yKpailHCbKOIO MOBOIO; IHhopmauisa ana yyacHuka ta hopma
iHhopMoOBaHOI 3roau Ha yyacTb Afis 6aTbkiB, (hiHanbHa Bepcia 5.0-UA(RU) Big 13 kBiTHA 2023 p.,
pociiicbkolo MmoBoto; IHchopmauis ans yyacHuka Ta popma iHhopmoBaHOI 3rogu Ha y4acTb Ana gitei
14-17 pokis, hiHanbHa Bepcia 4.0-UA(UK) Big 13 kBiTHA 2023 p., yKpalHCbKOIO MOBOIO; IH(hopmauif
ANns yyacHuka Ta ¢popma iHhopmOBaHOI 3rognm Ha yvyactb gns pgitei 14-17 pokis, hiHanbHa Bepcis
4.0-UA(RU) Big 13 kBiTHA 2023 p., pociiicbkolo MoBOW0; IHhopmauis Ana ydyacHuka t1a thopma
iHbopMoBaHOi 3rogn Ha yyactb gna giren 12-13 pokiB, diHanbHa Bepcia 4.0-UA(UK) Big 13 KBiTHA
2023 p., ykpaiHCbKOlo MOBOIO; IHchopmaLia ana yyacHuka ta choopma iHchopmoBaHoi 3rogu Ha yvyacTb
Ana piteir 12-13 pokiB, chiHanbHa Bepcia 4.0-UA(RU) Big 13 kBiTHA 2023 p., pocCilicbkol0 MOBOIO;
IHhopMmauia gna ydyacHuka Ta copma iHchopMoBaHOI 3rogM Ha y4yacTb AnAa piteid 6-11 poki.,
chiHanbHa Bepcin 3.0-UA(UK) Big, 13 kBiTHA 2023 p., yKpalHCbLKOIO MOBOIO; IH(hopmauis anAa yyacHuka
Ta chopma 3rogu Ha yyacTb (ansa gitein 6-11 pokis), hiHanbHa Bepcia 3.0-UA(RU) Big 13 kBiTHA 2023
p., pociiicbkolo MoBoio; IHdopmalia i dopma 3rogn Ha ydacTb A1 NApPTHEPKUM Y4acHUKa
pocnipkeHHA y pasi nepeodiry BariTHOCTi 3 BiAXWU/IEHHAMU a60 HapOMKEHHA AUTUHU 3 NOPYLUEHHAM
cTaHy 3a0poB'a, diHanbHa Bepcia 2.0-UA(UK) Big 13 kBiTHA 2023 p., YKpaiHCbKOIO MOBOIO;
IHbopmauisa i chopma 3rogum Ha yyacTb A1 MAPTHEPKU y4yaCHUKA [OC/ifKEHHA y pasi nepeoiry
BariTHOCTi 3 BiAXWNEHHAMM aG0 HaApPOMKEHHS AUTUHU 3 MOPYLUEHHAM CTaHy 3[0pPOB'A, (hiHaNnbHaA
Bepcifa 2.0-UA(RU) Big 13 kBiTHA 2023 p., pociiicbKoto MoBOLo; IHchopmauif i popma 3rogu Ha yyacTb
ANA napTHepa yvyacHuui AocnifKeHHA y pasi nepeoiry BaritTHOCTI 3 BiAXWIE€HHAMM aG0 HapPOmKEHHA
ANTUHM 3 MOpPYLUEHHAM CTaHy 3[0poB'A, iHanbHa Bepcia 2.0-UA(UK) Big 13 kBiTHA 2023 p.,
YKpaiHCbKOI0 MOBOO; IHhopMauif i hopMa 3roam Ha yyacTb A1 NapTHepa yYyacHULi [OCiMKEHHA Y
pasi nepebiry BariTHOCTi 3 BigXU/IeHHAMU a60 HAPOMKEHHS AUTUHU 3 MNOPYLIEHHSIM CTaHy 34,0pOB's,
thinanbHa Bepcia 2.0-UA(RU) Big 13 kBiTHA 2023 p., pociiicbkolo moBow; IHchopmauis ta chopma
iHhopMOBaHHOI 3rogu Ha BiA6ip A0AATKOBro 3paska KpoBi 3 METOI0 OTPUMaHHA HOBUX AaHHUX Mpo
3B’AI30K reHiB Bawoi AUTUHM 3 T 3aXBOPIOBaHHAM i AoCNigKyBaHUM JliKapCbKUM 3aCO60M, diHa/IbHaA
Bepcia 2.0-UA(UK) Big 13 kBiTHA 2023 p., YyKpaiHCbKOIO MOBOIO; IHcopmauis Ta dopma
iHhOpMOBaHHOI 3roau Ha BigGip A0AAaTKOBOro 3paska KpoBi 3 METOK OTPMMAHHA HOBUX JAaHHUX MPO
3B’A30K reHiB Bawoi guTvHM 3 ii 3aXBOPIOBaHHAM i [OCNIgKYBaHMM JliKApCbKMM 3aco60M, (hiHa/IbHa
Bepcia 2.0-UA(RU) Big 13 kBiTHA 2023 p., pocCiiCbKOIO MOBOIO; MpPoAoOBXEeHHA TEPMiHY NPOBeAEHHA
KNiHIYHOro BUNPOGYBaHHA B YKpaiHi o 30 BepecHA 2025 pokKy A0 MPOTOKO/Y KAiHIYHOTO AOCiAKEHHS
«JlocnigkeHHs edheKTMBHOCTI Ta 6e3nekn 3acTocyBaHHS npenapaty ComanayumtaH (Somapacitan) oguH
pas3 Ha TWKAEHb Yy NOPIBHAHHI 3 LWOAEHHNM 3acTOCyBaHHAM npenapaty HopaitponiH® (Norditropin®) y gitei
3 AedhiumMTOM ropMOHy pocTy», Koa gocnigpkeHHs NN8640-4263, dhiHanbHa Bepcis 7.0 Big 22 ntoTtoro 2021
p.; croHcop - Novo Nordisk AIS (Denmark)
3asBHuK - TOB «HoBo Hopgaick YkpaiHa»

2. IHchopmauiitHuii nncTok nauieHTa i oopma iHchopmoBaHoi 3roau, Bepcis 7.0 Big 24 6epesHAa 2023
POKy (aHrniicbkolo, yKpaiHCbKOIO Ta pociiicbkolo MoBamu); OHoBneHa Bepcia J[Jocbe
pocnimpxyBaHoro nikapcbkoro 3acooy IMU-838-RC, Ta6netku, 5 mr / 15 mr [/ 22.5 mr | 30 mr / 45 mr
(IMU-838 Tablets produced utilizing Roller Compaction) (Vidofludimus Calcium (IM90838) |/
Bigochnypimyc kanbuito (IM90838)), Bepcia 13 Big 16 ntotoro 2023 poky (IMPD IMU-838-RC Tablets 5
mg / 15 mg / 22,5 mg / 30 mg | 45 mg); OHOBneHa Bepcia Jocbe [OCNIAKYBAHOIO NMiKaApCbKOro 3acody
Mnaue6o ana IMU-838 (Vidofludimus Calcium Tablets / Bigocnyaimyc kanbuito, TaéneTku), Bepcia 8
BiA 16 ciuHa 2023 poky (IMPD Placebo For IMU-838 Tablets (Vidofludimus Calcium Tablets), version 8
dated 16 January 2023); Bpowypa gocnigHuka Bepcii 8.0 Big 17 6epe3Ha 2023 poKy (aHrnilicbkoro
MOBO0); BHeCEHHA1 YTOUHEHHS [0 KoAy AOCNifKyBaHOro slikapcbkoro sacooy IMU-838, tabnetku 5
mr, 15 mr, 22,5 mr, 30 mr: IMU-838-RC ((Vidofludimus Calcium (IM90838) | Bigochnyaimyc Kanbuito
(IM90838)) 40 nNPOTOKOAY K/IHIYHOTO —JocnimxkeHHs «PaHgomizoBaHe, nogsiiiHe cnine, nnaue6o-
KOHTpO/IbOBaHe, GaraToueHTpoBe AOC/iMKeHHA a3n 2 ana ouiHky Brvey npenapaty IMU-838 Ha
aKTVBHICTb 3aXBOPIOBaHHSA, Sika BUMIPIOETLCA 3a pesy/ibTaTamMmu MarHiTHo-pe3oHaHcHOoi Tomorpadii (MPT), a
TakoX 6e3neyHiCTb | MepeHOCUMICTb Yy MauieHTIB 3 PeuvamBYHOHUM-PEMITYIOUNM PO3CIAHMM CKIEPO30M
(PPPC) (EMPhASIS)», kog gocnipkeHHs P2-IMU-838-MS, Bepcis 4.1 Big 23 rpyaHsa 2022 poKy; CNOHCop -
«IMMyHIK Al», HimeuyunHa / Immunic AG, Germany



3aaBHUK - TOBApUCTBO 3 0OMeXeHOoI0 BignosiganbHicTio «BEPYM K/IHIKAM PICEPY», YkpaiHa

3. bpouypa gocnigHuka AN13 EHdopTymad BegotuH (Enfortumab Vedotin; ASG-22CE), BugaHHa 12
Bif 21 ntoToro 2023 poKy, aHrnificbkol MOBO; YKpaiHa, MK-3475-905, Bepcisa 4.01 Big 19 KBiTHA
2023 p., YKpaiHCbKOI0O MOBOlIO, iH(popMaLissi Ta JOKYMEHT npo iHpopmoBaHy 3roay ANSA NauieHTa;
OHOB/MEHI 3pa3kn MapKyBaHHA Jlikapcbkux 3aco6iB MK-3475 ta EHchopTymab BegotuH (Enfortumab
Vedotin): MK-3475_Kit, Bepcisa 2.0 Big 25 KBiTHA 2023 poKy, aHIMiliCbKOIO Ta YKPAIHCbKOKO MOBaMWu;
MK-3475_Vial, Bepcia 2.0 Big 25 kBiTHA 2023 pOKy, aHIMICbKOK Ta YKPAiHCbLKO MoOBaMu;
Enfortumab Vedotin_Kit, Bepcisa 2.0 Big 20 ntotoro 2023 poKy, aHINMiliCbKOIO Ta YKPAiHCbKOKO MOBaMu;
Enfortumab Vedotin_Vial, Bepcia 2.0 Big 20 niotoro 2023 poKy, aHrNificbKO Ta YKpaiHCbKOK
MoBamMu; 3MiHa Ha3B Ta Micub NpPoOBeAeHHs KAiHIYHOro BUMPOOYBaHHA [0 MNPOTOKOMY KAiHIYHOro
JocnipkeHHa «PaHgomiszoBaHe pocnigxeHHsa Il da3n gna  ouiHkMm  uyucTekTomii B KOMOGIHaUil 3
nepionepawiiiHiM 3acTOCYyBaHHAM MnemMOponisymady Ta [A1s OUiHKM LUCTEeKTOMii B KOMGiHauii 3
nepionepawjiiiHiM 3acToCyBaHHAM eHopTyMady BefOTMHY Ta nembponisymaby NOpiBHAHO 3 MPOBEAEHHAM
TiNIbKA UWUCTEKTOMIT A7 YYaCHWKIB 3 M'A30BO-iHBA3VMBHMM PakoOM CEYOBOIO MiXxypa, SKUM He MOXHa
NpoBOAMTU  NiKyBaHHA  uucnnatMHOM  abo  fAki  BigMOBMAUCA  Bif,  JliKyBaHHA  LMUCNNATUHOM
(KEYNOTE-905/EV-303)», kopn pocnimkeHHs MK-3475-905, 3 iHkopriopoBaHow nonpaskoo 08 Big 01
nucrtonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTIO «MC/[, YKpaiHa»

BYJIO

CTAJIO

A.M.H, npod. Ctycb B.IM.

KomyHasibHe  nignpremcTBo  «[HINponeTpoBChbka
obnacHa KhiHiYHa nikapHa M. |.l. MeuHukoBa»
[JHinponeTpoBCcbKOi 06nacHOi pafu», BiOOIEHHA
yponorii  Ne2  (oHkonoriyHe),  [HINpOBCbKWiA
JepXaBHUI  MeanyHWIA  yHiBepcuTeT, Kadpegpa
ypoJsorii, M. IHiNpo

A.M.H, npodp. Ctycb B.IM.

KomyHasibHe  nignpremcTBo  «[HINPONeTpoBChka
obnacHa KhiHiYHa nikapHs M. LI, MeyHukoBa»
[HinponeTpoBcbkoi 06nacHoi paau», BiA4iNeHHs
yponorii ~ Ne2  (OHKonoriyHe),  [HINPOBCbLKUA
JepXaBHUil  MeaunyHWIA  yHiBepcuTeT, Kadpegpa
xipyprii Nel Ta yponorii, M. IHinpo

A.M.H., npod. CTaxoBcbkuii E.O.

A.M.H., npodp. CTaxoBcbkuii E.O.

HauioHanbHWUIA IHCTUTYT paKy, HayKoBO-AocC/igHe | AepxXaBHe HeKoMepLiliHe niagnpuevMcTBO
BIAOIIEHHSA  MIacTMYHOT Ta  PEKOHCTPYKTUBHOI | «HauioHasIbHUIA  iHCTUTYT  paKy», HayKOBO-
OHKoyponorii, M. Kuis pocnigHe BiAINEHHS n1acTU4HOI Ta

PEKOHCTPYKTMBHOI OHKOYponorii, M. Kui

4. OHOBEeHWA NPOTOKON KNiHiYHOro BUNpPoGyBaHHA SC-332A CLUSTOID® Dermatophagoides
pteronyssinus, Bepcia 2.0.Big 15.12.2022, aHrniicbKO MOBOLD; OHOB/EHUII CUHOMNCUC NPOTOKONY
KNniHiyHOro BunpoG6yBaHHA CLUSTOID® Dermatophagoides pteronyssinus, Bepcisa 2.0.Big 15.12.2022,
aHrniicbkolo MoBoOl; OHOBJIEHe [0CbE A[OoCNigKYyBasIbHOTO Jlikapcbkoro 3aco6y CLUSTOID®
Dermatophagoides pteronyssinus, Bepcia 2.0. Big 15.12.2022, aHrnificbKoro MOBOIO; 3a/ly4yeHHs
[0[AaTKOBUX MicLb NpoBefeHHA K/iHIYHOro BUNpoGyBaHHA; 3MiHa BignoBigasibHOro focnigHuka no
NMPOTOKONY K/HIYHOrO pocnimkeHHsa «®Pasa ll-lll BunpobyBaHHA ANA OUIHKM ed)eKTUBHOCTI Ta 6e3neku
NiALKIPHOT K1acTepHoT iMyHoTepanii y nauieHTiB, WO CTpaxXaalTb asleprielo Ha Knilwa AOMAaLUHbOro nuy»,
koA pocnimkeHHs SC-332A, sepcia 1.1 Big 21.09.2022; cnoHcop - POKCAJI1 MegiuiH T'm6X, HimeuyunHa
3asaBHuUK - POKCAJI/T Megiuin M'm6X, HimeuunHa

No M.1.B. BignosiganbHOro gocnigHnkKa
n/ HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS
n

1. | anpekTop, K. mea.H. HasapeHko O.I1.
ToBapnCTBO 3 OOMEXEHOK BiAMNOBIAaNbHICTIO «KniHika iMyHonorii Ta anepronorii «®OPMNOCT»,
M. Kunis

2. | nikap €pouwueHko I.I1.
KomyHasnibHe nignpuemMcTBO «2-a Micbka K/iHIYHA JflikapHa [MonTaBCcbkOi MicbkOi paau», JIOP
BigAi1IeHHs, M. MonTasa

3. | nikap flinceHko 1.B.
KomyHasibHe HekomepLuiliiHe MiANPMEMCTBO «3amnopidbka ob/acHa KAiHiYHa fikapHa» 3anopi3bkoi
obnacHoi pagum, BiaaineHHs iMyHOOTriT, peBMaTOo/Oril 3 Kypcom XimioTepanii, M. 3anopixxs

4. | 3aB. Big. Jlo3oBa H0.B.
KomyHasibHE HekoMmepuiiiHe nignpnemctBo «Micbka KiHiYHa nikapHs Ne30» XapkiBCbKOi MiCbKOi




| | pagu, oTonapuHronoriyHe BiagineHHs, M. Xapkis

BYNO CTANIO
3aB. Big. CMmonsiHuii O.M. B.O. 3aB. Bif. NoHTa L.A.
KomyHasnbHe HekomepLiiHe nignpMemcTBo | KomyHasnbHe HekomepLiiiHe nigNpUeEMCTBO

«Opecbka obnacHa KniHiYHa nikapHa «Opgecbkoi | «Ogecbka obnacHa KiiHiyHa nikapHsa «OpecbKoi
obnacHoi paau», Ny/IbMOHOJ/ONYHE BiAAiNEHHA, | 06NacHOi paau», NY/IbMOHOJONYHE BiAAiNEHHS,
M. Ofeca M. Oneca

5. MpoTokon KniHiyHOro AocnimkeHHsA, Bepcia 5.1 Big 3 noToro 2023 poky (aHrNiicbKOld MOBOIO);
IHcbopmauia ana nauieHta Ta cpopma iHcpopmoBaHOi 3roau, Bepcia 4.1 Big 09 TpaBHA 2023 poKy
(aHrNiNcbKOIO, YKPAiHCbKOK Ta pociiicbkolo MoBamu); OHOBNeHa Bepcia [locbe AOCMiAKyBaHOro
nikapcbkoro 3aco6y IMU-838-RC, ta6netku, 5 mr / 15 mr [ 22.5 mr [ 30 mr / 45 mr (IMU-838-RC Tablets
produced utilizing Roller Compaction) (Vidofludimus Calcium (IM90838) / Bigocnyagimyc kanbuito
(IM90838)), Bepcis 13 Big 16 ntotoro 2023 poky (IMPD IMU-838-RC Tablets 5 mg / 15 mg / 22,5 mg / 30
mg / 45 mg); OHoBneHa Bepcia flocbe AOCNIMAKYBAHOro flikapcbKoro 3aco6y Mnaue6o ana IMU-838
(Vidofludimus Calcium Tablets / Bigocdnygimyc kanbujito, Tabnetku), sepcisa 8 Big 16 ciuHa 2023 poky
(IMPD Placebo For IMU-838 Tablets (Vidofludimus Calcium Tablets), version 8 dated 16 January
2023); bpowypa pgocnigHuka Bepcii 8.0 Big 17 6epe3Hs 2023 poKy (aHrNilicbKolo MOBOI0); BHeceHHs
YTOUHEHHA A0 KOoAy AOocnifKyBaHoOro siikapcbkoro saco6y IMU-838, tabnetkun 22,5 mr: IMU-838-RC
(IMU-838-RC Tablets produced utilizing Roller Compaction) 0o NpoTOKONy K/iHIYHOTO AOCNILKEHHSA
«BbaraToueHTpoBe, paHAoOMi30BaHe, MOABiiHE cnine, Miaueb0-KOHTPOIbOBAHE [OCMIMKEHHS A5 OLHKM
edhekTnBHOCTI, 6e3neyvHocTi i nepeHocumocTi npenapaty IMU-838 y naujieHTiB 3 NPOrpecyymM po3CiSsHUM
CK/1Iepo30M», Ko focnimkeHHs P2-IMU-838-PMS, sepcisa 5.0 Bif 4 »0BTHA 2022 pokKy; CMOHCOP - «IMMYHIK
Al», HimeuunHa / Immunic AG, Germany
3asaBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

6. [locbe pAocnigkyBaHOro Jikapcbkoro 3acoGy, Posginu 2.3 Bctyn, P.3.1. nikapcbKkuii 3aci6
PD-0332991, kancynu, P.1. nikapcbkuii 3aci6 ®ynsectpaHT, P.3.1. nikapcbKuii 3acié PynBecTpaHT,
P.1. nikapcbkuii 3aci6 Letykcumad, P.3.1. nikapcbkuii 3aci6 Lietykcuma6, P.1. nikapcbkuii 3aci6
Netposon, P.3.1. nikapcbkuii 3aci6 JleTposon, Bepcia Big 14 GepesHs 2023 poKy, aHriliCbKOKO
MoBOI0; OHOBJ/IEHHS1 Ha3BU BUpoOHuKa Pfizer Inc., USA ana pocnimxyBaHUX NiKapcbKUX 3aco0iB:
PD-0332991 (Man6ouuknic), kancynu Teepai, 75 mr; PD-0332991 (Man6ouunkni6), kancynu TBepai, 100
mr; PD-0332991 (ManGouukni6), kancynu TBeppai, 125 mr; ®PynBecTpaHT, po3uuH ansA iH’ekuiii, 50
mrimn; Lletykcuma6, posumH ansa iHdysin, 5 mrimn; byno - Pfizer Worldwide Research and
Development, USA ; Crtano - Pfizer Inc., USA; 3anyueHHsa JleTpo3ony, Tabnetok no 2,5 mr, sk
[OCNiQKYBAHOIO NiKaApCbKOro 3aco6y; 3a/lydeHHss BUPOGHUUMX AINAHOK [NA  [OCNiAKyBaHOro
nikapcbkoro 3aco6Gy Jletpo3on, ta6netkm no 2,5 mr: Intas Pharmaceuticals, India; Fisher Clinical
Services Inc., USA; Fisher Clinical Services UK Limited, UK; Pfizer Inc., USA; Pfizer Ireland
Pharmaceuticals, Ireland; Pfizer Limited, UK; Almac Clinical Services Limited, UK; Almac Clinical
Services LLC, USA; Eumedica NV, Belgium; Fisher Clinical Services GmbH, Germany; 3pa3ok
MapKyBaHHA nikapcbKoro 3aco6y JleTrpo3sos, Ta6netku no 2,5 mr, Bepcia 1.A Big 25 ciuHa 2023 p.
Pi3HUMK iIHO3EeMHUMUN MOBaMU Ta YKPATHCbLKOIO MOBOIO; 3a/ly4eHHs1 A0AATKOBOI BUPOOHNYOT AiNAHKM,
BignosiganbHOi 3a Bunyck cepii, Pfizer Ireland Pharmaceuticals, Ireland ana pocnigxyBaHux
nikapcbkux 3aco6is: PD-0332991 (Man6ouukni6), kancynu tBepai, 75 mr; PD-0332991 (Man6ouuknio),
Kancynu TBepgi, 100 mr; PD-0332991 (Man6ouukni6), kancynu TBepai, 125 mr; dynBecTpaHT, poO3ynH
AnAa iH’ekuii, 50 mrimn; Letykcumal, po3umH gnsa iHdysiii, 5 mr/imn; 36inblIeHHA 3an/iaHOBaHOI
KiNbKOCTi MauieHTiB AnA YKpaiHn 3 3 Ao 4 oci6é [0 npoToKosy KAiHiYHOro aocnimkeHHs «MPOTOKO/
MPOAOBXEHHA NIKYBAHHA YUYACHWKIB KNIHIYHWX AOCNIIKEHB NANBOUUKAIBY, CITIOHCOPOM
AKX € KOMMAHIA «M®AN3EP», kog gocnimpkeHHs A5481173, ocTaTouHwii npoTokon, 17 nuctonaga
2021 p.; CrnoHcop - Mdcpaiizep IHK., CWA
3asABHuK - Mdpainzep IHk., CLUA

7. Bpowypa pocnigHuKa ANA AOCNiMKyBaHOro nikapcbkoro saco6y MauiteHtaH (JNJ-67896062),
BugaHHa 19 Big 02 rpyaHs 2021 poky; Joaatok 1 Big 27 uepBHA 2022 poky A0 Bpolypu gocnigHuka
Ans aocnigxyBaHoOro nikapcbkoro 3aco6y MauiteHTaH (JNJ-67896062), BugaHHsa 19 Big 02 rpyaHsi
2021 poky; bBpowypa pocnigHuka pansa  [oOcNigKyBaHOro JliKapcbKoro 3aco0y MauiteHTaH
(IJNJ-67896062), BugaHHsa 20 Big 02 rpyaHs 2022 poky; Bpowypa gocnigHuka gns [ocnigxysBaHoro
nikapcbkoro 3acoby Cenekcinar (JNJ-67896049), BupgaHHsa 17 Big 07 notoro 2022 poky; IHdopmauis
ANA yyacHUKa gocnimxeHHs i dopma iHchopmoBaHOi 3rogun, Bepcisa ana YkpaiHu 3.0 Big 06 6epes3Hs
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2023 poKy, YKpaiHCbKOO Ta POCI/iCbKOKO MOBamMu [0 MPOTOKO/Y K/HIYHOTO  AOC/iIAXKEeHHs
«[pocnekTuBHe, BigkpuTe, NnaT@opmMHe AOCNIMKEHHA 3 METOI0 NPOBELEHHA HACTYNHOro 4OBrOCTPOKOBOIO
CNOCTEPEXEHHSA 3a nauieHTamy 3 fIereHeBOl FiNepTeH3ielo, SKi paHiwe npuiiMann yyacTb Y NepBiCHUX
iHTepBeHLiliHMX BUNpobyBaHHAX», ko4 gocnimpkeHHs NOPRODPAPUH3001, sepcisa 1.0 Big 02 uepsHs 2021
poky; crnoHcop - «HHcceH  ®apmaueBTuka HB»/  Janssen  Pharmaceutica NV, benbris
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

8. NNokanbHuii gopatok Bepcia 1.0 Big 07.04.2023 go MNMpotokony 02PDE2019 Bepcis 3.2 Big 01.09.2022
[0 NPOTOKONY KAiHIYHOro gocnimkeHHs «®asa ll, noagiiHe cnine, paHAomi3oBaHe, Naauebo KOHTPOIbOBaHe,
y napanenbHux rpynax, AOCAiAKEHHS 3 METO BUBYEHHSA eDEKTMBHOCTI, 6e3neYHOCTi Ta dapMaKOKiHETMKN
CPL500036 (iHrioiTop PDE10A) y nauieHTiB i3 rocTpol ek3auepbauieto Wn3odpeHii», kog A0CNiIKEHHS
02PDE2019, Bepcia 3.2. Big 01 BepecHsa 2022 poky; cnoHcop - Celon Pharma S.A., Monbwa
3asBHuK - TOB «CT AKALEMISA», YkpaiHa

9. OHOoBNeHuii NMPOTOKON KAiHIYHOro BuUNpoGyBaHHA 3 [onpaBkoto 2.0 Big 09 ciuHa 2023 poky,
aHINiNCbKOK MOBOK; CUHONCUC MPOTOKOJTYy KAiHIYHOrO BMNpoG6yBaHHA 3 MonpaBkow 2.0 Big 09
ciuHa 2023 poKy, YKpaiHCbKOIO MOBOIO; Bpolypa gocnigHuka Ha gocnigKyBaHuii nikapcbkuii 3aci6
MampeBnyma6, BugaHHsa 20.0 Big 02 nuctonaga 2022 poky, aHriiCbKOK MOBOLO; IHhopMaLiiHniA
JINCTOK nauieHTa Ta hopma iHthopMmoBaHOi 3roau Ana ¢pasu BiAKPUTOro pos3LLNPEHOro AOCioKEeHHS,
Bepcia 2.1 ana YkpaiHu Big 15 ntotoro 2023 p., aHrNilicbKOlO MOBOIO, Nepeknag YKpaiHCbKOK Ta
pocilicbKkoo MOBamMu 40 NPOTOKO/TY KAiHIYHOro gocnimkeHHs «3eduipyc Il: PangomisoBaHe, noagiiHe chnine,
nnaueb0-KOHTPO/IbOBaHE KAiHIYHE AOCnimKeHHs (ha3m 3 3 MeTol OUiHKM e(eKTUBHOCTI Ta 6e3neku
npenapaTty nampeBsiymad Yy nauieHTiB 3 igionatnyHum nereHeBuM qoibpo3om (I/1d)», koa AOCAifKEHHs
FGCL-3019-095, 3 NMonpaskoto 1.0 Big 03 6epesHs 2021 poky; cnoHcop - «®ibpoleH, IHK.» (FibroGen, Inc.),
CnonyyeHi WraTtn AmepurKu
3asBHIK - TOB «BOP/IABAINL KIHIKA TPAINC YKP»

10. OHoBneHa cekuia focbe A/13 MK-6482: DRUG SUBSTANCE - S.4 CONTROL OF DRUG
SUBSTANCE, Bepcis 088X8D Big 30 6epe3Hs 2023 p., aHrNiliCbKOO MOBOKO [0 NPOTOKO/TY K/TiHIYHOrO
JocnimkeHHs «Bigkpute, paHaomizoBaHe pAocnimkeHHs 3 a3y npenapaty MK-6482 B NOpPIBHSAHHI 3
npenapaTtom eBepPOiMYC Yy YYaCHUKIB 3 MOLUMPEHMM HUPKOBO-KAITUHHMM pPakoM, SIKUMIA MporpecyBas Mic/is
nonepegHboi PD-1/L1 Ta VEGF-TapreTHoi Tepanii», ko gocnigpkeHHs MK-6482-005, 3 iHKOpnopoBaHO
nonpaskoto 06 Big 13 nunHA 2022 poky; crnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp &
Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

11. OHOBNEHUI I NPOTOKOAN K/iIHIYHOrO BUNPOGyBaHHs, Bepcia 8 Big 08 6epe3Hsa 2023 p. 4O NPOTOKOAY
KMIHIYHOTO JOCNiMKeHHST «PaHaomi3oBaHe, NnoABiliHe cine, nnauebo-KoOHTPOoIboBaHe JocaigpkeHHs dasm I
3 OUiHKM eekTMBHOCTI Ta 6e3neyHOCTi kKoMGiHauii iHaBonicnby 3 nanbounkiibom Ta qynBecTpaHToM Yy
MOPIBHSIHHI 3 KOMbGiHauie niauebo 3 nanbouuknibom Ta hynBeCcTpaHTOM Yy MauieHTIB 3 MyTalielo reHa
PIK3CA, ropmoH-peulentop-no3ntueBHnM, HER2-HeratMBHMM MiCLUEBO-NOLIMPEHUM abo MeTacTaTUyYHUM
pakoM MOJIOYHOI 3a/1031», Kog, AocnimkeHHsa WO41554, Bepcia 7 Big 21 xo0BTHs 2022 p.; CNOHCOp -
®. XodhpmaHH-/15 Pow nra, LLsenyapis
3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

12. OHoBneHa Bpouwypa pgocnigHuka 3 npenapaty Opena6pyTuHio (ICP-022), Bepcis 9.0B Big 15
noToro 2023 p., aHriicbkol MoBOW; IHpopmauiiHMiA IMCTOK ANA  nauieHTa T1a ¢opma
iHhopmoBaHOi 3roau aHrNiicbKol MOBOK AnA YkpaiHu, Bepcisa 3.0 Big 30 Gepe3Ha 2023 poky;
IHbopMauiiHMii NNCTOK ANA nauieHTa Ta cpopma iHPOPMOBAHOI 3rogu aHriiCbKOK MOBOK AJis
YKpaiHu, Bepcia 3.0 Big 30 6epe3Hs 2023 poky. MNepeknageHO yKpaiHCbLKOIO MOBOK AN YKpaiHu 06
KBITHA1 2023 pOKY [0 MPOTOKO/Y K/IHIYHOTO AOCNIMKEHHA «baratoleHTpoBe BigKpUTE AOC/IMKEeHHS hasun
I/ll 3 BMBYEHHS HOBOrO iHribiTOpa TMPO3NHKIHa3M bpyToHa — openabpyTUHIOy B NauUiEHTIB i3 B-KMiTUHHUMM
3/105KICHMMW HOBOYTBOPEHHAMM», KoA aocnimpkeHHs ICP-CL-00107, sepcisa 5.0 Big 30 nuctonaga 2021 poky;
CroHcop - «IHHOKep dapma IHK.» (InnoCare Pharma Inc.), CLWA
3aABHUK - TOBAPUCTBO 3 0BMEXEHOI0 BifgnoBigasibHICTIO «/TABKOPI KNIHIKAN AEBE/IOMNMMEHT YKPAIHA»



13. Bpowypa pgocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHa 22 Bif 26 CiuHsA
2023 poKy, aHrnificbkoro MoBOL; YKpaiHa, MK-7339-006, Bepcia 00 Big 07 kBiTHA 2023 poKy
YKpalHCLKOI0O MOBOIO, [ONOBHEHHA A0 iHopmauii Ta AOKYMeHTY npo iHopmoBaHy 3rogy AnA
nauieHTa pAna niKkyBaHHA Micns nporpecyBaHHs XBOpPOOM, YKpalHCbKO MoBoOK; Crtucna
XapaKkTepucTuka nikapcbKoro 3aco6y nopiBHAHHA AniMmta 100 Mmr / 500 Mr nOpoLIOK A1l KOHUEeHTpaTy
ONA po3unHY anAa iHdysii Big 31 cepnHA 2022 poky, aHrNiiCbKOIO MOBOK [0 MPOTOKO/Y K/iHIYHOrO
BuNpobyBaHHA «JocnimpkeHHs [l hasn ans nembponizymaby y kombiHaLii 3 nemeTpekcegom / npenapaTom
nnatuHn (kapéonnatMH abo uucnnatvH) 3 NojasibluMM BBELAEHHSAM nembponidymaby y kombiHauii 3
NiATPUMYOUMM IKyBaHHSIM oJianaprMbomM abo nemMeTpekceaoM B SIKOCTiI Tepanii nepLuoi NiHil y nauieHTiB i3
MeTacTaTUYHMUM HEMNMOCKOKNITUHHUM HeApPIiGHOKNITUHHUM pPakoM fereHis», koa gocnigpkeHHs MK-7339-006,
3 iHKopnopoBaHoto nonpaskoto 06 Big 07 »oBTHA 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

14. OHoBneHa bpolypa gocnigHuka no npenapary Olaparib (AZD2281, KU-0059436), Bepcia 22.0 Big,
26 ciuHa 2023 poKy; OHoBneHuii Po3gin 2.3 KniHiyHe BMNpoGyBaHHA Ta nonepegHiii gocsig
3acTtocyBaHHA Ha niogax (kniHiyHa cphapmakonorisi, KniHiYyHa cpapMakoKiHETUKA, 3aCTOCYBaHHSA Ha
nogax Ta cniBBigHOWeEHHA pusuk/kopuctb) Jocbe Ha gocnimkyBaHuii nikapcbkuii 3acié Onanapu6
(Olaparib, AZD2281, KU-0059436), Bepcia 21 Big 08 niwoToro 2023 poky; 3MiHa Ha3B Micub
npoBefeHHs KNiHIYHOrO BUMPOOYBaAHHA [0 MNPOTOKO/Y KANIHIYHOTO AochigkeHHs «PaHaomizoBaHe,
noagiiHe cnine, nnauebo-KOHTpoboBaHe, gocnimkeHHs Il dpasm niaTpumyrouoi MoHOTepanii onanapnéom
y yyacHukieB 3 BRCA Wild Type po3snosctogkeHum (FIGO ctagisa 1I-IV) cepo3Hum abo eHaoMeTpioigHUM
pakoOM SIEYHMKIB BMCOKOTO CTYNEH 3M0SKICHOCTI nicnd BignoBiAi Ha CcTaHO4apTHY NAaTUMHOBMICHY
ximioTepanito nepwoi NiHii (MONO- OLAl)» KoL pocnimpkeHHs D9319C00001, sepcia 1.0 Big 17 rpyaHs

2020; croHcop AstraZeneca AB, Sweden
3asBHuK - TOB «<ACTPA3SEHEKA YKPAIHA»
BYNO CTANO

3aB. Bif,., K.M.H. OcTaneHko O.B.
HauioHanbHuiA  IHCTUTYT  paxy,
MasioiHBa3MBHOT  Ta  €HAOCKOMIYHOI
iHTEepBEHLiAHOT pagionorii, M. Knis

BigAiNeHHs
Xipyprit,

3aB. Bif., K.M.H. OcTtaneHko O.B.

JepxaBHe HeKoMepLiliHe niagnpuevMcTBO
«HauioHaNbHWUI IHCTUTYT paKy», BiAA4iINEHHSA
MaUsiOiHBa3MBHOI  Ta  eHOOoCKOMiYyHOi  Xipypril,

iHTepBEHLUINHOI paaionorii, M. Kuis

O.M.H., npod. AyaHiyeHko O.C.

JepxaBHa ycTaHOBa «IHCTUTYT 3arasibHOl Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aiiyeBa
HauioHanbHOT akagemii MeguyHux Hayk YKpaiHu»,
BigAINEHHs XipypriyHMxX iHAQEeKUin Ta ycknagHeHol
OHKOJI0rYHOI naToforii Ha 25 NiKOK 3 nanaToto

O.M.H., npod. AyaHiyeHko O.C.

JepxaBHa ycTaHOBa «IHCTUTYT 3arasibHOl Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aiiuesa
HauioHanbHOI akagemii MeguuHnx Hayk YKpaiHu»,
BiAAINEHHS XipypriyHmX iHAdeKUin Ta ycknagHeHoi
OHKO/I0rYHOI naTonorii Ha 25 NiKOK 3 nanaToto

iHTEHCMBHOI Tepanii Ha 6 skok, XapKiBCbKa | iHTEHCMBHOI Tepanii Ha 6 NikoK, XapKiBCbKuUiA

MeguuHa akagemisi MicASAUNIOMHOI  OCBITW, | HaLiOHaIbHUIA MeAUYHUIA yHiBepcuTeT,

Kadhegpa OHKoOMoOrii Ta A[UTAYOI OHKOJOCriT, Kadpegpa oOHKonorii, nNpomMeHeBOi Tepanil,

M. Xapkis OHKOXipyprii Ta naniaTMUBHOI  gonomoru,
M. XapkiB

15. 3miHa BignosiganbHOro gocnigHuka; 3MiHa HasBM Ta agpecu Micusli NPoBeAeHHA KMiHIYHOro
BUNPOOYBaHHA [0 MPOTOKO/Y K/iHIYHOrO AocnimkeHHst «PaHgomizoBaHe, Il ¢ha3m, noggiiiHe crine
OOCniMpKeHHs1 KOMOIHaUiT TpacTy3ymady, xiMmioTepanii Ta nembponizymaby y NOPIBHSAHHI 3 KOMOiHaL|iE
TpacTysymaby, ximioTepanii Ta nfaue6o £k Tepanii nepwoi niHii y nauieHTiB 3 HER2-N03MTUBHO
MeTacTaTUYHOK afeHOKapLMHOMOK LWAYHKY abo LW/yHKOBO-cTpaBoxigHoro 3'egHaHHsA (KEYNOTE 811)»,
koA pocnipkeHHs MK-3475-811, 3 iHkoprnopoBaHoto nonpaskoto 09 Big 08 BepecHs 2022 poky; CMOHCOP -

TOB Mepk Wapn eH Joywm, CLA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»
BYNO CTA/O
K.M.H. TpyxiH 4.B. nikap KpacHorpypgb F0.C.

KomyHanbHe HekoMepLiiHe nignpuemcTso | KomyHanbHe HekomepLiiHe nignpuemcTBo
«OpecbKuii perioHasIbHWiA KNiHIYHWIA | «OpecbKuii perioHasIbHWiA KNiHIYHWi
NPOTUNYX/IMHHWI  LeHTp» Ogecbkoi 06nacHoi | NpOTUNYXNUHHUIA UeHTp» Oaecbkoi 06nacHoi paaw,

paaw, BigdineHHs ximioTepanii, M. Ogeca BiAAiNeHHs ximioTepanii, M. Ogeca




BYNO CTA/NO

K.M.H. OcTtaneHko HO. B. 3aB. Bif., K.M.H. OcTaneHko HO. B.

HauioHanbHuiA  iHCTUTYT paky, BiggineHHs | JepxaBHe HekoMepLiliHe nignpMemMcTeo
MaJloiHBa3MBHOI  Ta  €HAOCKOMIYHOI  Xipypril, | «<HauioHanbHWIF  IHCTUTYT  paky», BigdifieHHs
iHTepBeHLUiliHoi pagionorii, M. Kuis ManoiHBa3MBHOI  Ta  eHJocKoniyHoi  Xipypril,

iHTepBeHLiliHoT pagionorii, M. Kuis
Appeca: Byn. HO. 3paHoBcbKol 33/43, M. Kuis,
03022, YkpaiHa

16. Bpouwypa gocnigHuka TaBanagoH (Tavapadon) Bepcis 4.0 Big 30 oBTHA 2022 p., aHIiACLKOIO
MOBOI0; [locb€e focnigKyBaHOro sikapcbkoro 3aco6y TaBanagoH (Tavapadon) ta nnaue6o, Bepcis
4.0 Big 02 nuctonaga 2022 p., aHrNICbKOKD MOBOK [0 MNPOTOKO/Y KAIHIYHOrO AOCNIAKEHHS
«PaHgomizoBaHe, noggiliHe cnine, nnauebo-KOHTPOIbOBaHe AOCAIMKEHHSA a3y 3 Yy napanenbHux rpynax
TPUBAICTIO 27 TUXKHIB i3 THYYKMM Nif6opoM A03M AN OLiHKM eheKTUBHOCTI, 6e3neyHoCcTi Ta nepeHOCUMOoCTi
TaBanafgoHy Yy nauieHTiB 3 XxBOpo6ot [lapkiHCOHa Ha paHHin cTagii (gocnigpkeHHa TEMPO-2)», kog
pocnipkeHHs CVL-751-PD-002, sepcis 3.0 Big 03 BepecHs 2021 p.; cnoHcop - CepeBen Tepan'toTike, JI1C,
CWA [Cerevel Therapeutics, LLC, USA]
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

17. Bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHA 22 Big 26 ciuHA
2023 poKy, aHrniiicbko MOBOLO; YKpaiHa, MK-7339-013, Bepcia 00 Big 06 kBiTHA 2023 p.,
YKpaiHCbKOIO MOBOIO, [lonOBHEHHA A0 iHopmauii Ta AOKYMEHTY npo iHopmoBaHy 3rogy AnA
nauieHTa nicnA nporpecyBaHHs 3axBOpPHOBaHHA; 3MiHa Ha3BU Micus MNPOBEeAEHHA KIiHIUHOro
BUNPOOYBaHHA [0 MPOTOKO/Y KIIHIYHOrO AochimpkKeHHs «PaHgomisoBaHe, noggiiiHe chnine, nnaue6o-
KOHTposiboBaHe gocnimpkeHHs Il pasn ansa ouiHki nemoéponisymady (MK-3475) y noegHaHHi 3 CynyTHbOI
xiMionpoMeHeBo Tepanieto 3 nofgasibLUMM BBeAeHHAM nemoponizymaby 3 onanapnéom (MK-7339) abo 6e3
HbOrO Yy TMOPIBHAHHI JiMlIe 3 CYMYTHbOK XiMIONPOMEHEBOK Tepanield B YYaCHUKIB 3 HeLloAaBHO
JiarHOCTOBaHUM N10Kasi30BaHUM APiGHOKTITUHHUM pakoMm nereris (J1I4PM)», kog, gocnigkeHHs MK-7339-013,
3 iHkopropoBaHoto nonpaskoto 04 Big, 12 BepecHs 2022 poky; cnoHcop - TOB Mepk Wapn eng Odoym, CLUA
(Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTANO
K.M.H. OcTtaneHko O.B. K.M.H. OcTaneHko O.B.
HauioHanbHWiA  IHCTUTYT  paky, BiagineHHs | AepxaBHe HeKomepuiliHe niagnpuemMcTBO
MasioiHBa3MBHOI  Ta  eHAO0CKOMiYHOI  Xipypril, | «HayioHanbHWUIA  IHCTUTYT  paky», BiggineHHs
iHTepBEHLiNHOI pagionorii, M. Knis Ma/iOiHBa3MBHOI  Ta  €HAO0CKOMIYHOI  Xipypril,
iHTepBeHUINHOI pagionorii, M. Kuis

18. Bpouwypa pgocnigHuka TaBanagoH (Tavapadon) Bepcisa 4.0 Big 30 »xoBTHA 2022 p., aHIMiNCbKOK
MOBOIO; flocbe pgocnigkyBaHOro fikapcbkoro saco6y TaBanagoH (Tavapadon) Ta nnaue6o, Bepcis
4.0 Big 02 nuctonaga 2022 p., aHrNiiCbKOKO MOBOK A0 MNPOTOKO/Y K/IHIYHOTO AOCAIMKEHHS
«PaHgomizoBaHe, noAgiliHe cnine, nnaue60-KOHTPONbOBaHe AOC/IMKEeHHA ha3n 3 y napasnesibHuX rpynax
TPUBAJTICTIO 27 TWXHIB i3 THY4YKMM Nif6opoM A03M A5 OLiHKM e(PEKTMBHOCTI, 6€3NeYHOCTi Ta NePEHOCUMOCTI
TaBanagoHy B AKOCTi AONOMDKHOI Tepanii y AOpOCNuX nauieHTiB 3 XBOpo6ok [NapkiHCOHa 3 MOTOPHUMU
dnykTyauiamn, ki OTpUMYHOTb NiKyBaHHA npenapaTtom Jlesogona (gocnimkeHHs TEMPO-3)», kopf
pocnipkeHHss CVL-751-PD-003, Bepcis 3.0 Big 03 BepecHs 2021 p.; cnoHcop - CepeBen Tepan'toTike, JI/1C,
CWA [Cerevel Therapeutics, LLC, USA]
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

19. Bpowypa pgocnigHuka CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination),
BupaHHAa 3 Big 11.08.2022 p.; bpowypa gocnigHuka CJINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination), BupgaHHa 4 Big 04.01.2023 p.; IHopmauis Ana nauieHta Ta dopma
iHcbopmoBaHOi 3roau — Mpotokon 64091742PCR3001, Bepcia 13.0 ykpaiHCbKOO MOBOIO A1 YKpalHu
Big 15.03.2023 p.; IHcopmauin ana nauieHta Ta dopma iHdopmoBaHoi 3roau - [poToKon
64091742PCR3001, Bepcisa 13.0 pociiicbkolo MOBOIO ais YKpaiHu Big 15.03.2023 p.; IHchopmaunia ans
nauieHta Ta ®opma iHchopmoBaHoi 3rogn — MNMpoTtokon 64091742PCR3001, Bepcia 4.0 yKpaiHCbKOLO
MOBOI0 A1 YKpaiHu Big 22.03.2023 p.; IHchopmaunia gna nauieHta Ta Popma iHchopmMoBaHOi 3rogn —
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Mpotokon 64091742PCR3001, Bepcisa 4.0 pocilicbkolo MOBOW Ans YkpaiHu Big 22.03.2023 p.;
IHhopMmauisa anAa nauieHTa Ta ®opma iHhopmoBaHoI 3rogu — MpoTokon 64091742PCR3001, Bepcis 3.0
YKpaiHCbKOIO MOBOK pAns YKpaiHu Big 18.04.2023 p.; IHdopmauia ana nauieHta Ta Popma
iHdbopmoBaHoi 3rogu — MNMpoTtokon 64091742PCR3001, Bepcis 3.0 pocilicbkolo MOBOIO ANnA YKpaiHu
Big 18.04.2023 p.; IHdopmauia ana naudieHta Ta dopma iHpopmoBaHoi 3rogu - [MpoTokon
64091742PCR3001, Bepcia 4.0 yKkpaiHCbKOI0 MOBOIO A/1s1 YKpaiHu Bif, 17.05.2023 p.; IHdopmauisa ans
nagieHTa Ta ®Popma iHchpopmoBaHoi 3roau — MNMpotokon 64091742PCR3001, Bepcia 4.0 pociiicbkoto
MOBOIO Ans YKpaiHu Big 17.05.2023 p.; 3miHa BignoBiganbHOro AocnigHuka y Micui npoBefeHHA
KNiHIYHOrO BUNPOGYyBaHHA; 3MiHAa Ha3BU MicLb NPOBEeAEHHSA K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKOMY
KNiHiYHOro gocnimkeHHs «PaHaomisoBaHe, nnauebo-KoOHTPOIbOBaHe, NOABINHE cAine KAiHiYHe AOCAiMKEHHS
3 a3 npenapaty Hipanapu6 y komb6iHaujii 3 AbipaTepoHa AuetatoMm Ta lMpeaHi30HOM Yy MOPIBHSAHHI 3
AbGipaTepoHa AueTatoM Ta NpeaHi3oHOM A5 AiKyBaHHS NaUieHTIB 3 MeTacTaTU4HUM pakom nepeamixypoBoi
3a/1031», Kog pgocnigpkeHHs 64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p.; cnoHcop - «AHCCEH

SAPMALEEBTUKA HB>», Benebris
3asaBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris
BYNO CTANO
3aB. Big. /iuteuH I. B. nikap 3sBoHapboBa H.T.
KomyHanbHwii 3aknag «KniHiuHnii | KomyHanbHe nignpuemMcTBo  «[HINPOBCbLKWMIA
OHKOJIOTiYHUIA AucnaHcep» [HiNponeTpoBCbKOi | 06/1aCHUI KAIHIYHMIA OHKONOTIYHUIA gucnaHcep»
o6nacHoi paaw, BiggineHHa ximioTepanii, | [IHiNPONeTPOBCLKOI o6nacHoi pagu»,
M. [IHinpo OHKOXiMioTepaneBTU4YHe BigAineHHsA, M. JHINpo

O.M.H., npod. CtaxoBcbkuii E.O.

HauioHanbHWIA iIHCTUTYT paKy, HaykoBO-AoCaigHe
BigAiNEHHST NMAacTUYHOI Ta  PEKOHCTPYKTUBHOT
OHKoyposorii, M. Knis

A.M.H., npod. CtaxoBcbkuii E.O.

JepxaBHe HeKomepuiliHe niagnpuemMcTBO
«HauioHanbHUIA  iHCTUTYT  paKy», HayKOBO-
pocnigHe BigAINEHHS naacTU4Hoi Ta

PEKOHCTPYKTUBHOI OHKOyposiorii, M. Knis

O.M.H., npod. Cakaso B.C.
KUiBCbKMIA MIiCbKUIA KNIHIYHUIA OHKONOriYHWUIA

LeHTp, YyponoriyHe  BigdineHHs, [OepxaBHa
ycTtaHoBa «IHCTUTYT Yyponorii HauioHanbHOI
akagemii MeAWUYHUX HayK YKpaiHu», Biggin

OHKoyponorii, M. Kui

A.M.H., npodp. Cakasio B.C.

KomyHanbHe  HekomepuiiiHe  nigNpPUEMCTBO
«KWiBCbKNIA MIiCbKWUii KNiHIYHWIA OHKOMOriUHWIA
LeHTp» BUKOHaABYOro opraHy KuiBcbKoi MiCbKOT
pagu (KuiBcbKoi MiCbKOi AepxxaBHol
aaMiHicTpauil), yponoriyHe BigginieHHs, JepxasHa

yctaHoBa «IHCTUTYT yponorii iMeHi akagemika
O.®. BosiaHoBa HauioHanbHOiI  akagemii
MeAVYHUX HayK YKpaiHu», Bifaia OHKOYpPOsOrii, M.
Kuis

20. OHoBneHi po3ginu 3.2.P.2.3 Manufacturing Process Development, 3.2.P.3.2 Batch Formula,
3.2.P.3.3 Description of Manufacturing Process-Process Controls, 3.2.P.5.4 Batch Analyses, 3.2.P.8.1
Stability Summary and Conclusion, 3.2.P.8.3 Stability Data Jocbe pocnifgKyBaHOro nikapcbKoro
3acoby MK-3475 Pembrolizumab SC, Bepcisa 089JRG Big 27 KBiTHA 2023 poKy, aHIMiliCbKOI0 MOBOIO;
MopoBXeHHA TepMiHY NpuaaTHOCTI AocnigkKyBaHoro nikapcbkoro 3aco6y Pembrolizumab SC 3 24
MicauiB Ao 36 MicsALiB [0 NMPOTOKOY KiHIYHOrO AOCNiMKeHHA «Bigkpute, paHgomizoBaHe gocnimxkeHHs Il
hasn AN BUBYEHHS (papmakokiHeTUkM Ta 6e3nevyHoCTi nemo6ponisymady Ansd nifglwkKipHOro BBeEHHSA
NOPIBHAHO 3 NemMo6ponizymMaboM AN BHYTPILUHbOBEHHOr0 BBEJEHHSA, B KOMOIHALil 3 ABOXKOMMNOHEHTHOH
ximioTepanieto npenapatamMu NiaTUHW, B SAKOCTI MepLlol NiHil Tepanil Ana yyacHUKIB 3 MeTacTaTUYHUM
NJIOCKOKNITUHHUM @60  HEM/IOCKOKTITUHHUM  HEeOPIGHOKTITUHHAM  PakOM JIEreHiB», KOZ, AOC/IiLKEHHS
MK-3475-A86, Bepcis 3 iHKOpPNopoBaHo nonpasBkoto 06 Bifg 25 ciuHA 2023 poky; cnoHcop - TOB Mepk LWapn
eHfg, Joym, CWA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

21. OHoBneHwuii MpoTokon KniHiuHOro BunNpoGyBaHHsa D2912C00003, Bepcisa 8.0 Big 24 6epe3Hsa 2023
POKYy, aHrniicbkoro mMoBoOK; dopma ouiHOBaHHA, Bepcia 1.0 Big 24 ciuHa 2023 poky, WoAo
OHOBMeHHA Bpowypu pocnigHuka AZD1402, Bepcis 6, Big 15 rpyaHa 2021 poky, aHriiiCbKolo
MmoBoto; IHchopmauia ana nauieHta i popma iHhopmoBaHoi 3rogn ana YactmHu 1 BUNPOGYBaHHS,
Ansa YkpaiHu, Bepcisa 5.0 Big 25 kBiTHA 2023 poKy, Ha ocHoBi Maiictep-Bepcii 5.0 Big 17 kBiTHA 2023
POKy, aHr/iACbKOI Ta YKpaiHCbKoo MoBamu; fopatok go IHdopmauii ansa nauieHta i copmum
iHbopmoBaHoi 3roau ana YactmHu 1 BunpoGyBaHHA, Ans YKpaiHu, Bepcisa 5.0 Big 25 kBiTHA 2023
POKy, Ha ocHOBI Maiictep-Bepcii 5.0 Big, 17 kBiTHA 2023 pOKY, aHINMiliCbKOIO Ta YKPAIHCbKOID MOBaMu;
IHchopmaunia ana nauieHTta i popma iHhopmoBaHoi 3rogu ans YactuHu 2 gocnimKeHHs, ansa YKpaiHu,
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Bepcisa 7.0 Big 25 kBiTHA 2023 poKy, Ha ocHOBI MaiicTep-Bepcii 8.0 ana YacTuHu 2 gocnipxeHHs Big,
05 KkBiTHsA 2023 poOKy, aHI/iACbKOI Ta YKpaiHCbKO MoBamu; floaatok Ao IHchopmauii gna nayieHTa i
cthopmu iHhopMoBaHOi 3rogu Ansa YactuHm 2 pocnigkeHHs, ana YKpaiHu, Bepcia 7.0 Big 25 KBiTHA
2023 poky, Ha ocHoBi Maiictep-Bepcii 8.0 gna YactuHun 2 pgocnipxeHHs Big 05 kBiTHA 2023 poky,
aHrNINCbKOK Ta YKPaiHCbKOK MOBaMW [0 NPOTOKO/Y KAIHIYHOrO A[ochifpkeHHs «PaHgomizoBaHe,
noAgiiiHe cnine, nnayebo KOHTPOMbOBaHe, 6GaraToueHTpoBe JochigpkeHHs ¢asn lla 3 BM3HAYEHHS
ONTMMasIbHOT [03M, Y ABOX YacTUHaXx, A5 OUiHKM eheKTMBHOCTI i 6e3neYHOCTi iHransuiiHoro npenapary
AZD1402, wo npuiiMaetbcsa y QOPMi CyXOro MOpPOLUKY OBiYi Ha [06Yy NpOTAroM 4 TWXHIB, Y LOPOCANX
NauieHTiB 3 OpOHXia/IbHOK acTMO, SKi  OTPMMYHOTb cepeaHi abo BUCOKI  [03U  IHraSLUIRHNX
KOpTMKOCTEepoiAiB», kod aocnimkeHHsa D2912C00003, Bepcia 7.0 Big 03 cepnHsa 2022 poKy; CMOHCOP -
AcTpa3eHeka ABb, LLseujisi/AstraZeneca AB, Sweden
3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

22. 3miHa BignoBiganbHOro gocnigHMKa Ta HasBU Micus NpoBeAeHHA BUMNPOGYBaHHA [0 MPOTOKONY
KMIHIYHOTO  JocnifkeHHs «baraTtoueHTpoBe, BigKpUTE [OCMIMKEHHA 3 OfHIE TPYNo ONA  OLiHKM
[OBroTpusasnoi 6e3neku, nepeHocuMOocCTi Ta ePeKTUBHOCTI GpiBapaueTamMy B YY4aCHUKIB AOCNIIKEHHSA BIKOM
Big 2 A0 26 pOKIB i3 gUTSAYOK abCaHCHOK enifiencield abo HBEHISIbHOK abCaHCHOK eninenciet», Kofg
pocnipkeHHs EP0132, 3 iHKOpnopoBaHO nonpaBkow 2 Big 29 6epe3Hs 2021 poky; cnoHcop - UCB
Biopharma SRL, Belgium
3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO CTAIO
K.M.H. KupuueHko A.Tl'. nikap 3anisHsak T.0.
KomyHanbHe nignpuemMctBo «/iHinponeTpoBCbKa | KoMyHasibHe nigNnpUeEMCTBO «PerioHanbHum
o6nacHa antada KNiHiYHa NiKapHA» | MEAMYHUIA  LUEeHTP  POAUHHOINO  3[0pPOB’sA»
AHinponeTpoBCbLKOI o6nacHol pagu», | AHinponeTpoBCLKOI o6nacHol pagun»,
HeBpPONOro-HevpoxipypriuHe BigAineHHs, | BiaaineHHa  HeWpoxipyprii Ta  HeBponorii,
M. [Hinpo M. [Hinpo

23. bpowypa pocnigHuka Etpacimopg (APD334), BugaHHAa 10.0 Big 18 nuctonapga 2022 poky,
AHINIACbKOIKO MOBOIO [0 NMPOTOKOY K/HIYHOIrO JocnigpKeHHs «baraToueHTpoBe, paH4oMi30BaHe, NoaBiliHe
cnine AOC/iMKEHHS, WO NPOBOAUTLCSA B NapasiefibHMX rpynax Aas ouiHku e(PeKTMBHOCTI Ta 6e3MneYHOCTI
nepopasibHOr0 eTpacimoAy npy Moro 3acTocyBaHHI LS iHAYKUIMHOI Ta nigTpyMyBausibHOI Tepanii npw
NikyBaHHI aKTUBHOI XBOPOOW KpoHa Big MOMIPHOrO [0 BaXKOro CTYNEHs TSHKKOCTI», KOA4 AOCAIAKEHHS
APD334-202, 3 iHkoprnopoBaHoto nonpasBkoi 2.0 Big 11 uepBHA 2020 poKy; CMAOHCOpP - «ApeHa
dbapmacbloTikans, [HK.» (Arena Pharmaceuticals, Inc.), United States
3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULieo «ANK IOBIA PAC YkpaiHa»

24. OHoBneHa bpowypa gocnigHuka gna MK-6194 (PT101), sepcia 11 Big 31 G6epesHs 2023 p.,
aHrNificbKoK MOBOIO [0 NPOTOKOJY KAIHIYHOrO AocnimxeHHs «PaHgomizoBaHe aganTvBHe noAgiliHe cnine
nnauebo-KOHTpO/IbOBaHe 6GaraToueHTpoBe AochnimkeHHa ¢dasn 1b  ansg  BMBYEHHA  6e3MeyHoCTi,
nepeHoCUMOCTi, (hapMakoKiHETUKM Ta hapmakoanHaMiky 6aratopa3oBux A03 npenapaty PT101 y naujieHTiB
3 aKTMBHMM BMPAa3KOBUM KOMTOM», KOZ4 pocnimkeHHs PT101-201, nonpaska 8, Bepcisa Big 13 TpaBHa 2022
POKy; cnoHcop - «MaHgioH TepanblTUKC, IHK.», OOYiPHA KOMMNaHif, WO 3HaXo4AUTbCA Yy MOBHIA B/IACHOCTI
«Mepk eHpg Ko., IHK.», Payeii, wrtaT Heto-Ixepci, CLUA (Bigomoi sik «<MC/» 3a mexamn CnonyyeHux LUtariB
Amepukn Ta KaHagm) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc., Rahway,
NJ, USA  (known as MSD  outside the United States and Canada), CWA
3asBHUK - TOB «biomanac», YkpaiHa

25. OHoBneHa Bpouwypa agocnigHuka ana nikapcbkoro 3acody edtunarimog anbda, Bepcia 10.0 Big,
16 nwToro 2023 poKy [0 NPOTOKOAY KANiHIYHOrO  gocnigkeHHs «TACTI-002 (Two ACTive
Immunotherapeutics): baratoueHTpoBe, BigKpuTe AO0CNiMKeHHA da3mn Il y nauieHTiB 3 paHiwe HesikoBaHUM
HeonepabenbHMM abo MmeTacTaTUYHUM HeJPIGHOKTITUHHMM pakom nereni (HAP), a6o peungusytounm PD-
X pedpakrepHum HAPJ, abo peunamByouMMm 4m MeTacTaTUyHUM MIOCKOKNITUHHMM PakoM roflioBU Ta Liui
(MPTW), ski OTPMMYIOTb PO34YMHHWI pPeKkombiHaHTHUIA 6Ginok LAG-3 edptunarimog anbda (IMP321) y
KOoMbGiHaLji 3 nembponizymabom (aHTaroHicT PD-1)», koa gocnigpkeHHss TACTI-002, Bepcis 4.1 ciHasibHa, Bif,
8 yepBHSA 2021 POKYy; CrnoHcop - Immutep S.AS,, ®paHuis
3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasbHICTIO «/TABKOPTT K/MIHIKA AEBE/NIOMMEHT YKPAIHA»



26. bpouwypa pgocnigHuka etenkanuetug (AMG 416), BugaHHa 11.0 Big 10 nwTtoro 2023 p.,
aHrNiNcbKO MOBOIO [0 MPOTOKONY KAIHIYHOTO JOC/imKeHHs «PaHgomi3oBaHe, BiAKpUTE, KOHTPO/IbOBaHe
pocnipkeHHs 11l hasm gns ouiHkM edreKTUBHOCTI, 6e3neYvHOoCTi, hapMakoKiHETUKM Ta dhapmakognHaMmiKm
eTenKanueTuay npu oro 6aratopasoBoMy BBEAEHHI Y AiTel BikoM Bif 28 AHiB A0 < 18 pOKiB i3 BTOPUHHUM
rinepnapaTnpeosom Ta XPOHiYHMM 3aXBOPIOBAHHAM HMUPOK, KM NPOBOAATL MiATPUMYOUMIA reMogiania», Koj,
pocnigxeHHs 20140315, iHkoprnopoBaHuii nonpaskoto 5 Big 12 )0BTHA 2022 poKy; CNOHCOP - «AMXEH IHK.»
(Amgen Inc.), CLWA
3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

27. 3miHa BignoBigasIbHOro AocCnigHMKA Ta Ha3BU MicuUs NPOBeAEeHHA K/iHIYHOro BUNpoOyBaHHA A0
NPOTOKONY  KAiHIYHOrO  AOChifKeHHA «PaHaoMizoBaHe noABiiHO  cnine  niaue60-KOHTpOosiboBaHe
faraTtoueHTpoBe [OCNIMKEHHA 3 ha3n 3 OUiHKM NigTpUMykoyol Tepanii Hipanapnéom y nauieHToK i3
MOLIVPEHNUM PakoM SIEYHUKIB, Y AKMX OyN0 3apeecTpoBaHO BiAMNoOBiAb Ha Tepanilo nepwloi AiHii i3
3aCTOCYBaHHAM XiMioTepaneBTUUYHWX NpenapartiB Ha OCHOBI NnaTtuvHW», Koh pocnigxkeHHs PR-30-5017-C,
pepakuin 7.0 3 Monpaskoto Ne06 Big 28 ciuHa 2022 p.; cnoHcop — «TECAPO Ixkopnopeiiteg», CLUA
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTHO «Ml EC AA-YkpaiHa»

BYNO CTANIO
3aB. Bif. /iuteuH L.B. nikap 3soHapboBa H.I'.
KomyHanbHwii 3aknag, «KniHiuHnii | KomyHanbHe nignpuemMcTBo  «[HINPOBCbLKNIA

OHKOJIOTiYHMIA AucnaHcep» [HiNponeTpoBCbKOi
o6nacHoi paau, BigpineHHA XximioTepanii, M.
[AHinpo

o6n1iacHUii KNiHIYHUIA OHKONMOTIYHUIA gucnaHcep»
JAHinponeTpoBCbKOI o6nacHoi pagm,
OHKOXiMioTepaneBTUYHE BigaineHHA, M. [IHINpo

28. bpouypa gocnigHuka focnigkyBaHoro 3acooy: LPRI-CF113 ([ApocnipeHOoH 4 Mr & [lpocnipeHoH
2.8 mr Tabnetku ANA nepopasibHOro 3actocyBaHHs), BupgaHHa 3.3 Big 3 niotoro 2023 poky,
aHrnivicbkoro moBoto (Investigator’s Brochure Investigational Drug: LPRI-CF113 (Drospirenone 4 mg
& 2.8 mg oral tablets), Edition 3.3, 03-FEB-2023, English) 0o npoTokosy KIiHIYHOro [AOCNigKeHHSA
«baratoueHTpoBe, noABiiHe cnine, paHAOMI30BaHe KAiHiYHe gocnimkeHHa Il das3n ana  ouiHkn
edpekTBHOCTI Ta 6e3neyHocTi npenapaty LPRI-CF113 B nopiBHAHHI 3 nnaue6o npu fikyBaHHi eHA0MeTpio3y
BMPOAOBX 3 UMKMIB 3 NofanbLUMM BIOKPUTUM JliKyBaHHAM BMNPOAOBX 3 UUKNiB», KoA AocnigxeHHs CF113-
302, octaTouHa Bepcisa 2.0 Big 10 6epesHa 2022 poky; crnoHcop - «Yemo Pesepu C.J1.» (Chemo Research
S.L.), IcnaHis
3anBHuUK - «Ckoyn IHTepHewHn Al», HimeuunHa

29. 3miHa Ha3BM Micua NpoBeAEeHHSA KNiHIYHOro BUNpoOyBaHHSA; 3MiHa BigNOBiAa/ILHOIO AOCAIAHUKA
B Micli npoBefeHHA K/iHIYHOro BUNpPOOGYyBaHHA; POAOBXEHHA TepMiHY TPUBANOCTI KMiHiYHOro
BUNPOGYBaHHA B YkKkpaiHi Ao 30 KBiTHA 2024 pokKy [0 nNPOTOKOMY K/IIHIYHOrO [OCHiAKEHHS
«PaHpgomi3oBaHe, noagiliHe cine, 6araToLEeHTPOBE AOCAIMKEHHS eKBiBa/IEHTHOCTI pa3u Ill y napanensHux
rpynax gns nopiBHAHHA edpekTUBHOCTI, 6e3nekn, dhapMakokiHeTUKN Ta imyHoreHHocTi HD204 Ta ABacTuHY®
y nauieHTiB 3 MeTacTaTMyHUM abo peungnuBHUM HENSIOCKOKNITUHHUM HeApPiOGHOKNITUHHUM PakoM JflereHb»,
koa pocnigxkeHHa SAMSON-II, Bepcisa 5.0 Big 04 nunHa 2022 p.; cnoHcop - Prestige BioPharma Limited,
CiHranyp

3aaBHUK - TOB «Kpomocdhapma YkpaiHa»

BYJIO

CTAJIO

nikap KypoukiH A.B.

KoMmyHanbHe  HeKkoMepuiiHe  MignpPMeMCTBO
CyMCbKOi o6nacHoi pagun CymMcbKuii o6nacHuii
KNiHiYHNA OHKOJIOTiYHMIA AucnaHcep,
OHKOTOpakasibHe BigaineHHs, M. Cymu

nikap KypoukiH A.B.

KoMmyHanbHe  HeKkoMepuiliHe  nignpueMCcTBO
CyMcbKOi o6nacHol paau «CyMCbKuiA 06n1acHui
KNiHiYHNA OHKOJIOTiYHMIA LeHTP»,
OHKOTOpakasibHe BigaineHHsa, M. Cymu

O.M.H., poueHT Cusak J1.A.

O.M.H., npody. Cusak J1.A.

HauioHanbHUiA IHCTUTYT paKy, HaykoBO-fgocnigHe | [JlepxaBHe HeKoMepLiliHe nignpMemMcTBo
Big4ineHHa ximiotepanii conigHnX nyxnuH, M. Kuis «HauioHanbHUiA  IHCTUTYT  paKy», HayKOBO-
jocnigHe  BigdineHHa  ximioTepanii - conigHuX
NyxauH, M. Knis
BYNO CTAJIO

K.M.H. TpyxiH A.B.

nikap KpacHorpyab H0.C.




KomyHasnbHe HeKkomMepLiiiHe nignpnemcTBo | KomyHanbHe HeKoMepLUiiHe nigNpPUeEMCTBO
«OpecbKuii perioHasIbHUiA KNiHiYHWA | «Oaecbkuii perioHasIbHUiA KNiHIYHWIA
NPOTUNYXAIMHHWI  LeHTp» Ogecbkoi  06NacHOT | MPOTUNYXAWHHWI  LeHTp»  Ogecbkoi  06nacHoi
paav», BiggineHHa ximiotepanii, M. Ofeca paav», BiggineHHa ximiotepanii, M. Ofeca

30. OHOBNEHUMIA NPOTOKON KNiHiYHOro BUNpoG6yBaHHsa M19-388, Bepcis 6.0 Big 08 ntotoro 2023 poky;
Bpolypa gocnigHuka ana gocnigkyBaHoro nikapcbkoro 3acody BeHetoknakc (ABT-199), Bepcia 15
Big 13 ciuHa 2023 poky; IHopmauis ansa nauieHTa Ta iHopmoBaHa 3roga Ha y4yacTb Yy HaAyKOBOMY
pocnipxeHHi, Bepcia 2.0 gna YkpaiHn Big 25 Gepe3HA 2023 poKy YKPaiHCbKOK Ta POCilfiCbKOo
MOBaMM A0 NPOTOKO/TY K/iHIYHOro AoCAimKeHHS «MpoaoBXKeHe AOC/iMKEHHSI BEHETOK/IAKCY Y NaLieHTiB, SKi
3aBepLUNIM YYacTb Y nonepeaHboMy KAiHIMHOMY BUNPOOYBaHHI BEHETOKIAKCY», KoA AocnimkeHHst M19-388 ,
Bepcia 5.1 (Tinbkn ansa Ykpainu) Big 06 uepsHA 2022 poky; cnoHcop - «E6G6BI IHk», CLUA / AbbVie Inc., USA
3asBHuK - E66BI biothapmacbtoTikana M'm6X, Lseliuapis

31. OHoBeHWiA NPOTOKOA KNiHiYHOro AocnimkeHHA 17000139BLC3001, 3 nonpaBkoto 3 Big 17
nuctonaga 2022 poKy aHrjiicbkolo MOBOLO; Bpollypa gocnigHuka [BocnigXyBaHOTO JliKapCbKOro
3aco6y JNJ-63723283 (LeTtpenimab (Cetrelimab)), pegakuis 7 Big 12 )xoBTHA 2022 poKy aHIMiliCbKOLO
MoBO10; IHchopmauiiiHMii NMCTOK nauieHTa Ta popma iHchopmoBaHoi 3roau Ans YkpaiHu, sepcia 3.0
Big 11 ciuHA 2023 poKy yKpaiHCbLKOIO Ta pPOCiiCbKO MoBamu; OnuTyBanibHUK «PGIC» («3aranbHe
BpaXeHHsA nauieHTa npo 3MiHW»), Big 25 TpaBHA 2022 poKy YKpaiHCbKOK Ta pPOCINCbKOID MOBamu;
onutyBanibHUK «PGIS» («3arasibHe BpaXeHHA nauieHTa NpPo TSHKKICTb 3axXBOPHOBaHHA»), Big 25
TpaBHA 2022 poKy YKpPailHCbKOK Ta POCIilicbKo MoBamu; [OCbe [O0CNIAKYBAHOIO MiKapCbKOro
3aco6y JNJ-17000139 (FemuitabiH (Gemcitabine) 225 mr, cucrema iHTpaBe3uKasIbHOI [OCTaBKU
(TAR-200)), (Bepcisi 9.0) aHrniicbkol0 MOBOL; 3as/lydeHHA [0[aTKOBOro npenapaty MOPiBHAHHS
FemuitabiH Akkopp (Gemcitabine Accord), 100 mr/mn, KOHUEHTpAT A1 NPUrOTYBaHHA PO3UUHY ANA
iHdpy3iii; BUpoGHUKKM: Janssen Pharmaceutica NV, Benbrifi; Fisher Clinical Services, Inc., CLUA;
Fisher Clinical Services GmbH, LLBeliyapis; Accord Healthcare Polska Sp. z 0.0. Magazyn Importera,
MNonbuwa; Intas Pharmaceuticals Limited, IHAia; CnpouweHe AOCbE A[OCAIAKYBaHOro JliKapCbKOro
3aco6y rlemuitabiH Akkopp (Gemcitabine Accord), 100 Mr/Ms, KOHUEHTpaT ANA NPUroTyBaHHA
po3uuHy pansa iHdysiid, Big 24 XOBTHA 2022 poKy aHrNiicbKold MOBOIO; 3pa3oK MapKyBaHHSA
npenapaty nopiBHAHHA [emuita6iH (Gemcitabine), 2000 mr (100 Mr/mn), KOHUeHTpaT AN
NPUroTyBaHHsA PO34unHy, Bepcia 1 Bif 24 BepecHA 2020 poky aHIMiCbLKOIO Ta Bepcis 1 Big 22 BepecHA
2020 PpoOKYy YKpaiHCbKOWO MOBaMu [0 MPOTOKO/lY KAIHIYHOrO  AocnimkeHHst «baraToueHTpoBe
paHAomi3oBaHe AocnimkeHHA a3 3 An1a ouiHKM ediekTMBHOCTI npenapaty TAR-200 B kombGiHauii 3
uetTpeniMaboMm Yy MOPIBHSHHI i3 CynyTHbOK XiMiopajioTepani€ld B YYacCHUKIB i3 M’si30BO-iHBA3WBHOK
ypoTeniasibHOK  KapuUHOMOK CEeYOBOro Mixypa, SKMM He NPOoBOAUNN pafuKasibHY LUMCTEKTOMIl», Kog
pocnipkeHHsa 17000139BLC3001, 3 nonpaskoto 2 Big 02 cepnHA 2021 poky; crnoHcop - Janssen
Pharmaceutica NV («AHcceH dapmaLeBTUKa HB»), Benbris
3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

32. OHOBNEHUI NMPOTOKON KNiHiuHOro BunpoobyBaHHA APG2575CU101, Bepcisa 3.1 Big 28 GepesHsA
2023 (aHrnificbkoro MOBOIO); 30i/IbLIEHHA TPUBAJIOCTI JNiKyBaHHA [OCNIgKYBaAHOTO B paMKax
npotokony APG2575CU101 pgo 5 pokiB Big Aatyv BK/IIOUEHHS OCTAaHHLOrO nauieHTa; BK/lOYeHHA
OHOBJIEHOI A0JATKOBOI LUini BMNpoGyBaHHA; Bpowypa pocnigHuka APG-2575, Bepcia 5.0 Big
18.03.2023 aHrnificbkoo MoBOHO; JlIucT iHchopmauii gna nadieHTa Ta Popma iHhopMmoBaHOI 3rogn Ha
yyacTb Y AocnigpKeHHi, ana YkpaiHn, Bepcis 5.0 Big 11 6epe3HAa 2023 Ha OCHOBI MaiicTep-Bepcii gns
€C 6.0 Big 10 GOepe3Hs 2023 (yKpaiHCbKOK Ta pocCilicbkoo MOBO10); LLLoJEeHHUK 3acTOCyBaHHSs
pocnipxysaHoro npenapaty APG-2575, Bepcia 5 Big 20 kBiTHA 2023, anA YKpaiHu Ha ocHOBi CnoHcop
Bepcii 4 Big 19 kBiTHA 2023 (YKpalHCbKOK Ta pOCiliCbKOO MOBOIO); LLloAeHHUK 3acTocyBaHHS
pocnipkysaHoro npenapaty APG-2575 3 Ma6Tepa®, Bepcis 6 Big 20 kBiTHA 2023, ons YKpaiHU Ha
ocHoBi CnoHcop Bepcii 5 Big 19 kBiTHA 2023 (YKpaiHCLKOK Ta POCIliCbKO MOBOIO); LloaeHHUK
3acTocyBaHHSA gociimKyBaHoro npenaparty APG-2575 3 KankBeHc®, Bepcia 6 Big 20 kBiTHA 2023, ans
YKpaiHu Ha ocHoBi CnoHcop Bepcii 5 Big 19 kBiTHA 2023 (YKpaiHCbKOI Ta POCIACbKOIO MOBOI) [0
NPOTOKONY KNiHIYHOro pocnimpkeHHA «JocnigxeHHa chasm Ib/ll 3actocyBaHHA npenapaty APG-2575 sk
MOHOTepanii abo B KOMGIHaUIT 3 IHLWMMK NiKapCbKMMK NpenaparaMn y naujieHTiB 3 peumanBytounmm Ta/abo
pedpakTepHUMN  XPOHIYHUM  AimddouUTapHMM  neinkosom  (XJ1/1)/gpi6HOKNITUHHOK  NiMd)oUMTapPHOK
nimcomoto (AJ171) (SACRED)», kog, gocnigxeHHsa APG2575CU101, sepcis 2.2.1 Big 31 ciuHs 2023; cnoHcop
- Ascentage Pharma Group Inc. (AceHTax ®apma 'pyn IHK.), CLLA
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