Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 42 Big 14.11.24, Ha AKi 6yNu OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. YkpaiHa, MK-6482-012, IHchopMmaLiis Ta AOKYMEHT Npo iHopMoBaHy 3roay ANA nauieHTa, sepcisa 4.01
Bif, 14 )koBTHA 2024 p. yKpalHCbKOIO MOBOIO; OHOBIEHI po3ainu Jocbe fOCNioKYyBaHOro NikapCcbKoro
3aco6y MK-1308A, Bepcia 0BNQZF Big 13 BepecHs 2024 poKy, aHrniicbkoo moBoto: 3.2.S.2.2 Onuc
BUPOGHMYOrO npouecy Ta KOHTPo/b npouecy; 3.2.5.7.1 MigcyMoK woao cTaGisibHOCTi Ta BUCHOBKU;
3.2.5.7.2 MpoTOKON BMBYEHHSA CTabiNbHOCTI; 3.2.S.7.3 Pe3ynbtatu BUBYEHHA cTtabinbHocTi; 3.2.P.5.4
AHani3 cepii; 3.2.P.8.1 MNigcymoK woao ctaGinbHOCTIi Ta BUCHOBKU; 3.2.P.8.2 MpOTOKO/T BUBUYEHHA
cTabinbHocTi; 3.2.P.8.3 Pe3ynbtatm BUBYEHHS CTaGifibHOCTi; MOAOBXEHHA TepMiHYy NpUAaTHOCTI
[ocCnifmKyBaHOro slikapcbkoro 3aco6y MK-1308A, ctepusibHUiT pO3UMH AN BHYTPiLUHbOBEHHOI iHY3il,
1.43/22.86 mrimn go 60 micAuiB y 3B’I3KY 3 OHOB/IEHHAM AaHUX WOAO0 CTaGiNbHOCTI [0 NPOTOKOMY
KMiHIYHOrO JocnimpkeHHA «Bigkpute, paHgomizoBaHe gocnimkeHHa Il dha3u anga ouiHkM edyeKTUBHOCTI Ta
6e3neyHocTi nem6ponisymady (MK-3475) y kombGiHauii 3 6ensytucaHom (MK-6482) Ta neHBaTvHIOOM
(MK-7902), abo MK-1308A y koMGiHauji 3 /IeHBATUHIOOM MOPIBHAHO 3 NEMOPOi3yMabom i IeHBaTMHIOOM B
AKOCTI Mepwoi NiHil Tepanii 48 y4yaCHUKIB 3 PO3MNOBCHOIKEHOK CBIT/IOK/TIITUHHOK HUPKOBO-KAITUHHOK
KapuMHOMOIO», Koa, nocnimkeHHs MK-6482-012, 3 iHkopnopoBaHoo norpaskoto 05 Big 04 yepsHA 2024 poky;
CroHcop - TOB Mepk LWapn eng Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

2. 3anyyeHHAa gopaTKoBUX Micub MPOBeAEHHA KNiHIYHOro BUMPOOYBaHHA [0 MPOTOKONY K/IiHIYHOro
pocnigxeHHa «®aza 2b, paHgomizoBaHe, noggiliHe crine, nnaueb0-KOHTPO/IbOBAHE AOCNIMKEHHS MOLLYKY
JianasoHy [03yBaHHSA 3 METOK OLiHKM e(eKTMBHOCTI Ta 6e3nekn AEKiSIbKOX PIiBHIB [03 iHransauiiiHoro
npenapaty AZD8630, wWwo npuimMaeTbCA OAMH pa3 Ha fAeHb MpoTAroM 12 TWXHIB Yy [0pOC/uUX 3
HEKOHTPO/IbOBAHOI acTMOI0 3 pu3nkoM 3aroctpeHHs (LEVANTE)», kog gocnigpxeHHs D6830C00003, sepcis
1.0 Bif, 21 yepBHHA 2024 POKYy; CrnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No MN.1.6. BignosiganbHOro gocnigHnkKa

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHSI

1. | k.M.H. BabaHiHa T.B.

MeaunuHuii LeHTp «YHiBepcanbHa KhiHika «Ob6epir» ToBapucTBa 3 0OMEXEHOK BiANOBISANLHICTIO
«Kanutan», KniHiKo-KOHCY/IbTaTuBHE BigaineHHsi, M. Kuis

2. | 3aB. Big. N'yHaepTanno b.I.

KuniBcbka KniHiYHa nikapHA Ha 3anisHu4yHomy TpaHcnopTi Ne2 dinii «LleHTp OXOpoHM 340pOoB’s»
aKLiOHEepHOro ToBapuUcTBa «YKpaiHCcbKa 3aU1i3HULSA», LIeHTp KAiHIYHUX AocnimkeHb, M. KuiB

3. K.M.H. MockaneHko C.M.

[JepxaBHa ycTaHoBa «HauioHa/bHUIA HayKOBWiA LeHTp chTusiaTpii, ny/ibMOHOOrIT Ta anepronorii
iMeHi @.I". AHoBCbKOro HauioHanbHOT akageMil MeAUYHUX HayK YKpaiHW», BigaineHHsA OiarHOCTUKN,
Tepanii Ta KNiHiYHoi hapmakonorii 3axBopoBaHb NereHb, M. Kuis

4. K.M.H. CnenyeHko H.C.

KomyHanbHe HekomepuiiHe nignpuemcTBo «BiHHMUbKA Micbka KniHiYHa nikapHa Nel», kiiHiYHe
TepaneBTMyHe BiaaineHHsa Nel, M. BiHHMuUs

5. | A.M.H., npod. lnawyk T.O.

KomyHasibHe HekomepuiiHe NignpruemMcTBO «LleHTpasibHa Micbka KniHiYHa slikapHa» YepHiBewubKoi
MICbKOI paau, TepaneBTuuHe BiagiieHHs Nel, ByKOBUHCbKWI fepXaBHWUI MeAUYHUIA YHIBEPCUTET,
Kadheapa nponeaeBTUKM BHYTPILLHIX XBOPOO, M. YepHiBLi

6. | A.M.H., npodp. ®epopos C.B.

KoMyHasibHEe HekomepuiiHe nignpuemMcTBo «Micbka KriHiYHa fikapHA Nel |BaHO-®paHKiBCbKOT
MiCbKOT pagu», TepaneBTUYHE BiAgiIeHHS 3 NYNIbMOHONOTNYHMMY bKKaMK, M. IBaHO-PpaHKIBCbK

7. | nikap BacuneHko K.O.

MeanyHWiA LeHTP TOBapUCTBa 3 06MEXEHOI0 BiANOBifaNbHICTIO «EfenbBelic Megike», JlikyBanbHO-
npocpinakTMuHMiA nigpo3sgin, M. Kuis

8. K.M.H. KopunHcbka M. M.

ToBapuCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «MEADIO», M. KuiB

9. K.M.H. AkoBeHko O.K.

KomyHasibHe nignpuemMcTBo «BonuHcbKa obnacHa kiHivHa nikapHa» BonnHebkoi obnacHoi paau,
BiAAi/IeHHS NyNbMOHONOrT, c. TapacoBe, BonMHcbka 06/1., JIybKuii painoH




3. MK-2140-003 300paXeHHA Ha efIeKTPOHHUX WoaeHHUKax ana nauieHta (EQ-5D-5L ta QLQ-C30),
Bepcia 2.0 Big 25 nunHAa 2024 p., yKpaiHCbKO MOBOI; OHOBneHui po3gin 3.2.P IHdopmauisa npo
npenaparu nopiBHsAHHSA (Comparator information-PN003) Jocbe AocnigKyBaHOro NnikapcbKOro 3acooy
MK-2140, Bepcisa 08NSCQ Big 13 BepecHA 2024 poKy, aHINifiCbKOIO MOBOIO; 3aJlyYeHHA A0AaTKOBUX
pocnipkyBaHuX fikapCbKNUX 3ac006iB, W0 6yAyTb BUKOPUCTAHI SIK NpenapaTuy NopiBHAHHA: FemMuuUTabiH
(Gemcitabine), nopowok gns po3unHy ansa iHdysiii, 1000 mr remuymtabiHy rigpoxnopugy B 1 chniakoHi.
Bupo6Huk: AqVida GmbH, Germany; lemuyuta6ii «<EBEBE» (Gemcitabine “EBEWE”), KOHUeHTpaT gns
po3unHy ans indysiii, 40 mr/imn (1000 mr) y donakoHi, no 1 onakoHy B KAPTOHHIA KOpPOOLi. BUpOGHMK:
®PAPEBA YHTepax I'm6X, Asctpia (FAREVA Unterach GmbH, Austria); Ma6tepa® (Mabtera),
KOHLUEHTpaT AMA Po3uuHy Ana iHdysiii, no 100 mr/10 mn, no 50 mn y cnakoHi; no 1 cnakoHy B
KapTOHHiA Kopooui. Bupo6Huk: ®. XocpcpmaHH-/1a Pow Jitg, LBenyapia (F. Hoffmann-La Roche Ltd,
Switzerland); OkcaninnatnH «EBEBE» (Oxaliplatin “EBEWE”), KOHUEHTpaT A/1s po3uUuHy ansa iHdysii,
5 mrimn no 40 mn (200 mr) y chnakoHi; no 1 ¢piakoHy B KapTOHHili Kopo6ui. BupooHuk: ®APEBA
Yutepax 'm6X, Asctpia (FAREVA Unterach GmbH, Austria); BkniouyeHHsi gofaTrkoBoro Mmicus
npoBefieHHs1 KMIHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AocnifkeHHsa «baraToueHTpose,
BiAKpUTe, paHAoMi30BaHe, 3 aKTVBHWM KOHTpoONem AochifjkeHHs 2/3 da3n 3unoBeptamady BeAOTUHY
(MK-2140) y Komb6iHaLil i3 cTaHOApPTHUM JliKyBaHHAM Yy NauieHTiB 3 peuuauBytoyoo abo pedypakTepHor
andpysHo  B-BenukokiTMHHOW  flimdpomoto  (waveLINE-003)», kon pocnimkeHHs MK-2140-003, 3
iHKoprioposBaHoto nonpaskoto 04 Big 04 kBiTHA 2024 poky; cnoHcop - TOB Mepk LWapn eHp Joym, CLUA (Merck
Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTIO «MC/[, YKpaiHa»

Ne M.I.6. BignoBigabHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHS

1. | KM.H. Tnywko H.J.

KoMyHasibHe HekomepLiiHe nianpruemcTBo «O61acHa KiHiuHa NikapHs IBaHO-®paHKiBCbKOT 061acHOT
pafu», remartonioriyHe BigAisieHHs, M. IBaHO-PpaHKiBCbK

4. 3miHa MicuA npoBeAeHHs K/iHIYHOro BUNpoGyBaHHA; 3MiHa rosoBHoro gocnigHuka B MMNB 1o
MPOTOKO/Y KNIHIYHOrO JocnimpkeHHs «PaHgomizoBaHe, 6GaraToueHTpoBe, MoAgiliHe chnine, nnaue6o-
KOHTPOJIbOBaHe KiiHiYHe gocnimkeHHa 2b / 3 da3u B napasiesibHuX rpynax ofs ouiHK/ edpeKTUBHOCTI Ta
6e3neyvyHocTi rycenbkymMaby B nNalieHTIB i3 CepefHbOro CTYNeH TSKKOCTI Ta TSKKAM  aKTUBHUM
HecneummiyHMM BUPA3KOBUM KOMITOM», KoZA pAocnifpkeHHs CNTO1959UCO03001, 3 nonpaskow 3 Bif

12.09.2022 p.; croHcop - «AHCCEH ®APMALIEBTVKA HB>», Benbris
3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris
BYJIO CTAJIO

O.M.H., npodh. A6paramoBuy O.0.
KomyHanbHe  HekomepuiiiHe nigNPUEMCTBO
JIbBiBCbKOI 06/1aCHOT paau «/IbBiBCbKa 06n1acHa

A-M.H., npod). A6paramoBuy Y.O.
MeguuHuii UeHTp ToBapucTtBa 3 OOMEXEHOI
BignoBiganbHicTio «KanuHa. LieHTp cy4yacHoi

KniHiyHa NniKapHsa», racTpoeHTeposioriyHe | MmeguumHU», M. JIbBIiB
BiAfiNeHHs, NbBiBCbKNMIA HauioHaNIbHUIA
MeAUYHUIA yHiBepcuteT iMeHi AaHnna

Fanuubkoro, Kadpegpa BHYTPIWHLOI MeAULMHU
Nel, M. J/IbBiB

5. 3mMiHa MicusAs npoBeAEeHHA KJiHIYHOrO BUMNPOOYBaHHA [0 NPOTOKOAY KAIHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe nnauebo-koOHTpoNboBaHe 6a30Be KiHivHe gocnigpkeHHs [l dhasm gnsa ouiHku ePeKTMBHOCTI
Ta 6e3nekn Bepiuiryaty | MK-1242, ctumynsTopa po34vHHOI ryaHinatumknasu, y AOPOC/IMX 3 XPOHIYHO
CepueBOl0 HEeAOoCTaTHICTIO 3i 3HMKEHOK (pakuied Bukuay», koA pocnipkeHHa MK-1242-035, 3
iHKoprnopoBaHoto nonpaskoto 03 Bif 25 ciuHsa 2024 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck

Sharp & Dohme LLC, USA)
3anBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»
BYNO CTANO

O.M.H., npodp. AreHcbkunin A.B. O.M.H., npodh. AreHcbkunii A.B.

KomyHasibHe nignpuemctso «MeanyHe 06'eHaHHSA
JNlyubkoi  MiCbKOi  TepuTOpiaNbHOT  rpoMagu»,
BONMHCbKMIA 06nacHuMiA LeHTP KapAioBacKynspHoOi
naTosorii, BigaineHHa peabdiniTauii, M. JlyubK

KomyHanbHe nignpmemctso «MegnyHe 06'eqHaHHSA
Nlyubkoi  MiCbKOI  TepuTOpias/ibHOT  rpoMaamn»,
BOnMHCbKMIA 06n1acHUiA LeHTP KapAioBackKynsipHoOi
naTosiorii, KapaionoriyHe BigAineHHs, M. JlyLbK




6. OHOB/IEHUMIA NPOTOKOJ KJliHIYHOrO BUNPoGyBaHHA MK-3475-905, 3 iHkopnopoBaHoto nonpaskoto 10
Bif, 06 BepecHsA 2024 poky, aHTrNiiCbKOK MOBOIO [0 NPOTOKO/Y K/iHIYHOrO fOCAiMKEHHS «PaHaoMi30BaHe
pocnipxkeHHa Il da3n ana ouiHkM UMCTeKTOMii B KOMOGIHaLii 3 nepionepauiiiHAM 3acTOCyBaHHAM
nemo6ponisymady Ta 4715 OLiHKM LIMCTEKTOMII B KOMBIHaL,i 3 nepionepawiiiHiM 3acTocyBaHHAM eHdopTymaby
BeJOTUHY Ta nemo6ponizymady NOpPiBHAHO 3 MPOBEAEHHAM TiflbKM LUCTEKTOMIT NS yYaCHUKIB 3 M'A30BO-
iHBA3VBHMM paKOM CEYOBOr0 Mixypa, SKMM He MOXHa MNpOBOAMTU JliKyBaHHA LMCNAATMHOM abo ski
BigMoBunuca Big nikysaHHA uucnnatnHom (KEYNOTE-905/EV-303)», kog pocnimkeHHs MK-3475-905, 3
iHKopriopoBaHoto nonpaskoto 09 Big 29 yepsHA 2023 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck
Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

7. IHdhopmaLia npo pgocnipkeHHs Ta popMa iHhopmoBaHOi 3roau, IokasibHa Bepcis Homep 2.0 ansa
YKpaiHu yKpaiHCbKOIO MOBOlo, iaTta Bepcil 11 oBTHA 2024 poKy Ha ocHoBi MacTep Bepcii Homep 2.0
Bif, 29 cepnHs 2024 poky; IHpopmaLif npo gocnigpkeHHs Ta hopma iHhopmoBaHOi 3roau (4oAaTKoBuUIA
nepiog BUBYEHHA Ge3neku), NokanbHa Bepcia HoMep 2.0 Ana YKpaiHM yKpalHCbKOK MOBOKO, Aata
Bepcii 11 )xoBTHA 2024 poky Ha ocHoBi MacTtep Bepcii Homep 2.0 Big 29 cepnHsa 2024 poky; MaTepianu
AnAa nauieHtiB «LEVANTE HekoHTponboBaHa actma? lMpuepHyiitecb fo Hac», Bepcia 1.0 Big
18 BepecHA 2024 poKy, YKpaiHCbko MoBow; ERT «CueHapii Kypcy HaB4YaHHS Y4YacCHMKIB.
CtaHgapTHUM KypC HaB4YaHHA KoMmnaHii «Actpa3eHeka»», Bepcia 1.1 Big 15 ciuHAa 2020 poky,
yKpaiHcbKoo MoBo10; CLARIO «CTtucnuii NocioHUK gns nauieHTiB», Bepcia 1 Big 22 cepnHsa 2024 poky,
YKpPAiHCbKOKO MOBOIO [0 NPOTOKO/Y KAiHIYHOro gocnimkeHHs «daza 2b, paHgomizoBaHe, noagiliHe chnine,
nnaueb0-KOHTPOIbOBaHE AOCAIMKEHHS MOLIYKY Aiana3oHy A03yBaHHA 3 METOK OLUiHKM edeKTUMBHOCTI Ta
6e3nekn AekinibKoX piBHIB A03 iHransuiiHoro npenapaty AZD8630, Wo nNpuiMaeTbcs OAMH pa3 Ha OeHb
NPOTAroM 12 TWXHIB Yy JOPOC/IUX 3 HEKOHTPO/IbOBAHOK acTMOK 3 pU3MKoM 3arocTpeHHs (LEVANTE)», kog
pocnigpkeHHss D6830C00003, sepcia 1.0 Big 21 yepBHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3asBHVK - TOB «ACTPA3EHEKA YKPAIHA»

8. IHCTpyKTaX nNauieHTiB WOA[AO0 NiArOTOBKU Kule4yHuKa_ Po3kagpyBaHHS aHiMauiiHOro Bigeo Bif
1 nunHa 2022 poky [V01 UKR(uk)]; IHcTpyKkTax nauieHTiB woao ePRO_Po3kagpyBaHHA aHimMauii/Bigeo
BiA 11 xoBTHA 2022 poKy [V02 UKR(uk)] 0 npoTOKO/y KNiHIYHOIO foCigkeHHA «PaHgomisoBaHe, noagiliHe
cnine, nnaueb60-KOHTPO/NIbOBaHe, GaraToLeHTpoBe AocCnimkeHHs dasu Il ana ouiHku edekTMBHOCTI Ta
6e3neyHocTi npenapaty ABX464 oavH pa3 Ha Ao6y Ana iHAYKUiRHOT Tepanii B nauieHTiB 3 aKTMBHUM
BMPA3KOBMM KONITOM Bif, CEPeHbOro A0 TSHXKKOro CTyNeHs TSHXKOCTI», ko4 aocnigpkeHHs ABX464-106, sepcis
5.1 Bif, 10 KBITHS 2024 POKY; CroHcop - ABIVAX, dpaHuin
3asBHUK - NignpremMcTBo 3 100% iHo3eMHoI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

9. Bpowypa gocnigHnka SGR-1505, Bepcis 3.0 Big 17 BepecHs 2024 poKy, aHI/NiiCbKOIO MOBOIO [0
MPOTOKO/Y KAiHIYHOrO gocnimkeHHs «®A3A 1, BIAKPUTE, BAFATOLIEEHTPOBE AOCHIOXXEHHA 3
ECKANIALIEID O03W A1A OLUIHKWA TMPEMAPATY SGR-1505 MPU MOrO 3ACTOCYBAHHI K
MOHOTEPAMIT ¥ MALJIEHTIB 31 3N0AKICHAMW HOBOYTBOPEHHAMWM 31 3PINNX B-KMITUH», kog,
pocnipkeHHs SGR-1505-101, sepcia 10.0 Big 02 cepnHa 2024 poky; cnoHcop - LpbogiHrep, IHk., CLUA
[Schrodinger, Inc., USA]
3anBHuK - TOB «APEHCIA EKCI/IOPATOPI MEAICIH», YkpaiHa

10. MNMopoBxeHHA TepMiHy MpoBeAeHHs KAiHIYHOro BuUNpoGyBaHHA B YKpaiHi go 01 BepecHsA
2025 poKy [0 NPOTOKOY KAIHIYHOro AOCAimpKeHHS «PaHaoMi30BaHe BigKpuTe KOHTPO/IbOBaHe A0CiIIKEHHS
ha3n 3 3 ouiHkn 3acTtocyBaHHA Kabo3aHTiHiOy (XL184) y kombGiHauil 3 ATe30/i3ymabomM Yy MOPIiBHAHHI 3
HOBITHbOK TOPMOHasIbHOK Tepanieo (HIT) Agpyroi NiHil y nauieHTiB 3 MeTacTaTM4HUM KacTpauiiHo-
pe3nCTEHTHMM pakoM nepeamixypoBoi 3a5103u», koA gocnimpkeHHA XL184-315, nonpaska 5.0 Big 24 ciyHs
2023 pOKYy; CroHcop - Exelixis, Inc., CLWA
3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

11. OHoBneHuir MpoToKon KniHiyHOro aocnimxkeHHa WA40404, Bepcia 6 Big 04 nunHa 2024p.,
aHrniicbkolo moBoto; IHdhopmauia gna naudieHta i opma iHchopmoBaHOI 3roaun, AOCHIAKEHHSA
WA40404, pna YKpaiHu aHrniiicbkoo MoBoto, Bepcisa 6.0 Big 20 cepnHa 2024 p.; IHcopmauia gna
nauieHTa i oopma iHchopmoBaHOi 3rogu, gocnimkeHHa WA40404, ana YKpaiHM YKPaiHCbKOO MOBOIO,
Bepcia 6.0 Big 20 cepnHa 2024 p.; IHchopmauia ana nauieHTa i popma iHhopmoBaHOI 3rogu Ansa
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YkpaiHu aHrnificbkolo mMoBoto, Bepcis 6.0_[opgatok_1_Big 20 cepnHa 2024 p.; IHcdopmauia ans
nauieHTa i dopma iHchopmoBaHoOi 3rogn ans YKpaiHM yKpaiHCbKOKO MOBOIO, Bepcis 6.0_Joaatok 1_Big
20 cepnHA 2024 p.; OHoBNeHW po3gin P.3.1 cnpoLeHoro f4ocbe AOCNiAKYyBaHOTO NiKapCbKOro 3acooy
Okpenisyma0, (Ocrelizumab), KOHUEHTpaT ANs PO3UUHY A/ BHYTPiLUHbOBEHHUX iHy3iid, 300 mr | y
c¢hnakoHi, Big nunHAa 2024p., aHrnilicbkoro MoBOK; OHoBnieHuii po3gin P.3.1 cnpoweHoro Aocbe
nnaue6o po OkpeByc® (Ocrevus®), Okpenidymad, (Ocrelizumab), KOHUeHTpaT AN PO3UUHY ANSA
BHYTPIilUHLOBEHHUX iH(Y3iiA, Y pnakoHi, Big nunHA 2024p., aHININCbLKOD MOBOI; 3a/lyyYeHHs
[O0[ATKOBOI BUPOGHMUOT AiNIAHKM AOCiAKYyBaHOro nikapcbkoro 3acody Okpenisymao, (Ocrelizumab)
Ta nnaye6o go OkpeByc® (Ocrevus®), Okpenisymao, (Ocrelizumab): DHL Supply Chain Operations
GmbH, Germany A0 NpoTOKO/Y KNiHIYHOTO AOCNiAKeHHS «baraToLeHTpoBe, paHA0Mi30BaHe, noAgiiiHe chine,
nnauebo-KoHTposIboBaHe AocnimkeHHs dpasn lllb gna ouiHkn edekTMBHOCTI Ta 6e3neyvyHOoCTi npenapaty
Okpenizymab y AopocuX NauieHTiB 3 NePBMHHO-MPOrPECYUNM PO3CISHUM CKNEPO30M>», KoL, AOCIIKEHHS
WA40404, Bepcis 5 Big 13 xoBTHS 2022 p.; cnoHcop - ®. XoddmaHH-/1a Pow /T4, LWeeiiyapis (F. Hoffmann-
La Roche Ltd, Switzerland)
3asBHuK - TOBAPVCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEWIH>», YKpaiHa

12. 36inblIeHHA KiNIbKOCTI gocnimKyBaHUX B YKpaiHi 3 435 no 490 ocié [0 MPOTOKONY KAiHIYHOro
pocnipkeHHs «baratoueHTpoBe paHAoMi30BaHe NoABiiHO cnine gocnigpkeHHs |l dpasm, wo npoBognTbes 3
METOH OLHKM edhekTMBHOCTI, 6e3neyHOCTi Ta nepeHocumocTi npenapaty IMU-838 y nopiBHAHHI 3 nnaue6o
npyv NiKyBaHHI [A0pPOCAMX NauUi€HTIB i3 peunamnBytouMM pPOo3CiSHAM CKnepo3oM (KOAOBE MO3HAYEHHS:
ENSURE-1)», kog gocnigpkeHHs P3-IMU-838-RMS-01 (ENSURE-1), chiHasibHa Bepcis 4.0 Big 18 6epesHs
2024 POKY; CrnoHcop - «IMMYHIK Alr» [Immunic AG], HimeuunHa
3aasHuK - TOB «BOPNABANA KNIHIKAN TPAINIC YKP»

13. Mepeknag yKpaiHCbKO MOBO Bif 25 0oBTHA 2024 poky IHdopmauiiiHoro GroneteHs Ans
ydyacHuka pocnimkeHHss VESALIUS-CV, xoBTeHb 2024 poKy [0 MPOTOKO/TY K/iHIYHOrO [OCHIOXEHHS
«[lMogBiiiHe cnine, paHAoMi30BaHe, Naueb0-KOHTPO/IbOBaHe, GaraTOLEHTPOBE AOCIMKEHHS AN OLiHKK
BMN/IBY €BOJ/IOKYMaOy Ha Cepio3Hi CepueBO-CYANHHI YCKNaAHEHHS Y NaLi€HTIB 3 BUCOKMM PU3NKOM PO3BUTKY
CepLEeBO-CYQUHHMX 3axBOptoBaHb 6e3 nonepegHbO NepeHeceHoro iHapkTy miokapga abo iHCynbTy», Ko4
JocnipkeHHs 20170625, iHKOpPNopoBaHUii OHOB/IEHOK Nonpaskow 6, Big 12 yepBHa 2023 poky; CNOHCOp -
«AMXeEH IHK.» (Amgen Inc.), CWA
3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLje «AK'IOBIA PAC YkpaiHa»

14. Dopatok 1 Big 07 cepnHA 2024 poky ao Bpouwypu gocnigHuka 16pyTuHio (IMBRUVICA® (ibrutinib)),
BMAAHHA 17 Big 04 rpyaHa 2023 poky, aHrniicbKolo MoBoOto; IHchopMauiiiHuii nucTok i hopma 3roam,
Bepcia V12.0UKR(uk)1.0, Big 08 oBTHA 2024 poKy, nepeknaj yKpaiHCbKOI MOBOIO Bif, 15 XXOBTHSA
2024 poKy [0 MPOTOKOMY K/HIYHOro AoCnimkeHHs «[pOTOKOA MNPOAOBXEHHSA JliKyBaHHA NauieHTiB, AKi
NPOAOBXYIOTb OTPMMYBaTWM KOPWUCTb Bif, Tepanii iGPYTUHIGOM MicNA 3aBepLeHHA y4yacTi Yy KNiHIYHKX
OOCNiKEHHAX iIGPYTUHIOY», koA gocnigpkeHHs PCYC-1145-LT, iHkopnopoBaHuii nonpaskoto 3 Bif 21 BepecHs
2023 POKYy; CroHcop - Pharmacyclics Switzerland GmbH, Lseiiuapis
3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

15. OHoBneHui npotokon 3 MNMonpaekoto 7 Big 03.06.2024 p.; Bpowypa gocnigHuka Niraparib (Zejula),
BugaHHa 16 Big 19.06.2024 p.; Bpowypa gocnigHuka CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination), BugaHHa 6 Big 24.07.2024 p.; IHopmauia Ana naugieHTa Ta dopma
iHcbopmoBaHoOi 3rogu — NMpoTtokon 64091742PCR3001, Bepcis 8.0 ykpaiHCbKOI0 MOBOLO ANA YKpaiHu Big,
18.07.2024 p.; IHcbopmauia pna naudieHta Ta Popma iHopmoBaHoi 3rogun - [poTokon
64091742PCR3001, Bepcis 8.0 pociiicbkolo MoBOIO AnA YKpaiHu Big 18.07.2024 p.; OHoBMeHUii po3ain
3.2.P Jocbe pocnipxyBaHoro nikapcbkoro 3aco6y CINJ-67652000-ZZZ (Niraparib/Abiraterone acetate)
chikcoBaHa KOoMGiHauis Ao3u 50/500 mr (G009) Ta 100/500 mr (G010), TaGneTKu, BKPUTI 0GOJIOHKOHO, Bif,
05.07.2024; 3any4eHHA HOBOI BUPOOHMYOI [AINAHKA [NA [OCAILKYBAHOTO J/iKapCbKOro 3acooy
CJINJ-67652000-ZZZ (Niraparib/Abiraterone acetate) chikcoBaHa kom6GiHauisa go3un 50/500 mr (G009) Ta
100/500 wmr (GO010), Ta6GneTku, BKpuUTi 000NOHKOW: Anabiotec NV, bBenbrifa; BkIlOUeHHs
[OCNiopKYBaHOIO NlikapcbKoro 3aco6y: Hipanapn6, 100 Mmr, TabneTku, BKPUTi N/1IBKOBOKO 0GO/IOHKOIO,
ANsA nepopanbHoro npuiiomy, Catalent Greenville, Inc, CLUA; WuXi STA Pharmaceutical Co., Ltd. (WuXi
STA), Kutaii; Almac Clinical Services, Benuka BputaHia; Almac Clinical Services, CLUA;
GlaxoSmithKline LLC, CLUA; GlaxoSmithKline Research & Development Ltd, Benuka BpuTtaHis;
Janssen Pharmaceutica NV, Benbrisi; Catalent Pharma Solutions, LLC, CLLUA; Fisher Clinical Services
Inc., CWUA; Fisher Clinical Services GmbH, LUBeiiyapisa; Catalent Germany Schorndorf GmbH,
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HimeuuuHa; Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kutaii; 3pa3ok mapKyBaHHA
pocnipKyBaHoOro nikapcbkoro 3aco0y Hipanapu6, 100 mr, Ta6neTku; MpPoAOBXEHHA TepMiHy
npoBefieHHs K/iHIYHOro BunNpoGyBaHHA A0 19.02.2027 p. B YKpaiHi Ta CBiTi [0 NPOTOKOY KAiHIYHOro
pocnigxeHHs «PaHgomizoBaHe, nniauebo-kOHTPOsiboBaHe, NoABiiHe cnine KNiHiuHe AociimkeHHa 3 dasu
npenapaTy Hipanapun6 y kom6iHauji 3 AGipaTepoHa AueTtaTom Ta NpeaHi3oHOM Yy NopiBHAHHI 3 AbipaTtepoHa
AueTtaTtom Ta NpeaHi30HOM A5 NliKkyBaHHA NAUIEHTIB 3 MeTacTaTUYHMM PakoM nepeamixypoBoi 3a/1031», Kof
pocnigpkeHHs 64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p.; cnoHcop - «<AHCCEH ®APMALIEBTUKA
HB», Benbris
3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris



