JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne11 Big 28.06.2023,
HTP Ne22 Big 28.06.2023, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «12-TmxHeBe, pasa I, baratoueHTpoBe, paHAOMiI30BaHe, NoABIHE chine AOCAIMKEHHS eDEKTUBHOCTI Ta
6e3neyHocTi CPL409116 y nopiBHAHI 3 niauebo, B KOMOIHaLii 3 METOTpPeKCaTOM Yy Maui€HTIB 3 aKTMBHUM
peBMaToigHMM apTpMTOM, SKi MalTb HeafekBaTHY BIAMNOBiAb Ha /iKyBaHHA MeTOTpekcaTtoM», Kop,
pocnigpkeHHss 03JAK2021, sepcis 3.0 Big 20.12.2022, cnoHcop - Celon Pharma S.A, Monbuwa

daza - Il

3aaBHuK - TOB «CT AKALEMIA», YkpaiHa

No MN.1.6. BignoBiganbHOro AocnigHuKa,

n/n HasBa MicLs npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | 3aB. Bia. Jloroinga M.I.
MonikniHika LeHTpy MeAuuHMX nocnayr Ta peabinitauii AT «KomnaHia asiauiiHOro Ta pakeTHo-
TEXHIYHOro MaluMHOBYAyBaHHS», BiAdiIEHHSA AEHHOro cTauioHapy, M. Kuis

2. | nikap Kypunbuuk I.B.
MeamuHnin LeHTp ToBapucTBa 3 OOMEXEHOH BIiAMOBIAASIBHICTIO «MeguyHuii LeHTp «KoHcuniym
Megikan», KNiHiKo-KOHCY/IbTaTUBHE BigAiNneHHs, M. Kuis

3. | K.M.H. BuwiHnBeupKuii 1.1,
KomyHanbHe nignpuemcTtBo «JlikapHa Neol» XXUTOMMPCLKOI MICbKOI paan, KOHCY/lbTaTUBHO-
nikyBasibHe BiAaineHHs «HaykoBo-A0CAiAHNLBKNIA LEHTP», M. XKutomunp

2. «®a3za 1b/2, BigkpuTe OOCNIMKEHHA 3 NOAANLLIOTO BMBYEHHS PEKOMEHA0BaHO! [03U A0CNiAKYyBaHOro
npenapaty 3 MeTOK OLjiHKM 6e3nekn Ta MNpOoTUNYX/IMHHOI aKTWBHOCTI IHCTUAALi CcedyoBOro Mixypa
npenapatom TARA-002 y fopocnimx NauieHTiB i3 M'A30BO-HEIHBA3UBHMM pPakOM Ce4YO0BOro Mixypa BUCOKOro
CTyneHsa 3M05KICHOCTI», KoA gocnigkeHHs TARA-002-101-Ph1b/2, sepcia 3.0 Big 07 moToro 2023 poky,
crnoHcop - MpoTapa Tepan'toTike, IHK. [Protara Therapeutics, Inc.], CLUA

®a3za - Ib/ll

3aaBHuK - TOB «APEHCIA EKCIJIOPATOPI MEAICIH», YkpaiHa

Ne M.1.6. BiANOBIAaILHOrO AOC/IAHMKA,
n/n HasBa MicLs NpoBeAeHHs K/iHIYHOTO BUNPOOYBaHHS
1. nikap dopoHiHa M.B.

MeaunyHWl LeHTp ToBapucTBa 3 06MEeXeHOH BiANOBIAASILHICTIO «ApeHcia Ekcnnopartopi MegiciH»,
BigAin KNiHiMHNX aocnimpkeHb, M. Kuis

3. «57-TxHeBe OGaraTtoLeHTPOBe BigKpWUTE A04ATKOBE KAiHiYHE BUMNPOOYBaHHA 3 JliKyBaHHAM aKTUBHUM
npenapaTom AN BUBYeHHA npenapaTy CVL-865 sk fonoMikHOT Tepanii B 4OPOC/IMX NAUIEHTIB i3 CyA4OMHUMMN
Hanagamy 3 (poKasIbHUM MOYaTKOM, PE3UCTEHTHUMU A0 MeAUKAMEHTO3HOIO NiKyBaHHA», KO AOCNiAKEeHHS
CVL-865-SZ-002, 3.0 Big 14.07.2020 p., cnoHcop - Cerevel Therapeutics, LLC, United States

daza - |l

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.6. BignosiganbHOro gocnigHuka,

n/n HasBa micus npoBeAeHHs K/iHIYHOTro BUMPOGYBaHHS

1. O.M.H., npodd. Map’eHko J1.b.
MeOMyHUin  UEeHTp ToBapucTBa 3 OOMEXEHOK BiAnoBiAasibHICTIO  «MeguuHuii  UeHTp
«HenpokniHik», M. JIbBiB

2. K.M.H. Yomonsk HO.1O.
MegnuHnin ueHTp «[iameg» ToBapucTBa 3 OOMEXEHOK BIAMOBIAAILHICTIO «MeanyHUiA LEeHTP
«[liamen», M. YXxropof

3. Nikap Oniwescbka H.B.
Meanunnin LeHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BiANOBiAaNLHICTIO «MiKHapOAHWIA
IHCTUTYT KNiHIYHWX OOCAiMKeHb», BigAi1 HEBPONOril, ncuxiaTpii Ta eninenTtonorii cralioHapHoro
BiaAiNeHHs, M. Kuis




4. «KniHiyHe focnimkeHHs 3 ouiHKM 6ioekBiBaUIEHTHOCTI Nikapcbkux 3acobis MepamnaHen, TabneTku, BKPUTI
nniBkoBolo ob6onoHkow, no 4 mr (AT «KuiBMmegnpenapart», YkpaiHa) Ta daiikomna®, TabneTtku, BKpUTI
nNiBKOBOKO 060/10HKOI, No 4 Mmr («Eisai GmbH», HimeuumHa) 3a yyacTi 340poBuX A06POBOSBLLIB», KO
pocnipkeHHa PER4-ART, 1.1 Big 23.05.2023 p., cnoHcop - AT «KuiBMegnpenapat», YkpaiHa

JocnigkeHHs 6i0eKBiBa/IEHTHOCTI

3aaBHuk - TOB «<APTEPIYM NTO», YkpaiHa

No M.1.6. BignoBiganbHOro gocnigHuka,
n/n HasBa micus npoBeAeHHs K/iHIYHOTo BUMPOOYBaHHS
1. ron. nikap Aptmiw b.1.

MegunuHunin ueHTp TOB «KniHika IHHO®AP — YkpaiHa IHHoBenTiB Papma Pecepu», UepHiBeLbka
006., HoBocenuupbKmnii p-H, c. bosiHK

2. K.6.H., 3aB. nab. Cabko B.€.
TOB «KniHthapwm», KniBcbka 0611., M. IpniHb

5. MpoTtokon kniHiuHoro pocnigkeHHs (d) Big 06 ntotoro 2023 poky, aHrNiiCbKOO MOBOK; OHOB/IEHi
po3ainu pocbe AoCNiMKYBaAHOro nNiKapCbKOro 3acoly, Bepcia Big ciuHa 2023 poky: S.2
«BupoGHULTBO», S.4 «KOHTPO/b Haj peuoBUHOIO», S.5 «CTapgaaTtHuii 3pa3ok Ta marepianu», S.7
«CTabinbHictb», P.2 «®apmaueBTUUYHA po3pobka», P.3 «Bupo6HuyrBo», P.5 «KoHTponb Hapg
Nikapcbkum 3aco6om», P.7 «Cuctema ynakoBKulyKynopku», P.8 «CTaGiNbHICTb, aHIiliCbKOIO MOBOIO;
IHhopMauia gnAa nauieHTa gocnimkeHHs Ta ®opma IHpopMoBaHol 3rogu ANA ydacTi Y [OCAIgXKEHHI
ONA BUKOPUCTAHHA B YKpaiHi, Bepcia Ne 4.0 ykpaiHCbKOO MOBOIO Big 28 ntotoro 2023; IHdopmauin
ANA nauieHTa AocnigpxeHHA Ta dopma IHdopmoBaHoi 3rogn ANA ydacti y pocnigkeHHi AnAa
BMKOPUCTaAHHA B YKpaiHi, Bepcia Ne 4.0 pociiicbkoio MoBow Big 28 ntoToro 2023; JopatkoBa
IHbopMmauia Ana naudieHta gocnimkeHHAa Ta dopma IHcopmoBaHOi 3rogu Ha y4yacTb y nepiogi
NPOAOBXEHOro A0CTyNny A0 npenaparty A/ BAKOPUCTaHHA B YKpalHi, yKpalHCbKOIO MOBOIO, Bepcisi Ne
1 Big 01 OGepe3Hsa 2023 poky; fopaTkoBa IHchopmauia gna nadieHTa pocnigpkeHHa Ta Popma
IHchopMoBaHOi 3roau Ha yyacTb y nepioi NPoAOBXEHOro AOCTyNY A0 npenaparty A/ BAKOPUCTAHHA
B YKpaiHi, pociiicbkolo moBolo, Bepcis Ne 1 Big 11 kBiTHA 2023 poKy pOCiliCbKOIO MOBOK; dopma
IHcbopmoBaHOi 3roan BariTHOI MApPTHEPKU Ha PO3KPUTTA iHhopMauii, ANA BUKOPUCTAHHA B YKpaiHi,
Bepcia 1.0 Big 04 6epe3HAa 2023 poKy YKPAiHCbKOK Ta POCINCbKOK MOBaMMU [0 NMPOTOKO/Y KAiHIYHOro
pocnimpkeHHs «baraToueHTpoBe, Bigkpute, MogoexeHe AocnimpkeHHa 1l dasn gns OuiHkn [oBrotpmBanol
EdpektuBHocTi Ta BesneuHocti 3actocyBaHHA Mipikisymaby y [auieHTiB i3 XBOpo60ot0 KpoHa», Kof
pocnipkeHHa 16T-MC-AMAX, 3 iHkopriopoBaHoto nonpaskoto (b) Big 03 cepnHa 2022 poky; crnioHcop - Eni
Ninni eng Komnawi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

6. OHOBJIEHI PO3AINN AOCLE AOCNILKYBAHOIO J1iKApCbKOro 3aco0by, Bepcis Big 6epe3HA 2023 pokKy:
S.2 «<BUpoGHULTBO», S.4. «KOHTPONb Hag PeyvyoBUHOI», S.5 «CTaHAAPTHUI 3pPa3oK Ta MaTepianun»,
S.7 «CTta6inbHicTb»; P.2 «®PapmaueBTUUYHA pPO3po6Ka», P.3 «BupooHuyrBo», P.5 «KOHTponb Hap
nikapcbkum 3aco6om», P.7 «Cuctema ynakoBKulykynopku», P.8 «CTtabifibHiCTb», aHrniicbkoro
MOBO}0; 3MiHa MicLiA MPOBeAEHHA KNiHIYHOro BUNPOG6yBaHHA; 3MiHa Ha3BU TPbOX MiCLb NMPOBeAEHHA
KNiHIYHOTO BUNPOGYBaHHA [0 MNPOTOKO/Y KNIHIYHOTO AochigkeHHs «baratoueHTpoBe, Bigkpute,
MopoexeHe focnimpkeHHs |l ®a3u ansa OuiHkm LoBroTpuBanoi EcdekTnBHOCTI Ta be3neyHocTi 3acTocyBaHHs
Mipikisymaly y MauieHTiB i3 Bupaskosum Konitom MomipHoro Ta Tsykkoro Mepebiry (LUCENT 3)», kog
pocnipkeHHa 16T-MC-AMAP, 3 iHkopriopoBaHoto nonpaskoto (b) Big 21 nmnHa 2022 poky; crnoHcop - Eni
Ninni eng Komnawi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

BYJIO CTAJIO

O.M.H., npod. IBaHoB B.IM. O.M.H., npod. IBaHoB B.IM.

BiHHMUbKUIA oOGnNacHwWii KniHIYHUA rocnitanb | KOMyHanbHe  HeKkOMepuiliHe  NigNPUEMCTBO
BeTEpaHiB BiliHN, TepaneBTUYHe BiAfiNeHHsA | «BiHHULbKA MiCbKa KiiHiuHa nikapHa Nel»,
Nel, BiHHMUbKWI/A  HaUiOHaNbHWIA  MEAWYHWIA | FaCTPOEHTEepPOoriuHe BiAAiNeHHsA, BiHHULUbKWIA
yHiBepcuter iM.  M.l. TuporoBa, kadeapa | HauioOHaNbHWI MeaNYHNIA yHiBEpCUTET
BHYTPILIHLOT MeguuuHn Ne3, M. BiHHMUSA im.  M.l.  TuporoBa, kadeapa BHYTPILIHLOT
MeanumHn Ne3, M. BiHHMUS

BYNO CTANO

K.M.H. lannniok C.B. K.M.H. lannniok C.B.




KomyHanbHuii 3aknag KniBcbKoi o6nacHoi pagu | KomyHanbHe  HekomepuiliHe  nignpuemMcTBO
«KniBcbka  oGnacHa  KniHiuHa  fnlikapHA», | KWiBcbKoi o6nacHoi pagu «KuiBcbka oGnacHa
racTpoeHTepoJsioriyHe BiaggineHHs, M. Knis KNiHiYHa NniKapHa», racTpoeHTeposioriyuHe
BiAAiNeHHsA KNiHIYHOro LEeHTPy TepaneBTUYHOrIO
npodinto, M. Knis

O.M.H. TonosyeHko O.I. O.M.H. TonosyeHko O.I.

MeauuyHuii KniHIYHWIA  AocnigHULUBbKUIA LeHTp | ToBapucTBO 3 OGMEXEHOI BifgNOBiIfaILHICTIO
MeauyHoOro UeHTpPy ToBapucTBa 3 o6mMexeHow | «MeguuHuii UyeHTp Xenc KniHik», MeauuHuii
BignoBiganbHicTio «Xenc  KniHik», Biggin | KNiHIYHMIA  gocnigHVMUbLKUIA  UeHTp,  Biggin
racTpOEeHTeposIorii, renaTosiorii Ta eHO0KPUHOOTIT, | racTpoeHTeposorii, renartonorii Ta eHAOKPUHONOTIT,

M. BiHHMUSA M. BiHHMUSA

O.M.H., npody. BaosuueHko B.I. O.M.H., npody. BaosuueHko B.I.

KoMmyHanbHe  HeKkomepuiiHe  nignpuemMcTBo | «JlikapHA ceATtoro MaHTeneiimoHa»
«KniHiyHa nikapHsa LWBUAKOT MeguuHOi | KOMyHa/IbHOro HeKOMepUiiHOro nignpuemcraea
ponomorn M. JlbBoBa», 1 TepaneBTuUUHe | «/IbBiBCbKe TeputopiasibHe MeauuHe

BigAineHHs, /IbBiBCbKMI HaUiOHANbHUIA MeANYHUIA | 06’€QHAHHSA «bararonpodinbHa KniHiyHa
yHiBepcuTeT iMeHi JaHuna Fanuubkoro, kadegpa | NikapHA IHTEHCUBHUX MeTOAIB JNiKyBaHHA Ta

Tepanii Nel, MeguyHol giarHOCTMKM Ta reMaTosorii i | WwBWAKOI MeguyHoi gonomoru», LleHTp Tepanii,
TpaHcdpysionorii  hakynbTeTy  nicNsAMnAoOMHOI | JIbBIBCbKWIA HauiOHaNbHWUI MeguuyHWiA yHIBepcUTeT
OCBiTW, M. JIbBIiB iMeHi JaHuna Fanuubkoro, kadegpa Tepanii Nel,

MeANYHOI  AiarHOCTUKK Ta remartonorii i
TpaHcdysionorii  pakynbTeTy  NiCNSAWNIOMHOI
0oCBITU, M. JIbBiB

7. bpowypa pocnigHuKa pocnigkyBaHOro nikapcbkoro saco6y Ouunepnima6/Ociperlimab (BGB-
A1217), Bepcia 4.0 Big 24 xoBTHA 2022 poOKy aHrniicbkol MOBOW; Bpouwypa pocnigHuka
AocnipKyBaHOro nikapcbkoro 3aco6y Tucnenisyma6/Tislelizumab (BGB-A317), Bepcia 10.0 Big 09
noToro 2023 poKy aHrniicbkolo MoBOK; JOCbE AOCiAKYBaHOro siikapcbkoro sacody BGB-A317,
Bepcia 7.2 Big 23 nuctonaga 2022 poKy aHrniiicbkoo MOBOK; 3a/ly4eHHA A0[aTKOBUX BUPOOHUUNX
AINSHOK Ans  pocnigpkyBaHOro nikapcbkoro 3acody Tucnenisymao (Tislelizumab) (BGB-A317;
TUCNENISYMAB (TISLELIZUMAB)), KOHUEeHTpaT Ass po3uuHy ana iHdysiii, 10 minirpam/mininitp
(mrimn): BeiGene Guangzhou Biologics Manufacturing Co., Ltd., Kutaii; Catalent CTS (Singapore)
Private Limited, CiHranyp; Fisher Clinical Services (Korea) Co., Ltd, MiBaeHHa Kopesi; Zuellig Pharma,
Inc., Kutaiicbka Pecny6nika (TaiBaHb); Zuellig Pharma Korea Ltd, Pecny6nika Kopesa fo npotokosny
KMIHIYHOTO JocnipkeHHs «PaHgomisoBaHe nogpiviHe cnine [OCNiMKeHHS (hasv 3 ouunepsimaby, aHTuTtina
no TIGIT, y noegHaHHi 3 TuUcnenisymabom MOPIBHAHO 3 nembponizaymabom y naujieHTiB i3 paHille
HenikoBaHMM, MICLIEBOMNOLLMPEHNM, HeonepabenbHUM abo MeTacTaTUYHUM  HeAPiGHOKNITUHHUM  pakoMm
nereHb i3 BMbGpaHMM cTtatycom ekcnpecii PD-L1», kog gocnigkeHHs BGB-A317-A1217-302, Bepcis 3
nonpaskoto 3.0 Bifg 23 cepnHa 2022 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

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

8. OHOBMEHWIA NPOTOKON KNiHiYHOro Bunpo6yBaHHsa MK-3475-B15 3 iHkopnopoBaHOI0 nonpaskoto 03
Big 06 niotoro 2023 poky, aHrNiicbKolo MOBOI; Bpouwypa pgocnigHuka 013 eHdhopTymab BefOTUH
(Enfortumab Vedotin; ASG-22CE), BugaHHa 12 Big 21 ntotoro 2023 poKy, aHI/iACbKOK MOBOIO;
YkpaiHa, MK-3475-B15, Bepcia 2.00 Big 20 kBiTHA 2023 p., yKpaiHCbKOIO MOBOIO, iH(popmauia Ta
JAOKYMEHT npo iHdopmoBaHy 3rogy pA/ia nauieHta; 3MiHa HasB Micub NPOBeAEHHA KIiHIYHOro
BUNPOOYBaHHA [0 NPOTOKO/Y KNIHIYHOTO AochimpkeHHs «PaHgomisoBaHe, Bigkpute gocnimpkeHHs Il dpasm
ONS OUiHKM nepionepauinHoro 3actocyBaHHsA eHdopTymMaby BeAOTMHY Y KOMOiHaUil 3 nemGoposisymadcom
(MK-3475) nopiBHAHO 3 HEOAA'tOBAHTHOI Tepanieto reMumMtabiHoOM Ta UUCNIaTUHOM Y YYaCHUKIB 3 M'A30BO-
iHBA3MBHUM pakom Ce4yoBOro Mixypa, npuaatHux ans nikysaHHsa umcnnatuHom (KEYNOTE-B15 / EV-304)»,
kog pocnimpkeHHs MK-3475-B15, 3 iHkopnopoBaHoto nonpaskoto 02 Big 04 kBiTHA 2022 poky; cnoHcop - TOB
Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHiCcTI0 «MC/L YkpaiHa»

BYNO CTAJIO
4.M.H., npodp. CTycb B.IM. 4.M.H., npodp. CTycb B.IM.
KomyHasnibHe  nignpremcTBoO  «/[IHiNponeTpoBcbka | KoMyHaslbHE  NignpremMcTBO  «/lHINpONeTpoBChka
obnacHa kniHiYHa nikapHA  iM.  |.1.MeuHukoBa» | obnacHa KhiHiYHA nikapHA  iM.  |.1.MeyHnkoBa»
[HiNponeTpoBCcbKOi 06nacHoi pagw», Bia4ieHHs | JHINPONeTPoBCLKOI 061acHOi pagw», BIOLIIEHHS
yponorii ~ Ne2  (oHKonoriyHe),  [HINpoBCbKWiA | yponorii ~ Ne2  (oHKoMOrivyHe),  [HINpPOBCbKWiA
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OEepXaBHU  MeandHWIA  yHIBEpcuTeT,
yponorii, M. JHinpo

OEepXaBHUI  MeanuHWIA  yHIBEpCuTeT,
xipyprii Nel Ta yponorii, M. JHinpo

Kaceppa Kacpenpa

nikap Nineubka O.T1. nikap Nineubka O.T1.

KomyHasibHe HekomepLUiiHe nignNprMemMcTBo | KoMyHasibHe HekomepLUiiHe nignNpUeEMCTBO
«KUTOMMpPChKNIA obnacHuii OHKOJIOTIYHWIA | «XXUTOMUPCBHKWIA obnacHuii OHKOJ10TiYHWI
avcrniaHcep»  YKutomupcbkoi  obnacHoi  pagw, | gucnaHcep»  XXKuToMupcbkoi  obnacHoi  paaw,

XiMmioTepaneBTUYHEe BigAiNneHHA, M. XKutomump BiAAiNeHHsA KNiHiYHOT OHKoJorii, M. )Kutomup

9. 3miHa Micus NpPoBeAEeHHs KNiHIYHOro BUNpoGyBaHHA; 3MiHa Ha3BU MiCLiA MPOBEAEHHSA KJliHIYHOrO
BUNPOGYBaHHA [0 NPOTOKO/TY KNIHIYHOTO JocnigpkeHHs «PaHgomizoBaHe, noggiiHe cnine gocnigpxeHHs, |l
hasn, Anst NOpPIBHAHHA nNpenapaTty YnagauutuHio (ABT-494) 3 nnaue6o Ta 3 agasliMmymabom, y nauieHTis 3
CepefiHbOTSHKKOK abo TSXKKOK (hopmMamu akTMBHOTO PEeBMAaTOIAHOrO apTpuTy, WO OTPMMYKOTb CTabinbHY
6a3ncHy Tepanito MEeTOTpPeKcaToM Ta He AOCArNU afekBaTHOI BignoBigi Ha Hel», kog aocnigkeHHs M14-465,
3 iHKoprnopoBaHoto AgMiHicTpaTuBHot 3miHoto 1 Ta Monpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5,
6 Ta 7 Big 20 nuctonaga 2020 poky; cnoHcop - AbbVie Inc., USA

3anaBHuK - «<E66BI BiohapmacktoTikan3 FTmM6X», LLseliuapis

BYNoO CTANO
nikap Bacuneub B.B. nikap Bacuneub B.B.
BaratonpodinbHuiA MeAuYHUiA ueHTp | JlikyBa/IbHO-AiarHOCTUUHWIA LEHTP ToBapucTBa
OpecbKoro HauioHa/IbHOro MeAuNYHOro | 3 06MEeXEeHOI0 BignoBiganbHicTIO «[im
yHiBepcuUTeTy, peBMaTonoriyHe BiAAISIEHHS, | MeAULUHN®, amoynaTopHO-NoJiKMiHiuHe
M. Opeca BigaineHHa, m. Ogeca

BYJIO

CTAJIO

4.M.H., npody. Hapatwkesny O.H.

4.M.H., npody. Hapatwkesny O.H.

KomyHanbHa 4-a MicbKa KiHiYHa niKapHs
M. JlbBOBA, peBMaTosnoriyHe BiAAINEHHS,

BipokpemneHnii nigpo3gin «4-a  JlikapHa»
KoMyHa/IbHOro HeKOMepuiliHOro nignpuemcraea

AepxxaBHui 3aknag, «/IbBiBCbKUiA HalioOHa/IbHWIA | «J/IbBiBCbKe TeputopiasibHe MeguyHe
MeguuHui YHiBepcurter iMeHi | 06 egHaHHA «KniHiuHA nikapHA n1aHOBOro
AaHuna Tanuubkoro», Kadegpa ciMelHOI | likyBaHHA, pea6initauii Ta  naniatTuBHOI
MeaAuMUUHN Ta Aepmarosiorii, BeHeponorii, | 4ONOMOrm», peBmMaTosoriyHe BiA4iNEeHHs,
M. JIbBiB NbBiBCbKNMIA HauioHaNIbHUIA MeAUYHUiA

yHiBepcuteT imeHi JaHuna [anuubKoro,

Kadpegpa cimeiiHOl MeaUUMHU, M. [IbBIB

10. OHoOBNEeHWI NPOTOKON KAiHIYHOro pgocnimkeHHa BGB-3111-306, Bepcia 3 nonpaskoto 3.0 Big 17
cepnHA 2022 poky; OHoBneHa Bpowypa gocnigHuka 3 npenapary 3aHy6pyTiHi6 (BGB-3111), BugaHHsA
10.0 Big 27 xoBTHA 2022 poKy; 3MiHa agpecu CMoHCOopa KNiHiYHOro BUNpo6yBaHHA; IHhopMaLiiHniA
JINCTOK nauieHTa Ta Popma iHpopmoBaHOI 3rogn AnA YKpaiHu, Bepcia 5.0 Big 20 ciuHa 2023 poky,
aHrniicbkoto MoBo1o; IHhopmauiiHuiA NNCTOK NauieHTa Ta ®opma iHhopMOBaHOI 3roau onsa YKpaiHu,
Bepcia 5.0 Big 20 ciuHA 2023 poky. MepeknageHo yKpaiHCLKOK MOBOKO A1A YKpaiHu 11 TpaBHA 2023
poky; IHpopmauiliHMii NnMcTOK NauieHTa Ta Popma iHchopmoBaHOI 3roau ansa YKpaiHu, Bepcisa 5.0 Big,
20 ciuHa 2023 poky. MepeknageHoO PpoOCIlicbKO MOBOK ANA YKpaiHn 10 Gepe3Ha 2023 poky;
IHhbopmauiiiHuiA nuctok i chopma iHhopmoBaHOiI 3roan BariTHOI NapTHEPKM yvyaCHMKa HAYKOBOFO
[ocnipKeHHA npenaparty Ha 36ip gaHUX NPo BariTHICTb Ans YKpaiHu, Bepcis 4.0 Big 20 ciuHa 2023
POKy, aHrnilficbkoro MoBow; IHcopmauiiiHuii nuctok i copma iHcpopmoBaHOI 3roau BariTHOI
napTHepPKW y4yacHUKa HayKOBOTO [OCAIMKEeHHS npenapaTty Ha 36ip AaHUX NPO BariTHICTb A4NA YKpaiHu,
Bepcisa 4.0 Big 20 ciyHa 2023 poky. MepeknageHo YKpaiHCbKO0 MOBOIO A YKpaiHu Bif, 10 6epesHs
2023 poky; IHchopmauiiHuii nuctoK i chopma iHchopmoBaHOI 3rogu BariTHOI NapTHEPKM Yy4dacHUKA
HAyKOBOro AOC/iMKEHHA npenapaTty Ha 36ip AaHuX Npo BariTHICTb AnA YKpaiHu, Bepcia 4.0 Big 20
ciuHa 2023 poky. lMepeknageHoO poOCIACLKOW MOBOK AnA YKpaiHu Big 11 TtpaBHA 2023 poOKy;
JopatkoBa dopma iHhopMmoBaHOi 3rogu pns YkpaiHu - Heo6oB’si3koBa iHhopmoBaHa 3roga Ha
36epiraHHA Ta MallGyTHE AOCNigKeHHA GionoriuHMx 3paskiB, Bepcia 2.0 Big 04 XOBTHA 2022 poKy,
aHrniicbkolo MoBotw; JAopgatkoBa dopma iHchopmoBaHOI 3rogu ana YKpaiHm - HeoGoB’A3KoBa
iHpopmoBaHa 3roga Ha 36epiraHHA Ta MallGyTHE AOCAiAKeHHA GionoriuHMx 3paskKiB, Bepcia 2.0 Big
04 »oBTHA 2022 poky. MepeknageHo yKpaiHCbKOK MOBOK A/sl YKpaiHu 13 ciuHa 2023 poky;
AopatkoBa dopma iHpopMmoBaHOI 3roau ans YkpaiHu - HeoGoB’siskoBa iH(hopmoBaHa 3roga Ha
30epiraHHA Ta MaliGyTHe AocnigkeHHA GionoriuHux 3paskis, Bepcia 2.0 Big 04 xoBTHA 2022 poky.
MepeknageHo pociicbKold MOBOK Ans YKpaiHm 11 TtpaBHA 2023 poky; JopatkoBa dopma



iHbopMoBaHoOI 3roau Ana YkpaiHu - BigmoBa nauieHTa Bif, yyacTi B gocnigkeHHi, Bepcia 2.0 Big 04
XXOBTHSA 2022 poKy, aHrniiicbkolo mMoBoto; floaarkoBa Popma iHpopmoBaHOi 3rogn Ans YKpaiHu -
BiaMmoBa nauieHTa Big y4acTi B gocnigxeHHi, Bepcia 2.0 Big 04 xoBTHA 2022 poky. MepeknageHo
YKpaiHCbKOIO MOBO ANA YKpaiHu 11 tpaBHsA 2023 poky; dopatkoBa Popma iHthopmMoBaHOiI 3roaun
Ans YkpaiHu - BigMmoBa naujieHTa Bifg yyacTi B gocnigkeHHi, Bepcisa 2.0 Big 04 XoBTHA 2022 poOKy.
MepeknageHo pociiicbkolo MOBOK Ans YKpaiHu 11 TpaBHa 2023 poky; LoaeHHUK nauieHTa (nuwe
ana rpynu A), 40 gHiB, Bepcia 2.0 Big 29 nuctonaga 2022 poky aHrnilicbkoro MoBowo; LLlogeHHUK
nauieHTa (nuwe ansa rpynu A), 40 gHiB, Bepcia 2.0 Big 29 nuctonaga 2022 poKy aHrfiiCbKO0 MOBOIO.
MepeknageHo Ha YKpAiHCbKYy MOBY Anisi YKpaiHum 20 rpygHAa 2022 poky; LogeHHMK nauieHTa (nuwe
Aansa rpynu A), 40 gHiB, Bepcia 2.0 Big 29 nuctonaga 2022 poKy aHrniicbkoo mMoBolto. MNMepeknageHo
Ha pociiicbKy MOBY a5 YKpaiHu 20 rpyaHsa 2022 poky; LLogeHHUK nauieHTa (nMwe gna rpynu A), 100
[HiB, Bepcia 1.0 Big 29 nuctonaga 2022 poky aHrniicbkolo MoBoLo; LLlogeHHUK nayieHTa (nuwe ans
rpynu A), 100 gHiB, Bepcia 1.0 Big 29 nuctonaga 2022 poKy aHrniiicbkolo MoBoto. MepeknageHo Ha
YKpaiHCbKy MOBY Anis YKpaiHu 20 rpyaHa 2022 poky; LoaeHHUK nauieHTa (nuwe ana rpynu A), 100
OHiB, Bepcia 1.0 Big 29 nuctonaga 2022 poky aHrnilicbkoro MOBoOto. NepeknageHo Ha pocilicbKy MOBY
AnAa YkpaiHu 20 rpygHAa 2022 poKy [0 NPOTOKO/Y KNiHIYHOrO AoCnifkeHHs «PaHgomizoBaHe, Bigkpure,
faraTtoueHTpoBe [OCNIMKEHHSA da3n 3 ONna BMBYEHHSA KOMOGiHauil 3aHyo6pyTiHiOy (BGB-3111) 3
puUTyKCUMaboM Yy MNOPIBHAHHI 3 KOMGiHaUie 6eHAamMyCcTUHY 3 pUTyKCMMaboM Yy nauieHTiB 3 paHile He
NIKOBAHOK MaHTINHOKNITUHHOI /1IM(POMOI0, SKMM HE MoKasaHa TPaHCM/aHTaliss CTOBOYPOBUX KNITUH», KOA,
pocnipkeHHs BGB-3111-306, Bepcisa 3 nonpaskoto 2.0 Big 16 rpygHsa 2020 poky; cnoHcop - beirxeH /14
[BeiGene Ltd], CLLA

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKAM AEBE/NIOMMEHT YKPAIHA»

EY/10 CTAJ/IO

BeiGene USA, Inc.
2955 Campus Drive, Suite 200, San Mateo, CA
94403, CLLIA

BeiGene USA, Inc.
1840 Gateway Drive, 3rd Floor. San Mateo, CA
94404, CLUA

11. 3miHa BignoBiAa/IbHOTO AocAigHUKA Ta Ha3BU MICLUA NMPOBEAEHHSA KMIHIYHOrO BMNPOGOBYBaHHSA
00 NpPOTOKO/Yy KAIHIYHOTO BWUNPObGyBaHHA «[OCNIMKEHHS 3 OUiHKM ed)eKTUBHOCTI, 6e3neyHocTi Ta
thapmakokiHETUKM NpW 3acTocyBaHHi npenapaty IgPro20 (iMmyHornoGyniHy AnA NigWKipHOro BBeAEHHS,
XizeHTpa®) y Aopocnnx nauieHTiB i3 gepmaTomiosntom (AM) - gocnigxeHHss RECLAIIM», koa AocnigKeHHs
IgPro20_3007, nonpaeka 4 Big 20 »o0BTHs 2022 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn bepiHr
EnEnCi, CLLA

3aaBHUK - TOB «AaBaHceq KniHikan», YkpaiHa

BYJIO

CTAJIO

A.M.H., npod. BopTkeBuy O.I1.

JepxaBHa ycTaHOBa «HauiOHa/IbHUIA HayKOBWA
LeHTp «IHCTUTYT Kapaionorii imeHi akagemika
M.A. Crtpaxecka» HauioHanbHOT  akagemii
MeAMYHNX HayK YKpaiHu, Big[izl HEKOPOHapHUX
XBOpPOO cepuA Ta peBMartonorii, M. Kuis

K.M.H. KOpHieHko T.M.
JepxaBHa ycTaHoBa «HauioHanbHWUI HayKoBUii

UeHTp «IHCTUTYT Kappgionorii, KaiHiYHOT Ta
pereHepatuBHOI MeAUUMHU iMEHi akageMmika
M.A. Ctpaxecka HauioHasbHoT akagemii

MEAUYHUX HayK YKpaiHu», BigAin HEKOPOHapHUX

XBOpPOO6 cepus, peBMatonorii Ta tepanii, M. Kuis

12. 3miHa micus nNpoBeAeHHSA K/iHIYHOrO BUNPOGYBaHHA; Bpolwypa gocnigHuka Ha gocnigKyBaHuii
nikapcbkuii 3aci6 NT 201, BugaHHsa 22, Bepcia 1.0 Big 31 6epe3Ha 2023 p., aHrNilicbKoOO MOBOKO [0
MPOTOKO/Y  KIIHIYHOTO  JocnigpkeHHs  «[lpocnekTuBHe, paHAoMi3oBaHe, MoABiHe chnine, nnaue6o-
KOHTpO/IbOBaHe, GaraToLeHTpoBe AOCNIMKEHHS, fKe NMPOBOAWTLCA 3 METOH BMBYEHHSA e(qIEKTUBHOCTI Ta
6e3nekn npenapaty NT 201 npu NikyBaHHI CNACTUYHOCTI HWXKHIX KIHUIBOK, CAPUYMHEHOI iHCY/IbTOM ab6o
TPaBMaTUYHMM MOLUKOKEHHAM MO3KY Y [OPOC/MX NauieHTiB, 3 NOAasiblUMM BIAKPUTUM PO3LUMPEHVM
nepiogomM [AOCMNiMKEHHsT 3 abo 6e3 KOMOGIHOBAHOrO JiKyBaHHSI BEPXHIX KiHLIBOK», KOA AOCHiAKEHHS
M602011014, Bepcia 5.0 Big 17 BepecHsa 2020 p.; cnoHcop - Mepy dapmacbroTikans MmM6X, HimeuumHa
(Merz Pharamaceuticals GmbH, Germany)

3asBHuK - TOB «BOP/IABAWL KNIHIKAM TPAIIC YKP»

BYNO CTANO

A.M.H., npodpecop Byyakuuiicbka H.M.
KomyHasibHe HekomepLUiiHe
«3anopisbka obnacHa

A.M.H., npod. Byyakuniicbka H.M.
KomyHasibHe HekomepLUiiHe
«3anopisbka obnacHa

nignNpUeMCTBO
KNiHiYHa niKkapHa»

nignNpUeEMCTBO
KNiHiyHa nNiKapHs»




3anopisbKoi obnacHoi paau, BiapineHHs | 3anopisbkol 065acHOi  paaun, cneuianisoBaHUii
HeBponorii Nel, M. 3anopixxs LEeHTP HepBOBMX XBOPOG Ta  KNiHiYHUX
AocnipKeHb, M. 3anopixxs

13. 3miHa Ha3BM Micusa NpoBefeHHs1 BUNPOGYBaHHA [0 MPOTOKOJY K/IHIYHOrO AoC/imkeHHA «®Pa3za 3,
paHAoOMi30BaHE KOHTPO/IbOBaHE BigKpUTE gocnimpkeHHs Benkeiigy (6opTte3omiG), MendanaHy Ta
npegHizoHy (BMI1) y nopiBHAHHI 3 gapaTymyma6om y kom6iHauii 3 BMI (O-BMI) y paHiwe HesikoBaHUX
NnauieHTiB 3 MHOXWHHOK MIE/IOMOIO, SKUM He MoKa3aHa BWCOKOAO30Ba Tepanis», Kof [AOCNiIKeHHSA
54767414MMY3007, 3 iHkopnopoBaHoto nornpaskoto 8 Big 02 yepBHA 2021 poky; cnoHcop - «HAHcceH-Cinar
IHTepHewHn H.B.», benbris

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTANO

3aB. LLeHTPOM YceHko IM.B. 3aB. Bif. YceHko I".B.

KomyHanbHuii 3aknag, «Micbka kniHiuHa nikapHAa | KomyHanibHe  HekoMmepuiliHe  NigNPUEMCTBO
Ned» [HINPOBCbKOI MICbKOT paau, Micbkuid | «Micbka KniHiuHa nikapHa Ned» [HiNpPOBCLKOI
reMartosioriuHuii LeHTp, M. [JHiNpo MiCbKOI pagu, remaToJsioriuHe BigAineHHs,
M. [IHinpo

14. OHoBneHi cekuii Jocbe pgocnigkyBaHoOro nikapcbkoro 3aco6y Hartpiii Imetenbctar (GRN163L):
Po3pgin 2.3 Introduction, Jlocbe aocnigxyBaHOro nikapcbkoro 3acoody Imertenncrar, Big 09 nitotoro
2023 poky; Po3gin 3.2.S Drug Substance, [locbe gocnigxyBaHOro nikapcbKoro 3acooy Imetenbcrar,
rnoG6asnbHa Bepcisa 2.0 Big 09 ntotoro 2023 poky; Posgin 3.2.P Drug Product, flocbe gocnigkysBaHoro
nikapcbkoro 3aco6y IMmetenbcrar, rno6éanbHa Bepcia 2.0 Big 09 nwortoro 2023 poky; Posgin 2.3
Introduction, locbe gocnigkyBaHoOro nikapcbkoro 3aco6y ImetrenncrarT, Bif 23 6epe3HA 2023 poKy;
Po3pgin 3.2.S Drug Substance, locbe aocnigKyBaHOro flikapCbKoro 3acooy Imetenbcrar, rnoéanbHa
Bepcia 3.0 Big 23 Oepe3Hsa 2023 poky; Posgin 3.2.P Drug Product, Locbe pocnigkyBaHOro
nikapcbkoro 3aco6y ImetenbcTart, rno6anbHa Bepcisa 3.0 Big 23 Gepe3Ha 2023 poky A0 MPOTOKONY
KMiHIYHOrO BMNpobyBaHHA «JocnimpkeHHs 3 ouiHkm npenapaty Imetenbctatr (GRN163L) y nikyBaHHI
3aM1eXHUX Big TpaHcdysii nauieHTiB 3 mienogucnnactuyHum cuHgpomom (MAC) 3 «HU3bKMM» ab60
«MPOMDKHMM-1» CTyneHeM pu3nKy 3a WKanow IPSS, 3 nporpecyBaHHAM ab0 BiACYTHIiCTiO BignoBigi Ha
Tepanito epuTponoes-ctumynooummmn  areHtamm  (ECA)», koa pocnigpkeHHs 63935937MDS3001, 3
nonpaskoto 8 Big 30 nmctonaga 2022 poky; cnoHcop - F'epoH KopnopeiiwH, CLWA / Geron Corporation, USA
3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

15. Bpowypa AocnigHuka gocnigKyBaHOro nikapcbkoro saco6y CVL-865 (papira6ar), BugaHHsa 4.0
Big 06 BepecHs 2022 p. aHrnilicbkolo MoBo; MaTtepianu gna naudieHTtiB: CVL-865-SZ-001_Bpowypa
nauieHta_anAa YkpaiHu_Bepcia 1.0_Big 08 kBiTHA 2020 p._yKpaiHCLKOIO Ta POCIiICbKOIO MOBaMu;
CVL-865-SZ-001_J/iucTt Big nikapa A0 nauieHTa _ana YkpaiHu_Bepcia 1.0_Big 08 keiTHA 2020
P._YKpaiHCbKOO Ta pocilicbkolo MoBamu; CVL-865-SZ-001_Bnok-cxema [oOChifKeHHA_Ans
YKpaiHu_Bepcia 1.0_Big 24 6epe3Ha 2020 p._yKpaiHCbKOKW Ta pociliicbkolo moBavin; Cymka ans
nauieHta: CVL-865-SZ-001_Patient Bag_Bepcia 1 Big 16 uepBHA 2020 p.; CVL-865-
SZ-001_30BPAXEHHSA_MeguuHuii igeHTUdbikauiiHi 6pacnet_ana YKpaiHu_Bepcia 2_Big 06 KBiTHA
2023 p._yKpaiHCbKOK Ta PpocCilicbkolo moBaMu; NpPOTOKOS €KCTPEeHOoi AOoNoOMOrM - A HagaHHA
yyacHuKy, Bepcis 4.0, Big 31 nunHa 2020 poky, YKpaiHCbKOK Ta pocilicbkolo moBamu; CVL-865-
SZ-001 (GABA)_Covid Welcome Kit_Hab6ip ana nauieHTa gns saxucTty Big COVID (nucT, nanka, Macka
AnAa GaraTopasoBOro BUKoOpUCTaHHA)_Bepcis 1 Biag 24 nuctonaga 2020 p.; CVL-865-SZ-001_Jiuct
wopo COVID-19_pansa YkpaiHv_Bepcia 1.0_Big 06 nuctonaga 2020 p._yKpaiHCbKOK Ta POCIACbKOK
MoBamu; MoAoBXeHHs TepMiHy TpUBanocCTi fOoCNifMKeHHs B YKpaiHi Ao 31 cepnHAa 2024 poky; Jocbe
pocnipKyBaHOro sikapcbkoro saco6y paapiraéar (CVL-865), Bepcia 5.0 Big 01 TpaBHA 2023 poOKy,
aHrNiNcbKOK MOBOK; 3MiHA MicUA NMPOBEAEHHSA KMIHIYHOrO BMNPOOYBaHHA [0 MPOTOKOMY K/IiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, NOABIMHO criine, nnaueb0o-KOHTPOsIbOBaHe, 6araToLeHTPOBE AOC/IAKEHHS 3
napanenbHUMK rpynaMmv AN BMBYEHHSA npenapaTy CVL-865 B AkoCTi [onaTkoBOl Tepanii B LOPOCUX
NauieHTIB i3 PE3NCTEHTHUMM A0 NiKapPCbKMX 3aco6iB eniienTUYHMMKU Hanagamu 3 (OKaslbHUM MOoYaTKOM
(kniHiuHe BunpobyBaHHs REALIZE)», koa pocnigpkeHHss CVL-865-SZ-001, npotokon Bepcia 4.0 Bif
30.06.2020 p.; cnoHcop - Cerevel Therapeutics, LLC, United States

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»



BYNO CTA/O

O.M.H., npody. Map’eHko /1.B. O.M.H., npody. Map’eHko /1.B.

KomyHanbHe  HekomepuiiiHe nignpuemcTBo | MeguuHuii UeHTP ToBapucTBa 3 OGMEXEHOLo
NbBiBCbKOT  0oGnacHoi paau  «J/lbBiBCbKa | BignoBiganbHiCcTIO «MepgunuHwmii LLeHTp
o6nacHa K/iHiYHA JflikapHa», HeBponoriuHe | «HeiipokniHik», M. JIbBiB

BigAineHHs, o6GnacHuii npoTueninenTUYHUIA

LEeHTP, JIbBIBCbKWI HaUiOHaJIbHUIA MeauYHWiA
yHiBepcuteT imeHi JaHuna TanuubKoro,
Katheapa HeBponorii, M. /IbBiB

16. 3miHa Ha3BM Micus NpoBeAEHHA KIiHIYHOro BUMPOOYBaHHA Ta BiAMNOBifa/IbHOrO AOCAIAHUKA;
3miHa Ha3BM Micus MpPoOBeAEHHA K/MiHIYHOro BUMPOOYBaHHA A0 MNPOTOKO/Y KAIHIYHOIO AO0CAIMKEHHS
«PaHgomizoBaHe, noagiiHe-cnine pocnigpkeHHs Il dpasn ABOXKOMMNOHEHTHOI XiMioTepanii npenapatamu
nnatmHM B koMGiHauii 3 nem6ponisymaéom (MK-3475) ab6o 6e3 HbOro, B SKOCTi Heoan'toBaHTHOI /
af’'toBaHTHOI Tepanii 4n1a nauieHTiB 3 onepabenibHUM HeApiGHOKMITUHHUM pakom nereHb 11, 1A Ta IlIB (T3-
4N2) ctagii (HOPN) (KEYNOTE-671)», kog gocnigkeHHs MK-3475-671, 3 iHkopnopoBaHoto nonpaskoto 11
Big 29 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC,
USA)

3asABHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

BYJIO CTAJIO

K.M.H. TpyxiH A4.B.

KomyHanbHa ycTaHoBa «Opecbkuii o6nacHuii
OHKOJIOTiYHMIA gucnaHcep», cTalioHap AEeHHOro
nepe6yBaHHA AMNCNaHCEePHO-MONIKNiHIYHOroO
BigaineHHsa, m. Oageca

nikap KpacHorpygb 0.C.

KomyHanbHe  HekomepuiiiHe  nNiANPUEMCTBO
«Opecbkuin perioHanbHWIA KNiHIYHWIA
NPOTUNYX/IMHHUIA UeHTP» Opgecbkoi 06nacHoi
pagu», BigaineHHA ximiotepanii, M. Ogeca

BYNO CTANO
ron. nikap MapamoHos B.B. AvpekTop lMNapamoHoB B.B.
KomyHasnbHe HekomepLUiiHe nignpuemMcTBo | KoMyHasbHe HekomepLUiiHe nignpueMCTBO
«YepKacbkuii o6nacHwuii OHKONOTiYHUIA | «KNiHiYHMA  UEeHTP  OHKonorii, remartosioril
pucnaHcep Yepkacbkoi o6GnacHoi  pagu», | TpaHCNMAHTONOrNT Ta naniaTMBHO gonomoru
O6nacHui LEeHTp KMIHIYHOT OHKOJOriT | YepkacbKoi 06Gs1lacHOi pagu», O6G/acHUn LEHTP
(oHKOXiMiOTEPAneBTUYHMIA), M. Uepkacu KMIHIYHOT  OHKOJOrii  (OHKOXIMIOTEpaneBTUYHWIA),
M. Yepkacu

17. 3miHa Ha3B MicUb NPoOBeAeHHs KNiHIYHOrO BUNPOOYBAHHA [0 MPOTOKONY KAiHIYHOrO AO0CAIAKEHHS
«baraTouUeHTpoBe, paHAoMi30BaHe, noABiHe cnine pgocnimkeHHs |ll ¢a3m kombiHauii MK-7684 3
nemoponizymadoom (MK-7684A) nopiBHSHO 3 MOHOTepanieo Nnemoponizymabom B AKOCTI NepLUoi AiHii Tepanii
ONs yyacHukiB 3 PD-L1-nO3MTUBHUM MeTacTaTU4yHUM HeApiGHOKNITUHHMM pakoMm nereHis» (KEYVIBE-003),
koA pocnipxkeHHs MK-7684A-003, 3 iHkopriopoBaHoto rnonpaskoto 04 Big 08 nuctonaga 2022 poky; CrnoHcop
- TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «MC/[, YkpaiHa»

BYJIO

nikap Nineupbka O.I.

KomyHasibHe HekomepuinHe niANpUeEMCTBO
«KNTOMMPCBLKUIA obnacHwuii OHKOJI0TYHWI
ancnaHcep»  XKUTOMUPCBbKOT  06M1acHOi  paaw,

XimioTepaneBTU4He BigaineHHsa, M. XKutomump

CTANO
nikap Nineupbka O.I.
KomyHasibHe HekomepLinHe nigNpUeEMCTBO
«KNTOMMPCHLKUIA obnacHwuii OHKOJI10TYHWI
ancnaHcep»  XKUTOMUPCBbKOT  06/1acHOI  paaw,

BigAiNneHHs KNiHiYHOI OHKonorii, M. )Xutomup

nikap MapamoHos B.B.

KomyHanbHe HekoMepLinHe nigNnpUeEMCTBO
«YepKacbkuii o6nacHwuii OHKOJIOTiYHWMIA
pucnaHcep YepkacbKoi 06nacHOl  pagu»,
obnacHui LeHTp KNiHiYHOT OHKonorii

(oHKOXiIMIOTEpPaANeBTMYHMIA), M. Uepkacy

nupekrtop MNapavoHoB B.B.

KomyHasnbHe HekomMepLUinHe nigNnpUeEMCTBO
«KniHiyHM  UeHTp OHKonorii, remaronorii,
TpaHcnIaHToMOrii Ta naniaTMBHOII gonomoru
Yepkacbkoi o6nacHoi pagu», O6nacHuii LeHTp
KIiHIYHOT  OHKOMOrii  (OHKOXIMIOTEpaneBTUYHUIA),
M. Yepkacu




18. NonpaBka Ne15 go IHopmauii gna yyacHuka gocnipkeHHs i hopmu iHcbopmMoBaHOI 3rogu, Lo
popaetbca Ao npotokony Ne CL3-95005-006 — Ans NPoAOBXYHUUX yvyacTb B AOCAIMKEHHI -
thiHanbHa Bepcis - .R.1.S - 14 ntotoro 2023 p, ANA YKpaiHU yKpaiHCbKO MoBoOIo; Monpaska Nel5 o
IHbopMmauii Ans yyacHuka pocnigpkeHHs i copmu iHdopMoBaHOI 3roan, WO AoAaeTbCA A0
npoTtokosly Ne CL3-95005-006 — Ansi NpoAOBXYHOUUX yyacTb B AOCNiMKEHHI - piHaibHa Bepcia —
LR.L.S - 14 niotoro 2023, pna YKpaiHn poOCiifiCcbKOl0 MOBOI; OHOBJIEHHSI €BPOMNEiCbKOI KOPOTKOI
XapaKTepUCTUKUN NiKapcbKoro 3aco6y Avastin® Big 16 rpyaHs 2022 poky [0 NpPOTOKO/Y KAIHIYHOTO
JocnimpkeHHa «PaHgomi3oBaHe, BigkpuTe KniHiyHe pochimpkeHHs 1l dhasn Tpudhnypugunnyltunipauuny (S
95005) y kombGiHauji 3 6eBauM3ymaboM y NOPIBHAHHI A0 kaneuutabiHy y komGiHauil 3 6eBaum3ymabom y
nepLii NiHiT NikyBaHHA NauieHTiB 3 MeTacTaTUYHUM KOJIOpEeKTaNlbHUM pPakoM, sIKi He € KaHaugatamun ans
iHTeHcuBHOI Tepanii (gocnimpkeHHa SOLSTICE)», ko gocnigxeHHs CL3-95005-006, diHanbHa Bepcis 5 Big,
12 x0BTHs 2022, 3 iHKOPNOPOBaHOK CYTTEBOK nornpasBkol Ne 5, Big 12 oBTHA 2022 poky; CMOHCOp -
[HCTUTYT MiXHapoaHux pochipkeHs «CEPB’E» (Institut de Recherches Internationales Servier (1.R.I.S.)),
PpaHLis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBifasibHICTIO «KLP YkpaiHa»

19. 3miHa agpecu cnoHcopa KiiHiYHOro BMNPOGYBaHHA; Bpolwypa pocnigHuka [ocigKyBaHOro
nikapcbkoro 3aco6by Ouunepnima6 (Ociperlimab) (BGB-A1217), peaakuisa 4.0 Big 24 oBTHA 2022
POKY aHrfiiicbkolo MOBOW; bBpowypa pocnigHuka p[ocnigpKyBaHOro ikapCbKoro 3acooy
Tucnenizyma6 (Tislelizumab) (BGB A317), pegakuia 10.0 Big 09 niotoro 2023 poKy aHrIiiCbKo
MoBoOI0; IHhopmauiliHuii NMNCTOK nauieHTa Ta popma iHopmoBaHOI 3roau, AnA YKpaiHu, Bepcia 4.0
Big, 15 6epe3Ha 2023 poKy YKpaiHCbKOIO Ta pociiicbkolo MoBamu; IHhopmaLiiHWii NMCTOK nayieHTa Ta
thopma iHhopmoBaHOi 3rogu Ha NpoBeAeHHs He060B’A3KOBUX Gioncii, anAa YKpaiHu, Bepcis 3.0 Big
05 TpaBHsA 2023 poKy YyKpalHCbLKOK Ta pociiicbkolo moBamu; IHchopmauiiiHuiA NUCTOK NauieHTa Ta
c¢hopma iHhopMOBaHOI 3roan Ha HEOGOB’AAI3KOBE B3ATTA 3pa3KiB KPOBi, ANns YKpaiHu, Bepcia 3.0 Big, 05
TpaBHA 2023 pOKy YKpaiHCbKOI Ta pociiicbKolo moBamu; IHchopmaLiiiHuii NMCTOK nauieHTa Ta oopma
iHhopMoOBaHOI 3roan Ha NPOAOBXEHHS NiKyBaHHSA NPU NporpecyBaHHi 3aXBOPIOBaHHSA, AN YKpaiHu,
Bepcia 3.0 Big 05 TpaBHA 2023 poOKy YKpaiHCbKOK Ta pocilficbkolo MoBamu; J[opaTKoBuUiA
iHbopMauiiHMiA NUCTOK nauieHTa Ta ¢hopma iHPOPMOBaHOI 3rogn Ha 36epiraHHsA i BUMKOPUCTAHHSA
GiosioriuHMx 3paskiB B MaiiOyTHIX JocnigpkeHHsAX, gna YKpaiHu, Bepcis 2.0 Big 05 TpaBHA 2023 poky
YKpaiHCbKOIO Ta pociiicbkoo MoBamu; Jopatok po iHcopmauiiiHoro nucTka nauieHta ta dopmm
iHcbopMoOBaHOiI 3roayM Ha BMNAAOK HenepepoGavyBaHUX cuTyauiii, ana YKpaiHu, Bepcia 2.0 Big 05
TpaBHA 2023 poKy YKpaiHCbLKOK Ta POCilicbKoo MoBamu; IHchopMauiiiHMii NMCTOK nayieHTa Ta hopma
iHbopMoOBaHOI 3rogun Ha BigLWKoAYyBaHHA TPAHCNOPTHMX BUTPAT KomnaHieto Scout Clinical, Bepcia 2.0
AnAa Ykpaidu Big 05 TpaBHsA 2023 poKy YKPAiHCbKOK Ta POCIMCbKOK MOBaMU /10 NPOTOKO/Y KAiHIYHOMO
BUNPOOYBaHHA «JocnimKeHHA ha3n 2 3 BUBYEHHS eheKTMBHOCTI Ta 6e3neyHocTi Tucnenisymady (BGB-
A317), MOHOK/IOHaNBLHOIO aHTWTiNa fo PD-1, y noefaHaHHi 3 npenapatom BGB-A1217, MOHOK/IOHa/IbHUM
aHTuTiniom o TIGIT, a6o 6e3 HbOro B MALEHTOK 3 PeLuanByOUUM abo MeTacTaTUYHUM PakoM LUMAKMN MaTKW,
AKi paHille OoTpMMyBa/n JliKyBaHHA 3 MNPMBOAY [aHOro 3axXBOPHBAHHA», Kog pocnigpkeHHs BGB-A317-
A1217-202, Bepcisa 0.0 Big 04 BepecHa 2020 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLA
3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTAJIO
2955 Campus Drive, Suite 200, San Mateo, CA | 1840 Gateway Drive, 3rd Floor, San Mateo,
94403, CLLIA California 94404, CLUA

20. OHoBneHa Opouwypa aocnigHuka, EVRYSDI (Risdiplam), Bepcisa 10 Big 6epe3Ha 2023 poky [0
NPOTOKONY KNIHIYHOTO AOCNiMKeHHs «BigkpuTte 6araToueHTpoBe AOCNIMKEHHA, siKe CKNafaeTbCA 3 ABOX
YacTuH 3 Ge3nepepBHNM MEPEXOAOM, L0 NPOBOAUTLCA 3 METOK BMBYEHHSI 6E3MEeYHOCTi, MEPEHOCUMOCTI,
hapmakokiHeTVKK, dhapMakognHamiku Ta edekTMBHOCTI npenapaty pucgunnam (RO7034067) 3a iioro
3aCTOCYBaHHA Y HEMOBAT 3i CNiHA/ILHOK M’A30BOK0 aTtpoduieto 1-ro tun»y, koA pocnigpkeHHs BP39056,
Bepcisa 7 Big 17 wepsHs 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland (LLiseiiuapis)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

21. 3miHa BignoBiganbHOro pAocnigHuka; 3MiHa Ha3BU MicuA nNpoBefeHHs BUNPOGYBaHHA [0
MPOTOKO/Ty KMIHIYHOTO JocnigpkeHHs «PaHgomizoBaHe, nogsiiiHe cnine pgocnigkeHHs 1l gasm  ana
NOpPiBHAHHA nNemoponisymady 3 nnauebo y KombiHauil 3 Heoa'toBaHTHOK XiMioTepanielo Ta af'toBaHTHO
€HOOKPVHHOK Tepanieto npu fikyBaHHI paky MOJIOYHOI 3a/103M 3 HasiBHICTIO peLenTopiB [0 eCTPOreHiB i
BIICYTHICTIO JIIOACBHKMX peLenTopiB enigepmasibHoro taktopa pocty 2 (ER+ / HER2-) Ha paHHili ctagii npu
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BUCOKOMY cTyneHi pusuky (KEYNOTE-756)», koa pocnimkeHHs MK-3475-756, 3 iHKOpPNopoBaHo
nonpaskoto 06 Big 14 nunHa 2022 poky; crnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp &
Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»

BYNO CTANO

K.M.H. TpyxiH A4.B.

KomyHanbHe HekomepLUiiHe nignpuemcTBo
«OpecbKuii perioHasIbHWI KNIHIYHWI
NPOTUMYXANHHUIA LeHTP» Ofecbkoi 061acHoT paaw,
BigaineHHs ximiotepanii, M. Ogeca

nikap KpacHorpypgb H0.C.

KomyHansHe HekoMmeplLiiiHe nignprvemcTBo
«OpecbKuii perioHasibHWI KIHIYHWI
NPOTUMYXANHHUIA LeHTp» Ofecbkoi 061acHol paaw,
BigaineHHs ximiotepanii, M. Ogeca

BYNO CTANO
K.M.H. OcTaneHko HO.B. 3aB. Bif., K.M.H. OcTaneHko HO.B.
HauioHanbHuiA  IHCTUTYT pakKy, BigginieHHs | [llepxaBHe HeKkoMepLUiiiHe niagnpuemMcTBO
MaJ/IoiHBa3MBHOI  Ta  €HZOCKoNiYHOi  Xipyprii, | «HayioHa/IbHUIA  IHCTUTYT  paky», BigdifieHHs
iHTepBeHLiliHoi pagionorii, M. Kuis MasioiHBa3MBHOI  Ta  €HOO0CKONIYHOI  Xipypril,

iHTepBEHLIiNHOT pagionorii, M. Kni

22. BK/1lOYEHHSA A0AATKOBOro Micus NPOBEAEHHSA K/1iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y K/IiHIYHOMO
JocnimpkeHHs1 «baraToueHTpoBe, BigkpuTe gocnigxeHHs Il da3n ans ouiHkKM 4OBrOCTPOKOBOT 6e3neyHocTi Ta
edheKTMBHOCTI B YYaCHMKIB, SIKUM Hapasi NpoBOAUTLCA NiKyBaHHS ab0 CNOCTEPEXEHHS Yy AOCMIMKEHHSX, L0
BK/IOHalOTb Neméponisymad», kog gocnimkeHHs MK-3475-587, 3 iHkopnopoBaHoto nonpaskoto 04 Big 15
rpyaHsa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBiganbHicTio «MC/L YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka
n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. O.M.H., npody. KpuxaHiBcbka A.€.

KomyHanibHe HekomepujiliHe nignpuemMcTBo «lpukapnaTCbknii  KNIHIYHWIA OHKOMOTIYHWUIA LEHTP
IBaHO-®paHKIBCbKOI 061acHOl paau», XipypridHe BigaineHHss Ne3 ropMOHO3a/IeXHUX NyXUH y
XIHOK, |BaHO-®paHKIBCbKMIA  HaLiOHa/IbHUA  MeguvHWiA - yHiBepcuTeT, Kkadeapa OHKOAOTriT,
M. |IBaHO-PpaHKIBCbK

23. OHoBneHwuii MpoTokon KiiHiuHoro gocnimpkeHHs ICP-CL-00112, Bepcia 7.1 Big 27 GepesHsa 2023
poky; Bpowypa gocnigHuka Opena6pyTuHioy (ICP-022), BugaHHAa 9.0A Big 15 niotoro 2023 poky,
aHrniicbKo MmoBoto; IHopMaLiiHMI NMCTOK | hopma 3rogu ANs BigKPUTOro poswWnpeHoro nepiogy
pocnipkeHHs, Bepcia V6.1UKR(uk)1.0 Big 09 TpaBHsa 2023 pokKy, nepeknaj yKpaiHCbKO0 MOBOIO Bipf,
18 TpaBHA 2023 poky; IHchopmauiiiHuii TMCTOK | hopma 3roam ANA BiGKPUTOro posLWMpeHoro nepiogy
pocnipxeHHs, Bepcia V6.1UKR(ru)1.0 Big 09 TpaBHs 2023 poKy, nepekniag pociicbkolo MoBoto Big, 18
TpaBHA 2023 poky; 3MiHa Ha3BM MiCUA NPOBEAEHHA BUNPOOGYBaHHA [0 MPOTOKO/Y K/IiHIYHOrO
nocnimpkeHHs1 «PaHgomizoBaHe, NoABiiHe crine, naaueb0-KoOHTPO/IbOBaHE AOCAIMKEHHSA dhasn 2 AN1s1 OLiHKN
edheKTMBHOCTI, 6e3neYHOCTI, NEPEHOCUMOCTI, (hapMaKoKiHETMKM Ta BI0N0riYHOT aKTMBHOCTI OpenadpyTUHioy
Yy NauieHTIB i3 peunamnByrU0-pEMITYIOUMM PO3CIHUM CKep0o30M», Kog agochipkeHHs ICP-CL-00112, sepcis
6.0 Big 18 cepnHs 2022 poky; cnoHcop - InnoCare Pharma, Inc., USA

3asBHUK - NignpreMcTBo 3 100% iHo3eMHoM iHBecTULicio «AVK'IOBIA PAC YkpaiHa»

BYNO CTAO
O.M.H., npod. Byyakuniicbka H.M. O.M.H., npodp. Byyakuniicbka H.M.
KomyHasnbHe HekomepLUiiHe nignNpMeMcTBO | KoMyHasbHe HekomepLiiHe nianpremMcTBo
«3anopi3bka obnacHa KniHiyHa nikapHs» | «3anopisbka obnacHa KMiHiYHa niKkapHa»
3anopisbKoi obnacHoi paaum, BiAgineHHs | 3anopisbkol o6nacHoi pagu, CneuianisoBaHuii
HeBpoJorii Nel, JepxaBHnii 3aKknapg | LEHTP HepBOBUMX XBOPOO Ta  KJIHIYHUX
«3anopisbka MeAaunyHa aKkapgemisi | pocnigkeHb, M. 3anopixxsa
nicnaguNIOMHOI  OCBITHU MO3  YkpaiHu»,
Kadhegpa HepBOBUX XBOPOG, M. 3anopixks

24. Po3gin «2.3.S.2 MANUFACTURE» [locbe pocnigxyBaHoro sikapcbkoro 3acooy MK-1026, Bepcis
087X2D Big 17 nwoTtoro 2023 pokKy, aHrnilicbkoto moBoto; Po3gin «2.3.S.3 CHARACTERIZATION»




Aocbe pocnigxyBaHoOro nikapcbkoro 3acooy MK-1026, Bepcia 087X2D Big 17 nwotoro 2023 poky,
aHrnificbkolo MoBoto; Po3gin «2.3.5.4 CONTROL OF DRUG SUBSTANCE» [locbe gocnigxyBaHOro
nikapcbkoro 3aco6y MK-1026, Bepcia 087X2D Big, 17 ntotoro 2023 poky, aHrnificbKoto MoBoto; Po3gin
«S.5 REFERENCE STANDARDS OR MATERIALS» [locbe pAocnigjKyBaHOro JliKapCbKOro 3acoly
MK-1026, Bepcis 087X2D Big 17 niotoro 2023 poKy, aHrniiicbkoio MoBoto; Po3ain «S.6 CONTAINER
CLOSURE SYSTEM» Jocbe aocnimkyBaHoro nikapcbkoro sacody MK-1026, sepcia 087X2D Big 17
noToro 2023 poky, aHrniicbKo MOBOM; Po3gin «2.3.S.7 STABILITY» [locbe AaocnipxyBaHOro
nikapcbkoro 3aco6y MK-1026, Bepcia 087X2D Big, 17 ntotoro 2023 pokKy, aHrMificbKoo MOBOO; Po3gin
«P.1 DESCRIPTION/ COMPOSITION OF THE DRUG PRODUCT» Jocb€e A0CAiAXKYBAHOIO J/liKapCbKOro
3aco6y MK-1026, Bepcia 087X2D Big 17 nwotoro 2023 poKy, aHriicbkow MoBow; Po3gin «P.3
MANUFACTURE» Jocbe aocnimxyBaHOro nikapcbkoro 3aco6y MK-1026, Bepcia 087X2D Big 17
noToro 2023 poKy, aHrnilicbkoto MoBoto; Po3gin «P.5 CONTROL OF DRUG PRODUCT» [fAocbe
pocnipKyBaHoOro nikapcbkoro 3acooy MK-1026, Bepcia 087X2D Big 17 niwtoro 2023 poKy,
aHrniicbkolo MoBoto; Posgin «P.8 STABILITY» [ocbe pocnigKyBaHOro nikapcbKoro 3acooy
MK-1026, Bepcia 087X2D Big, 17 niotoro 2023 poKy, aHrNificbkol0 MOBOIO; 3MiHa HaliMeHyBaHHA
BUPOOHMYOI AiNSAHKY, BiANOBifaNbHOI 3a BUPOOGHULTBO, NaKyBaHHA, TeCTyBaHHSA [OC/ifAKyBaHOro
nikapcbkoro 3acooby MK-1026 (ARQ 531), TabneTtka, 5 mr; 20 mr: 6yno Catalent Pharma Solutions,
USA crtano Catalent San Diego, Inc., USA; 3miHa HaliMeHyBaHHA BWPOGHMYOT AiNSAHKM,
BiANOBigaNbLHOI 3a MaKyBaHHSA, TECTyBaHHSA AOC/iAKyBaHOro sikapcbkoro 3aco6y MK-1026 (ARQ
531), Ta6netka, 5 mr; 20 mr: 6yno Merck Sharp & Dohme Corp., USA ctano Merck Sharp & Dohme
LLC, USA; 3miHa HalimMeHyBaHHA BMWPOOHWYOI AiNAHKKW, BiANOBIAA/ILHOI 3a TeCcTyBaHHA
[ocnigpKyBaHOro nikapcbkoro 3acooy MK-1026 (ARQ 531), ta6netka, 5 mr; 20 mr: 6yno Merck Sharp
& Dohme Corp., USA ctano Merck Sharp & Dohme LLC, USA g0 npoToKOoAy KNiHIYHOIO AOCAIAKEHHS
«focnimkeHHs |l ca3n ouiHkM edreKTUBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remaTonoriyHumMmm
3/105KICHUMMW 3aXBOPIOBaHHAMU», KOA4 focnimkeHHs MK-1026-003, 3 iHkoprnopoBaHoto nornpaskot 02 Big 01
rpygHa 2021 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

25. locbe pocnigKyBaHOro jlikapcbkoro 3aco6y Tanasonapu6, kancynu, posginu 2.3 Betyn, Bepcis
BiA 24 kBiTHA 2023 p. aHrnificbkoo MoBolo; P.8.1. Pe3tome Wo0[0 cTabiibHOCTI Ta BUCHOBKU, Bepcisa
BiA 20 ciuHA 2023 p. aHrniicbkoo MoBowo; P.8.3. [laHi npo cTaGinbHicTb, Bepcisa Big 20 ciuHa 2023 p.
aHrnincbKo MOBOK; 3pa3ok mMapKyBaHHA Tanasonapi6y/nnaue6o, kancynu, Big 14 kBiTHA 2023 p.
Pi3HMMU iHO3EMHMMU MOBaMM Ta YKpaiHCbKO MoBoOK; KapTtka nauieHta 3 iHchopmauiero wopno
EeKCTPeHOoro 3B’A3Ky, Bepcia 1.1 Big 12 TpaBHA 2023 p., YKPATHCbKOK MOBOK [0 NPOTOKO/Y KAiHIYHOIO
pocnipkeHHs «TALAPRO-3: PAHAOMI3OBAHE, MOABIVHE CAIMNE AOCAIKEHHA ®A3M 3, WO
NMPOBOANTHLCA 3 METOI MOPIBHAHHA TANA3OMAPUBY B KOMBIHALIT 3 EH3ANTYTAMIAOM TA
MNALEBO B KOMBIHALIT 3 EH3A/IYTAMIAOM ¥ YOJOBIKIB 13  METACTATUYH/M
FTOPMOHOUYYT/IMBUM PAKOM TEPEAMIXYPOBOI 3A/I03 3 MYTALIEID TEHA DDR», Kopg
pocnipkeHHs C3441052, ocTaTouHa pefakLis npoTokony 3 nonpaskoto 1 Big 20 BepecHsa 2021 p.; CNoHcop -
Mdpaiizep IHk., CLUA

3asnBHuK - Mdpansep IHk., CLUA

26. 3miHa Ha3BU Micusa NPoOBeAEeHHA BUNPOOYBaHHA [0 NPOTOKOMY K/IHIYHOIo AOCAimKeHHs «[lMpoTokon
NPOAOBXEHHS NiKyBaHHS NaLieHTIB, siki NPOAOBXYHOTb OTPUMYBATU KOPUCTL Big Tepanil iBpyTUHIGOM nicns
3aBEPLUEHHA y4yacTi Yy KNIHIMHUX  OOCNIMKEHHAX i6pYyTMHIOY», Kog pocnipkeHHs PCYC-1145-LT,
iHKoprniopoBaHuii nonpaskoto 2 Big 30 BepecHa 2022 poky; cnoHcop - Pharmacyclics Switzerland GmbH,
Liseiiuapis

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
nikap Horaesa J1.1. nikap Horaesa /1.1,
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHasibHe  HeKkOoMepLiliHe  NigNPUEMCTBO
«Yepkacbkuii oGnacHwuii OHKOJOriYHuii | «KniHiYHWiA  UeHTpP OHKonorii, remaronorii,
aucnaHcep Yepkacbkoi 06nacHOl  paau», | TpAHCNAHTONOrT Ta nasiaTUBHOI Aonomoru
O6nacHui NikyBa/IbHO-AiarHoCcTuYHWI | Yepkacbkoi  o6nacHoi  pagu»,  Ob6nacHwuii
remMaTtonoriyHuii LeHTp, M. Yepkacu NiKyBa/IbHO-AiarHOCTUYHUIA TeMaTO/IONYHNIA LEeHTP,
M. Yepkacwu

27. YKpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcia 00 Big 07 kBiTHA 2023 poKy, YKpPaiHCbKOIO
MOBOIO, AONOBHEHHA [0 iH(hopmauil Ta AOKYMeHTY npo iHchopmoBaHy 3rogy A/ nauieHTa Ans
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NiKyBaHHA Nicna nporpecyBaHHA XBOPoOU; YKpaiHa, MK-3475-A18/[ENGOT-cx11/GOG-3047, Bepcia 00
Big 07 kBiTHA 2023 pOKy, pPOCIiCbKOKO MOBOI, AONOBHEHHs A0 iHchopmauii Ta [AOKYMEHTYy npo
iHbopMoBaHy 3rody ANA nauieHTa ANs JlikyBaHHA Mnicns nporpecyBaHHs XBOpPoOOW; YKpaiHa,
MK-3475-A18 | ENGOT-cx11/GOG-3047_AMO01, Bepcisa 1.00 Big 07 kBiTHA 2023 poOKy, YKPalHCbKOIO
MOBOI0, ;ONOBHEHHA A0 iHopMaLii Ta AOKYMEHTY Npo iHPopMoOBaHy 3roay ANA nauieHTa Ha B3ATTA
AopatkoBux 3paskiB; YkpaiHa, MK-3475-A18 | ENGOT-cx11/GOG-3047_AMO01, Bepcia 1.00 Big 07
KBiTHA 2023 pOKy, POCIiCbLKOIO MOBOIO, AONMOBHEHHA A0 iH(hopmauii Ta AOKYMEHTY npo iHhopmoBaHy
3rogy ANA naugieHtTa Ha B3ATTA A0AATKOBUX 3pas3kiB [0 MPOTOKO/Y K/IHIYHOrO  AOCHiLKEHHA
«PaHgomizoBaHe, noggiiHe cnine gocnimkeHHs 1l dhasm  ximiopagioTepanii 'y  KOMOGiHauii 3
nemoponiszymadbom abo 6e3 HbOro Ans NiKyBaHHsS /IOK&/IbHO PO3MOBCHAKEHOIO paky LWAKA MaTku 3
BMCOKMM CTyrneHeMm PU3NKy (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», Kog [OCNiMKEHHS
MK-3475-A18/ENGOT-cx11/GOG-3047, 3 iHKoprnopoBaHow nonpaekoto 04 Big 08 nuctonaga 2022 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

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

28. 3miHa Micub npoBefeHHA K/iHIYHOrO BUMPOOYBAHHA [0 MPOTOKONY K/IHIYHOTO AOCNiAKEeHHA
«BigkpuTe nofoBXeHe AOCNiMKEHHS YONITYKCUMaoy y NauieHTiB i3 peuuavBHUM PO3CISHUM CKIEPO30M>»,
koA pocnimpkeHHs TG1101-RMS303, sepcia 3.0 Big 19 rpyaHa 2022 poky; cnoHcop - Tikn TepanbloTukc,
IHk., CLWWA (TG Therapeutics, Inc., USA)

3aaBHuK - TOB «K/NIHIYHI BUTIPOBYBAHHA», YKkpaiHa

BYJIO CTAJIO

KepiBHUMK LeHTpY Apob6oTeHko B.I. 3aB. Bifg. [Jpo6oTeHko B.I.
KomyHanbHe  HeKkoMmepuiiHe  nignpMemMcTBO | KOMyHanlbHe  HeKomepuiliHe  nignpuemMcTBO
«Yepkacbka ob6nacHa JfiikapHA YepkacbKoi | «[T’aTuii Yepkacbkuil MiCbKWUii LeHTP NepBUHHOT

o6nacHoi pagu», 06/1aCHUI LLEeHTP AiarHOCTUKN | MefuKo-caHiTapHOT [OMNOMOru», KNiHiuHe

Ta nNiKyBaHHs PO3CiAHOro CcK/epo3y Ha 6asi | BiagineHHsA BiAHOBHOIO NiKyBaHHA Ta

HEeBPOJIOriYHOro BigaineHHA, M. Yepkacu HeiipopeaGinitauii 3 LieHTpoM po3cisHOro
CK/lepo3y Ta Bigfinom KiHiYHUX BUNPOOGYBaHb,
M. Yepkacu

O.M.H., npody. Mockosko C.IM. 4.M.H., npody. Mockosko C.IM.

KomyHanbHe  HekowmepuiiHe nignpuemcTBo | MeauUYHUIA UEHTP ToBapucTBa 3 OGMEXEHOI

«BiHHMLUbKa o6nacHa KNiHiYHa | BigNoOBiAaNILHICTIO «MeguuHuin ueHTp

ncuxoHeBponoriyHa nikapHsa im. akapg. | «Cantoremy, NiKyBa/ibHO-NpOoinakTUUHUIA

O.l. KweHka BiHHMUbLKOI o6GnacHoi Pagw», | BigAin, M. BiHHMUS
HeBposioriyuHe BigaineHHa Ne3, BiHHUUbKWIA

HauioHa/1IbHWIA MeguUHniA YHiBepcurter
iMm. M.I. Muporosa, kadeapa HepPBOBMX XBOPOO,
M. BiHHMUSA

29. 3miHa Micua npoBeAeHHA BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AOCNiAKEHHS «baraTtoueHTpose,
paHgomi3oBaHe, MoABiliHe chnine, KOHTPO/SbOBaHe AochimkeHHsa a3u lllb ana ouiHkm edhekTuBHOCTI,
6e3neyHoCTi Ta (PapMakoKiHETUKM BULLMX 03 OKpenisymady y [Opocnux NauieHTiB 3 peuuavByouum
po3cCisiHUM CcKNepo3omM», Kof pocnimkeHHs BN42082, Bepcia 3 Big 27 x0BTHA 2021 p.; croHcop -
®.XochbdpmanH-/1a Pow /114, LWBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow Ykpaina»

BYNO CTANO

KepiBHUK LeHTpy ApoboTeHko B.I. 3aB. Bif. [po6oTeHko B.I.
KomyHanbHe  HekomepuiiiHe nignpuemcTtBo | KOMyHaslbHe  HekOoMepLiliHe  NigNPUEMCTBO
«Yepkacbka oGnacHa nikapHa Yepkacbkoi | «[’ATuii Uepkacbkuii MiCbKUii LLeHTP NepBUHHOI

o6nacHoi pagu», 06/1IaCHUI LLEHTP AiarHOCTUKN | MeUKO-CaHiTapHOT [AOMOMOru», KNiHiuHe

Ta JliKyBaHHA pO3CiAHOrO CK/iepo3y Ha 6asi | BigaineHHA BiAHOBHOIo NiKyBaHHA Ta

HeBPOJIOriYHOro BigaineHHA, M. Yepkacu HeiipopeaGinitauii 3 LieHTpoM po3cisHOro
CKneposy Ta BiA[iNnom KniHiYHMX BUNPOGYBaHb,
M. Yepkacu

30. OHoBneHu npoTokon pocnimpkeHHAa APD334-202, 3 iHkopnopoBaHow nonpaBkoio 3.0 Big 22
rpyaHa 2022 poky; YTOUHEHHA Ha3Bu CrnoHcopa AoCnimKeHHA 3 «ApeHa dapmacbloTikans, IHK.»
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(Arena Pharmaceuticals, Inc.), CLUA Ha «ApeHa ®apMacbloTikans, IHK.», AOYiIpHA KOMMaHiA, WO
NOBHICTIO HaeXUTb KomnaHii «Mdpaiizep IHK.», CLUA; IHchopmauiiiHuii nucTok i chopma 3rogu gns
popatkoBoro gocnimkeHHa 1, sepcisa V6.1UKR(uk)1.0 Big 30 ciuHAa 2023 poky, nepeknag yKpaiHCbKOo
MOBOIO Bif 23 Gepe3Hsa 2023 poky; IHopmauiiHMii nuctok i chopma 3roau [ns [O[ATKOBOIO
pocnipxkeHHs 1, Bepcisa V6.1UKR(ru)1.0 Big 30 ciuHsa 2023 poKy, nepeknag pociicbkolo MOBOIO Big, 23
G6epe3Ha 2023 poky; IHopmauiiHMiA nucToK i chopma 3rogu ANA [O[AATKOBOTO AOCHIMKEHHA A,
Bepcia V4.0UKR(uk)1.0 Big 30 ciuHa 2023 poky, nepeknaj yKpalHCbKOIO MOBOI Bif 24 KBiTHA 2023
poky; IHdopmauiiHMii nucTtok | ¢opma 3rogu AN  AO0AATKOBOro AOoCnimKeHHA A, Bepcis
V4.0UKR(ru)1.0 Big 30 ciuHa 2023 poKy, nepeknajg pociicbKo MOBOI Big 23 6epe3Hs 2023 poKy;
IHcbopmauiiHuiA NUCTOK | hopma 3rogM Ha yyacTb Y HEeOOOB’SI3KOBOMY MaiiGyTHbLOMY HayKOBOMY
pocnipkeHHi (ana gogatkoBoro gocnigpkeHHA 1), Bepcia V1.0UKR(uk)1.0 Big 30 ciuHa 2023 poky,
nepeknaj, yKkpaiHcbKo MOBOIO Bif 22 6epe3Hs 2023 poky; IHhopmauiiiHuii NMCTOK i hopma 3roam Ha
yyacTb Y HeOGOB’sI3KOBOMY MaiiGyTHbOMY HayKOBOMY AOC/IifKEHHI (A/19 [,0AATKOBOro AOCAIMKEHHSA
1), Bepcia V1.0UKR(ru)1.0 Big 30 ciuHa 2023 poky, nepeknaj pociiCbKOl0 MOBOI Bif 22 GepesHs
2023 pokKy; IHchopmauiiiHnii nucTok i chopma 3rogu Ha yvyactb Y HEeOOOB’sI3KOBOMY MaiiGyTHbOMY
HaykoBoMYy AocnifxeHHi (ana aoaarkosoro gocnipkeHHs A), Bepcia V1.0UKR(uk)1.0 Big 30 ciuHs
2023 poky, nepeknaj YKpaiHCbKOI MOBOI Big 22 G6epe3HA 2023 poky; IHpopmayiiHUMA NUCTOK i
chopma 3rogm Ha ydyacTb y HeOGOB’A3KOBOMY MaiiGyTHbLOMY HayKOBOMY AOCHiMKEHHI (ansa
popatkoBoro gocnimkeHHa A), Bepcia V1.0UKR(ru)1.0 Big 30 ciuHsA 2023 poky, nepeknapg, pociiicbKoto
MOBOIO Bif, 22 Gepe3Hsa 2023 poky; IHopmauiiiHnii nucTok i hopma 3rogu ANA HEOGOB’SI3KOBOrO
poparkoBoro papmakoreHeTudHoro (AHK) HaykoBoro gocnigjkeHHsA AN [OAATKOBOro AOC/ioKEeHHsA
1, Bepcia V1.0UKR(uk)1.0 Big 30 ciuHA 2023 poKy, nepeknaj YKpaiHCbKOK MOBOIO Big 21 G6epes3Hs
2023 poky; IHcdopmauiiiHuin nuctok i ¢gopma 3rogun AN HEeOGOB’SAISKOBOrO  [04AaTKOBOro
thapmakoreHeTuuHoro (AHK) HaykoBoro pocnimjkeHHA ANA A0[ATKOBOro AocnigkeHHA 1, Bepcis
V1.0UKR(ru)1.0 Big 30 ciuHa 2023 poky, nepeknaj pociiicbkoo MOBOIO Bif 21 Gepe3Hsa 2023 poky;
IHpopmauiiiHuiA nuctok i chopma 3roan AN HEOGOB’A3KOBOro A04aTKOBOro papMakoreHeTUUYHOro
(AHK) HaykoBOro pocnifXeHHs ANns pojarkoBoro gocnimpkeHHa A, Bepcia V1.0UKR(uk)1.0 Big 30
ciuHA 2023 poky, nepeknaj yKpaiHCbKO MOBOIO Bif 21 6epe3HAa 2023 poky; IHhopmauiiiHuii MMCTOK i
chopma 3rogm pansa HeoOOB’AAISKOBOro Aopatkosoro dapmakoreHetuyHoro (AHK) HaykoBoro
pocnipkeHHA AnAa poparkosoro pgocnigxkeHHAa A, Bepcia V1.0UKR(ru)l.0 Big 30 ciuHa 2023 poky,
nepeknapg, pociiicbkolo MOBOIO Bif, 21 6epe3Hs 2023 poKy; BariTHa napTHepka: 3roga Ha NPoBeAEeHHSA
aHasi3y Ha BariTHICTb i BignoBigHe noganblue cnocrtepexeHHs, Bepcisa V1.0UKR(uk)1.0 Big 30 ciuHsa
2023 poKy, nepeknapg YKpaiHCbKOK MOBOIO Bif, 21 6epe3HAa 2023 poKy; BaritTHa napTHepka: 3roga Ha
npoBefeHHs aHai3y Ha BariTHICTb i BignoBigHe noganblue cnoctepexeHHs, Bepcia V1.0UKR(ru)l1.0
Big 30 ciuHa 2023 poky, nepeknag pociiicbkolo MOBOIO Bif, 21 6epe3Ha 2023 poky; laeHTudikauiiHa
KapTKka nauieHTa Big 07 notoro 2023 poky [V03 UKR(uk)], ykpaiHCbKkol0 MOBOIO; laeHTudpikauiiHa
KapTKa nauieHTa Big 07 notoro 2023 poky [V03 UKR(ru)], pocilicbkoto moBoto; Moci6HuK 3
06roBopeHHA iH(hopMoOBaHOI 3roanM — [0AATKOBI gocnipkeHHa 1, 2, 3, 4 Big 23 ntotoro 2023 poky
[VO3 UKR(uk)], ykpaiHcbkoto MOBOIO; MOCIGHUK 3 06roBopeHHs1 iHpopMOBaHOI 3roan — A0AATKOBI
pocnimpkeHHa 1, 2, 3, 4 Big 23 nortoro 2023 poky [V03 UKR(ru)], pociiicbkolo moBoto; MociGHuK i3
pocnipkeHHA ANA nauieHTa — AogaTkoBi gocnigpkeHHAa 1, 2, 3, 4 Big 08 niotoro 2023 poky [V03
UKR(uk)], ykpaiHCbKOI0 MOBOO; MOCiOHUK i3 gocnigpkeHHA AN nauieHTa — A0AATKOBI AOCNIOKEeHHSA
1, 2, 3, 4 Big 08 notoro 2023 poky [VO3 UKR(ru)], pocilicbkoio MoBOI; Bpowypa gna naugieHTiB —
popartkoBi gocnipxkeHHa 1, 2, 3, 4 Big 08 ntotoro 2023 poky [V03 UKR(uk)], ykpailHCbKOIO MOBOIO;
Bpolwypa gnsa nauieHTiB — foAaTKOBI gocnimkeHHs 1, 2, 3, 4 Big 08 ntotoro 2023 poky [V03 UKR(ru)],
pocilicbkolo moBoto; Mnakar gnAa naudieHTta Big 07 ntotoro 2023 poky [V02 UKR(uk)], ykpaiHCbKOLO
moBolto; Mnakart gnsa nauyieHta Big 07 notoro 2023 poky [V02 UKR(ru)], pociiicbkoto MoBoO1O; JINCT Bip,
[OCNigHUKA NOTEeHLUiAiHOMY Yy4YacHUKY AOCNigKeHHA — [o[aTKOBi gocnigkeHHa 1, 2, 3, 4 Big 27
nwTtoro 2023 poky [V03 UKR(uk)01l], ykpaiHCbKoo MoOBOW; JincT Big nikapsa-gocnigHuka
NOTEHUiAHOMY YYaCHUKY AOCnifKeHHA — A0AAaTKOBiI gocnimkeHHs 1, 2, 3, 4 Big 27 ntotoro 2023 poky
[VO3 UKR(ru)01], pociiicbkoto MoBOt0; JIUCT A0 niKaps WOAO0 Hanpas/ieHHA NauieHTiB — [0[AaTKOBI
pocnipxkeHHs 1, 2, 3, 4 Big 27 notoro 2023 poky [V03 UKR(uk)01], ykpaiHCbKOIO MOBOIO; JIUCT A0
NiKaps WoAo HanpaB/ieHHs NauieHTiB — foaarTkoBi gocnimxeHHs 1, 2, 3, 4 Big 27 notoro 2023 poky
[VO3 UKR(ru)01], pociiicbkoto MmoBoto; MoAoBXeHHSI TPUBa/IOCTI KNiHIYHOro BUNPOGYBaHHSA B YKpaiHi
£o 31 rpyaHa 2024 poky; Jocbe pocnigKyBaHOro nikapcbkoro 3acoby Etpacimop, Bepcia 17 Big 31
ciuHa 2023 PpoOKy, aHI/iACbKOK MOBOI; 3a/lyYyeHHA [OAATKOBUMX BUPOGHUUMX AiNbHULb:
AndersonBrecon Inc., USA; Pfizer Inc., USA; Pfizer Limited, UK; Pfizer Ireland Pharmaceuticals,
Ireland; Almac Clinical Services, USA; Almac Clinical Services Limited, UK; Almac Clinical Services
(Ireland) Ltd., Ireland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, UK;
Eumedica, Belgium go npotokony KniHiYHOro gocnimpkeHHs «baratoueHTpoBe, paHaoMizoBaHe, noAgiliHe
cnine JOCAiMKEeHHS, WO NPOBOAUTLCA B NapasieflbHUX rpynax Ans ouiHku edekTUBHOCTI Ta 6e3MneyHOCTi
nepopasibHOro eTpacimogy npv Oro 3acTocyBaHHI 415 IHAYKUIAHOT Ta MigTpUMyBasibHOI Tepanii npw
NiKyBaHHi aKkTMBHOI XBOpPOOW KpoHa Big, MOMIPHOrO A0 BAaXKOTO CTYMEHA TSXKKOCTI», KOA, AOCNiAKEeHHA
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APD334-202, 3 iHkopriopoBaHow nonpaskow 2.0 Big 11 uyepBHA 2020 poky; CNoHcop - «ApeHa
®PapmacbtoTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

31. OHoBneHuit npoTokon pocnimxkeHHsa APD334-303, 3 iHkopnopoBaHoto nonpaskoio 4.0 Big 20
moToro 2023 poKy; YTOYHEHHs1 Ha3Bu CroHcopa AOocC/ifKeHHA 3 «ApeHa dPapmacbloTikans, IHK.»
(Arena Pharmaceuticals, Inc.), United States Ha «ApeHa ®PapmMacbloTikans, IHK.», JOUiIpHA KOMMNaHifA,
LLO MOBHICTIO HaIeXUTb KomnaHii «Mdpaiizep IHK.», CLUA; Jinct-nonepemxeHHs Big 13 6epe3Hsa 2023
POKY nNpo BigXWNeHHA Big NPOTOKOMY pAOcChnigpKeHHA eTpacimogy C5041006 (APD334-202):
HeAOTPUMaHHA YYACHMKOM BUMOT MPOTOKOJY LWOAO KOHTpauenuii, Wo npu3Beno A0 BariTHOCTI,
aHrNiicbKold MOBOK Ta nNepeKknaj YyKpaiHCbKow MoBow Big 04 TpaBHa 2023 poky; JlucT-
nonepemkeHHs Big 03 Oepe3sHsa 2023 poKy nNpo BigXW/IEHHA Bif NPOTOKONY [0[aTKOBOro
pocnipkeHHsa 4 Cultivate C5041006 (APD334-202 a6o APD334-202EU) uepe3 HeAoTpUMaHHSA
YUYaCHUKOM BMMOT MPOTOKOJ1y LWOAO0 KOHTpauenuii, Wo np1M3Beno A0 BariTHOCTi, aHINiiCbKOI0 MOBOLO
Ta nepeknag ykpaiHCcbKolo MoBOIO Bif 04 TpaBHA 2023 poky; /lucT npo AAMiHicTpaTUBHI 3MiHU Big, 03
KBiTHA 2023 poKy [0 NPOTOKO/Ny W po3’sACHeHHA AnAa agocnigpkeHHsa ELEVATE-OLE APD334-303
(Homep pocnigxkeHHsA «Mdaiizep» C5041012), aHrNiINCbKOK MOBOIO Ta Nepeknag yKpaiHCbKO MOBOLO
Big 04 TpaBHA 2023 poky; Bpowypa pocnigHuka Etpacimog (APD334), BupgaHHa 10.0 Big 18
nuctonaga 2022 poKy, aHIMiicbKol MoBoOLo; IHpopmauiiHMii nucTok i ¢hopma 3roau, BepciA
V6.1UKR(uk)1.0 Big 06 kBiTHA 2023 poKy, nepeknag yKpaiHCbKO MOBOIO Bif 28 KBiTHA 2023 pOKy;
IHcbopmauiiHuin nucTok i hopma 3roau, Bepcia V6.1UKR(ru)1.0 Big 06 kBiTHA 2023 poKy, nepeknap,
pocilicbkolo MOBOLO Bifi 28 KBiTHA 2023 poky; IHhopmauiiiHuii nucTok Ta chopma iHhopmoBaHOI
3roAu Ha yyacTb y HEOGOB'sI3KOBOMY MaiibyTHbOMY HayKOBOMY AocCimKeHHi, Bepcia V2.1UKR(uk)1.0
Bif 06 kBiTHA 2023 poKy, nepeknag yKpaiHCbKOK MOBOI Bif 28 KBiTHA 2023 poky; IHopmaLiiiHuiA
nvctok Ta dopma iHchopMoBaHOT 3roan Ha y4yacTb Y HEOOOB'A3KOBOMY MaiiGyTHbOMY HayKOBOMY
pocnimkeHHi, Bepcia V2.1UKR(ru)1.0 Big 06 kBiTHA 2023 poKy, nepeknag pociiicbkoo MOBOIO Bif 28
KBiTHA 2023 poky; BariTHa napTHepka: 3roga Ha NpoBefeHHA aHa/i3y Ha BariTHICTb i BignosigHe
noganblue cnocrepexeHHs, Bepcia V3.0UKR(uk)1.0 Big 27 O6epe3Hs 2023 poKy, nepeknag
yKpaiHCbKolo MoBolo Bif 03 KBiTHA 2023 poky; BariTHa napTHepka: 3roga Ha NPoBeAEeHHSA aHasli3y Ha
BariTHICTb i BignoBigHe nojgasiblie crnoctepexeHHs, Bepcia V3.0UKR(ru)1.0 Big 27 Gepe3Hsa 2023
pPOKy, nepeknag pociiicbkoo MoBoto Bif 03 kBiTHA 2023 poKy; KapTka 3 KOHTaKTHUMWU JaHUMWU Ha
BUNaAoK eKCTPeHOoi cutyauii, pegakuyis 1.0 Big 01 uepBHA 2020 poKy, YKpaiHCbKOIO MOBOIO; KapTka 3
KOHTAaKTHAMW JaHUMM Ha BUNA[OK E€KCTpPeHoi cutyauii, pegakuia 1.0 Big 01 uepBHA 2020 poky,
POCilicbKOI0 MOBOLO; 3pa30K 300paXXeHHA Ha eKpaHi eneKTpoHHoro npuctpoto «MEDIDATA PATIENT
CLOUD App Android 2022.2.0 / iOS 2022.2.0 _ © 2018 Medidata Solutions Worldwide, v2.3 (pexum
AnA nauieHTa), Bepcia 2.3 Big 07 yepBHA 2022 poKy, YKpaiHCbKOK MOBOI; 3pa3oK 306paXeHHs1 Ha
eKpaHi enekTpoHHoro npuctpoto «MEDIDATA PATIENT CLOUD App Android 2022.2.0 / iOS 2022.2.0 _
© 2018 Medidata Solutions Worldwide, v2.5 (pexum ans nauieHTa), Bepcia 2.5 Big 10 TpaBHA 2022
POKy, pociiicbkolo MoBO1O; [locbe AoCNigKyBaHOro nikapcbKoro 3aco6y Etpacimop, Bepcia 17 Big 31
ciuHa 2023 PpoOKy, aHIiACbKOI MOBOI; 3a/lydyeHHA [O0AATKOBUMX BUPOGHUUMX AiNbHULb:
AndersonBrecon Inc., USA; Pfizer Inc., USA; Pfizer Limited, UK; Pfizer Ireland Pharmaceuticals,
Ireland; Almac Clinical Services, USA; Almac Clinical Services Limited, UK; Almac Clinical Services
(Ireland) Ltd., Ireland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, UK;
Eumedica, Belgium [o npoTokony KAIHIYHOTO AOCAIMKEHHS «Bigkpute po3wmvpeHe A0CAiLKEHHS
eTpaciMmogy B NaLj€HTIB i3 aKTMBHMM BMPA3KOBMM KOJIITOM Bif MOMIPHOIO A0 BaXXKOrO CTYNEHS TSXKKOCTI»,
koa pocnigpkeHHss APD334-303, 3 iHkopnopoBaHot nonpaskoto 3.0 Big 07 TpasBHA 2021 poky; CNOHCOp -
«ApeHa ®apmackioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

3asBHUK - MNignpremcTso 3 100% iHo3emMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

32. OHoBneHuii npoTokost MS200527_0082, Bepcisn 6.0 Big 27 kBiTHA 2023 poky; Bpolwypa gocnigHuka
Evobrutinib (M2951), Bepcia 16.0 Big 27 kBiTHA 2023 poOKy, aHINiNCbKOIO MOBOIO; IHOpMaLiiHniA
nncToK nauieHTa i dopma 3rogu, Bepcia V6.0UKR(uk)1.0 Big 11 TtpaBHA 2023 poky, nepeknaj
YKpaiHCbKOI0 MOBOIO Big 17 TpaBHA 2023 poky; IHpopMauiiHuii nncToK nauieHTa i popma 3rogw,
Bepcia V6.0UKR(ru)1.0 Big 11 TpaBHA 2023 poKy, nepeknapg pociicbkoo MOBOLO Bif, 17 TpaBHA 2023
poky; IHchopmauiiiHMii NUCTOK nauieHTa i dopma 3rogM Ha yvyacTb Y HeOGOB'si3KOBOMY nepiogi
noABIAHOrO C/iNOro poswWwupeHoro gocnimkeHHs, sepcia V1.0UKR(uk)1.0 Big 11 tpaBHA 2023 pokKy,
nepeknag yKpaiHCbKoro MOBOIO Bif 17 TpaBHsA 2023 pokKy; IHchopmauiiiHMii INCTOK nauieHTa i hopma
3roAu Ha ydyacTb y HeOOOB'A3KOBOMY nepioAi NoaBiliHOro cinoro po3WUpPeHOoro [OC/ifAKeHHs,
Bepcisa V1.0UKR(ru)1.0 Big 11 TpaBHa 2023 poKy, nepeknag pocificbkolo MoBoto Big 17 TpaBHA 2023
poky; IHcdopmauiiHuii nucToK i chopma 3roau nauieHTa ANA BiAKPMTOro po3lIMpeHoro nepiogy
pocnipkeHns, sepcia V5.0UKR(uk)1.0 Big 11 TpaBHA 2023 poKy, nepeknaj yKpaiHCbKOIO MOBOIO Bif
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17 TtpaBHA 2023 poky; IHcopmauiiiHuii nuctok i dopma 3rogu nauieHTa Ans BigKpuTOoro
poswunpeHoro nepioay pocnimkeHHs, Bepcia V5.0UKR(ru)1.0 Big 11 TpaBHA 2023 poKy, nepeknag
pociiicbkoto moBoto Big 17 TpaBHa 2023 poKy; 3MiHa Ha3BU Micus NPOBeAEHHA BUNPOOYBaHHA [0
MPOTOKO/Y KMIHIYHOTO JocnifxeHHs «baratoueHTpoBe, paHAOMi30BaHe, MoABiHe chine, 3 NOABINHON
iMiTaLi€to, KOHTPO/IbOBAHE akTUBHUM NpenapatoM, gocnigkeHHs Il dhasun, Wo npoBoAMTLCA B NapasnesibHUX
rpynax 3 ouiHkuM eheKTUBHOCTI Ta 6e3NeYHOCTi eBOOPYTUHIGA Y MOPIBHAHHI 3 TepMdyHOMILOM B YYaCHUKIB
i3 peunauByoUMM PO3CIAHUM CK/1EpPO30M», Kog aocrimkeHHs MS200527_0082, sepcisa 5.0 Big 08 rpyaHs
2022 poky; cnoHcop - Merck Healthcare KGaA, HimeuunHa

3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYJIO

CTAJIO

O.M.H., npod. byyakuniticbka H.M.

O.M.H., npod. byyakunincbka H.M.

KomyHanbHe HekoMepLinHe nignpuemcTBo | KomyHasnbHe HekomMepLUinHe nigNnpUeEMCTBO
«3anopisbka obnacHa KNiHiYHa NikapHs» | «3anopisbka obnacHa KniHiYHa NiKapHs»
3anopi3bKoi obnacHoi paau, BigAaineHHs | 3anopisbkol o6nacHoi pagu, CneuianisoBaHuii
HeBponorii Nel, [epxaBHuii 3aKnag | LeHTp HepBOBUX XBOPOO Ta  KNiHiYHUX
«3anopisbka MeguyHa akagemis | pocnipkeHb, M. 3anopixoks

nicnAAUNIOMHOT ocBiTU MiHicTepcTBa OXOPOHU
3f0poB'A YkpaiHu», Kadegpa  HepBOBUX
XBOPOO6, M. 3anopixxs

33. OHOB/IEHUIT NPOTOKOJ1 KNiHIYHOrO BUNpPOGYyBaHHA, Bepcia 12 Big 24 niwotoro 2023 p.; Popma
iHchopmoBaHoi 3roau, Bepcia 7.0 Ana YKpaiHM yKpaiHCbKOK MOBOLO Bif 18 kBiTHA 2023 p. Ha ocHOBI
Malictep-Bepcii hopmu iHhopmoBaHOI 3rogn Ana gocnimkeHHs WO040242, sepcia 7 Big 27 noToro
2023 p.; IHcpopMmauiiiHuin GroneTeHb oA y4acHUKIB KniHiuHOro sunpo6ysaHHA Nel, Bepcia 1.0 Big 05
YXOBTHS 2022 p. A0 NPOTOKO/Y KAiHIYHOro AoCNimKeHHs1 «baraToueHTpoBe, paHAoMi3oBaHe, NoAgiiHe chine,
nnauebo-koHTpoboBaHe gdocnimkeHHs 1l dasn aresonisymady (aHTU-PD-L1 aHTUTINO) B SKOCTI
af'toBaHTHOI Tepanii nicis pagukasibHOro JlikyBaHHA Y MalieHTiB 3 MiCLLeBO-NOWNPEHO MI0CKOKIITUHHOK
KapuuHOMOIO r0/1I0BU Ta LIWi BUCOKOTO PU3NKY», KoA JochnimpkeHHsa W040242, sepcia 11 Big 04 nuctonaga
2021 p.; cnoHcop - ®.XodhdmaHH-N1a Pow iTa, LWseliuapis

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

14



