Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne22 Big 21.12.2023,
HTP Ne42 Big 21.12.2023, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «Bigkpute pocnigpkeHHs 2 dasn ana Bu3HavyeHHA p[o3r RT-102 y XIHOK 3 OCTeornopo3oM Y
nocTMmeHonay3asibHoMy nepiogi», Kog, aocnigpkeHHs RT-102-002, sepcis 2.0 Big 15 uepsHs 2023 p., cnoHcop -
Komnanisi «PaHi TepanbtoTuke», CLUA (Rani Therapeutics LLC, USA)

Pa3za -l

3anBHuK - TOB «E[KiH», YKpaiHa

Ne M.1.6. BigNoOBiAa/ILHOrO AOCNIAHKKA,

n/n Hasga Micus npoBefeHHs K/iHIYHOro BUNPo6yBaHHS

1. | o.m.H., npodp. Mpurop'esa H.B.

KniHika gepxaBHOI YCTaHOBU «IHCTUTYT repoHTosiorii iMeHi O.®. YeboTapboBa HauioHanbHOT
akafgeMil MeanuHUX Hayk YkpaiHw», Biggin kniHivHOI cpisionorii Ta natosorii 0nopHoO-pyxoBoro
anapary, BigaineHHs BiKOBOI NaTosoril ONOpHO-PYX0BOro anapary, M. Kuis

2. | K.M.H. laBpuniok B.M.

KomyHaslbHe HekomepuiiiHe nignpMeMcTBO «QO6s1acHa  K/iHiYHA fikapHa  |BaHO-®paHKIBCLKOI
obnacHoi pagn», eHAOKPMHOMIOrIYHE BigaifneHHs, M. IBaHO-PpaHKIBCbK

2. «PaHgomi3oBaHe nogsiliHe cine niauebo-KOHTPOIboBaHe AOCIMKEHHS dha3mn 2 A5 OLiHKM eDEKTUBHOCTI
Ta 6e3nekn 3acTOCyBaHHS POCHINiIMaGy B Maui€HTIB i3 peBMaToigHMM apTPUTOM MOMIPHOrO i TSXKOro
cTyneHs», koa pocnimkeHHs ANBO030-203, lMonpaska 2 (Bepcia 3.0) Big 13 BepecHsa 2023 p., CNOHCOp -
AHantucbio, IHk., CLLA (AnaptysBio, Inc., USA)

Pa3za - Il

3asBHUK - TOB «MBb KBECT», YkpaiHa

No MN.1.B. BignoBigabHOro foCNiAHNKa,

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. | K.M.H. KoBaneHko C.O.

MeguuHnii LeHTp ToBapucTBa 3 0OMEXEHOI BignoBigasibHICTIO «ApeHcisa Ekcnnopatopi MegiciH»,
BiAAiN KNiHIYHNX AocnimpkeHb, M. K1is

3. «14-TwkHeBe paHAOMI30BaHe NoAgiiHe chine AOCNIMKEHHS onTUMasibHOI 403K hasn 2b gnia BusHavyeHHs
hapmakokiHeTKK, edpekTMBHOCTI, 6e3nekn Ta nepeHocumocTi TEV-48574 y popocnnx nauieHTiB i3
BMpPa3koBMM KOJiTOM abo xBopobow KpoHa Big cepefHboro ao Tshkkoro ctyneHst (RELIEVE UCCD)», koa
pocnipkeHHs TV48574-IMM-20036, 3 nonpaskoto 03, pegakuis 01 (JP 03) (ES 01), Big 15 cepnHs 2023 poky,
crnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., CLLUA

®a3za- IIb

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBeCTULje0 «AK'IOBIA PAC Ykpaina»

Ne MN.1.B. BignoBigabHOro fOCNiAHNKA,

n/n Ha3Ba Micug npoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1. | g.m.H., npodp. Yonei |.B.

KomyHanbHe HekomepuiliHe MigNnpMEMCTBO «YXropoAcbka Micbka 6aratonpodpinbHa KniHiYHa
NiKapHs» YXXropoacbKoi MICbKOT paaun, TepaneBTUYHE BigaiNeHHs, [epXaBHUiA BULLMIA HaBYaIbHWIA
3aknaf «YXXropoACbKMIA HauioHaNbHUIA yHIBEpcUTET», Kadiegpa Tepanii Ta CiMeliHOl MeauuMHU
dhakynbTeTy NicNAAMNIOMHOT OCBITU Ta AOYHIBEPCUTETCHKOT NiArOTOBKK, M. Y)Xropoa

2. | nikap Piwko HA.9.

KomyHasibHe HekoMepLiiiHe NigNpPUEMCTBO «3akaprnaTcbka 06/1acHa K/iHiYHa nikapHsa iMeHi AHApis
HoBaka» 3akapnatCbKoi 06/1acHOI paau, raCTPOEHTEPO/IONYHE BigaiNeHHs, M. YXXropof

3. | 3aB. Big. Pomanis O.IM.

KomyHanibHe HekomepujiiHe nignpuemctBo «O6nacHa KiHiYHa NikapHSa  1BaHO-PpaHKIBCbKOT
061aCHQOI paan», racTPOEHTEPOIOriYHe BigaineHHs, M. |IBaHO-PpaHKIBCbK

4. | A.M.H., npodd. BaosnueHko B.I.

BIM «JlikapHsa CesToro MNaHteneinmoHa» KoMyHasilbHOro HEKOMepPUINHOro nignpuemcTea «J/1bBiBCbKe
TepuTopiasibHe MeauyHe 06’efHaHHA «barartonpodisibHa KniHiYHa MikapHa IHTEHCUBHUX METOZIB
NiKyBaHHS Ta LWBWMAKOT MeAMYHOi gonomoru», LleHTp Tepanii, JIbBiBCbKMiIA HaLiOHANbHWUIA MeaNYHWIA




yHiBepcuTeT imeHi JaHuna Manvubkoro, kadeapa Tepanii Nel, MegnyHOT AiarHOCTUKM Ta remaTonoril
i TpaHcduy3ionorii hakynbTeTY NICNSAUNAOMHOI OCBITU, M. JIbBIiB

5. | 4.M.H., npod., 3aB. kach. Pepis O.I.

O6nacHe KOMyHaslbHE HEKOMepLjiliHe MnignpuemMcTBo «YepHiBelbka o6/1acHa KAiHiYHa sikapHsa»,
nigposgin ractpoeHTeponorii, ByKOBWHCbKMIA AepXaBHW MeguyHWin  yHiBepcuTeT, Kadenpa
BHYTPILIHLOT MeAUUUHK, M. YepHiBLi

6. | A.M.H. Focnogapcbkuii 1.4.

TOB «MepguyHuin UeHTp «KniHika Focnogapcbkux», TepaneBTUYHWIA Nigpo3ain, M. TepHoninb

7. | nikap IBaHiwwuH O.B.

JlbBiBCbKa K/iHIYHA NiKapHA Ha 3ani3HWYHOMY TpaHcnopTi inii «LleHTp oXopoHu 340poB'A»
AT «YKpaiHCbka 3aU1i3H1USA», TepaneBTUYHe BiagineHHs, M. JIbsiB

4. «44-TXKHEBE paHAOMi3oBaHe, NMoAgiiHe crine, JOBrOCTPOKOBE PO3LIMPEHe dochimpkeHHa dasn 2b gns
OLiHKN (hapMakoKiHeTUKM, edpeKTUBHOCTI, 6e3nevHoCTi Ta nepeHocumocTi npenapaty TEV-48574 y nopocnmx
navLieHTIB i3 BMPa3KOBMM KOJITOM ab0 XBOPOOOH KpoHa cepeHbOro Ta TSHKKOro CTYMEHS, siki 3aBepLunm goasy
NiKyBaHHA y Mexax JocnigpkeHHs i3 nigbopom po3 (RELIEVE UCCD LTE)», kog gocnigxeHHs TV48574-
IMM-20038, 3 nonpaskoto 02 (JP 02), Bepcia Big 25 ceprnHa 2023 poky, crnoHcop - Teva Branded
Pharmaceutical Products R&D, Inc., CLLUA

da3za - IIb

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULje «AVK'IOBIA PAC Ykpaina»

Ne M.1.6. BignNoBiAa/IbHOrO AOCNiAHKKA,

n/n Ha3sBa Micus npoBeAeHHS K/iHIYHOro BUNPOOYBaHHS

1. | g.m.H., npodp. Yonei |.B.

KomyHasnibHe HekomepuiliHe MigNpMEMCTBO «YXropoAcbka Micbka 6aratonpocdpinbHa KniHiYHa
nikapHsa» YXXropoAcbKoi MiCbKOT pagu, TepaneBTUYHe BigAiNeHHs, JepxaBHuii BULLMIA HaBYaIbHUIA
3aKnaf «YXXropoACbKMA HauioHaNbHWIA yHiBepcUTEeT», Kadiegpa Tepanii Ta CiMeliHOl MeauuMHU
dhakynbTeTY NiCNAAMNIOMHOT OCBITU Ta AOYHIBEPCUTETCHKOT NiArOTOBKK, M. YXKropos,

2. | nikap Piwko A.9.

KomyHasibHe HekoMepLiiiHe NigNPUEMCTBO «3akaprnaTcbka 06/1acHa K/iHiYHa fikapHs iMeHi AHApis
HoBaka» 3akapnatcbKoi 06/1aCcHOI paau, racCTPOEHTEPO/IONYHE BigaineHHs, M. Y)Xropoq

3. | 3aB. Big. PomaHis O.I1.

KomyHasibHe HekomepuiiiHe nignpueMcTBo «O6s1acHa  KfiHiYHA fikapHa  |BaHO-®paHKIBCLKOI
006/1aCHOI paan», racTPOEHTEPO/IOriYHe BigaineHHs, M. IBaHO-PpaHKIBCbK

4. | A.M.H., npodp. Pegqis O.1.

O6nacHe KOMyHa/lbHE HEKOMepLiiiHe NignpueMCTBO «UYepHiBelibka ob6nacHa KAiHiYHa nikapHs»,
nigpo3ain racTpoeHTeponorii, BYyKOBMHCbKMIA AepXaBHUA MeauvHWii  yHiBepcuTeT, kadegpa
BHYTPILUHLOT MEeAUUMHN, M. YepHiBLi

5. | A.M.H. Focnogapcbkuii .4,

TOB «MeauyHuin LeHTp «KniHika Focnogapcbkux», TepaneBTUYHWIA Nigpo3ain, M. TepHoninb

6. | nikap IBaHiwuH O.B.

JlbBiBCbKa K/iHIYHA JfliKapHA Ha 3ani3HWYHOMY TpaHcnopTi inii «LleHTp oXopoHW 340poB'ax»
AT «YKpaiHCbKa 3a/1i3HuLUS», TepaneBTUYHe BiaaiNneHHs, M. JIbBiB

5. «Bigkpute gocnigxeHHs ans OuiHKM AOBrOCTPOKOBOI 6€3Mnekn, NepeHoCMMOCTi Ta edDEKTMBHOCTI npenapaTty
OMS906 y nauieHTiB i 3 NapoKCU3Ma/IbHOK Hi4YHOK remornobiHypieto (MHM)», koa gocnigpkeHHs OMS906-
PNH-003, nonpaBka 01 Big 06 BepecHs 2023 poky, cnoHcop - Omepoc KopnopeiiwH, CLUA / Omeros
Corporation, USA

®aza - I

3anBHuK - TOB «APEHCIA EKCMNOPATOPI MEAICIH», YkpaiHa

No M.1.B. BignoBiganbHOro A4ocnigHnkKa,

n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | k.m.H. KapHabega O.A.

MeauuHuii LeHTP ToBapuCTBa 3 0OMEXEHOI0 BiANoBIAaNbHICTIO «ApeHcis EkcrniopaTtopi MegiciH»,
BiAAiN KNiHIYHNX agocnimkeHb, M. Knis

6. MonpaBka 5.0 (HecyTtTeBa) (koa AokymeHTY: QUAL-CHF6001 TEST_IMPD_NSM-00222) Big 16 )XOBTHA
2023 poky go Po3giny 2.1.P flocbe ana pocnigxyBaHoro 3acooy Daliresp® (kog aokymeHTy: QUAL-



CHF6001-IMPD-SUMMARY-00080), Bepcia 1.0 Big 11 rpyaHa 2020 poky; 306inblUeHHA 3anjaHOBaHOI
KiNIbKOCTi AOCNiAKyBaHUX AN BK/IFOUEHHA Y BUNPOGYBaHHA B YKpaiHi 3 260 Ao 400 oci6 [0 NpOTOKOY
KIHIYHOTO JoC/iMKeHHA «52-TwkHeBe, paHAoMi30BaHe, NoABiliHe chine, 3 MNOABIKHUM MaCKyBaHHSM, 3
KOHTposieM nnauebo Ta akTUBHUM KOHTposieM pgocnimpkeHHs (Podnyminact, Janipecn® 500 Mkr), wo
NPOBOAMTLCA B NapanefibHuxX rpynax 3 MeTol OUiHKM eDeKTMBHOCTI Ta 6e3rneyHoCTi ABOX A03 npenapary
CHF6001 y dhopMi Cyxoro mOpoLUKy AN iHransuii, Wo AoAalTbCs A0 NiATPUMYHOYOT MOTPIAHOI Tepanii y
NaLieHTIB i3 XPOHIYHUM OBCTPYKTMBHMM 3aXBOPHOBaHHAM siereHb (XO3/1) Ta XPOHIYHMM OPOHXITOM», KOZA
pocnigpkeHHs CLI-06001AA1-05, Bepcia 5.0 Big 03 6epe3Hs 2023 poky; cnoHcop - «K'esi dapmaueBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

7. OHOBJ/IEHMI MPOTOKOJ/ K/iHIYHOrO BUNpPoGyBaHHA C4221016, ocTaTouHa Bepcis NPOTOKOY,
MonpaBka 5 Big 09 )xoBTHA 2023 poKy, aHINiNCbLKOK MOBOLO; CTOpiHKa nignucy npotokony C4221016 3
nonpaBkotl 5, nignucaHa cnoHcopom 10 >xoBTHA 2023 poKy, aHrAilicbko MOBOI; CuHomncuc
NPOTOKOJY K/liHIYHOro gocnimkeHHA C4221016 3 iHKopnopoBaHoOIO nonpaskoto 5 Big 09 oBTHA 2023
POKy, aHrniiicbkoro MOBOI; CHHOMNCUC NPOTOKO/lY KI/iHIYHOro AocnigpkeHHAa C4221016 3
iHKoprnopoBaHoto nornpaskoto 5 Bifg 09 )X0BTHSA 2023 poky, YKpPaiHCbKOK MOBOI0; Popma iHhopmoBaHOT
3roAu Ha ydactb y BBIigHIi YacTUHI [OCNiMKEHHA A8 OUiHKM Ge3neyHocCTi, Bepcia 6.0 Big 08
nuctonaga 2023 p. anAa YKpaiHu, aHrnificbkoro MoBok; dopma iH(POpMOBaHOI 3rogM Ha yyactb Yy
BBifHili yacTUHI gocnigKeHHA oNnsa OuiHKM 6e3nevyHOoCTi, Bepcia 6.0 Big 08 nuctonaga 2023 p. ansa
YKpaiHu, yKpaiHCbKO MOBOK; dopma iHOpMOBaHOI 3rogM Ha ydyacTb Y BBIifHiiA 4acTuHI
[ocnipKeHHA ANA ouiHKM 6e3neYvHocTi, Bepcis 6.0 Big 08 nuctonaga 2023 p. gnsa YKpaiHu, pocCilicbKoro
MOBOI0; 3MiHa agpecu crnoHcopa KniHiyHoro BunpoGyBaHHA: Byno: 235 East 42nd Street, New York,
NY 10017, USA /235 Byn. lcT 42, M. Hblo-Mopk, wTtat Helo-Mopk, 10017, CLUA; Ctano: 66 Hudson
Boulevard East, New York, NY 10001-2192, USA/ 66 lNyasoH Bynbsap IcT, Heto-opk, HA 10001-2192,
CLUA [0 npoTOKOMy K/IHIYHOTO AocnigkeHHs «PaHgomizoBaHe noAgiiiHe cnine gocnimpkeHHa ¢asn 3
eHKopadpeHiby Ta GiHIMeTiHIOY B NoegHaHHi 3 NemM6posizymabomM y NOpiBHAHHI A0 nnauebo B NOEAHAHHI 3
nembponisymabomM y nauieHTiB i3 MeTacTaTMyHol abo HeonepabesibHOK MICLEBO NOLLIMPEHO ME/TaHOMOIO,
no3uTMBHOK A0 MyTauin BRAF V600E/K», ko pgocnigpkeHHs C4221016, octaToyHa Bepcis NPOTOKO/Y,
Monpaska 4 Big 14 motoro 2023 poky; cnoHcop - Mdyaiizep IHk., CLUA

3asnBHuK - Mdoansep IHk., CLUA

BYNIO CTANIO

235 East 42nd Street, New York, NY 10017, | 66 Hudson Boulevard East, New York, NY 10001-
USA /235 Byn. IcT 42, M. Hblo-Wopk, wrat Hblo- | 2192, USA/ 66 MNyason Bynbsap IcT, Helo-Mopk,
Mopk, 10017, CLUA HIA 10001-2192, CLLA

8. BKMoyeHHA [0[aTKOBOro Micusi NpoBeAeHHs KMiHIYHOro BMNPOOGYBaHHA [0 MPOTOKONY K/iHIYHOro
pocnipkeHHa «baraToueHTpoBe, BigkpuTe gocnimxkeHHs 11l dpasn 4N ouiHKM AOBroCTPOKOBOI 6e3neyHOoCTi Ta
epeKTMBHOCTI B y4aCHUKIB, AKUM Hapasi MpoBOAMTLCA NiKyBaHHA ab0 CMOCTEPEXEHHS Y OOCNIIKEHHSX, L0
BKNIOYaOTb NemMoponisymad», kog gocnigpkeHHs MK-3475-587, 3 iHkoprnoposaHoto nonpaskot 04 Big 15
rpygHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka
n/n HasBa micLs MpoBeAEHHs KNiHIYHOIrO0 BUNPOOYBaHHS

1. | nikap WHangepmaH IM.10.
KomMyHanbHe HekoMepUiiHe NignpueMcTBO «IMoaiNbCbKNiA perioHaNibHWiA LEHTP OHKOAOTiT BiHHNLbKOT
06/1aCHOI paamn», XimioTepaneBTMYHE BiaAi/IeHHS, M. BiHHMUSA

9. 3miHa Ha3B MicUb NPOBeAEHHA K/iHIYHOrO BMNPOGYBAHHA [0 MPOTOKOY K/IHIYHOMO AOCAIAKEHHS
«PaHpgomizoBaHe, nopggiiHe cnine pgocnigkeHHa 1l chasn npoBefeHHs ximioTepanii 3 ab6o 6e3
nemoponisymady 3 nogasiblunm NigTpUMyouMM AikyBaHHAM onianapnoom abo nnauebo ans Tepanii neploi
NiHIT y nauieHTiB 3 PO3MOBCIOMKEHUM eniTenianbHM pakoM sfedHukie (EPH) 6e3 myTtauiii y reHi BRCA
(KEYLYNK-001 / ENGOT-0v43/GOG-3036)», kof pocnimpkeHHs MK-7339-001/ENGOT-ov43/GOG-3036, 3
iHKopriopoBaHoto nornpaskoto 04 Big 07 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

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



BY/NO CTANIO
K.M.H. [T ATHMUbKa T.B. K.M.H. [T aTHMUbKa T.B.
KoMyHanbHuii 3akniag, OXOpOHM 340poB'A | KomyHanbHe  HeKoMepuifiHe  nigNpUEMCTBO
«XMeNIbHULbKUIA  0GNacHUi  OHKOMOFIUYHUIA | «XMeNbHULLKUI 06GNacHUi NPOTUNYXJIMHHWUIA
AucnaHcep», BiAAi/IEHHA  OHKOFHEKO/IOTI, UeHTp»  XMeNbHUUbLKOI  06GslacHOI  paawm,

M. XMebHULbKWIA

BiAAINEHHS1 OHKOTHEKOAOTriT, M. XMe/IbHULIbKWIA

nikap Bovitko H.J.

nikap Bolitko H.J.

KWiBCbKUiA MICbKUA KNiHIYHWIA OHKOJOTiYHWIA
LeHTP, BigaineHHA ximioTepanii Ne2, M. Knis

KomyHanbHe HeKomepuiiiHe nignpuMemMcTBO
«KWIBCbKNII MICbKWIA K/iHIYHWMIA OHKOJOTiYHUIA
LEeHTpP» BMKOHaBYOro opraHy KniBcbKoi MiCbKOI

paau (KuiBcbkoi MiCbKOT AepxxaBHol
agMiHicTpauil), XximioTepaneBTUYHe BiAfiNeHHs
Ne 2, m. KuiB
O.M.H., npod. Bonogbko H.A. O.M.H., npod. Bonogbko H.A.
KomyHanbHuii 3aknag JIbBiBCbKOI o6GnacHoi | KomyHanbHe  HeKoMepuifiHe  nigNnpueMCTBO
paau «J/IbBiBCbKUiA OHKONOTiYHUIA perioHaibHUiA | JIbBIBCbKOI  0GniacHOi  pagun  «J/1bBIiBCbKWii
NiKyBa/IbHO-AiarHOCTUYHNIA LEHTP», | OHKONMOFIYHUIA  perioHa/IbHUA  NiKyBaJ/IbHO-
riHekonoriyHe BigaineHHa Nel, JIbBiBCbKWIA | AiarHOCTUUYHWNA LeHTP», OHKOJIOTiYHe
HauioHaNbHWIA  MeAu4YHWii  YHIBEPCUTET  IMEHi | riHekonoriyuHe BigaineHHa Nel, JIbBiBCbKuii
JaHvna Tanuubkoro, kaddegpa  OHKONOMT i | HAUIOHA/IbHWIA ~ MEAWYHUIA  yHIBEpPCUTET  iMEeHi
paaionorii  dpakynbTeTy MICAAAMNAOMHOT OCBITW, | JaHuna [anuubkoro, kKadegpa  OHKOMOrii i
M. JIbBiB pagionorii  dakynbTeTy MICAAAUNIOMHOT OCBITH,
M. J1bBIiB

10. BKNoyeHHs foAaTKoBOro Micus npoBeAeHHs KAiHIYHOro BUNPOGYyBaHHA [0 NPOTOKO/TY KNiHIYHOro
pocnimpkeHHs «Bigkpute, paHAomi3oBaHe, KOHTPO/NbOBaHe 3a [A0NOMOroK aKTMBHOrO npenapaty KiiHiuHe
pocnipkeHHs 11/111 basun on1a ouiHkM 6e3nekn, nepeHoCUMOocCTi, edpeKTUBHOCTI Ta (hapmakokiHeTukn MK-7655A
y QOiTeli BIKOM Bif HapofkeHHs [0 18 pokiB 3 NigTBEPAKEHOK abo nigo3prHOBaHOK rPaMHEraTMBHOK
GakTepianbHOW iH(ekuieo», kog gocnipkeHHs MK-7655A-021, 3 iHkopnopoBaHot nonpaskok 05 Big 20
nunnHa 2023 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

Ne M.1.6. BigNOBiAa/IbLHOrO AOCAIAHMKA

n/n HasBa MicLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. 4.M.H. Cypkos .M.

KomMyHasibHEe HekoMepLiiHe nianpueMCTBO «J/IbBIBCbKE TepuTOpiasibHE MeauvHe 06’efQHaHHS
«baratonpoinbHa KIiHiYHa NikapHA IHTEHCUMBHUX METOAIB NiKyBaHHA Ta LWBWUAKOI MeAUYHOI
Jonomorv», BigoKpemaeHuii nigpo3sain «JlikapHsa Ceatoro Mukonas», Big4ineHHs aHecTesionorii Ta
iHTEHCMBHOI Tepanii, M. J/IbBiB

11. OHOBNEHWIA NPOTOKOJ K/iHiYHOro BUnpo6yBaHHA ACE-LY-308, Bepcis 4.0 Big 06 uepBHs 2023 poky;
Bpouwypa gocnigHuka Acalabrutinib, ACP-196, CALQUENCE® (D8220000000), BugaHHsa 12.0 Big, 30
6epe3HA 2023 poKy, aHIMiINCbLKOK MOBOLO; IHhopMauUiiHWM NCT Ansa nadieHTa i popma iHchopmoBaHoOi
3rogun, Bepcia ansa YkpaiHu 11.1.0 Big 03 nunHa 2023 poKy, YKpaiHCbKOK MOBOIO; 3MiHAa Ha3BU MicUb
npoBefeHHs KiHIYHOrO BUMPOOYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO AocnigkeHHs «PaHaomizoBaHe,
noagiHe-cnine, nnauebo KOHTPO/AbOBaHE, GaraToLEHTPOBE AOCAIMKEHHSA dha3n 3 3 OLHKM 6eHAaMYyCTUHY Ta
putykcumaoy (BR) okpeMo y MOpIiBHSAHHI 3 iX KOMbiHauieio 3 akanaopyTuHioom (ACP 196) y nauieHTiB 3
MaHTIHOKNITUHHO NIMAIOMOL0, SKi paHille He OTPUMYBaUIN NiKyBaHHS», Ko focnimpkeHHs  ACE-LY-308, 3
iHKopnopoBaHoto norpaskoto, Bepcis 3.0 Big 08 yepsHa 2020 poky; cnoHcop - Acerta Pharma BV, HigepnaHam
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO
3aB. LeHTpoM YceHko [.B.
KomyHanbHe HekomepujiiHe nignpuemcTBo «Micbka
KniHiyHa nikapHa Ned» [JHINPOBCLKOT MICbKOI paau,
MiCbKWIA reMaToIoriYHuii UeHTp, M. [IHINpo
nikap Horaesa /1.1.

KomyHanbHe  HekomepuiliHe
«YepKacbkuii o6nacHwuii

CTANO
3aB. Bif. YceHko I.B.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHiyHa nikapHa Ned» [IHINPOBCLKOT MICbKOI paau,
reMartoJsioriyHe BigaineHHs, m. [HINpo
nikap Horaesa /1.1.
KomyHanbHe  HeKkomepuiliHe
«KniHiYHNIA  UEeHTP  OHKONOril,

niaANpuMemMcTBO
OHKOJIOTIYHUIA

nigNnprMeMcTBO
remMmarosorii,




pucnaHcep YepkacbKoi 0o6nacHoi  pagu», | TpaHCNAAHTOMOrIT Ta nasiaTUBHOI Aonomoru
o6nacHwuii NikyBasIbHO-AiarHOCTUYHMIA | YepKacbKoi 061acHOT pagu», BigAin rematonorii
reMaTonoriyHuii LLeHTp, M. Yepkacu Ta TpaHcnAaHTauii KIcCTKOBOro Mo3ky, M. Yepkacu

12. BklOUeHHA [O[ATKOBUX MicUb MPOBeAEHHS K/iHIYHOro AOCAIMKEHHA [0 MPOTOKONY KMiHIYHOro
JocnigpkeHHs «baraToueHTpoBe paHAoMi30BaHe, NOABIMHO crine, nnauebo-koHTpoiboBaHe JocaigpkeHHs Il
chasm 3 METOO OLLIHKM O3aHiMoAy 4715 NPUioMY NepopasibHO MPU NPOBEAEHHI IHAYKLINHOT Tepanii nauieHTam i3
cepeaHbOTSXKAM abo TSHXKMM nepebirom xBopobu KpoHa B akTuBHil dhopmi (gocnigpkeHHS Nel 3 OLiHKM
IHOYKUIHOT Tepanii)», kog pocnimkeHHs RPCO01-3201, pepakuis 6.0 Big 14 uyepBHA 2021 p.; cnoHcop -
«CenpxeH IHTepHewHn Il Capn» (Celgene International 1l Sarl), LUBeliuapis

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTIO «Il EC AN-YKPAIHA»

Ne M.1.6. BigNoBiga/IbHOro A0CNiAHMKA

n/n HasBa MicLl NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Mapuyk HO.B.

KomyHasnbHe nignpuemMctBo «BonuHcbka obnacHa kniHiYHa nikapHsa» BosMHCLKOT 06n1acHoT paau,
xipypriuHe BiggineHHs (eHAOKPUHHOI Ta abfoMiHaNbHOT NaTonoril) 3 NPOKTONOTNIYHUMU NKKaMU,
M. JTyLbK

2. | nikap HOpkis A.E.

KomyHasnibHe HekomepuiiiHe nignpMeMcTBo «Opecbka o6nacHa KhiHiyHa nikapHa»  OpecbKol
obnacHoi paan», O6n1acHUn racTPOEHTEPOIONYHNIA LIEHTP, NONiKNiIHIYHE BiaaineHHs, M. Oaeca

3. 3aB. Big. binotkay O.Y.

ToBapnCTBO 3 OOMEXEHOW BignoBifdasbHICTIO «EfenbBeiic  Megike», MegnuHnii  LEHTP,
cneujanizoBaHe racTpPOEHTEPOOriYHe BigaiNeHHsa, M. Knis

13. OHOBIEHNIT NPOTOKON KAiHiYHOro BUNnpo6yBaHHA MK-3475-689 3 iHkopnopoBaHoto nonpaskoto 08
BiA 07 BepecHs 2023 poOKy, aHINiliCbKOIO MOBOIO 10 MPOTOKOJ1Y K/TIHIYHOMO JOCNIAKEHHS «PaHgomMisoBaHe,
BigkpuTe pgocnimkeHHs Il dpasm ans ouiHkm nem6ponisymaby B SKOCTi Heoan'toBaHTHOI Tepanii Ta B
KOMOGiHaLji 31 CTaHAAPTHUM iKyBaHHSIM B SIKOCTi afl't0OBaHTHOI Tepanii npu onepatenbHOMY /I0KOPErioHasIbHO
PO3NOBCIOKEHOMY M/IOCKOKTITUHHOMY paky rofiosu Ta wui llI-IVA ctagii», kog gocnigpxeHHs MK-3475-689, 3
iHKoprnopoBaHoto nonpaskoto 07 Big 07 yepBHA 2022 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3anaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

14. OHoBNeHHA bpouwypu gocnigHnKa focnigKyBaHOro nikapcbKoro 3acooy Mipikisyma6 (LY3074828),
Bepcis Big 08 uepBHA 2023 poOKy aHrAilicbkol MOBOM; [OBigHUK LWOAO Bi3UTIB AN y4YacHUKa
pocnipxkeHHs VIVID-2, Bepcia 1 Big 12 »xoBTHA 2023 poKy yKpaiHCbKoto Mmoot (AMAX-UK-UA-VG-V1
101223-V1); AoBigHWK WOAO0 Bi3UTIB A4Sl y4acHUKa gocnimkeHHs VIVID-2, Bepcis 1 Bif, 12 »xoBTHA 2023
poKy pociiicbkoto MoBow (AMAX-RU-UA-VG-V1 101223-V1); 3miHa Ha3BM MicUA NpPOBeAEHHS
KNiHIYHOrO BUMPOOGYBaHHA [0 [MPOTOKO/Y KMiHIYHOTO [OCNiOXKEHHSA «baratoueHTpoBe, Bigkpure,
MopoexeHe focnimpkeHHsA |l ®a3u anga OuiHkn JosroTpusanoi EcekTnBHOCTI Ta besneyHocTi 3acTocyBaHHSA
MipikisaymaGy y MauieHTiB i3 XBopo6oto KpoHa», kop pocnigxkeHHs 16T-MC-AMAX, 3 iHKOpPNOpOBaHO
nonpaskoto (d) Big 06 notoro 2023 poky; cnoHcop - Eni Nlinni e Komnawi, CLWA / Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

BYNO CTANO
nikap NloraaHigi T.I. nikap MorpaHigi T.1.
KomyHasbHe HeKoMepLiiHe nignpueMcTBO | KoMyHasbHe HeKoMepLUiiHe nigNnpUeEMCTBO
KuiBcbkoi obnacHoi paan «KuiBcbka o6nacHa | KuiBcbkoi o6nacHoi paan «KUiBCcbKuiA o6nacHuii
KNiHIYHA nikapHA», TepaneBTUYHE BIAAINEHHS, | LEeHTP peaGinitauyiiiHoi MeaULNHUN,
M. KniB TepaneBTuUYHe BifAi/IEHHS, M. KUiB

15. 3miHa BignoBiganbLHOro AocnigHMKa [0 NPOTOKOMY KIIHIYHOTO [OCNigXeHHSA «PaHgomizoBaHe,
noZBiiiHe cnine, nnaueb0-KOHTPO/IbOBaHe, GaraToueHTPOBE AOC/iMKEHHS dha3n 2B 3 nigbopy diana3oHy 403
ONS OuUiHKM npoddiniio edpekTMBHOCTI Ta 6e3neyvHocTi npenapaty PF-06700841 B yyacHWKiB 3 aKTMBHUM
CUCTEMHNM YepBOHUM BoBYakom (CUB)», kog, pgocnimkeHHa B7931028, diHanbHa Bepcisa 3 iHKOPNopoBaHO
nonpaeskow 7, Bif 22 yepBHA 2022p; cnoHcop - Mdpaiizep IHk., CLUA

3anBHuK - Mdansep IHk., CLUA



BYNO CTANO
3aB. Big. TypaHuusa C.P. nikap FpaHuak K.l.
KomyHasbHe HekomepLUiiHe nignpuemcTBo | KoMmyHasibHe HekomepLUiiHe NignpPUEMCTBO
«3akapnartcbka o6nacHa KiHiYHa nikapHa iMeHi | «3akapnarcbka ob6nacHa KhiHiYHa NikapHS iMeHi
AHapia HoBaka» 3akapnartcbkoi o6nacHoi paawn, | AHOpia Hosaka» 3akapnartcbkoi 06/1acHOi pagu,
peBMaTo/I0riYHE BifdiNIEHHSA, M. YXropoa, peBMaTosIoriYHe BigdiNeHHsA, M. YXXropog,

16. OHOB/IEHMI NPOTOKOJ1 KNiHiYHOro BUNpo6yBaHHA BJT-778-001, Bepcia 2.0, nonpaBka 1, Big 19
)XOBTHSA 2023 poKy, aHrNilicbKoo MOBOI; Bpowypa gocnigHuka BJT-778, BupgaHHA 2, Big 20 )XOBTHA
2023 poKy, aHrnificbkoro MoBOIO; IHhopMaLia AnA yyacHuka pocnigkeHHs /dopma iHpopmoBaHoi
3rogn, OcHoBHe pgocnipkeHHs — Koropta E i Koropta F, ansa YkpaiHu, Bepcis 3.0 Big 03 nuctonaga 2023
POKy, Ha ocHOBi Maiictep-Bepcii IYA/®PI3, OcHOoBHe gocnigkeHHA, KoropTa E i koropta F, Bepcis 3 Big,
01 nuctonaga 2023 poOKy, aHIMiACbKOK Ta YKpaiHCbKol MoBamMu; IHdopmauia ans ydacHuka
pocnipxkeHHs IPopma iHcpopmoBaHoi 3roau, OcHoBHe gocnimkeHHA — KoropTta B i Koropta C, gns
YkpaiHu, Bepcia 3.0 Big 03 nuctonaga 2023 poKy, Ha ocHoBi Maiictep-Bepcii IYA/PI3, OcHOBHe
pocnipkeHHs, Koropta B i Koropta C, Bepcia 2 Big 29 Gepe3Hsa 2023 pokKy, aHIMiACbKOK Ta
yKpaiHCbKoo MoBamu; IHdopmauis ansa ydyacHuka pocnimxkeHHs |/Popma iHopmoBaHOI 3rogu,
OcHoBHe aocnimxeHHs — Koropta D, ans YkpaiHu, Bepcia 3.0 Big 03 nuctonaga 2023 poKy, Ha OCHOBI
Maiictep-Bepcii IYA/®PI3, OcHoBHe gocnimkeHHA, Koropta D, Bepcia 2 Big 29 6epesHsa 2023 poky,
AHINMIACbKOI Ta YKpaiHCbKOK MoBamu; IHcopmauis pna ydacHuka pgocnimkeHHAa i dopma
iHhopMoOBaHoOi 3roau, Ha y4acTb Yy HEOO0B’A3KOBOMY MaliGyTHbOMY AOC/iAKEHHI, A8 YKpaiHu, Bepcia
2.0 Big 03 nuctonapga 2023 pokKy, Ha OCHOBi 3aranbHoi Maiictep-Bepcii IYOA/PI3 Ha yyacTb Yy
He060B’sI3KOBOMY MaiioyTHLOMY AoCnifKeHHi, Bepcia 1 Big 01 nuctonaga 2022 poky, aHrNiiCbKOKO Ta
yKpaiHCbKolo mMoBamu; IHchopmauia ana ydyacHuka gocnigkeHHA /Popma iHchopmoBaHOI 3rogu Ha
BUNAAOK BariTHOCTI yyacHULi [AOCNiAKeHHsA ab0 napTHepPKU yyacHUKa AOChigKeHHA, ana YKpaiHu,
Bepcia 2.0 Big 03 nuctonaga 2023 poKy, Ha OCHOBIi 3arasibHOi MaiicTtep-Bepcii IYA/®PI3 Ha 36ip
iHpopmauii npo BariTHicTb, Bepcifa 1 Big 01 nuctonaga 2022 poKy, aHIMIACbKOK Ta YKPaiHCbKOMO
MOBaMM [0 NPOTOKOJY K/IHIYHOrO AOChimkeHHsa «®Pa3a 1/2a, paHgomi3oBaHe, nnauebo-KoOHTpoNboBaHe
OOCNipKeHHA [ONA OuiHKW 6e3nekun, nepeHOCUMOCTi, apMakoKiHeTUKM Ta MNPOTUBIPYCHOI aKTUBHOCTI
npenapaty BJT-778 y 340poBuX [OOPOBOSLLIB Ta MAUiEHTIB i3 XPOHIYHOW iHdekuieo Bipycy renatuty B,
BK/IHOYAKOYM MaLieHTIB i3 XPOHIYHON iHdekuieto Bipycy renatuty D», kog gocnigkeHHs BJIT-778-001, sepcin
1.0 Big 28 xo0BTHA 2022 poky; cnoHcop - batogxen TepanbloTike, IHK. [Bluejay Therapeutics, Inc.], CLUA
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

17. OHoBneHuii MPOTOKON KNiHIYHOrO BUNpoGyBaHHA OMS906-PNH-002, MonpaBka 02 Big 27 )XOBTHA
2022 poKy, aHrnificbkoo MoBoto; IHchopmauia ana nauieHTa Ta dpopma iHchopmoBaHOI 3rogu, oA
YkpaiHu, Bepcia 2.0 Big 07 nuctonaga 2023 poky Ha ocHoBi Maiictep IMN 1a ®I3 Bepcia 3.0 Big 02
nuctonaga 2023 poky, aHrMINCbKOK Ta YKpaiHCbKO MoBamu; IHchopmauiiiHuii nucToK i chopma
iHdbopMoBaHoI 3roau Ans 36opy iHcopmauii Npo BariTHICTb i pe3ynbTaT BariTHOCTi, ANA YKpaiHu,
Bepcisa 2.0 Big 07 nuctonaga 2023 poky, Ha ocHoBi MaiicTtep Bepcii ®I3 gna 36opy iHdopmauii npo
BariTHicTb i pesynbTar BariTHocTi, Bepcia 3.0 Big 02 nuctonaga 2023 pokKy, aHrNificbKow Ta
yKpalHCbKolo MmoBamMu; Bpowypa gocnigHnka OMS906 (IB - OMS906), Bepcis 05, Big 14 kBiTHA 2023
POKYy, aHrNiACbKOI0 MOBOI; OCHOBHUII TEKCT 3pa3ka MapKyBaHHA A1 MEPBUHHOI i BTOPUHHOI
ynakoBKU AgocnigkysaHoro npenapaty, OMS906 posuunH ans iHdysiin, 110 mrimn, Bepcia 2.0 Big 01
nucrtonaga 2023 poKy, aHIMiliCbKOK Ta YKPAIHCbKO MoBaMW; 36i/IbLUEHHSA KiZIbKOCTI nauieHTiB 3 20
CKpuHOBaHux (11 paHaoMi3oBaHUX) A0 25 CKpMHOBaHUX (15 paHAOMiI3oBaHMX) B YKpaiHi [0 NpoToKony
KniHiYHOro gocnigxkeHHs «dasa 1b gocnimkeHHst 3 METOK NepeBIpKM KOHUENUii, Ans ouiHKKn 6e3neyvHoCTi,
NepeHoCMMOCTi, hapMakoKiHeTUKM, dhapmMakoAMHaMiKKM Ta nonepeaHbol OUIHKM ed)eKTUBHOCTI npenapaTty
OMS906 y naLieHTiB i3 NapoKCU3MasTLHOIO HIYHOK remMorobiHypieto», Kog aocnimpkeHHs OMS906-PNH-002,
Monpaska 01 Big 19 BepecHsi 2022 poky; cnoHcop - «Omepoc KopnopeiiwH» [Omeros Corporation], CLUA
3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

18. bpoluuypa gocnigHuka ansa okpenisymady (RO4964913, Ocrevus®), Bepcis 22 Big nuctonaga 2023 p.
[0 NPOTOKOAIB KNiHIYHMX BuUnpobyBaHb: «BAFATOLIEHTPOBE PAHOOMI3OBAHE MOABIVMHE CANINE
JOCNIMKEHHA ®A3U 11l Y MAPANENBHUX TPYMAX 3 NOABIAHAM KOHTPONEM MMALIEEO A4
OUIHKN E®EKTUBHOCTI TA BE3MNEYHOCTI ®EHEEPYTUHIBY MOPIBHAHO 3 OKPENISYMABOM Y
JOPOCNNX NAUIEHTIB 3 NMEPBUHHWM T[MPOIMPECYHOUYNM PO3CIAHAM CKNEPO30OM», kop,
pocnipkeHHss GN41791, sepcis 6 Big 08 ntotoro 2023 p.; «baratoueHTpoBe, paHaoMi3oBaHe, NoAgiiHe cnine,
KOHTpO/ibOBaHe gocnimxkeHHs dpasu llib ansa ouiHkm ethekTMBHOCTI, 6€3NeUYHOCTI Ta hapMaKoKIHETUKN BULLMX
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003 oKpenisymaby y [0pOC/MX NauieHTiB 3 peunavByOUMM PO3CIAHUM CKNEepPOo30M», KoA, LOCNioKEeHHSN
BN42082, Bepcia 3 Big 27 xoBTHA 2021 p.; «baratoueHTpoBe, paHAOMi3oBaHe, MOABiHE crine,
KOHTpO/IbOBaHe pochimpkeHHA dasu llib ons ouiHkn edheKTMBHOCTI, 6€3NeyYHOCTi Ta DapMakoKiHETUKN BULLUX
[03 okpenisymaby y [0pOC/MX 3 MEPBUHHUM MPOrPECYUUM PO3CIAHUM CKIEPO30M», KO AOC/i[KeHHA
BN42083, sepcis 3 Big 28 xo0BTHA 2021 p.; cnoHcop - ®.XoddmaHH-/1a Pow 14, LWBeiuapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

19. OHoBneHunii MpoToKon KniHiuHoro pgocnigpkeHHA ICP-CL-00112, Bepcia 8.0 Big 21 BepecHs 2023
poky; IHhopmauiiHniA nucToK i hopma 3rogu ANA BiAKPUTOro po3WMpPEHOro nepiogy AocnigkeHHs,
Bepcifa V7.1UKR(uk)1.0 Big 02 nuctonaga 2023 pokKy, nepeknag yKpaiHCbKO0 MOBOIO Big, 16 nuctonaga
2023 poky; IHdhopmauiviHuii nucTok i copma 3rogu ANA BiJKPUTOro PO3LIMPEHOro nepiogy
pocnimpkeHHs, Bepcia V7.1UKR(ru)1.0 Big 02 nuctonaga 2023 poKy, nepeksiaj, pociiicbKkolo MOBOIO Bif,
16 nuctonaga 2023 poky; IHcdopmauiiiHuii nuctok i ¢hopma iHchopMoBaHOI 3roaM Ha y4yactb Yy
HeoOOB’sI3KOBOMY fAofAaTKOBOMY dhapmakoreHeTUMHOMY AocnimkeHHi (gocnipkeHHsa OHK), Bepcis
V1.0UKR(uk)1.0 Big 02 nuctonaga 2023 poky, nepeknapg yKkpaiHCbKOI0 MOBOIO Bif 16 nuctonaga 2023
poky; IHdopmauiiHii nUCToK i ¢hopma iHPOpPMOBAHOI 3rogu Ha y4yacTb y HeOGOB’si3KOBOMY
poparkoBomy chapmakoreHeTUdHOMY pocnigxeHHi (aocnimkeHHs AHK), Bepcisa V1.0UKR(ru)1.0 Big 02
nnctonaga 2023 poKy, nepeknag pociiicbkoio MoBOK Big 16 nuctonaga 2023 poKy [0 NPOTOKOSY
KMIHIYHOTO JocnimpkeHHs «PaHgomizoBaHe, noggiiHe crine, naauebo-KoOHTPOoibOBaHe AOCAIMKEHHS dha3u 2
AN OUiHKNM ed)eKTMBHOCTI, 6e3neyYyHOCTi, MepPeHOCMMOCTI, (papMakoOKIHETMKM Ta O6i0/10rvyHOI aKTUBHOCTI
openadGpyTuUHIGY Yy nNaujieHTIB i3 peunanByrOUO-PEMITYIOUMM PO3CISTHUM CKIEPO30M», KOA AOCAIAKEHHS
ICP-CL-00112, Bepcis 7.1 Big 27 6epe3Hst 2023 poky; cnoHcop - InnoCare Pharma, Inc., USA

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

20. bpouwypa ana gocnigHuka 3 npenapary Tacpacutamaé (MOR00208), pepakuis Ne18 Big 29 BepecHsi
2023 p.; JopaTtkoBa iHhopmaLifl WOA0 3aXUCTY AaHUX, peAakuisa Big 27 oBTHA 2023 p., ocTaTOUHWUIA
nepeknag, 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Bif 16 nuctonaga 2023 p., octaTouHMii nepeknag, 3
aHrnificbKoi MOBU Ha pociiicbKy MOBY Big 16 nuctonaga 2023 p.; 3miHa Ha3BM MicUsA NMPoOBefeHHs
KNiHIYHOTO AoCnifKeHHA [0 MPOTOKO/Y KIHIYHOrO [OCnimKeHHA «baraToueHTpoBe paHAoMi3oBaHe,
NoABIHO cnine, naaueb0-kOHTPONbOBaHe AocnimkeHHs Il dasm 3 MeTow OuiHKM edEKTUBHOCTI Ta
6e3neyHocTi nikyBaHHA TadpacuTamMaboMm Yy NOEAHaHHI 3 NeHanigomigoM A0AaTkoBO A0 XimioTepanii 3a
cxemoto R-CHOP y nopiBHSAHHI 3 xiMmioTepanieto 3a cxemoto R-CHOP y naujieHTiB 3 yneplle BUSIBIEHO
Andpy3Horo B-KpynHOKNITUHHOK nlimdpomoto (ABKJT), siki paHiwe He Npoxoansn flikyBaHHSA 3a MM NOKa3aHHAM i
BXO4ATb A0 rPYyNN BUCOKOIo NPOMIKHOIo abo BUCOKOro pusnKy», ko, gocnipkeHHs MOR208C310, octatoyHa
pegakuia 8.0 Big 22 noTtoro 2023 p.; cnoHcop - «MopdoCuc Al» [MorphoSys AG], HimeuunHa

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMOBIJAJIBHICTIO «I11 EC A-YKPATHA»

BYNO CTA/O

nikap Horaesa J1.1. nikap Horaesa J1.1.

KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHasilbHe  HekomepLiliHe  nNigNPUEMCTBO
«Yepkacbkuii o6nacHwii OHKONOTiYHUIA | «KNiHiYHMIA  UEeHTpP OHKonNorii, remaTonorii,
pgucnaHcep YepkacbKoi o6nacHoOi pagu», | TpaHcnNaHTosorii Ta naniaTUBHOI [OMOMOru
OGnacHui NikyBa/nlbHO-giarHocTU4YHMII | YepkacbKoi o6nacHoi pagu», 6M10OK remaronorii
remMartosioriyHuii LeHTp, M. Yepkacu popocnux Bigainy remartonorii Ta

TpaHcnaHTauii KICTKOBOro MO3Ky, M. Yepkacu

21. MNopoBXeHHA TeEPMiHY NPOBeAEHHA K/iHIYHOro BUNpPoo6yBaHHA B YKpaiHi o 28 notoro 2026 p. go
NPOTOKONY KNIHIYHOTO BUNPOOYBaHHA «[OCAIMKEHHA NPUNWHEHHA Tepanii amiHocaniyunatramu npu
HeaKTUBHI xBopobi KpoHa (STATIC): paHgoMi3oBaHe, BiAKpUTE AOCAIIKEHHS HE MEHLLOT €CheKTUBHOCTI», KO
pocnipkeHHa RP1610, nonpaska 03 (Non-UK) Big 02 xoBTHA 2020 p.; cnoHcop - AniMeHTis, IHK./Alimentiv Inc.,
KaHaga

3asaBHUK - TOB «biomanac», YkpaiHa

22. 3anyyeHHs J,O[ATKOBOrO MicLsA NMPOBEAEHHS K/iHIYHOrO BUNPOGYBaHHA [0 MPOTOKOJTY K/IiHIYHOMO
JocnipxkeHHs «MpocnekTMBHe, paH4oMI30BaHe, NoAsiliHe cnine, naauebo-KoOHTPO/IboBaHe, GaraToueHTpoBe
OOCMiMKEHHSs, sIke NMPOBOAMTLCSA 3 METOK BMBYEHHS eqieKTMBHOCTI Ta 6e3nekn npenapaty NT 201 npu
NiKyBaHHI CNaCTUYHOCTI HUXKHIX KIHLiBOK, CIPUYMHEHOT iHCY/IbTOM ab0 TpaBMaTUYHUM MOLLKOMKEHHSAM MO3KY Y
[0pOCNMX NauieHTIB, 3 NOAA/IbLUAM BiAKPUTM PO3LLUMPEHNM NEPIOAOM AOCAIAKEHHS 3 ab0 6€3 KOMGIHOBAHOIO
NiKyBaHHsS1 BEPXHIX KiHLiBOK», KoA AocnimkeHHss M602011014, nonpaska Nel.0 go npoTokony, Bepcisa 6.0,
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cneundpiyHa ana Ykpainu sepcia 1.0 Big 18 BepecHsa 2023 p.; cnoHcop - Mepy ®apmacbioTikan3 M'voéxX,
HimeuunHa (Merz Pharamaceuticals GmbH, Germany)
3asaBHuK - TOB «BOPJIABANA KNIHIKAJT TPAINC YKP»

No MN.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBefeHHs KNiHIYHOro BUNPOOYBaHHS

1. K.M.H. ®efopuinH f1.B.

KomyHaslbHe HekomepuiiiHe nignpueMcTBO JIbBiBCbKOI 061acHOi pagu «J/lbBiBCbka o6nacHa
KNiHiYHa NikapHa», HeBposioriyHe BigaineHHs, M. JlbeiB

23. Indhopmaunia ana nauieHta i Popma iHcbopmoBaHoi 3rogn, TARA-002-101-Ph1b/2, OcHoBHa, gns
YKpaiHu, Bepcia 3.0 Big 22 nuctonaga 2023 pokKy, aHr1iNCbKOK Ta YKPAIHCbLKOK MOBamMu A0 NpOTOKONy
KNiHiYHOro gocnimkeHHs «®asa 1b/2, Bigkpute AOCIAKEHHS 3 NOA4ANIbLLOIO BMBYEHHS PEKOMEHA0BAHOT 4031
[OcCnigpKyBaHOro npenaparty 3 METOH OLiHKM 6e3nekn Ta NPOTUMNYX/IMHHOT aKTUBHOCTI IHCTUASLiA CevoBOro
Mixypa npenapatoMm TARA-002 y fopoc/vx MauieHTiB i3 M'A30BO-HEIHBA3MBHMM pakoM CEY0BOro Mixypa
BMCOKOr0 CTYMeHs 3M05KICHOCTIi», kog gocnigpkeHHs TARA-002-101-Ph1b/2, sepcis 3.0 Big 07 ntotoro 2023
poKy; cnoHcop - MpoTapa Tepan'toTike, IHK. [Protara Therapeutics, Inc.], CLUA

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

24. bpowypa ana pgocnigHuka 3 npenapary HLX10, pegakuia 7.0 Big 30 »oBTHA 2023 p.; JopaHHs
MixHapopgHoi HenateHToBaHOi Ha3Bu o gocnigxysaHoro nikapcbkoro 3aco6y HLX10: Serplulimab;
Jocbe pgocnigpxyBaHoro nikapcbkoro 3aco6y (IMPD) HLX10: Mogynb «Quality», pegakuis 5.0 Big 24
nucrtonaga 2023 p.; MoaoBXeHHA TePMiHY NPUAATHOCTI AO0CAIAKYBaHOro nikapcbKoro 3aco6y HLX10 3
24 po 36 micauyiB; MoaoBXeHHA TepMiHy NMPUAATHOCTI nnauedo A0 AO0CNigKYBAHOIO J1iKAPCbKOro
3aco6y HLX10 3 30 go 36 micauis; MoaoBXeHHA TPUBAIOCTi NpoBeAeHHS K/iHIYHOro BUNpoGyBaHHA B
CBITi Ta B YKpaiHi Ao 31 rpyaHa 2024 p. 10 NpOTOKO/Y KAIHIYHOTO JocnifxeHHs «PaHgomizoBaHe noAgiliHe
cnine 6aratoueHTpoBe hasu 1l kniHiyHe pocnigxkeHHs HLX10 (pekomGiHaHTHOro rymaHizoBaHoro
MOHOK/TOH&/1bHOTO aHTuTINa go PD-1 (aHTn-PD-1) gns iH'ekuiid) + ximioTepania (kapbonniaTtviH + 3B’A3aHuii 3
a/Ib,OYMIHOBMMY HaHo4YacTUHKaMK nakniTakcen (Hab- naknitakces) ) Yy MOPIBHAHHI 3 XiMioTepanieto
(kapbonnaTnH + Hab-makniTakces) B AKOCTi Tepanii nepwloi AiHii npy  MicueBo-nowmpeHomy abo
MeTacTaTU4YHOMY MNSIOCKOKIITUHHOMY HeapiGHOKNITUHHOMY paky nereHi (HAKPM)», kon pocnigxeHHsa HLX10-
004-NSCLC303, pegakuisa 5.0 Big 31 rpyaHa 2021 p.; cnoHcop - Shanghai Henlius Biotech, Inc., China /
LaHxai Xenniyc BalioTek, IHk., Kutaii

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «MI EC AA-YKPAIHA»

25. bpowypa pocnigHuka ABenymao (MSB0010718C), Bepcia 13 Big 09 uepBHA 2023 poKy,
aHrNificbKO MOBOI [0 MPOTOKO/Y KAIHIYHOrO AochimpkKeHHs «Bigkpute, 6araToueHTpPOBE AOC/iKEHHS
NoAA/IbLUOTO CrocTepexeHHss Ans 360opy [OBroTEPMIHOBUX AaHWUX MPO YYACHWKIB AEKiNTbKOX KAHIYHUX
pocnipkeHs aBenymatdy (MSB0010718C)», koa, aocnigpkeHHs MS100070_0176, 1.0 Big 30 xoBTHA 2018
poky; cnoHcop - Merck KGaA, HimeuunHa

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVIK'IOBIA PAC YkpaiHa»

26. OHOB/IEHNI NPOTOKOA KJliHiYHOro BUnpo6yBaHHsA CVL-751-PD-004, Bepcia 5.0 Big 10 nunHAa 2023
p.; MoaoBXXeHHA TepMiHY NPOBeAEeHHS K/iHIYHOro BUNpoGyBaHHA B YKpaiHi o 30.06.2026 p.; JoaaTtok
Ao Bpoliypu gocnigHuka gocnigKyBaHoro flikapcbkoro 3acooy TaBanagoH (CVL-751) 2.0 Big 20 nunHsa
2023 p., po BugaHHa 4.0 Big, 30 xxoBTHA 2022 p., aHrNiNCbKO MoBOK; CVL-751-PD-004_IHcopmaunia
ANA nauieHta i ®@opma iHchopmoBaHOI 3roau ANA NaUieHTiB, AKi 6pan yyacTb Yy AOCAIMKEHHAX
CVL-751-PD-001/-002/-003 B YKpaiHi _Bepcisa ana Ykpaiuu 4.1.0 Big 25 nunHa 2023 p., yKpaiHCbKOIO
MOBO0; dopMa opTasIbMONMOriYHOro OGCTEXEHHSA ANA KNiHIUHMX BUNpPoGyBaHb TaBanagoHy (TemPo)
Bepcia 1.0 Big 27 yepBHA 2023 p., YKPATHCLKOIO MOBOK [0 MPOTOKO/Y KNIHIYHOIrOo AOCAifKeHHA «58-
TWKHEBe BigkpuTe pochipkeHHa TaBanafoHy Yy MaLlieHTiB 3 XBOpo6ow [lapkiHcoHa (O0CNigKeHHs
TEMPO-4)», kog, gocnigkeHHs CVL-751-PD-004, sepcisa 4.0 Big 03 BepecHs 2021 p.; cnoHcop - Cepesen
Tepan'toTikc, JINIC, CLUA [Cerevel Therapeutics, LLC, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

27. OHoBneHuii NMpPoTOKON KMiHIYUHOrO BUNPOGYBaHHA, KOog BuNpooyBaHHA: F-S01, Bepcia 4.0 Big
16.11.2023; OHoBneHa IHcopmalia [na AOOPOBOMbLUA, WO NpPUAMae ydyacTb Yy KiiHIYHOMY
BUNpPoOOYyBaHHi Ta iHhopmoBaHa 3roga (YKpaiHCbKO MOBOIO), Ko BUNpo6yBaHHA: F-S01, Bepcisa 4.0
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Big 16.11.2023; OHoBneHa IHcdopmauia ans [o6POBOMbLUA, WO NpuiiMae ydactb Yy KhaiHiYHOMY
BMNpPOGYyBaHHi Ta iHpopmoBaHa 3roga (pociiicbKolo MOBOI0), KoA BUNpoGyBaHHs: F-S01, Bepcis 4.0 Big,
16.11.2023; OHoBneHa lHauBigyanbHa peecTpauiiHa hopma, kopg BunpodyBaHHsA: F-S01, Bepcisa 4.0
Bif 16.11.2023; OHoBneHuii CuHoncuc Mpotokony KNiHiYHOro BUNpoGyBaHHA, KO4 BUNPOGyBaHHA: F-
S01, Bepcin 4.0 Big 16.11.2023; OHOBMEHA KapTKa yYacHUKa KNiHiYHOro pgocnigkeHHs (yKpaiHCbKolo
MOBOI0), Kof, BUnpoo6ysaHHA: F-S01, Bepcis 4.0 Big 16.11.2023; OHOBMIeHa KapTKa y4aCHUKa KJTiHIYHOro
pocnipkeHHs (PoOciicbKOO MOBOIO), Kog, BunpoGyBaHHsA: F-S01, Bepcia 4.0 Big 16.11.2023; 3miHa
Ha3BU AOCiAHKYBaHOro nikapcbKkoro 3aco6y: byno: MET®OPMIH-®APMEKC; Ctano: MET®OPMIH;
3miHa Ha3BU KAiHIYHOro BMNPOGYyBaHHA; OHOBNEeHUIA TeKCT MapKyBaHHA YNMaKOBKU Ta OHOBJIEHUIA
3pa3oK eTUKeTKU ANA KNiHiYHUX gocnimxeHb pocnigxyBaHoro /13 MET®OPMIH, TaGneTku, BKPUTI
NNiBKOBOKO 060/1I0HKOK, No 1000 mr, Bepcia 2.0; OHOBNeHUA TeKCT MapKyBaHHSA YMaKOBKUW Ta
OHOBJIeHNIT 3pa30K eTUKETKUN ANA KiHIYHUX gocnigkeHb gocnigkyBaHoro /13 Mnokogax®, TabneTku,
BKPUTi NNiBKOBOI 060J/I0HKOI, No 1000 mr, Bepcisa 2.0; OHOBnNeHa eTuKeTKa (nNepemMapKyBaHHS
6nictepa Ta KOpo6GKU) Ha npenapat FnoKkohax®, Ta6NeTKU, BKPUTI NN1iBKOBOK 060/10HKOKO, o 1000 mr
(BupoGHUK Mepk, C/, IcnaHisl), Bepcia 2.0; OHOB/IEHiI po3Ainu AoCbe [OCNIAKYBAHOIO JliKapCbKOro
3aco6y MET®OPMIH, TabneTkn BKpUTi NJIIBKOBOKO 06G0/I0HKOO, nNo 1000 mr: 3.2.P.1. Onuc i cknag,
NiKkapcbKoro 3acooy, Bepcisa 2; 3.2.P.5.1. Cneuyudikauis(i), Bepcia 2; 3.2.P.5.2. AHaNiTUYHi METOANKMU,
Bepcia 2; 3.2.P.5.4. AHani3u cepiii, Bepcia 2; 3.2.P.8. CtaGinbHiCcTb, Bepcisa 2; oHoBneHa KopoTka
xapaktrepuctuka (SPC) Ha npenapatr nopiBHAHHA [Nokocax®, TaGneTkm BKPUTI MJIIBKOBOIO
060/10HKO10, No 1000 mr Big 04.05. 2023 poKy; OHoBieHa Bpowypa gocnigHuka, MET®OPMIH, Bepcis
2.0 Big 10.07.2023; 3miHa GioaHaNiTUUHOI NnaGopaTopii - KOHTPAKTHOI AOCAIAHULbLKOI OopraHisauii,
BiANOBifaNbHOI 3a BUKOHAHHA aHaiTUMHUX NpoLUeAyp Y paMKax K/iHIYHOro BUNpPoOyBaHHSA Ta 3MiHa
BignoBiganbHOro BUKOHaBUsA GioaHaniTM4HOI naGopartopii, BigMNOBIJaNIbHOI 3a BWKOHAHHA
aHaNiTUYUHUX npoueayp Y pamMKax KAiHIYMHOro BUNPOGYBaHHA [0 NPOTOKOMY KNIHIYHOMO AOCAIMKEHHS
«KniHiyHe BWMNpoOyBaHHA 3 OUiHKM 6ioekBiBaNIeHTHOCTI Jslikapcbkux 3aco6is MET®OPMIH-PAPMEKC,
TabneTkn, BKPUTI MIiBKOBOIO 060/10HKOI0, No 1000 mr, BupobHuutBa TOB «®PAPMEKC I'PYT», YkpaiHa Ta
nokothax®, TabneTku, BKpUTI NNiBKOBOK 060/10HKOK, no 1000 mr, BupobHuutea Mepk, C/1, IcnaHiq, B
yMOBax OAHOPa30BOr0 MepopasibHOr0 MpUioMy 340POBMMM A06GPOBOMALLUAMU», KoL AochimkeHHs F-S01,
Bepcia 2.0 Big 07.02.2022; cnoHcop - TOB «®APMEKC M'PYT1», YkpaiHa

3aaBHuk - TOB «®APMEKC M'PYT», Ykpaina

BY/NO CTANIO
MET®OPMIH-®APMEKC MET®OPMIH

BYNO CTAJNIO
«KniHiuHe BUNPOBYBaHHS 3 OUiHKK | «KniHiYHe BMNPOBYBaHHA 3 OLjiHKM
6i0eKBiBa/IEHTHOCTI NiKapCcbKmx 3aco06iB | 6i0eKBiBaNIEHTHOCTI NiKapcbKmx 3aco6iB

METPOPMIH-®APMEKC, TabneTkun, BkpuTi | MET®OPMIH, Tabnetkn, BKpUTI  MN/iBKOBOIO
nniBkoBoto 060/10HKOl0, No 1000 mr, BMpobHMLuTBa | 060/10HKOO, no 1000 wmr, Bupob6HMuTBa TOB
TOB «®APMEKC I'PYM», YkpaiHa Ta [ntokohax®, | «PAPMEKC TPYM», YkpaiHa Ta [/1tokodhax®,
TabneTkn, BKPUTI NMIBKOBOK 060/10HKOK, no 1000 | TabneTtkun, BKpUTI NAiBKOBOK 060/10HKOW, no 1000
Mmr, BupobHuutBa Mepk, CJ1, IcnaHis, B ymoBax | mr, BupobHuutea Mepk, CJ1, IcnaHisa, B ymoBax
0[JHOPAa30BOr0 NepopasibHOro NpuiioMy 340POBUMK | OAHOPA30BOro NepopasibHOro NPUINOMY 340P0BMMU
[06POBO/bLAMN [06poBObLUAMU»

BYNO CTANO
K.6.H. NliGiHa B.B. K.6.H. Ca6ko B.€E.
NaGopartopia chapmakokiHeTUku (3 gucnokauieto | BioaHaniTnuHa naéoparopia TOB «Knincapm»,
y M. XapkosBi) [epxaBHoro nignpuemctea | M. IpniHb
«JepxaBHUii ekcnepTHUii LeHTp MiHicTtepcTBa
OXOPOHU 340pPOB’A YKpaiHU», M. XapKiB




