Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne22 Big 09.12.2021,
HTP Ne43 Big 09.12.2021, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgomizoBaHe, nnauebo-kOHTPONIboBaHe, NoAgiliHe cnine, 6aratoLeHTPOBE AOCAIMKEHHS A5 OLiHKM
ehekTnBHOCTI Ta 6e3neyHocTi BT-11 gns nepopasibHOro 3acToCcyBaHHS Npu XBOpo6i KpoHa cepegHbLoro ta
BaXKOro CTYyNeHs TSHKKOCTi», Kog, gocnimkeHHs BT-11-202, sepcis 1.1- Monpaeka 1, Big 02 kBiTHA 2021,
cnoHcop - «/laHgoc Biochapma IHk» (Landos Biopharma, Inc), CLUA

®a3za - Il

3aaBHUK - «<Komak Megikan 1TO», Bonrapis

Ne M.1.6. BignoBiganbHOro AocnigHMKa

n/n Ha3Ba MicLs NpoBeAEHHSA K/iHIYHOTO BUNPOBYBaHHS

1. | o.m.H. Tocnogapcbkuii 1.A.

KomyHasrlbHe  HekoMepLiiiHe  MigNPUMEMCTBO  «TepHoMifibCbka  YHIBEpCUTETCbKa  NiKapHs»
TepHoninbCbkoi ob6nacHoi pagn, O6NacHWA LEHTP racTPOEHTEpOosorii 3  renaTosiorieto,
racTpoeHTepoIoriyHe BigaieHHs, M. TepHonisib

2. | nikap Piwko A.90.

KomyHasibHe HekomepLiiHe NiANPUEMCTBO «3akapnaTcbka 06n1acHa KiiHivyHa fikapHsa iMeHi AHApis
HoBaka» 3akapnatcbKoi 06/1acHOI paau, raCTPOEHTEeposIoriYHe BigaiNneHHs, M. YXXropog

3. | nikap BoHgapeHko T.M.

KomyHasibHe HekomepLjiliHe NignprMEMCTBO «XepCOHCbKa Micbka KAiHiYHa nikapHs iMeHi AchaHacis i
Onbru TponiHux» XepCoHCbKOT MICbKOi paau, TepaneBTUYHE BiAAiNIEHHS, M. XepCoH

4, K.M.H. JaueHko O.I".

KomyHanbHe HekomepuiiHe nignpueMctBo «Micbka KAiHiYHa nikapHa No2 imeHi npod.
0.0.WanimoBa» XapKiBCbKOI MIiCbKOT pafiy, NPOKTO/OrivYHe BiafiNeHHs, M. XapkKiB

5. | nikap Cknbano C.A.

MegunuHunin ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BigNOBiAA/ILHICTIO «MbKHapogHWiA
IHCTUTYT KMiHIYHMX JOCNIMKEHb», CTalioHapHe BigaineHHsa, M. Kuis

6. | nikap NorpaHiai T.1.

KomyHasibHe HekomepLiiiHe nignpruemMcTBo KniBCbKOI 061acHOi pagmn «KuiBcbka ob6nacHa nikapHsa»,
TepaneBTUYHe BigaiieHHs, M.KuiB

7. K.M.H. HewTa B.B.

MeamnyHWA LeHTPp ToBapMCTBa 3 0OMEXEHOK BiANOBIAASIBHICTIO «[lialeHTp», racTPOEHTEPOsIoriyHe
BiAAINEHHS, M. 3an0opiXKs

8. | nikap LeBuyk B.M.

JlikyBa/IbHO-AjarHOCTUYHWIA LUEHTP npuBaTHOrO MiANPUMEMCTBA MNpPUBATHOI BUPOOHMYOT  chipmun
«AUMHYC», M. KpONVBHULIbKWI

9. | nikap OniiHuK O.I.

KomyHasibHe HekoMmepuiiiHe nignpueMcTBo «Micbka nikapHa Ne6» 3anopi3bkoi Micbkoi pagu,
racTpoeHTepoIorivyHe BiAdiNeHHsA, M. 3anopixks

2. «PaHpowmizoBaHe noAgiHe cnine nnaueb0-KoOHTPoIboBaHe AOCNimKeHHS hasn 3 AN OLiHKM eDEKTUBHOCTI
Ta 6e3neyHOCTi EHTOCNJ/IETUHIOY B NOEAHAHHI 3 IHTEHCMBHO iIHAYKLIAHOKO Ta KOHCOMIAYIUOL0 XiMioTeparnieto
y [OpocCnux npv Bheplle AiarHOCTOBAHOMY [OCTPOMY MI€NOigHOMY Neliko3i 3 MyTalield B reHi
Hykneodpocmin-1», kog pocnipkeHHs KB-ENTO-3001, Bepcia 2 (nmonpaska 1) Big 06 nvnHa 2021 poky,
cnoHcop - Kronos Bio, Inc., CLLA

®a3za - Il

3asnBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANTIBHICTHO «®APMACBIOTIKAS PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

Ne M.1.6. BignoBigaibHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 | a.m.H., npoch. KnumeHko C.B.

KniHiyHa nikapHsa «deodhaHis» [epxaBHOro ynpasiHHA cnpaBamu, LIeHTp remaTonorii, XimioTepanil
remo671acTo3iB Ta TpaHcnaaHTauil KICTKOBOro Mo3ky, M. Kuis

2 | A.M.H., npocp. CiskoBuu C.O.

KomyHanbHe HekomepuiiHe nignpuemcTBo «KuiBcbka Micbka KiiHidHa nikapHa Ne9» BUKOHaBYOro
opraHy KuiBcbkoi Micbkoi paan (KMiBCbKOi MiCbKOT AepaBHOI agMiHicTpauii), KUiBCbkuiA MiCbKMii




remaTosioriyHuii LeHTp Ha 6asi rematonoriyHoro BigaineHHs Nel, m. Kuis

3 | nikap Horaesa /1.1.

KoMyHaslbHEe HeKoMepLiiiHe nignpueMCTBO «Uepkacbkuii 06MacHMIn  OHKOMOTIYHWI - AMcnaHcep
Uepkacbkoi o06nacHoi pagu», O6nacHWin  NikyBasIbHO-AiarHOCTUYHWIA  TeMATOMONYHNIA  LiEeHTP,
M. Yepkacu

4 | p.M.H., npody. CKpUNHUK .M.

KomyHasnbHe nignpuemctBo «MontaBcbka o6s1acHa KniHiyHa nikapHa iM. M.B. CknidhocoBCLKOro
MontaBcbkOi 06nacHOi pagw», rematonoriyHe BigdineHHs, MNonTaBCbkUA AepXaBHUA MeaWNYHWUIA
yHiBepcuTeT, kadpeapa BHYTPILWHLOT MeauumHn Nel, m. MNonTasa

3. «[MogsiliHe cnine, nnaueb0-KOHTPOsIbOBaHe, GaraToLeHTPOBE LOCMIMKEHHS 3 BIAKPUTUM PO3LUMPEHNM
nepiogom AOCAIMKEHHS A5 OLiHKN edhbekTUBHOCTI Ta 6e3nekn SRP-4045 i SRP-4053 y naujieHTIB 3 M'sI30BOIO
ancTpodpieto AoweHHa», kog aocnimkeHHa 4045-301, npoTtokon 3 nonpaskoto 10, Bepcisa 11, Big 03 6epesHs
2020 p., cnoHcop - Sarepta Therapeutics, Inc., USA

dasza - Il

3asBHUK - TOB «CaHaKnic», YkpaiHa

Ne MM.1.B. BignoBigabLHOro focigHuKa
n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS
1 K.M.H. WaTinno A.B.

JepxaBHa ycTaHoBa «IHCTUTYT HeBposiorii, ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemii
MeAMYHUX HayK YKpaiHu», Big4in (PyHKUiOHanbLHOT Helpoxipyprii 3 rpynoto natomopdponorii,
M. Xapkis

2 K.M.H. JenbBa 4.1O.

KomyHasibHe HekomepuiiHe NigNpueMCTBO «IBaHO-PpaHKiBCbka 06/1acHa AUTAYa KAiHIiYHA fikapHs
IBaHO-®paHKiBCbKOI 06/1aCHOT pagu», BiA4INEHHA 418 AiTel 3 YPaKEeHHSAM LEeHTpasibHOI HEPBOBOI
CUCTEMMW Ta NopYyLIEHHAM (DYHKLIT ONOPHO-PYX0BOro anapary, M. IBaHo-®paHKiBCbK

3 O.M.H. KnpuyeHko A.l'.

KomyHasnibHEe  mignpueMCTBO  «[IHIMPONETPOBCbKA O6MacHa  AUTA4Ya  KHIYHA  JliKapHA»
JHiNnponeTpoBCbKOT 06/1aCHOT paayn, HEBPOIOro-HEPOXIpypridyHe BigaineHHs, M. JHinpo

4 K.M.H. MapTuHiok B.1O.

JepxaBHuii 3aknag «YKpaiHCbKUA MeAMYHWUA LeHTP peabinitauii giteii 3 opraHiuyHUM YpaXeHHsM
HepBOBOI cucteMu MiHICTEpPCTBA OXOpPOHW 300POB'A  YKpaiHW», KOHCY/IbTaTUBHO-AiarHOCTUYHE
BigAineHHs, M. Knis

4. «MopagiiiHe cnine, paHAO0MI30BaHe AOC/IAXEHHS B MapasieNbHNX rpynax, ke NpoBOAMTLCS 3 METO OLiHKM
hapmakokiHeTUyHOro npodpinto Ta noAibHOCTI KIiHIYHOT Aji npenapatis MabionCD20 (BUroTOBNSAETLCA B
KomepLiliHnX MmacwTabax), MabTepoto® (ska 3aTBepakeHa y €sponeiicbkomy Coto3si) Ta PiTykcaHoM® (sKuii
niyeHsoBaHuin y CLUA) y nauieHTiB 3 peBMaTOigHUM apTpPUTOM CEPEAHBbONO Ta TSHXKKOrO CTYMEHS BaXKKOCTI», KOZ,
pocnipkeHHs MabionCD20-003RA, Bepcis 2.0 Big 21 TpaBHsA 2021 poky, cnoHcop - «MabioH C.A.»/ Mabion
S.A,, MNonbla

Pa3za - Il

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1. | K.M.H. KaukoBcbKa B.B.

KomyHanibHe HekomepuiiiHe nignpmemctBo CyMcbKoi o6s1acHOi pagn «Cymcbka obnacHa KiiHivuHa
nikapHsa», TepaneBTWuHe BiadineHHs, CyMCbKWil AepxaBHWUA yHiBepcuTeT, MeauuHuiA iHCTUTYT,
Kadhepa BHYTPILLHbOT MEAWLMHN 3 LLEHTPOM pecnipatopHoi MeanunHu, M. Cymu

2. | A.M.H., npoch. CtaHicnaBuyk M.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «BiHHMLbKa 06nacHa kiHivHa fnikapHs im. M.1. Muporosa
BiHHMLbKOT 06/1aCHOT pagmn», BUCOKOCNELiani3oBaHWiA KNiHIYHWIA LLEHTP peBMaTosorii, 0CTeONopPo3y
Ta 6ionoriyHoi Tepanii, M. BiHHMUSA

3. | A-M.H., npodh. Yon sk B.B.

KomyHasibHe HekomepuiiHe nignpuemMcTBO JIbBiBCbKOI 06/1acHOi pagn «JIbBIBCbKUIA 061acHWi
KAIHIYHUIA AiarHOCTUYHWUIA LIEHTP», PETIOHA/TbHWIA LEHTP a/1eProorii Ta KAiHIYHOT iMyHoorii, M. JIbBiB
4. | K.M.H. Fapmiw O.O.

[JepxaBHa ycTtaHoBa «HaujioHanbHWUiA HaykoBWiA LEHTP «IHCTUTYT kapgionorii iMeHi akagemika
M.[. CTpaxecka» HauioHa/nbHOI akagemii MeguyHnX Hayk YKpaiHu, Bigfi1 HEKOPOHAPHMX XBOPO6




cepus Ta peBmaronorii, M. Kuis

5. | A.M.H., npod. Ky3bmiHa I".I.

KomyHasibHe nignpueMcTBo «KprBopi3bka MiCbka KniHidHa nikapHs Ne2» KpnBOPi3bKOi MICbKOI paau,
KapAjonoriyHe BiAaiIeHHs 3 peBMaTO/10riYHUMY flixkkamu, M. Kpueuid Pir

6. | 4.M.H., npoch. Hagatwkesny O.H.

MeguyHuii LeHTP TOBapuCTBa 3 OOMEXEHO BiANOBIfa/IbHICTIO «AkaJeMiyHa MeauvHa rpyna»,
M. JIbBiB

7. | K.M.H. TkKayeHko M.B.

KomyHasnbHe nignpuemcTBo «MontaBcbka o6s1acHa KniHiyHa nikapHAa iM. M.B. CknidhocoBCLKOro
MontaBcbkoi obnacHoi paaw», 06nacHWin NiKyBaslbHO-AIarHOCTUYHUIA PEBMATOMONYHNI  LEHTP,
YKpaiHCcbka MegmyHa CTOMaToNorivyHa akagemisi, kadegpa ciMeinHoi meguumHm i Tepanii, M. Nontasa
8. | A-M.H., npocp. CmisH C.I.

KomyHaslbHe  HekomepuiiiHe  MigNPUMEMCTBO  «TepHOMINbCbKa  YHIBEPCUTETCbKA  JliKapHA»
TepHoOMiNbCbKOI 06M1acHOi paaw, pPeBMAaTO/IoNyYHe BIA4IIEHHS, TEepPHONISIbCbKNA HaUiOHa/TbHWT
MeauYHUiA yHiBepcuTeT iMeHi |.A. FopbadeBcbkoro MiHicTepcTBa OXOPOHM 300pOB'A  YKpaiHu,
Kadhespa BHYTPIiLLIHLbOT MeanumnHn Ne2, M. TepHonisb

5. «PaHpgomizoBaHe noggiiHe cnine nnaue60-KOHTPOsibOBaHe AOCAIMKEHHSA AN OUiHKM 6e3neyHocTi Ta
edhekTMBHOCTI npenapaty ABBV-154 y nauieHTIB i3 CepeaHbOTSKKOK abo TSHKKOK (DOPMOK aKTMBHOIO
peBMaTOoigHOro apTpuTy, SKi He AOCArM afeKBaTHOI BiANOBIAi Ha NikyBaHHA 6ioa0riyHMMm Ta/abo TapreTHUMK
CUHTETUYHUMU  XBOPOBO-MOANCDIKYIOUMMK  MPOTUPEBMATMYHMMK  npenapatamu  (6/TcCXMMPM)», koA
pocnipkeHHsa M20-466, sepcis 1.0 Big 23 kBiTHA 2021 poky, cnoHcop - «E66BI [Hk», CLUA / AbbVie Inc., USA
®a3za -l

3anBHuK - E66BI BiodhapmacktoTikan3 M'veX, Lseiiuapis

No M.1.6. BignoBigasibHOro gocnigHvka

n/n HasBa Micusa NpoBeAeHHS KNiHIYHOro BUNPO6yBaHHS

1 | K.M.H. ['piwunHa O.l.

KomyHasibHe HekomepuiiHe nignpuemMctBo «Micbka 6aratonpodiisibHa nikapHsa Nel8» XapkiBCbKOi
MICbKOT paau, TepaneBTUYHe BiadineHHs, [lepxaBHa yctaHoBa «IHCTUTYT Mikpob6ionorii Ta imyHonorii
iMm. I.I. MeuHunkoBa HauioHanbHOI akagemii MeguyHMx Hayk YkpaiHu», nabopartopis Ta KNiHiYHWiA
BigaiN MONeKynsipHoOT iMyHodhapMakoorii, M. Xapkis

2 K.M.H. Kauyp B.B.

MegnuHuin  UueHTp «OkK!KniHik+» ToBapucTBa 3 OOMEXEHOK BiANOBIAA/LHICTIO «MiXHapoaHWIA
IHCTUTYT K/iHIYHMX AOCNIMKEHb», CTalioHapHe BigaineHHs, M. Knis

3 | nikap Kypunbuuk |.B.

MeauyHWii LLeHTp TOBapucTBa 3 OOMEXEHOW BignoBigasibHICTIO «MeguuHuii ueHTp «KoHcuniym
Megikan», KMiHIKO-KOHCYNbTaTUBHE BigdiNeHHsA, M. KuiB

4 | A.M.H., npodp. CtaHicnaBuyk M.A.

KomyHanbHe HekomepLujiiHe nignpuemcTBo «BiHHMLbKa 061acHa kiiHivHa nikapHs iM. M.1. MNMuporosa
BiHHMLbKOT 06/1aCHOT paamn», BUCOKOCMELani30oBaHUA KMiHIYHWIA LEHTP peBMAaTOo/Iorii, 0CTEONOpPOo3y
Ta 6ionoriyHoi Tepanii, BIHHUMUBKMA HaUiOHa/IbHWIT MeAnyHWii yHiBepcuTeT iM. M.l. TMuporosa,
Kadpeapa BHYTPILWHbOI MeanumHn Nel, M. BiHHMUA

5 K.M.H. Cteupb P.B.

KomyHasnibHe HekomepuiiHe nianpueMctBo «Micbka nikapHsa Ne6» 3anopi3bkoi MiCbKOl pagw,
TepaneBTUYHE Big4iNeHHSA , M. 3anopixka

6 | K.M.H. TkaueHko M.B.

KomyHanbHe nignpnemctBo «llonTaBcbka obnacHa KiHiyHa fikapHsa im. M.B. CknidhoCoBCbKOro
MonTaBCcbKOi 06MacHoi pagn», O6nacHWn NikyBasibHO-AiarHOCTUYHWI PEBMATOMONYHWI LUEHTp,
MonTaBCbKWIA AepXaBHUA MeAMYHWUIA YHIBEPCUTET, Kadegpa CiMelHoI meauuuHu i Tepanii,
M. Montasa

7 K.M.H. ¥pcon H.b.

KomyHanbHe HekomepuiliHe nignpueMCTBO «XMeflbHULbKa 06sacHa nikapHsa» XMesbHULKOT
ob6nacHoi paan, peBMaToNoriyHe BigAiNEHHS, M. XMelbHULbKMWIA

8 | K.M.H. Pegbkos [.J1.

MeguuHnini UeHTp ToBapucTBa 3 0OMEXEeHOH BiAnoBiganbHICTIO «MeguuHa KniHika «bnaromepn»,
NiKyBa/IbHO-AiarHOCTUYHUIA Migpo3ain, M. Kuis

6. «OuiHKa KNiHiYHOT echekTMBHOCTI Ta 6e3nekn nepuHgonpuny 10 Mr / iHganamigy 2,5 mr / amnoguniny 5
abo 10 mr / Giconposionly 5 Mr y KOMO6iHaUii 3 OfHIET TaG/IETKM NICAS 8 TWXKHIB fiKyBaHHA Yy MOPIBHSAHHI 3



BifIbHOKO kOMGiHauie nepuHgonpuay 10 mr, iHganamigy 2,5 Mr ta amnoguniHy 5 a6o 10 Mr y naujieHTis 3
HEKOHTPONbOBAHOIO eCceHLiaNibHOO FfinepTeH3ieln. MixxHapoaHe, 6aratoueHTpoBe, paHAOMi30BaHe, NoABiiHe
cnine, 16-TxkHeBe AOCNiMKeHHA.», koA, fgocnigkeHHsa CL3-05179-002, chiHasibHa Bepcis Big 10 TpasHA 2021
p., CNOHCOP - [HCTUTYT MiXHapoaHux pgocnigxeHs «CEPB’E» (Institut de Recherches Internationales Servier
(LR.I.S.)), ®paHuin

®a3za - Il

3asBHMK - TOBApMCTBO 3 0OMEXEHO BiANOBIAasIbHICTIO «KLIP YkpaiHa»

No M.1.B. BignoBigasibHOro gocnigHNKa

n/n Ha3Ba micus NpoBeAEeHHS K/1iHIYHOrO BUNPOBYBaHHS

1 | K.M.H. PaiiHKK A.O.

KoMyHasibHEe HekomepuiiiHe nignpueMcTBO JIbBIBCbKOI 06/1acHOi paan «J1bBIiBCbKMIA 06nacHuia
KNIHIYHWIA  NiKyBaUIbHO-AIarHOCTUYHUIA  Kap4ioNoriyHnin - LeHTP», KapgionoriyHe BiggineHHs Nel,
M. J/IbBiB

2 | A.M.H., npod. KonecHuk M.10.

HaBuanbHO-HayKOBUI MeAUYHUIA LEHTP «YHIBEPCUTETCbKa KAiHika» 3anopi3bKoro [AepXXaBHOro
MeOUYHOro YHIBEpCUTETY, KapAionoriyHe BigAineHHs, 3anopi3bkuii  AepXaBHUA  MeandHWiA
yHiBepcuTeT, kadhegpa ciMeinHol MeguumHu, Tepanii, kapgionorii Ta HeBponorii dakynbTeTy
NicNAANMIIOMHOT OCBITK, M. 3anopixxs

3 | K.M.H. MacnoBcbkuii B.HO.

KomyHasnbHe HekomepuiiHe NigNpUeEMCTBO «BiHHMLbKMI 06nacHWIA KNiHIYHWIA rochiTaslb BETepaHiB
BiliHM BiHHMUBKOT 0b6nacHoi pagu», TepaneBTuUuHe BigAineHHs Nel, BIiHHMULKWIA HauioHaNbHWUIA
Mean4YHUA yHiBepcuteT iM. M.1. Muporosa, kadegpa BHYTPILWHLOT MegnumHm Ne3, m. BiHHMUSA

4 | A.M.H. MiweHko J/1.A.

[JepxaBHa YcTaHoBa «HauioHanbHWI HaykOBWI LEHTP «IHCTUTYT Kapgionorii iM. akag.
M.[. Ctpaxecka» HAMH YkpaiHu, Bigain aptepiasibHOi rinepTeHsii Ta KoMop6igHo1 natosorii, M. Kuis
5 K.M.H. CnenyeHko H. C.

MpuBaTHe Masie NigNnpPUeEMCTBO, MEAUYHUIA LUEHTP «[lynbC», TepaneBTUYHE BiA4INIEHHS, M. BiHHMLSA
6 | nikap MNonoea I'.B.

MeauuHuii LEeHTp TOBapucTBa 3 0OMEXEHOH BignoBigasibHICTIO «MeanyHuiA ueHTp «KoHcuniym
Megika», KiHIKO-KOHCYNbTaTUBHE BigdineHHs, M. Kuis

7 | nikap PygeHko /1. B.

KomyHanbHe HekomepuiliHe nignpnemcTBo «KuiBCbka Micbka KAiHIYHA AiKapHA LUBUAKOI MeANYHOI
Jonomorv» BMKOHaABYOro opraHy KuiBcbkoi Micbkoi pagn (KWiBCbKOT MICbKOT — AepXaBHoi
aZMiHicTpaL,ii), KapAionoriyHe BigAIIEHHA (4158 XBOPUX Ha iHGhapKT Miokapay), M. Kuis

8 | ron. nikap XXyp6a C.B.

KomyHaslbHe HekoMepuiiiHe nigNpuUEMCTBO  «YepKacbkuii  06/1aCcHUA  KapZionoriyHniA  LEeHTP
Uepkacbkoi 06/1acHOT pagm», Big4iNEeHHA rOCTPOT KOPOHAPHOI HEAOCTATHOCTI Ta NOPYLUEHb PUTMY,
M. Yepkacu

7. «<PaHgomizoBaHe, noAgiiHe cnine, nnauebo-KOHTPObOBaHe, 6baraToLEHTPOBE KiiHiYHe gocnigpkeHHs Ib/lla
hasn, WO nNpoBOAUTLCA 3 METOK OUiHKM 6e3neyvyHOoCTi, dhapmMakoKiHETUKM Ta edqIeKTMBHOCTI npenaparty
OST-122 pansa nepopasibHONO0 3aCTOCYBaHHA Y MaUiEHTIB 3 BUPA3KOBUM KOJITOM CepefHboro i TSXKOro
CTyNeHiB», kog, focnigpkeHHa CT-OST-122-02, Bepcis 5.0, 20 nunHa 2021 p , cnoHcop - «OHkocTenna EcEn.»
[Oncostellae S.L.], IcnaHis

®a3za - Ib/lla

3aaBHuK - IcTXOPH Kninikan Cepsicec IH Cll Nlimitea, Kinp

MN.1.B. BignoBsiganbHOro gocnigHuka

rll\/lgn HasBa Micus npoBefeHHA KIiHIYHOTo MpuMmiTKn
BUNPOGYBaHHSA
1. | A.M.H., npodh. 3axapaw FO. M. He  Moxe  6yTu pekomeHAoBaHO A0

KniHika [JepxaBHOi yCTaHOBM «lHCTUTYT YpPONOrii | 3aTBEPI)KEHHA,  OCKibKM  He  Bignosigae
HauioHanbHOT akagemii MeguyHux Hayk YkpaiHu», | npopinto nauieHTiB, ski 6yayTb 3asyyeHi o
BiA4IN Helipoyposorii Ta KAiHIYHOT AiarHOCTUKKM, | yYacTi y KAiHIYHOMY BUNPO6YBaHHI Ta ymMmoBam
M. KniB npoToKoNy. KpiM TOro 3anpornoHoBaHe Micue
NpoBeAEHHS BUNPOBYBaHHSA He €
creuyianizoBaHMM 3aknagoMm Ans  NikyBaHHS
NauieHTIB i3 3aXBOPIOBAHHSAM KULLKIBHWKA, He
BignoBigae MonoxeHHto ECCO (EBponeicbkulii
KomiTeT no BMBYEHHIO BMPA3KOBOro KOAITY Ta




XBOpOo6M KpoHa) Ta BMMOram «YHidhikoBaHOro
KNiHIYHOrO MpPOTOKO/ly MNEPBMHHOT, BTOPUHHOI
(cneujanizoBaHor) Ta TPETUHHOI
(BucokocneujanizoBaHor) Meau4YHoT
JonomMoru», 3aTBepXeHoro Hakasom MO3
YkpaiHu  Big,  11.02.2016 poky  Ne90.
BignosigasbHwuii [OCNioHNK O.M.H.
3axapaw HO.M. Ta My3eHko €.A. 3aiimatoTb
nocagw nabopaHTa Il kaTeropii 3 BignNoOBIAHMMM
nocagoBrMn 060B'AI3KaMI.

2 nikap Casiubka J1.M. He MoXe 6yTn 3aTBepmkeHe sk MIB 3a y4yacTi
MeguyHnii UEHTp ToBapucTBa 3 OOMEXEHOH | Maui€EHTIB 3 BMPAa3KOBMM KOMITOM CEpPeaHbOro
BignoBiganbHicTI0O «Megibop [oc», BigAINEHHS | Ta TSHKKOrO CTyMeHsl, OCKifbku iHchopmauis
cTauioHapy, M. XXutommp 040 AOCBiAY NiKyBaHHA NauieHTiB 3 cepeaHim

Ta TSXKUM NepebiroM BMPa3KoBOro KOMITY Y
Big4ineHHi crauioHapy 3asHauveHoro MIMB He
HagaHa. Y HagaHux A04aTKoBUX MaTepianax
BiZICYTHI BiNOBii HA 3ayBaXXEHHS.
3 nikap Ckubano C.A.
MepguuHnii ueHTp «Ok!KniHik+» TOBapucTBa 3
06MexeHo  BignosiganbHiCTIO  «MikHapoaHwuiA
IHCTUTYT KNiHIYHNX OOCAiAXEHb», BiaAin
racTpoeHTeposIorii Ta renartosiorii cTauioHapHOro
BiAAiNeHHs, M. Kui
4 nikap WeBuyk B.M.

MpuBaTHe nNiANPUEMCTBO NPUBATHOI BMPOOHWYOI
ipMn  «AumHyc»,  JlikyBaflbHO-AiarHOCTUYHWIA
LeHTp, M. KponuBHULBKNMI

8. «<RESPONSE: Mnaue60-KOHTPOIbOBaHe, paHLoMi30BaHe AOCNIMKEHHS dpa3n 3 418 OUiHKM eDEKTUBHOCTI
Ta 6e3nevyHocTi npenapaty Cenagennap y nauieHTiB i3 NepBUHHUM 6iniapHum xonadritom (MBX) Ta
HeJOoCTaTHbLOK BIANOBIAAI Ha ypcogesokcuxoneBy kucnoty (YOAXK) abo i1 HenepeHOCUMICTIO», Kop,
pocnigpxeHHs CB8025-32048, sepcis 3.0 Big 30 yepsHsA 2021 p., cnoHcop - Cimabeli Tepan'toTike IHk., CLUA
CymaBay Therapeutics, Inc., USA

daza - Il
3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

Ne MN.1.6. BignoBiga/ibHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHS

1. | nikap Cknbano C.A.

MegnuHunii UueHTp «OkK!KniHik+» ToBapucTBa 3 0OMEXEeHOK BiAnoBiganbHICTIO «MibkHapoaHWi
IHCTUTYT KNIHIYHMX  AOCNiMKEHb», BigAiN racTpPoeHTeposiorii Ta renatosorii  cTauioHapHOro
BigAineHHs, M. Knis

3aB.BigaineHHs PesHikosa B./.
KomyHanbHe HekomepuiliHe nignprvemMctBo «Micbka KiHiYHa nikapHa Nel3» XapKiBCbKOi MiCbKOT
pagm, raCTpoeHTeposIoriyHe BiA4IIEHHS CTalioHapHOT A0MOMOrM, M. XapkKiB

9. «PaHgowmizoBaHe noagiliHe-cnine nnaueb0-kOHTPO/IbOBaHe AOCAIMKEHHA 3 dha3un A5 OLHKM eDEKTUBHOCTI
Ta 6e3neku npenapaty SNF472 npu gopasaHHi A0 (POHOBOI Tepanii Npu MikyBaHHI Kasibuidoinakcii», ko
pocnigpkeHHa SNFCT2017-06, MNMonpaska 2 Big 21 TpaBHA 2021 poky, cnoHcop - CaHidiT TepanbtoTikc C.A.,

IcnaHis
da3za -

3aaBHUK - KoHigeHe PapmacktoTikas Pecey JI/1C, CLUA

Ne MM.1.6. BiANOBIAA/ILHOIO AOCNIAHNMKA,
n/n HasBa micus NpoBeAeHHs KiHIYHOro BUNPOGYBaHHSA
1 | A.M.H., npodd. MapTuHtok J1.11M.

KoMyHaslbHe  HekomepujiliHe  MignpueMCTBO  «TepHOMiNIbCbka  YHIBEPCUTETCbKA  JliKapHA»
TepHOoMiNbCbKOT 061acHOT paau, BigaineHHs remoaianisy, TepHONiINbCbKNA HaliOHaIbHUIA MeANYHNIA




yHiBepcuTeT iMeHi |.A. TopbayeBcbkoro MiHiCTepcTBa OXOpPOHM 3A0POB'A YKpaiHu, kadegpa
BHYTPILIHLOT MeanumHn Ne3, M. TepHoninb

2 | 3aB. Big. Nanywak O.B.

KomyHanbHe nignpueMcTBo «[HinponeTpoBcbka ob6nacHa KniHiyHa sikapHa iM. 1.1, MeuHukoBa»
[HinponeTpoBCcbKOi 06/1aCHOT paau», BiadineHHs Aiasisy (XPOoHiYHOro remogianisy Ta aMbynaTtopHoro
remogianiay), IHINPOBCbKNIA AepXaBHUA MeANYHWIA YHIBECTUTET, kadeapa yposorii, M. [IHinpo

3 | K.M.H. KocTnHeHko T.B.

KomyHanbHe  HekomepuiiHe nignpuemcTtBo  «MwukonaiBcbka 06/acHa  KAiHiYHA  JliKapHa»
Mukonaiscbkoi o6nacHoi paau, LieHTp Hedyponorii i gianizy, M. Mukonais

4 | o.M.H., npodp. Ayaap 1.0.

KomyHanbHe HekomepuiiHe nignpuemctBo «KuiBCbKuii Micbkuii LeHTp Hedoposiorii Ta gianizy»
BYKOHaBYOro opraHy KuiBcbkoi Micbkol pagy (KWIBCbKOT MICBKOT [epxaBHol afMiHicTpauir),
BiA4INIEHHS rocniTasibHOI Hedopoorii Ta gianidy Nel 3 kabiHETOM NpuiioMy amby/iaTOPHUX XBOPWX,
M. Knis

5 | 3aB. Big. Konowmiuyk H.O.

KomyHasnibHe HekoMmepuiiiHe nignpueMcTBO «KWIBCbKMIA MICbKMI LeHTP Hedpponorii Ta gianisy»
BMKOHABYOro opraHy KuiBcbkoi Micbkoi paan (KWIBCbKOT MICbKOT AepXaBHOI aaMmiHicTpauir),
BigAiNneHHs rocnitasibHoOl Hedoposorii Ta gianisy Ne2, m. Knis

10. «Bigkpute pocnimkeHHs dasu 1b/2 ans ouiHkn 6e3neyHOCTI 1 eheKTMBHOCTI 3aCcTOCyBaHHSA npenapaTy
KRT-232 y nauieHTiB i3 kapumHoMoto kniTuH Mepkensa (KKM) agukoro Ttuny p53 (p53WT), 4Nnsa Akux
iMyHOTepanisi aHTuTinamm go PD-1 a6o PD-L1 BusiBunaca HeedekTuBHOW, abo oro 3actocyBaHHSA B
koMb6iHaLji 3 aBenlymabom y nauieHTis i3 KKM, ki paHiwe He oTpyMyBauM Tepanito aHTutinamm go PD-1 a6o
PD-L1», kog, gocnigpxkeHHa KRT-232-103, 3 iHKopnopoBaHoto nornpaskoto 8 Bif 17 6epesHsa 2021 p., crioHcop -
KapToc TepanbtoTike, IHK., [Kartos Therapeutics, Inc.], CLLA

®a3za - Ib/ll

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.B. BignosiganbHOro gocnigHuka,

n/n Ha3Ba micLs NpoBeAEHHS K/iHIYHOrO BUNPOBYBaHHS

1 | A.M.H., npod. QyaHiyeHko O.C.

KniHika [epaBHOI yCTaHOBW «IHCTUTYT 3arasibHOI Ta HEBiAKMaAHOI Xipyprii imeHi B.T. 3aliueBa
HaujioHanbHOT akageMil MeanyHUX Hayk YkpaiHu», BigaineHHs THiiHOI Xxipyprii Ha 25 nixok 3
nasnarTor iIHTEHCUBHOI Tepanii Ha 6 NiXXOK, XapKiBCbka MeAnyHa akagemisi nicnsagunaoMHoT OCBITH,
Kapeapa OHKONOriT Ta ANTSAY0T OHKOOTIT, M. XapkKiB

2 | K.M.H., 3aB.Big. NMNoHomapboBa O.B.

KomyHasibHe HekomepuiliHe NignpUeEMCTBO «KWTBCbKWUIA MiCbKMUIA KAIHIYHWIA OHKOMOTIYHWIA LEeHTP»
BMKOHaBYOro opraHy KuiBcbkoi Micbkol pagun (KWIBCbKOI MICbKOI AepaBHOI aaMmiHicTpadir),
BigAineHHa ximiotepanii Nel, M. KuiB

11. «BigkpuTe KoLwmMKoBe JocnimkeHHs dhasn 2 no BUBYEHHIO npenapaty FS118, 6icneundiyHoro aHtutina fo
LAG-3/PD-L1, y nauieHTiB 3 NOLIMPEHNMM 3/T0AKICHMW HOBOYTBOPEHHAMM | 3N1059KICHUMU HOBOYTBOPEHHAMM
Ha paHHiii ctagii», kog pocnipkeHHs FS118-21201, sepcis 1.0 Big 17 cepnHa 2021 poky, cnoHcop - d-ctap
TepanbtoTike NlimiTeq, (F-star Therapeutics Limited)

da3za -l

3asaBHUK - ToBapncTBo 3 O6MeXeHOo BignosiganbHiCcTio «KoHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1. | K.M.H. Agamuyk ".A.

KomyHasibHe nignpremcTBo «KpMBOPI3bKMIA OHKOOTiYHWI AncnaHcep» JHINponeTpoBCbKoi 061acHol
paau», XimioTepaneBTu4He BiafineHHs, M. Kpusunii Pir

2. | A.M.H., npodp. BoHaapeHko |.M.

KomyHasnibHe HekomepuiiHe nignpuemcTBo «Micbka KiiHiYHa nikapHs Ned» [OHINPOBCLKOI MICbKOT
pagu, ximiotepaneBTUYHE BiAAINEHHS 3 AeHHWUM CcTalioHapoMm, [HINPOBCbKMI AepXaBHW MeanYHWiA
yHiBEpcuTeT, Kadheapa OHKOMOTIi Ta MenyHoi pagionorii, M. [IHiNpo

3. | A.M.H., npocp. AyaHiveHko O.C.

[JepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOT Ta HeBiAKNaAHOI Xipyprii imeHi B.T. 3aliuesa HauioHanbHoI
akagemii MeiMyH1X HayK YKpaiHu», BiafiNeHHs rHiiHOT Xipyprii Ha 25 NiKOK 3 Nas1aTo iHTEHCUBHOI




Tepanii Ha 6 NKOK, XapkKiBCbka MeAnyHa akagemisa nicnagunaomHol ocBiTH, Kadeapa oHkonorii Ta
ANTSY0T OHKOMOTIi, M. XapkiB

4. | K.M.H. ¥Ypcon .M.

MpuBaTHe NigNPUEMCTBO NpMBaTHa BUPOGHUYA dhipMa «ALMHYC», NiKyBaslbHO-AiarHOCTUYHWUIA LEHTP,
M. KponMBHULIbKIIA

12. «KniHiyHe BMNpo6yBaHHSA 3 OLHKM GioeKBiBa/IeHTHOCTI slikapcbkunx 3acob6is TMHOBIA M, Tabn1eTku, BKpUTI
NNiBKOBOK 060/I0HKOI, N0 50 Mr / 1000 mr, BUpo6HuLTBa AT "KUIBCBHKI BITAMIHHWI 3ABO/A", YkpaiHa
Ta AHymeT, TabneTkn, BKPUTI NNIBKOBOK 060/10HKOI, o 50 mr / 1000 mr, Bupo6Huutea Mepk Wapn i Joym
B.B., HigepnaHam B ymoBax O4HOpPA30BOr0 NepOpasibHOro NpuiioMy 340POBUMU 40OPOBOALLAMUY», KO
pocnimpkenHs KVZ-STMh, sepcis 1.0 sig 03.06.2021, cnoHcop - AT «KNIBCbKNW BITAMIHHUA 3ABO/»,
YKpaiHa

JocnigpkeHHs1 6i0eKBIBaNIEHTHOCTI

3aaBHuK - AT «KUIBCbKWIA BITAMIHHWIA 3ABO/», YkpaiHa

Ne MN.1.B. BignNoBigaIbLHOro fOCNIAHNKE,
n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS
1 | ron. nikap Aptuw B.1.
MeguuHnii UeHTp ToBapucTBa 3 0OMEXeHOK BignosiganbHicTio «KniHika IHHO®AP — YkpaiHa
IHHOBeliTIB ®apma Pecepu», YepHiBeubka 06/1., HoBocenuupknii p-H, ¢. bosHK
2 | k.6.H. Nli6iHa B.B.
Nabopatopisa dapmakokiHeTukn (M. XapkiB) Al «[epxaBHWA eKcnepTHWil LeHTp MiHicTepcTBa
OXOPOHM 340P0B’A YKpaiHu», M. Xapkis

13. OHoBneHuii MpoTokon KniHiuHOro gocnigpkeHHa ABX464-104, Bepcis 4.1 Big 08 BepecHs 2021 poky;
IHcbopmauiiiHuin nucTok i hopma 3roam, Bepcisa V5.1UKR(uk)1.0 Big 13 BepecHA 2021 poKy, nepeknag,
YKpaiHCbKOIO MOBOIO Bif, 26 oBTHA 2021 poky; IHopmauiiiHuii nucToK i chopma 3rogu, Bepcis
V5.1UKR(ru)1.0 Big 13 BepecHs 2021 poky, nepeksaf pociicbKolo MOBOLO Bif, 26 XOBTHs1 2021 poKy;
OnuTyBa/IbHUK WOA40 NOAALLUOIO CNOCTEPEXEHHA 3a ro/IoBHUM 60s1eMm, Bepcia V2.0UKR(uk) Big 28
TpaBHA 2021 pPOKYy YKpaiHCbKOI MOBOIO; ONUTYBa/IbHUK WOA0 MNOAANbLLIOIO CrOCTepeXeHHA 3a
rosioBHUM 6onem, Bepcisa V2.0UKR(ru) Big 28 TpaBHs 2021 poKy poOCiiiCbKOo0 MOBOI [0 NPOTOKO/Y
KNiHiYHOro gocnimpkeHHs «Bigkpute gocnimkeHHs dhasm 2b ana Bu3HayeHHs epeKTUBHOCTI Ta 6e3neyvHoCTi
npenapaty ABX464 sk nigTpumytodoi Tepanii B nawieHTiB i3 BMPa3KOBUM KOJTITOM CEpPefHbOro Ta TAXKOro
CTyneHs», kof pocnipkeHHs ABX464-104, sepcia 3.0 Big 10 BepecHa 2020 poky; cnoHcop - ABIVAX,
®paHuis

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

14. OHoBneHuid MpPOTOKON KhiHiUHOro BuUNpoGyBaHHA GA39925, Bepcia 7 Big 26 nunHa 2021 p.,
aHrnificbkolo MoBoOl; BHeceHHss MiXHapogHoOi HenaTeHToBaHOoi Ha3Bu Efmarodocokin alfa
(EdbmapopokokiH anbga) o Ha3BU AOCAiIAKYBAHOrO fikapcbkoro 3acooy UTTR1147A, RO7021610;
IHcbopmauis ana nauieHTa i hopma iHhopmoBaHoi 3roau ANA YKpaiHu aHrnilicbkoro MoBoOto, Bepcis 6.0
Big 01 oBTHA 2021 p.; IHopMmauia ana nauieHTa i cpopma iHhopmoBaHOi 3roau ANA YKpaiHu
yKpaiHCbKOIO MOBOlO, Bepcisa 6.0 Big 01 xoBTHA 2021p.; IHdopmauia ana nauieHta i copma
iHhbopmoBaHoi 3roaun aAnsa YkpaiHu pociliicbkoro MoBOHO, Bepcis 6.0 Big 01 xoBTHA 2021p.; OHOBEHA
KOPOTKa XapaKTepuctuka npenapaTty noOpiBHAHHA Entyvio, aHrniicbkoldo MOBOK [0 MNPOTOKO/Y
KMiHIYHOrO BMNpoOyBaHHA «PaHaoMi3oBaHe, MOABiHE cnine, NoABiliHe MackoBaHe, n1aLeb0-KOHTPO/IbOBaHe,
GaraTtoueHTpoBe AocnimkeHHs hasu |l B napanensHUx rpynax 3 METOH OLHKM eDEKTUBHOCTI, 6e3neYHocCTi Ta
hapmakokiHeTvkn npenapaTy UTTR1147A y nopiBHAHHI 3 nnauebo Ta B NOPIBHSAHHI 3 BeAOsi3ymMaboMm Yy
nawieHTIB i3 BUPa3KOBMM KOJTITOM Bif, MOMIPHOIo [0 TSXKOro CTyneHs», kog, gocnimxkeHHs GA39925, sepcis 6
Big 08 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/ IxeHeHTek IHK., CLLUA

3asBHUK - ToBapncTBO 3 O6MEXeHOo BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

15. OHoBneHwuii NMpoTokon KiHiuHOro BunpoG6ysaHHss PRN1008-018, nonpaBka 02, eneKTpoHHa Bepcia
4.0 Big 21 nunHa 2021 p., aHrniicbkoo MoBOK; Bpouwypa gocnigHuka (PRN1008/SAR444671 -
Rilzabrutinib), BugaHHa 12 Big 14 uepBHa 2021 p., aHrnilicbKoio MoBoIO; IHchopMauis AnA nauieHTa Ta
copma iHchopmoBaHOi 3roau: PRN1008-018_pocnimkeHHA_MaiAcTep-Bepcia_ans  [opocnux
nauieHTiB_ IHpopmauis ana nauieHta Ta ¢popma iHcpopmoBaHoi 3roan_Bepcisa 3.0_11 cepnHa 2021
POKy_aHrniicbka moBa_YKpaiHa_Bepcia 3.0_21 BepecHA 2021 poky; IlHchopmauisa ansa nauieHTa Ta
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chopma  iHdpopmoBaHoi  3rogu: PRN1008-018_pocnimxeHHs_MaiicTep-Bepcia_pnis  [OPOCAUX
nauieHTiB_ IHcpopmauis ana nauyieHta ta ¢popma iHpopmoBaHoi 3roan_Bepcisa 3.0_11 cepnHa 2021
POKY_yKpaiHCbKa MoBa_YkKpaiHa_Bepcisa 3.0_21 BepecHsi 2021 poky; IHchopmauisa Ana nauieHTa Ta
chopma  iHpopmoBaHoi  3rogu: PRN1008-018_pocnimxeHHs_MaiicTep-Bepcif_pnis  [OPOCAMX
nauieHTiB_ IHhopmauia ana nauieHTa Ta dopma iHopmoBaHoi 3rogu_Bepcia 3.0_11 cepnHa 2021
pPOKy_pociiicbka moBa_YKpaiHa_Bepcis 3.0_21 sepecHs 2021 poky; PRN1008-018 LLlogeHHUK nayieHTa
ANA peecTpauil AaHMX WOAO 3acTocyBaHHA npenaparty, B3 | 23 nunHa 2021 p., aHrniiicbKkoto,
YKpPaiHCbKOIO Ta POCiliCbKOI0 MoBamu; 3MiHa Ha3BX MiCLs NPOBeAEHHSA K/iHIYHOro BUNPoGyBaHHA [0
NPOTOKONY KIHIYHOTO AocnigxeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, noAgiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe, 3 napasie/ibHUMU rpynamn AocnimpkeHHs 3 dhasu 3 BigKpUTUM NepiogomM MpPOAOBXKEHHS
NiKyBaHHS ANs1 OLHKMW eMEeKTUBHOCTI i 6e3neyvyHOCTi MnepopasibHOro 3acTOCYBaHHSA pPub3abpyTUHIOY
(PRN1008) y nopocnux Ta nignitkie 3 NepcucTyrovoo abo XpoHiYHO iMyHHOK TpomboumToneHieto (ITM)», koa
pocnipkeHHs PRN1008-018, 19 ntotoro 2021 p., Bepcia 2.0; cnoHcop - «MpuHuunia biodapma IHK.», CLUA
(Principia Biopharma Inc., USA)

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BiANoBigabHICTIO «<MEAMEVC YKPAIHA»

BY/IO0

CTAJIO

O.M.H., npodd. Ky3bmiHa I".I1.
KomyHasibHe nignpruemcTBo «KpuBopi3bka Micbka
KniHivyHa nikapHa Ne2» KpuBOpi3bKOi MiCbKOT paau,

O.M.H., npodd. Ky3bmiHa IM.I1.
KomyHasibHe nianpnemctso «KpuBopisbka Micbka
KniHivHa nikapHA Ne2» KpuBOpi3bKoT MICbKOT paau,

TepaneBTMYHE BigdineHHs, [OepxaBHuUiA 3aknap,
«AHinponeTpoBCbKa MeAaunyHa akagemis
MiHicTepcTBa OXOpPOHU 340pPOB‘A YKpaiHU»,
Kachegpa Tepanii, Kapagionorii Ta cimeiiHOV
meguuuHn, m. Kpusuii Pir

TepaneBTUYHe BiA4iNIEHHSA, JHinpoBcbKnii
LepXaBHUIA MegUYHUI yHiBepcuTeT, Kadegpa
Tepanii, Kappgionorii Ta ciMeiiHOI MeauLUHU
&®no, m. Kpusuii Pir

16. OHoBneHa Bepcisa npotokony LPRI-424/304, octatouHa Bepcia 2.0, 25.10.2021, aHrnilicbKoto
moBoto (Clinical trial protocol LPRI-424/304, final version 2.0, 25-OCT-2021); Ctucnuii BuKnag
NPOTOKO/y KANiHiuHOro Bunpo6yBaHHA LPRI-424/304, octaTtouHa Bepcia 2.0 Big 25.10.2021,
yKpaiHCbKolo MoBot (Synopsis of the clinical trial protocol LPRI-424/304, final version 2.0, 25-
OCT-2021, Ukrainian); IHpopmauLiiiHMiA NMCTOK NauieHTa ANA nauieHTok Big 14 po 18 pokisl d®opma
3roau Ans HenOBHONITHIX (y4acHuui Bikom Big 14 ao 18 pokiB), Bepcis 2.0 yKpalHCbLKOI0O MOBOIO ANA
Ykpainn Big 28.10.2021 (Subject Information Sheet (for adolescents)/Assent Form, version 2.0,
28.10.2021 Ukrainian for Ukraine (0258_UA_ICF adolescents_2.0_Ukrainian _20211028); JlucTt nikapto
3arajibHOI NPaKTUKN-CiMeiiHOMY Jlikapto, octatouHa Bepcis 2.0 Big 28.10.2021, ykpaiHCbKOO MOBOLO
(LPRI-424/304 | General Practitioner Letter, Final 2.0, 28-Oct-2021, Ukrainian); J/iuct gna nikapie-
cneuianictiB WOAO HanpaB/ieHHA NauieHTIB, ocTtaTouHa Bepcia 2.0 Big 28.10.2021, yKpaiHCbKOIO
mosoto (LPRI-424/304 | Referral Letter, Final 2.0, 28-Oct-2021, Ukrainian); 3MiCT 3anpoLeHHs Woa0
yyacTi y BUunpo6yBaHHi, octatoyHa Bepcia 2.0 Big 28.10.2021, ykpaiHCcbKo0 moBoto (LPRI-424/304 |
Advertisement (content), Final 2.0, 28-Oct-2021, Ukrainian); 3micT oHNnaiH 3anpoLlUeHHs WoAo0 y4vacTi y
BUNPOGYBaHHi, octatoyHa Bepcisa 1.0 Big 11.08.2021, ykpaiHcbkoio moBow (LPRI-424/304 | Online
Advertisement (content), Final 1.0, 11-Aug-2021_ Ukrainian); IHTepHeT 3anpolweHHs - LinboBa
CTOpiHKa, Bepcin 2.0, 09.09.2021, ykpaiHCbKoto moBoto (LPRI-424/304 | Online Advertisement - Landing
Page, Final 2.0, 09-Sep-2021, Ukrainian); OnuTyBa/IbHUK LOAO0 CUHAPOMY MOJIiKICTO3HMX SIEYUHUKIB,
Bepcifa 1998 poky, 3axulieHa aBTOPCbKUM NpaBoM, YKpaiHCbKo MmoBoto (Polycystic Ovary Syndrome
Questionnaire, version 1998, Copyright, Ukrainian); BknioueHHA J0[aTKOBOro Micusi npoBefeHHs
KNiHIYHOrO BUNPOGYBAHHA [0 MNPOTOKO/Y KAIHIYHONO AocnimpkeHHs «baratoueHTpoBe, noAsiliHe chine,
paHaoMi3oBaHe K/iHiYHe pgocnimkeHHsa 1l dpasn ona ouiHkM ehbekTMBHOCTI Ta 6e3neyHocTi npenapary
LPRI-424 (pieHorecT 2.00 mr / eTuHinectpagion 0.02 mr) B NOPiBHAHHI 3 Ns1aue60 npu NikyBaHHI CUHAPOMY
nonikicto3Hux sievyHmkia (CMKHA) Bnpoaosx 9 uuknie» , kog gocnimpkeHHs LPRI-424/304, octaTouHa Bepcis 1.0,
30.04.2021; cnoHcop - «Hemo Pesepu C.J1.» (Chemo Research S.L.), IcnaHis

3anBHUK - «Ckoyn IHTepHeLwHN AlM», HimeuynHa

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3sBa Micus npoBefeHHs K1iHIYHOro BUNPo6byBaHHSA

1. | A.M.H., npod. Yeuyra C.b.

MeanuHMin LeHTp ToBapucTBa 3 OOMEXEHO BIAMNOBIAANbHICTIO «IHHOMeA-LEeHTP eHaoXipyprii»,
noniKNiHivYHe BigAiNneHHs, M. BiHHMUSA

17. OHoBNeHe flocbe AocnigKyBaHOro slikapcbKoro 3aco6y JlaseptiHio (YH25448) Big, 25 oBTHA 2021
poky; OHoBneHe Jocbke MNnaue6o Ao AocNiAKyBaHOro nikapcbKoro 3acooy JlasepTiHié (YH25448) Bipg,



25 oBTHA 2021 poky; MNopoBXeHHA TepMiHY NPUAATHOCTI AOCNIMKYBAHOro JliKapCbKOro 3acooy
Na3zepTiHio (YH25448) 3 30 go 36 micAuiB 40 NPOTOKOAY KNiHIYHOro BUNpoOyBaHHA «PaHgomizoBaHe,
noggiiiHe cnine gocnigpkeHHa ®asu Il 4na ouiHKM edekTMBHOCTI Ta 6e3neYHOCTi 1a3epTiHiOY B MOPIBHAHHI 3
recoiTiHiboM AK Tepanii nepwoi NiHii B nNauieHTiB 3 MiCLUeBO-NOWMUPEHMM abo MeTacTaTUuyHUM
HeAPiGHOKNITUHHUM pakoM JIereHiB 3 MyTalLli€to, WO CEHCUTU3YE pelenTop enigepmMasibHoro hakropa pocTy»,
kog, pocnimxkeHHs YH25448-301, sepcia 2 Big 03 BepecHa 2020 poky; cnoHcop - Yuhan Corporation, Republic
of Korea / FOxaH KopnopeiiwH, Pecny6nika Kopes

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

18. 3anyueHHsa pgopaTrkoBOi BUPOOHWUUOIL ginsaHKM Catalent CTS, LLC, USA 40 nNpoTOKO/Y KAiHIYHOro
pocnimpkeHHs «LIBRETTO 432: MNnauyebo-koOHTPONbOBaHe NOABiliHE cfine paHAoMi30BaHe AOCNiMKeHHA 3
hasn onsa ouiHKM af’'loBaHTHOI Tepanii cennepkaTuHIGoM nicns pagvkanbHOT NIoKoperioHapHoT Tepanii y
nawieHTiB 3 HefpiGHOKNITUHHUM pakom nereHi cragii IB—IIIA 3 HasBHicTIO ri6pugHoro reHa RET», kopg
pocnipkeHHa J2G-MC-JZJX, sepcisa 3 nonpaskoto (d) Big 21 TpasHa 2021 poky; cnoHcop - Eni Ninni eHa
Komnani, CLLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

19. Posginu «3.2.P.8.1 Stability summary and conclusion», «3.2.P.8.3 Stability data» Jocbe
[OCnNiopKyBaHOro fikapcbkoro 3acody MK-3475 Pembrolizumab SC, Bepcis 07WFB6 Big 12 X0oBTHA
2021 poKy, aHrniicbko MoBOIO; MoaoBXEHHA TePMiHY NPUAATHOCTI AOCNIMAKYBAHOIo JliKapCbKoro
3aco6y MK-3475 (Mem6ponisymatd), CTeEpUSIbHUI PO3UMH ANA iH'eKUil B nonepegHbO0 HanoOBHEHUX
wnpuyax, 3 18 micauiB no 24 micauiB; 36iNbLUEHHA KiNIbKOCTI AocnigKyBaHUX B YKpaiHi 3 50 go 100
0Cib 10 NPOTOKO/TY KNIHIYHOIO AOCHiMKEHH:A «Bigkpute, paHaoMizoBaHe focnimpkeHHs |l dpasm ansa BUBYEHHS
hapmakokiHeTVkn Ta 6e3nevyHocTi nemoponisymady A1 NifWKipHOro BBEAEHHA MNOPIBHAHO 3
nembponisymabomM /19 BHYTPILLHBLOBEHHOTO BBeAEHHA, B KOMOGiHaLii 3 ABOXKOMMOHEHTHOW XimMioTepanieto
npenapaTamu NiaTWHW, B AKOCTI NepLuoT NiHiT Tepanii 415 y4acHWKIB 3 MeTacTaTuyHUM NIOCKOKNITUHHUM a60
HENI0CKOKMITUHHUM  HePIOHOKNITUHHUM  pakoM fereHiB», kop pocnimkeHHs MK-3475-A86, Bepcia 3
iHKopnoposaHoto nonpaskoto 01 Bif 26 TpasHA 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», fodipHe
nignpuemcteo «Mepk eHz Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

20. lopoBXEHHA TepMiHYy npUAaTHOCTI AOCNIMKYBAHOro JlikapcbKoro 3acoby T[lipepgecTpaHT
(GDC-9545, RO7197597, Giredestrant), TBepai kancynu no 30 mr go 24 micAuis; OHOB/IEHUIA po3Ain
P.8.1 «Pes3ome wWop0 cTaGinbHOCTI Ta BUCHOBKU» (P.8.1_cmc407226) aocbe AOCNigKyBaHOro
NiKapcbKoro 3aco6y ripegecTpaHT, TBepai Kancynu no 30 mr; OHoBneHwuii po3gin P.8.3 «[laHi npo
cTabinbHicTb» (P.8.3_cmc407227) aocbe AOCAIfKYBAHOroO JlikapCbKOro 3acooOy ripefecTpaHT, TBepai
kancynm no 30 mr A0 MPOTOKONIB KIiHIYHMX BuUNpobyBaHb: «PaHaomi3oBaHe noAsiiiHe cnine nnaue6o-
KOHTPOJIbOBaHe baratoLeHTpoBe AocnimkeHHsA hasu Il ansa ouiHkyM edpekTUBHOCTI Ta 6e3neyHocTi GDC-9545
y KOMBiHaUiT 3 Nan6ounknibom NOPIBHAHO 3 KOMBIHALE NeTpo30/1y Ta Nan6ounkiby y nauieHTiB 3 eCTPOoreH-
peuenTtop-no3ntusHuMm, HER2-HeraTuBHMM MiCUEBOMOLWIMPEHMM UM  METacTaTUYHMM pPakoM MOJIOYHOT
3a1031», Kog, aocnimkeHHs B0O41843, sepcis 2 Big 08 ntotoro 2021 p.; «PAHOOMISOBAHE, BIAKPUTE,
BAFATOLEHTPOBE AOCAIOXEHHA ®A3M 1I ANA OUIHKWN E®PEKTMBHOCTI TA BE3MNEYHOCTI
GDC-9545 Y MOPIBHAHHI 3 BUBPAHOIO NIKAPEM EHAOKPUHHOKO MOHOTEPAMIEKD Y MNALUIEHTIB I3
PAHIWE NIKOBAHWM ECTPOIFEH-PELENATOP-MO3NTUBHUM, HER2-HETATUBHWM  MICLIEBO-
MOWWPEHM ABO METACTATUYHMM PAKOM MOJIOYHOI 3AN03WU», kog mocnimpkeHHs WO042312,
Bepcis 3 Big 09 nunHa 2021 p.; cnoHcop - ®.XodhdmaHH-/1sa Pow 14, LBeiiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoLl YKpaiHa»

21. focbe pocnipxyBaHOro Jslikapcbkoro sacooy SEL-037, Bepcis 1.3 Big 08 nuctonaga 2021 poky
(aHrniicbkolo MoBO10); MOJOBXEHHA CTPOKY NPUAATHOCTI [OCAILKYBAHOrO JliKApCbKOro 3acoly
SEL-037, 3 36 Ao 42 micAWiB 4O NMPOTOKONY KIIHIYHOIO AOC/imKeHHS «PaHgomizoBaHe, noasiiHe-criine,
nnaueb0-KOHTPOIbOBaHe [OCMiMKEHHS npenapaty SEL-212 y nauieHTiB 3 nogarpol, pedipakTepHow A0
CTaHAapTHOI Tepanii», Ko gocnimpkeHHsa SEL-212/302, sepcia 5.0 Big 30 x0BTHA 2020 poky; CnoHcop -
Selecta Biosciences, Inc., USA/ «CenekTa baliocaeHcis, IHK.», CLUA

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

22. focbe pocnipkyBaHOro nikapcbkoro 3acoo6y T4030, Bepcia 6 Big 16 BepecHsa 2021 poky,
aHrNiNCbKOK MOBOIO [0 NPOTOKO/Y KAiHIYHOro AocnigkeHHst «OLjiHioBaHHS e(PeKTMBHOCTI Ta 6e3neYHocCTi
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O4YHUX Kpanenb T4030 nopiBHAHO 3 04HOA030BMM NpenapaTom MaHMOPT® y NawujieHTIB i3 OYHO FiNepTeH3iEt0
abo rnaykomoto», kop pocnigpkeHHs LT4030-301, Bepcis 1.0 Big 21 BepecHs 2020 poky; CnoHcop -
Laboratoires THEA, France

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

23. OHOB/NEHUI NPOTOKON KNiHIYHOrO BUNPOOYyBaHHA Bepcia 7.0 Big 15 BepecHsA 2021p. 00 NpOTOKOY
KMIHIYHOTO JOC/impKeHHS «baratoueHTpoBe, BigKpUTe BUNPOOYyBaHHA dhasu 2 3 OLHIED rPyno0 NiKyBaHHA 4N
OocCnimpKeHHs1 6e3neYHoCTi, eeKTMBHOCTI Ta hapMakoKiHETMKM npenapaTy C21 y nauieHTiB 3 igionatuyHnm
nereHeBum Pibpo3omM», koA gocnimxkeHHs VP-C21-005, sepcis 6.0 Big 27 TpaBHa 2021 p.; cnoHcop - «Bikop
dapma Ab» /Vicore Pharma AB, Sweden

3adaBHKK - TOB «HO CI TI-IJIOBAJT», YkpaiHa

24. CkpiHwoTK «lHhopmaLifi Npo ocoby, Wo 34ilicHIoE Aornag» yKpaiHCbKO MOBOM A1A YKpaiHu,
Bepcis 2.0 Big 15.07.2021 p.; CkpiHwoTn «PRESORS (nepep cHom) + Bnave Ha ocoOy, Wo 34ilicHI0OE
pornsa» yKkpaiHCbKOI0 MOBOIO AnA YKpaiHu, Bepcifa 2.0 Big 15.07.2021 p.; CKkpiHwoTn « PRESORS (Ha
BUXiAHOMY PiBHi nicna npuiimaHHam go3un) + BnavB Ha 0co0y, Wo 34ilicCHI0E Jornap» yKpaiHCbKOo
MOBOIO AnA YKpaiHu, Bepcia 2.0 Big 15.07.2021p.; CkpiHwoTn «PRESORS (Ha BuxigHoMy piBHi nepep,
npuiiMaHHAM A03U)» YKPaAiHCbKOIO MOBOK A YKpaiHu, Bepcia 2.0 Big 15.07.2021 p.; CKpiHWOTK
«PRESORS (yBeuepi) + BniuB Ha 0co0y, WO 34iMCHI0E AOrNAA» YKPAIHCbKOK MOBOIO A1 YKpaiHu,
Bepcia 2.0 Big 15.07.2021p.; CkpiHwoTn «PRESORS (CKpPWHIHr) + BMJIMB Ha OCOOY, WO 3AiACHI0E
pornaa» ykpaiHCbKO MOBOK AnA YKpaiHu, Bepcia 2.0 Big 15.07.2021p.; CkpiHwotu «PRESORS
(BpaHui)» yKpaiHCLKOIO MOBOI AN YKpaiHu, Bepcia 2.0 Big 15.07.2021 p.; CKpiHWOTU «Janssen
53718678RSV3001 Other Subject Facing Text» ykpaiHCbKOO MOBOI ANA YKpaiHu, Bepcia 4.0 Big
02.09.2021 p.; «KopoTkuiA NOCiGHUK oco6u, WO 3ailicHioe pornsaa», Janssen 53718678RSV3001
(DAISY), ykpalHCbKOl0 MOBOW Ans YkpaiHu, Bepcia 3.0.; «lHcopmauis npo 6aTbkiB/ocoOy, Lo
34ilicHIOE pornsag», yKpaiHCbKOK MOBOI Afis YKpaiHu B. 8 (14 cepnHsa 2020 p.) Big 28.06.2021 p.;
«3anuTaHHA NPO BM/IMB Ha 0COO0Y, WO 3A4IACHIOE [OIrNAL», YKPAiHCbKOIO MOBOK ANA YKpaiHu Big,
28.06.2021 p.; «OuiHKa NPUIHATHOCTI Ta CMAKOBUX XapaKTepUCTUK AOCAiMKyBaHOro npenapary»,
YKpaiHCbKOI0 MOBOIO ANA YKpaiHu, Bepcis 1.0 (28 kBiTHsA 2020 p.) Big 28.06.2021 p.; «53718678RSV3001
DAISY. IHCcTpyKuia gna po6otn 3 eCOA [nA yvyacHUKIB, BK/IIOUEHUX Y AOC/IMKEHHA B YKpaiHi»,
YKpaiHCbKOIO MOBOIO Bif 24.11.2021 p. A0 NPOTOKOAY KAiHIYHOro AocnimkeHHs «PaHaomisoBaHe, noagiliHe
cnine, nnauebo-KOHTPONbOBaHE AOCNiMKeHHA a3 3 A8 OUiHKA edEeKTUBHOCTI Ta 6e3MeyHoCTi
pinemaroBipa y HEMOBNAT Ta AiTeli (BikoM Big = 28 AHIB A0 < 5 POKiB) Ta 3rogoM Y HOBOHapOAKeHMX (BIKOM <
28 [HIB), rocnitaslizoBaHUX 3 NPUBOAY FOCTPOI iHAPEKUIT AMXaslbHUX LWASXIB, CNPUYMHEHOT pecnipaTopHO-
cvHUmMTianbHUM Bipycom (PCB)», kog gocnigpkeHHsa 53718678RSV3001, 3 nonpaskoto 1 Big 04.05.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asBHuK - «AHCCEH ®APMALIEBTVKA HB», benbris

25. OHoBneHwuii npotokon 3 nonpaeBkot 4 Big 30.09.2021 p. 0 NPOTOKOJY KIIHIYHOTO AOC/iILKEHHS
«[lMogBiiHe cnine, nnauebo-KOHTPO/IbOBaHe, 6GaraToUEHTPOBE K/iHIYHE [OCMIMKEHHS, WO BUBYAE
e(hekTBHICTb, 6e3neyHicTb Ta nepeHocumicTb JNJ-61393215, Ak [04ATKOBOrO JiKyBaHHS [OPOCNX
nauieHTiB 3 BE/IMKMM [AENPECMBHUM PO31afgoM 3 TPUBOXHMM AMCTPECOM 3 HeAOoCTaTHbLOK BIiAMNoBigA0 Ha
CTaHAapTHI aHTUAenpecaHTn», ko4 AochigxkeHHs 61393215MDD2001, 3 MNonpaBkot 3 Big 24.06.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3aaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

26. MopoBXeHHA TepMiHY KMiHIYHOro BUMNPOOYBaHHA Yy CBiTi Ta B YKpaiHi o 19 depBHA 2023;
36inbweHHa Ao 420 KiNbKOCTI NauieHTiB, WO 6yAe BK/AIOYEHO Y K/iHIYHEe BUNPOOYBaHHA Yy CBITi [0
NPOTOKOY KNiHIYHOro BUNPo6yBaHHSA «BigkpuTe gocnigxkeHHs ¢asu Ib 3 nigbopy ao3v Bl 836880 y kombGiHaLiT
3 e3abeHslimaboM ana xapakTepucTukm 6e3neyHocTi, NepeHOoCUMOCTI, papMakoKiHETUKN, hapMakoaHaMIKu
Ta e(eKTMBHOCTI Yy MauieHTIB 3 MIiCLEBOMOWMPEHUM abo MeTacTaTUdHMM  HEMJIOCKOKIITUHHUM
HeAPIGHOKNITMHHUM PaKOM JIEF€Hi Ta iHWMMK COMIGHUMK NyXMHaMK», Kkog, gocnimpkeHHsa 1336-0011, sepcis
7.0 Big 16 cepnHs 2021; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, ABcTpis

3asBHUK - TOB «JOKYMEAC» («CIA JOKYMEAC»), Natsis

27. OHoBneHui MpoTokon kniHiuHOro Bunpo6yBaHHA GA40209, Bepcia 7 Big 26 nunHAa 2021 p.,
aHrnificbkoro MoBOI; BHeceHHA MikHapogHoOi HenaTteHToBaHOI Ha3Bu Efmarodocokin alfa
(EcdbmapopokokiH anbdha) O HasBU AOCAiIMKYBaAHOro sikapcbkoro 3sacooy UTTR1147A, RO7021610;
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GA40209_IHchopmauin ans nauieHTa i oopma iHpopmoBaHOi 3roau ans YKpaiHu, aHrniicbKoo MOBOHO,
Bepcis 6.0 Big 01 xoBTHA 2021 p.; GA40209_IHchopmauin ana nauieHTa i popma iHhopmMoBaHOi 3roamn
ANA YKpaiHu, yKpaiHCbKO MOBOIO, Bepcis 6.0 Big 01 xoBTHA 2021 p.; GA40209_IHdopmauisa ana
nauieHTa i popma iHhopmoBaHOi 3roau ansA YKpaiHu, pociiicbkolo MOBOIO, Bepcis 6.0 Big 01 )XOBTHA
2021 p. A0 NPOTOKO/Y K/IHIYHOro BUMPOOGYBaHHA «BigkpuTe npoaoBXeHe AocnifxeHHs asm 1l 3 meTor
OLiHKW [0OBrocTpoKoBOI 6e3neyHocTi Ta nepeHocumocTi npenapaTy UTTR1147A y nauieHTiB i3 BUPasKkoBuUM
KOJTITOM Bi, MOMIPHOTO A0 TSHXKKOrO CTyneHs abo xBopo6ot KpoHax», kog gocnimkeHHs GA40209, Bepcis 6 Big,
15 rpygHa 2020 p.; cnoHcop - Genentech, Inc., USA/ [)keHeHTek IHK., CLLUA

3asaBHUK - ToBapncTBO 3 O6MexXeHOo BignosiganbHiCcTio «KoHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

28. OHOBJ/IEHUI NPOTOKOJ1 KAMiHiYHOrO BMNpPOGyBaHHA, Bepcia 3.0 Big 23 BepecHs 2021 pokKy
aHrniicbKo MoBoto; IHhopMauiiHUI NMCTOK NnauieHTa Ta chopma iHpopMoBaHOi 3roan — yacTuHa 1,
Bepcisa 3.0 Big 06 xoBTHA 2021 poKy yKpalHCLKOIO Ta pocilicbkolo moBamMu; IHchopmauiiiHuiA nMcTokK
nauieHTa Ta copma iHcpopmoBaHOi 3rogu — yacTuHa 2, Bepcis 4.0 Big 06 XoBTHA 2021 poky
YKpaiHCbKOIO Ta pocilicbkoo MoBamMu; Bpolypa gocnigHuka gocnigkyBaHOro nikapcbKoro 3acooy
AocTtapnimab (Dostarlimab) (GSK4057190A (Takox Bigomoro sik TSR-042)), Bepcis 6.0 Big 19 KBiTHA
2021 poKy aHrniicbkolo mMoBOH; Bpolwypa pocnigHuKa AOCAiAKYBaHOIro JliKapCbKOro 3acooy
Hipanapi6 (Niraparib)/ 3emxkyna (Zejula) (GSK3985771, MK-4827), Bepcis 12 Big 23 uepBHA 2021 poky
aHrniiicokolo MoBoOl0; Jlocbe A[OCigKYBaHOro nikapcbkoro 3aco6by JMoctapnimad (Dostarlimab),
Bepcia 8.0 Big uepBHA 2021 pPOKYy aHIMINCbKOK MOBOK [0 MPOTOKO/Y KNIHIYHOTO BUMNPOOGYBaHHS
«PaHgomizoBaHe noggiiHe cnine 6araTtoueHTpoBe AochnigxeHHs ¢hasm 3 poctapnimady (TSR-042) B
KOMOGiHaLji 3 kapbonnaTMHOM i nakniTakcenom MOPIBHAHO 3 nniauebo B komGiHauii 3 kapbonnaTuHOM i
naknitakcesioM y NauieHToK 3 peunamBHUM abo NepBYHHUM nolmpeHuM pakom eHgomeTpito (RUBY), kog
pocnipkeHHs 4010-03-001, sepcia 2.0 Big 11 nuctonaga 2020 poky; cnoHcop - TESARO, Inc., CLUA
3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

29. OHoBneHuii MpoTokon KniHiuHOro pgocnigkeHHa BP41743 Bepcia 5 Big 06 XoBTHA 2021 poky,
aHrniincbkol moBoto; IHpopmauia gna nauyieHta Ta c¢hopma iHhpopmoBaHOI 3rogu pNA YKpaiHu
aHrniicokoto moBoto, Bepcia 5.0 Big 08 xoBTHA 2021 p.; IHchopmauis ana nauyieHta ta copma
iHcbopmMoBaHOiI 3rogun gnA YKpaiHu yKpaiHCbKo MOBO1O, Bepcis 5.0 Big 08 »xoBTHA 2021 p.; IHchopmauin
Ana naudieHta Ta dopma iHpopmoBaHOI 3rogn AnA YKpaiHM pociiicbKkolo mMmoBoto, Bepcia 5.0 Big 08
XOBTHs 2021 p.; AopaTok Ao chopmu iHpopMoBaHOI 3roau ANnA YKpaiHU aHrniiicbKo MOBO Ans
pocnipkeHHs BP41743 npo BUKOHaHHA Bi3UTIB AOCNIMKEHHA CNY)X6010 MeANYHOI AoMOMOru 3 aornaay
Ha goMy niAg yac naHgemii KopoHasipycHol iHdekuii COVID-19 a60 B HeBigKNagHUX cUTyauifx, Bepcia
2.0 Bip 20 x0oBTHA 2021 p.; AoaaTtok Ao chopMu iHhopmoBaHOi 3roaun Ans YKpaiHU YKpPaiHCbKOI0 MOBOIO
Ana pocnipkeHHs BP41743 npo BUKOHAHHA Bi3UTIB AOCNIMKEHHSA CNYX60I0 MefUu4HOi fOoNoMoru 3
pgornsay Ha gomy nig 4vac naHgemii KopoHaBipycHOi iHekuii COVID-19 a6o B HeBigknagHux
cutyauisix, sepcif 2.0 Big 20 xoBTHA 2021 p.; JoaaTtok Ao dopmu iHhopMoBaHOT 3roau Ana YKpaiHu
pPOCiicbKOI0 MOBOIO AnsA pociigkeHHa BP41743 npo BMKOHAHHA Bi3WUTIB [OCIMKEHHS CNMYyXG6010
MeAWYHOI AONMOMOrn 3 AornsAay Ha Jomy nif vyac naHAemii KOpoHaBipycHoI iHekuii COVID-19 a6o B
HeBigKnagHux cutyauifx, Bepcia 2.0 Big 20 xoBTHA 2021 p.; Bpowypa gocnigHuka focnigpKyBaHOro
nikapcbkoro 3acooy R0O6889450 Ralmitaront (TAARL(4) Partial Agonist), Bepcis 7 Big »oBTHA 2021
POKy, aHrniicbKkoo MoBoto; WCG MedAvante-ProPhase-Roche BP41743 - IHCTPYKUiA ANa ydyacHUKa
[OCNifKeHHs Wo[0 BUKOPUCTaHHA AoAaTtky Zoom Ans BigeokoHdepeHLuiin, Bepcia 3.0 Big 20 )XOBTHS
2021 p., yKkpaiHcbKkoto moBoto; WCG MedAvante-ProPhase-Roche BP41743 - IHCTpyKLii Ana nayieHTa
LoA0 BUKOPMCTAHHA Aodatky Zoom AnA BigaaneHux BigeokoHd)epeHLili, Bepcis 3.0 Big 20 )XOBTHSA
2021 p., pocilicbKOl0O MOBOI A0 MPOTOKO/TY K/iHIYHOrO JochigpkeHHs «baraToueHTpoBe, paHAoMi3oBaHe,
noagiiHe cnine, y napanenbHUX rpynax, nnauebo-KoOHTposiboBaHe AOoCAimKeHHSA a3 || ansa ouiHKuM
edhekTMBHOCTI Ta 6e3neyHocTi npenapaTy RO6889450 (PanMiTapoHT) y NOPIBHAHHI 3 Nnauebo y naLieHTis i3
LWn3odpeHieto abo 3 Wn3oadIeKTUBHUM PO3/1af0M Y CTafjii 3aroCTpeHHs», Kog, aocnigxeHHs BP41743, Bepcis
4 Big 03 yepBHs 2021p.; cnoHcop - ®. XodchpmanH-1a Pow NTg, Weeiuapisa (F. Hoffmann-La Roche Ltd,
Switzerland)

3asaBHUK - ToBapncTBO 3 O6MeXeHOo BignosiganbHiCcTiO «KoHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

30. YkpaiHa, MK-3475-B15, Bepcis 1.01 Big 04 nuctonaga 2021 p., yKpalHCbKOIO MOBOIO, iHthopmauis Ta
AOKYMEHT npo iHopmoBaHy 3rogy pAns nauieHta; YkpaiHa, MK-3475-B15, Bepcia 1.01 Big 04
nuctonaga 2021 p., pociiicbkolo MOBOIO, iHpOpMaLiA Ta JOKYMEHT Npo iHpopmoBaHy 3rogy AnA
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nauieHTa; 30iNblUeHHA KiNbKOCTI gocnigkyBaHUX B YKpaiHi 3 60 go 71 oci6; OHOBNeHi 3pasku
MapKyBaHHA nikapcbkux 3acob6iB NemuurtabiH (Gemcitabine), Uucnnatun (Cisplatin), EHcdopTymasd
BegoTuH (Enfortumab vedotin), MK-3475: MK-3475 Kit, Bepcia 2.0 Big 09 GepesHs 2021 poky,
aHrnificbkol Ta yKpaiHCbkolw moBamu; MK-3475 Vial, Bepcia 2.0 Big 09 GepesHa 2021 poky,
aHrnificbKoro Ta ykpaiHcbkoro moBamu; Enfortumab_vedotin Kit, Bepcis 2.0 Big 09 6epesHs 2021 poky,
aHrNiikcbKolo Ta yKpaiHcbKoto moBavun; Enfortumab_vedotin Vial, Bepcis 2.0 Big 09 6epe3Hs 2021 poky,
aHrNincbKoO Ta yKpaiHcbkolw MoBamu; Cisplatin_Kit, Bepcia 2.0 Big 09 6Gepe3Hsa 2021 poky,
aHrNincbKo Ta yKpaiHCbKkoio MoBamu; Cisplatin_Vial, Bepcia 2.0 Big 09 Gepe3HAa 2021 poky,
aHrniicbkol Ta yKpaiHCbKo mMoBamu; Gemcitabine_Kit, Bepcia 2.0 Big 09 Gepe3Hsa 2021 pokKy,
aHrniicbkolo Ta yKpaiHCbKo moBaMu; Gemcitabine_Vial, Bepcia 2.0 Big 09 G6epe3Hsa 2021 poky,
aHrniicbKkol Ta yKpaiHCbKowo moBamu; Gemcitabine_Kit, Bepcia 2.0 Big 02 BepecHa 2021 poky,
aHrniicbKow Ta yKpaiHcbkol moBamu; Gemcitabine_Vial, Bepcis 2.0 Big 02 BepecHs 2021 poky,
aHrNiNcbKOI Ta YKPAiHCbKOK MoBaMU [0 NPOTOKOJY K/iHIYHOIO fOCNifKeHHs «PaHgomi3oBaHe, BigkpuTe
pocnigxenHs Il dpasm ansa ouiHkM nepionepaviiiHoro 3actocyBaHHs eHthopTymady BefOTUHY Y KOMOGiHALT 3
nemoponizymabom (MK-3475) nopiBHAHO 3 Heoaf'toBaHTHOK Tepanie remumtabiHoM Ta uucniaTmMHOM y
yYyacCHUKIB 3 M'A30BO-iHBa3MBHMM pakoOM CEYOBOro Mixypa, NpuaatHux A78 NiKyBaHHA LMCniaTVHOM
(KEYNOTE-B15 / EV-304)», kog gocnigpkeHHa MK-3475-B15, 3 iHkopnoposaHoto nonpaskoto 01 Big 14
TpasHA 2021 poky; cnoHcop - «Mepk Wapn Exg Jdoym Kopn.», fodipHe nignpuemctso «Mepk EHA Ko., IHK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfAUIBHICTIO «MC/], YkpaiHa»

31. BK/IOUYEHHA CKOpPOYEHOiI Ha3BWU KiiHiYHOro BunpooyBaHHA - KRYSTAL-10; OcHOBHwMW
iHdhopMauiiHuii nucToK nauieHTa Ta dpopma iHchopmoBaHOI 3rogn oA YkpaiHu, Bepcia 2.0 Big 14
BepecHsi 2021 poKy yKpaiHCbKOIO Ta pocilficbKolo moBamu; IHhopmauiiiHMiA NMCTOK NayieHTa Ta popma
iHbopMOBaHOI 3rogn Ha NPOXOMKEHHs1 MonepeaHbLOro CKPUHIHIY Ans YKpaiHu, Bepcisa 2.0 Big 14
BepecHsi 2021 poKy yKpaiHCbKOIO Ta pociiicbkolo mMoBamu; JopatkoBuii iHthopmauiiiHuiA NNCTOK
nauieHTa Ta ¢opma iHopmoBaHOI 3rogu Ha MNPOAOBXEHHA YyuyacTi B pocnigkeHHi nicna
nporpecyBaHHs1 3aXBOPIOBaHHA ANA YKpaiHu, Bepcia 2.0 Big 14 BepecHA 2021 poKy YKpaiHCbKOIO Ta
pociiicbkolo moBamu; fogarkoBuii iHhopmayiiiHMiA INCTOK NauieHTa Ta popma iHthopmoBaHOi 3roau
Ha NPOAOBXEHHSs1 y4yacTi y AOocCnigXeHHi NpuU HeBiANOBIAHOCTI pe3ynbTaTiB aHasily Ha HasiBHICTb
myTauii reHa KRAS G12C ansa YkpaiHu, Bepcia 2.0 Big 14 BepecHi 2021 poKy YyKpaiHCbKOIO Ta
pocilicbkolo moBamu; TeKCcT BeG-goaaTtKy AnAa nauieHTiB (Patient Web Application) gna Ykpainu,
nepeknag ykpaiHcbKoto MoBoto Big 08 xxoBTHA 2021 poky; TeKcT Be6-goaatky ansa nauieHrtis (Patient
Web Application) gna YkpaiHu, nepeknapg pociiicbKoro MoBoOI0 Bif 13 )xoBTHA 2021 poKy; Be6 goaatok
Ansa naygieHta gocnimpkeHHsa KRYSTAL-10: MoBigoMieHHs Npo NOMUJIKKM CUCTEMU A4J1A NallieHTa, Bepcisa
1.1 Big 30 BepecHA 2021 poKy yKpaiHCbKOIO Ta pociiicbkolo MoBamu; KapTka nauieHTa gnsa 3B’A3Ky B
Hag3BUYalHUX cuTyauiax AanAa YkpaiHu, Bepcia 2.0 Big 14 nunHa 2021 poKy yKpaiHCbKOK Ta
pociiicbkoto moBamu; OocnigpkeHHss KRYSTAL-10: BaHepHa peknama (KRYSTAL-10 Study Banner
Advertisements) gna YkpaiHu, Bepcifa 2.0 Big 14 nunHa 2021 poky YKpaiHCbKOK Ta POCIiCbKOIO
moBamu; focnipkeHHA KRYSTAL-10: dakTu npo AgocnigkeHHA AnA YKpaiHu, Bepcisa 2.0 Big 14 nunHs
2021 poKy yKpaiHCbKOI Ta pociiicbkoto moBaviun; JocnigkeHHa KRYSTAL-10: JlucTt nauieHToBiI gns
YKpaiHu, Bepcia 2.0 Big 14 nunHA 2021 poKy YKPaiHCbKOKO Ta POCIACbKOI MoBawmu; focnigkeHHs
KRYSTAL-10: JpykoBaHa peknama gna Ykpainu (5 x 4, uopHo-6ina), sepcis 2.0 Big 14 nunHsa 2021 poky
YKpaiHCbKOIO Ta pocilicbkolo moBamu; JocnigpkeHHA KRYSTAL-10: lpykoBaHa peknama ans YKpaiHu
(5 x 7, yopHoO-6ina), Bepcia 2.0 Big 14 nunHA 2021 poOKYy YKPaAiHCbKOK Ta POCIACLKO MoOBamu;
AocnigpxkeHHa KRYSTAL-10: [ipykoBaHa peknama gns YkpaiHu (5 x 4, konbopoBa), Bepcia 2.0 Big 14
nnnHa 2021 poKy yKpalHCbKOK Ta pocilicbkoo moBamu; AocnigkeHHa KRYSTAL-10: [pykoBaHa
peknama ansa YkpaiHu (5 x 7, konbopoBa), Bepcia 2.0 Big 14 nunHA 2021 poKy YKpaiHCbKOK Ta
pociiicbkoto moBamu; AocnipxeHHs KRYSTAL-10: PeknamHuii IMCTOK [OCAIMKEHHA ANA YKpaiHu,
Bepcis 2.0 Big 14 nunHa 2021 poKy yKpaiHCbKOIO Ta pocilicbkoto moBamu; AocnigpkeHHA KRYSTAL-10:
MociGHUK ANA y4acHUKIB AocnipKeHHA Ansa YKpaiHu, Bepcia 3.0 Big 14 nunHAa 2021 poKy YKpaiHCbKOIo
Ta pociiicbkoro moBamu; flocnigkeHHa KRYSTAL-10: Peknama gnsa Be6-caidiTy ans YKpaiHu, sepcis 2.0
Big 14 nunHAa 2021 poKy yKpaiHCbKOK MOBOLO; AocnigpkeHHA 849-010 - KRYSTAL-10: My6nikauis B
IHTepHeTi AnAa YkpaiHu, Bepcia 2.0 Big 14 nunHa 2021 poKy pociiicbkoo MoBoLo; LocnimKeHHA
KRYSTAL-10: MyGnikauii B couiasibHUX mMepexax Ansa YKpaiHu, Bepcia 2.0 Big 14 nunHAa 2021 poky
YKpaiHCbKOIO Ta pociiicbkoto moBamu; focnimkeHHa KRYSTAL-10: MNowykoBa peknama (KRYSTAL-10
Search Advertisements), mixHapogHa Bepcia 1.0 Big 22 rpyaHsa 2020 poKy YKpaiHCbKOK Ta
aHrniicokoto moBamu; JocnigpkeHHA KRYSTAL-10: MowykoBa peknama (KRYSTAL-10 Search
Advertisements), mixxHapogHa Bepcia 1.0 Big 22 rpygHsa 2020 poKy pOCiliCbKOK Ta aHrnilicbKoto
MoBamu; BeG-caiit piBHA nporpamu. Mporpama KRYSTAL, Bepcia 1 Big 27 »oBTHA 2020 poky
YyKpaiHCbKOI Ta pociiicbkoto moBamu; Mporpama KRYSTAL. Hasirauisa srogoto (KRYSTAL Program.
Consent Navigator), mbxHapogHa Bepcisa 1.0 Big 27 oBTHA 2020 poKy YKpaiHCbKOIO Ta POCiiCbKOO
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MoBaMW [0 MPOTOKO/Y KAiHIYHOTO BUNPOOYBaHHSA «PaHAoMizoBaHe AochnimkeHHA dasn 3 npenapaty
MRTX849 y kom6iHaLii 3 ULeTyKcMMabGoM Yy MOPIBHAHHI 3 XxiMioTepanietd B NauieHTiB i3 NOWMPEHUM
KOsIopekTanibHUM pakoM 3 myTauieto KRAS G12C, B aKux NporpecyBaHHs 3axXBOPIOBaHHSA Bigbynoca nif vac
abo nicna crtaHgapTHOI Tepanii nepLwoi MiHii», Kof gocnigpkeHHa 849-010, sepcia 3.0 Big 22 6epe3Ha 2021
poky; cnoHcop - Mirati Therapeutics, Inc., CLLUA

3asBHnk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

32. Bpouwypa gocnigHuka ApocnipeHoH 4 mr & [pocnipeHoH 2.8 mMr TabneTkn Ansa nepopasibHOro
3acTocyBaHHs, Bepcifa 2.2, 10.08.2021, aHrniiicbkoto moBoto (Investigator’s Brochure Drosperinone 4
mg & Drosperinone 2.8 mg oral tablets , edition 2.2, 10.08.2021, English); IHTepHeT cTOpiHKa WoA0
3anpolweHHs ana ydacti B gocnimkeHHi CF113-302, sepcis 3.0, 09.09.2021, yKpalHCbLKOIO MOBOIO
(Online Advertisement -Landing Page, CF113-302, Version 3.0, 09.09.2021, Ukrainian); JluctiBka-
3anpouleHHA (iHTepHeT-martepian) ana ydacti B gocnipkeHHi CF113-302, sepcia 3.0, 09.09.2021,
CKPUHLWOT YyKpaiHCbKoio MoBoio (Online Advertisement - Landing Page, CF113-302, Version 3.0,
09.09.2021, Ukrainian_Screenshot); JlucTiBKa-3anpolleHHs (iHTepHeT-MaTepian) p[nAa y4yacti B
pocnipkeHHi CF113-302, Bepcis 3.0, 09.09.2021, ykpaiHcbkoto MoBoto (Online Advertisement, CF113-
302, Version 3.0, 09.09.2021, Ukrainian) [0 NpOTOKO/MY KAIHIYHOrO AochifXeHHA «baratoueHTpose,
noZBiiiHe cnine, paH4oMi30BaHe KiiHiYHe pgocnimkeHHs |l dpasn ans ouiHkM ePeKTUBHOCTI Ta 6e3neYHOCTi
npenapaty LPRI-CF113 B nopiBHSAHHI 3 nnauebo npu niKkyBaHHI €HAOMETPio3y BMPOAOBX 3 LMK/IB 3
nofasnbLUUM BIAKPUTUM NiKyBaHHSAM BNPOAOBX 3 UMKNIB», koA aocnimkeHHs CF113-302, octaTo4yHa Bepcis
1.0, 26.04.2021; cnoHcop - «Hemo Pesepu C.J1.» (Chemo Research S.L.), IcnaHis

3aaBHUK - «Ckoyn IHTepHeLwHN AlM», HimeuunHa

33. 3anyuyeHHs [0[ATKOBOro Micus NpoBeAeHHs KAiHIYHOro BUNPoOGyBaHHA [0 MPOTOKO/Y K/iHIYHOrO
pocnigxeHHs «PaHaomizoBaHe noAgiliHe ciine gocnimxeHHs gpa3u 3 npenapaty BGB-A1217, aHTuTina Ao
TIGIT, y noegHaHHi 3 TUcnenisymabomM NopiBHAHO 3 NeMOPOIizymaboM y nauieHTiB i3 paHie HeniKkoBaHuM,
MicueBonoLnpeHnM, HeonepabenbHMM abo MeTacTaTuiHUM HeAPiOHOKNITUHHUM pakoM NiereHb i3 BUbpaHum
ctatycom ekcnpecii PD-L1», ko gocnigkeHHa BGB-A317-A1217-302, 3 nonpaskoto 1.0 Bif 23 rpyaHa 2020
pokKy ; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLUA

3aaBHnKk - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

No M.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS
1 nikap CemereH HO.B.
O6nacHe KOMyHaslbHE HEKOMEpUiHe NiAnpUEMCTBO «BYKOBMHCBKMIA KAIHIYHWIA OHKOMOTIYHWIA
LEHTP», CTPYKTYPHWUIA Niapo3ain AEHHOTo cTaljioHapy, M. YepHiBu,j

34. 3miHa micua npoBeAeHHs KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y KIIHIYHOTO AOC/IIKEHHSA «58-
TWXKHEBe BigkpuTe pfochipkeHHs TaBanafoHy Yy MalieHTiB 3 XBOpo6ow [lapkiHCoHa (O0CNimKEeHHS
TEMPO-4)», kof gocnigpkeHHs CVL-751-PD-004, sepcisa 3.0 Big 07 cepnHa 2020 p.; cnoHcop - Cepesen
Tepan'toTike, JINIC, CLUA [Cerevel Therapeutics, LLC, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BY/NO CTANO
K.M.H. Tomax H.B. K.M.H. Tomax H.B.
KomyHanbHe  HekomepuiliHe  nignpueMmcTBo | MeguuHnii UeHTp ToBapucTBa 3 OOMEXEHOI
«Micbka nikapHsi Ne2» 3anopisbKoi MicbKoOI pagu, | BignoBiganbHicTiO «IHET-09», M. 3anopixxs
HEBPOJIOriyHe BigAisIeHHs, M. 3anopixoks

35. MoaoBXeHHA TepMiHy NPUAATHOCTI AOCAIAKYBAHOro NMikapcbKOro 3acoo6y InaracepTio, TaGneTKu,
BKpPUTi NNiBKOBOK 060/10HKOI0, No 100 mr Ta no 200 mr, Ta naaue60 ao InatacepTio, TabneTkn, BKPUTI
NNiBKOBOK 000J/I0OHKOIO A0 60 MicALiB; OHOBNEHI PO3AiNnN [OCbE AOCNIAKYBaHUX NTiKAPCbKUX 3aCO0IB:
InaTtacepTio (RO5532961) Ta6neTKU, BKPUTiI NS1iIBKOBOKD 0G0/I0HKOIO, No 100 mr ta no 200 mr (2.1.S.2.2,
21.5.2.3, 21.S.2.4, 2.1.S.2.6, 2.1.S.3.2, 2.1.S.4.1, 2.1.S.4.2, 21.S.4.3, 2.1.S.4.4, 2.1.S.4.5, 2.1.S.7.1,
2.1S5.7.3; 2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3), nnauye6o A0 InaracepTioy TaGneTkn, BKPUTIi NNiBKOBOI
o6onoHkow (2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3), Bepcia Big cepnHAa 2021 p. [0 NPOTOKO/IB KiHIYHMX
pocnipkeHs: «MoagiliHe cnine nnaye60-KOHTPOSIbOBaHEe paHAoMmi3oBaHe dasu Il gocnigkeHHs inatacepTioy
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y KOMGiHauii 3 naknitakcesnoM B AKOCTI JliKyBaHHA A1 NaAUieEHTIB 3  TFEHHUMU  NOPYLUEeHHAMM
PIK3CA/AKTL1/PTEN B rpyni MicLeBONOWMPEHOrO ab0 MeTacTaTU4YHOro, MOTPIiHO-HEraTMBHOMO paky
MOJIOYHOI 3an1031 abo B rpyni ropmMoH-no3nTMBHOro, HER2-HeraTMBHOro paky MOJIOYHOI 3a/103U», KOf,
pocnipkeHHs C040016, sepcia 10 (Koropta C) Big 09 nwotoro 2021 p.; «[loggiitHe cnine nnaue6o-
KOHTpO/SIbOBaHe paHAoMizoBaHe hasu Il gocnigxeHHs inaracepTidy y komb6iHaUil 3 aTe3onisymabom Ta
nakniTakcesioM B SKOCTI  NiKkyBaHHS A0S MAuieHTIB 3 MICLEBOMNOWMPEHUM HeonepabesibHuM  abo
MeTacTaTUYHUM, NOTPIAHO-HEraTUBHUM PakOM MOJIOHHOI 3a/103U», KOA, AocnimkeHHs CO41101, sepcid 5 Big,
21 rpygHsa 2020 p.; cnoHcop - ®©.XodhdmaHH-/19 Pow ftg, Wsenuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pol YKpaiHa»

36. MoaoBXeHHA TepMiHY NPUAATHOCTI AOCNigKYyBaHOro ikapcbkoro 3aco6y OSE-127, 50 mr/mn,
KOHLEHTpAT A1 pO3UnHy ans iHdysii o 48 micauis npu <-60°C + 24 micaui npu 5 + 3°C. 3arasiom 72
Micaui 3 48 micauyamu npu -60°C 1a 24 micauaMmu npu 2-8°C 10 NPOTOKO/Y K/iHIYHOTO A0C/IAKEHHS
«PaHgomizoBaHe noAgiiHe cnine gocnigpkeHHs |l dpasm 3 ouiHK1 eDEKTUBHOCTI Ta 6€3MNeYHOCTi 3aCTOCYBaHHS
OSE-127 B NOpiBHAHHI 3 nnauebo y nauieHTiB 3 akTUBHUM BUPA3KOBUM KOMITOM CepefHbOro abo BaXKoro
CTYNEHSA TAXKOCTI, 3 HEedEKTUBHICTIO UM HeMnepeHOCUMICTIO nonepenHbOoro JliKkyBaHHS», KO AOC/iIKEHHS
OSE-127-C201, octaTo4yHa Bepcia 1.0 Big 15 yepsHA 2020 p.; cnoHcop - OCE ImyHoTepanbioTike, CA, ®paHuis
(OSE Immunotherapeutics, SA, France)

3aaBHuK - TOB «MB KBECT», YkpaiHa

37. 36inblueHHA 3an/1aHOBaHOI KiJIbKOCTI NauieHTiB B YKpaiHi 3 45 go 55 oci6é 40 NpoToKoy K/iHIYHOro
pocnimpkeHHs «KniHiuHe pgocnigxkeHHsa lla/llb c¢asm 3actocyBaHHs npenapaty NC-6004 y kombGiHauii 3
Membponizymabom y naujieHTIiB 3 peunanByrovoo abo MetTacTaTUYHOK MI0CKOKTITUHHOK KapLUHOMOO rofi0BuU
Ta wWui, y KX MikyBaHHS npenapatamu naaTuUHM abo CXeMOK 3 3aCTOCyBaHHSIM MNpenapartiB naaTuHu
BUSIBUNOCA HeedheKTUBHUM», Ko AocnigxeHHs NC-6004-009, sepcis 6.0 Big 04 yepsHs 2020 poky; CNOHCOP -
HaHoKeppiep Ko, /1Ta. [NanoCarrier Co, Ltd.], AnoHis

3anBHuK - Epromeg MIiENCi, CnonyyeHe Koponisctso

38. MoaoBXeHHA TepMiHYy NMPOBeAEHHA KiHIYHOro BuUnpoGyBaHHA Ao 31.12.2022 p. JO NpOTOKOSY
KMNiHIYHOro AocnimkeHHs «BigkpuTe paHaomizoBaHe GaraToOLEHTPOBE AOCAIMKEHHS ha3un 3, TpuBasicTio 12
MicsLiB, 3 OLLIHKM eheKkTUBHOCTI Ta 6e3neyYHOCTi 3acTocyBaHHA npenapaty MOD-4023 oauH pa3 Ha TUXAEHb, Y
MOPIBHSAHHI 3 WOAEHHO Tepanie MeHoTponiHOM®, y AaiTeli y npenybepTaTHOMY Bilj 3 AeiUUTOM ropMOHY
pocTy», koA gocnigxkeHHs CP-4-006, Monpaska 2 Big 06 TpasHs 2018; cnoHcop - OMNKO baionogxikc /114,
(OPKO Biologics Ltd.), I3painb

3asBHUK - TOB «KLIP YkpaiHa»

39. Bpowypa gocnigHuka JNJ-67484703, pepakuia 3, Big 01 nuctonaga 2021 poky, aHraificbKoro
MOBOIO [0 NPOTOKOJTY KAIHIYHOIO JOCNiMKEHHS «BaratoLeHTpoBe, NOABIHE cnine, nnaueb0-KOHTPOIbOBaHeE,
paH4oOMi30BaHe [OCAIMKEHHS 3 3acTOCyBaHHSAM OaratokpaTHMX [03 3 METOH OUiHKM 6e3nevHOCTI,
NnepeHoCUMOCTi, (papMakoKiHETUKN, papmakoavHaMiki Ta ediekTMBHOCTI npenapaty JNJ-67484703 B
YYaACHUKIB 3 aKTMBHMM pPEeBMaTOIgHUM apTpUTOM, HEe3BaXawun Ha Tepanilo MEeTOTPeKCaTtom», KO
pocnigpkeHHss 67484703ARA1001, Bepcis Big 17 6epesHa 2021 poky; cnoHcop - AHcceH dapmaueBTuka HB,
Benbris /Janssen Pharmaceutica NV, Belgium

3asBHuK - TOB «APEHCIA EKCIT/JIOPATOPI MEAICIH», YkpaiHa

40. bpowypa pocnigHuka BBT-401-1S, Bepcia 4.0 Big 14 XOBTHA 2021 p., aHrNIACbKOO MOBOIO;
OcHoBHa ®PI3 aHrnilicbko MOBOIO ANA YKpaiHu, Bepcisa 2.0 Big 02 nuctonaga 2021 p., nepeknageHo
YKpaiHCbKOIO MOBOK AnA YkpaiHu Big 10 nuctonaga 2021 p.; OcHoBHa ®I3 (Ha noganblue
CMOCTEpPEXXEHHS 3a BariTHOO NAapTHEPKOIO | AUTUHOIO) aHINMICbLKOO MOBOIO ANA YKpaiHu, Bepcis 2.0, 02
nuctonaga 2021 p., nepeknageHo YyKpaiHCbKO MoOBOK Ans YkpaiHu 10 nuctonaga 2021 p. go
NPOTOKOMY  K/IHIYHOrO BWUNpobyBaHHA «PaHgomi3oBaHe, MoABiHe chine, nayeb0-KOHTPOIbOBaHe
pocnipkeHHs npenapaty BBT-401-1S npu nepopasibHOMY 3aCTOCYBaHHI Y NaL€HTIB i3 BUPA3KOBUM KO/TITOM
CepefHboro Ta BaXKOro CTYMeHs, WO BK/IOYaE BiANOBiAb-aAanTMBHY NOABINHY cAiny dasy NogoBXEHOro
NikyBaHHs», Kog gocnigxeHHs BBT401-UC-005, sepcia 5 Big 02 cepnHa 2021 poky; cnoHcop - Bridge
Biotherapeutics, Inc., Pecny6nika Kopesi

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTI0 «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»
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41. floaaHHA HOBOro (a/ibTePHATMBHOIO) NiKapPCbKOro 3acofy, WO BUKOPUCTOBYETLCA AK npenapar
NOpiBHAAHHA (PeKoMeHAOBaHe cTaHAapTHe flikyBaHHA (SoC) y rpyni nopiBHAHHA): KTIHAAMILH-M 150
Mr, kancynu, Bupo6Huk MNAT "MOH®PAPM", YkpaiHa; Bk/loueHHA [0AATKOBOro Micus npoBefeHHA
KNIHIYHOro AOC/iAKEHHA [0 NPOTOKO/Y K/TiHIYHOrO AOC/IIXEHHSA «PaHA0Mi30BaHe BigKpuTe OOCNIMKEHHS 3
aKTUBHVMM KOHTPOSIEM, L0 MPOBOAWTLCA 3 METOH OLiHKM 6e3ne4yHOCTi, NepeHOCMMOCTi i edDEKTUBHOCTI
acabiunHy anA  BHYTPILWHLOBEHHOTO / MNepopasibHOr0 3acTOCyBaHHA Mpu  NiKyBaHHI NaUieHTIB  3i
cTachifioKoKOBUMM iHAheKLisIMU KICTOK abo cyrnobie», kog pochipkeHHs Debio 1450-BJI-205, ocTtatovHa
pegakuisa 5.0 3 iHTerposaHoto Monpaskoto 2 Big 14 xoBTHA 2020 p.; cnoHcop - «[ebiodapm IHTepHewH CA»
[Debiopharm International SA], LLBeliuapis

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

Ne M.1.6. BignoBigabHOro AocnigHMKa
n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHSA
1 K.M.H. Bacunbumiimd A.M.

ToBapncTBO 3 0OMEXEHOH BiAMNOBIfaNbHICTIO «LleHTp TpaBMaTonorii Ta opTonesii», NikyBasbHO-
AiarHoCTMYHUIA LEeHTP, OpTONeaA0-TpaBMaTosoriyHe BigaineHHs No2, M. YepHiBui

42. bpowypa pocnigHuka ana Rozanolixizumab Big 06 BepecHs 2021 poKy A0 NPOTOKO/Y KAiHIYHOTO
BUNPOBYyBaHHA «BigkpuTe [OCNILKEHHA NOAOBXEHHA Tepanii 418 BUBYEHHA OOBroTpuBasioi 6e3neyHocCTi,
NnepeHoCUMOCTI Ta e(peKTUBHOCTI Npenapary po3aHoNiKCci3ymao y nawieHTiB 3 NepCUCTYOUO ab0 XPOHIYHO
NepBUHHOK IMYHHOI Tpomb6ouuToneHieto (ITM)», koa gocnimkeHHs TP0004, sig 21 nuctonaga 2019 poky.;
cnoHcop - FOCibi biopapma EcApER, benbria / UCB Biopharma SRL, Belgium

3aasBHuK - TOB «MAPEKCE/T YkpaiHa»

43. 3any4yeHHA JO[ATKOBMX MicUub NPOBeAEeHHs K/HIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KIHIYHOro
AocnimpkeHHs1 «baraToueHTpoBe paHAoMi3oBaHe NoABiiHO crine gocnimxkeHHs 1l dasu, Wwo nposoguTbCa 3
METO OLjiHKM edheKTUBHOCTI, 6e3neYHocTi Ta nepeHocumMocTi npenapaTy IMU-838 y nopiBHSAHHI 3 nnauebo
npyv NiKyBaHHI AOpOCAMX NauieHTIB i3 peunanBytouMM po3CitHAM Cknepo3oM (KO4OBE MO3HAYEHHS:
ENSURE-2)», kog pocnigpkeHHs P3-IMU-838-RMS-02, octaTouHa pegakuisa 1.0 Big 26 nwotoro 2021 p.;
CrnoHcop - «IMmyHik Al» [Immunic AG], HimeuyunHa

3anBHUK - TOB «BOPIABANA KNIHIKAN TPAINC YKP»

Ne MM.1.6. BignoBiganLHOro gocigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOo6GyBaHHS

1 K.M.H. Mopo3 O.M.

[JepxaBHa ycTaHOBa «YKpaiHCbKUA AepXaBHWIA HAayKOBO-AOCMAIAHWA IHCTUTYT MeAMKO-COLiasTbHMUX
npo6nem iHBanigHoOCTi MiHicTepcTBa OXOpPOHM 3[0pPOB’A YKpaiHW», HeBpOsioriyHe BifaineHHs,
M. [JHinpo

2 K.M.H. HepsaHosa FO.M.

KomyHasnibHe HekomepuiiiHe nignpuemctBo «Micbka sikapHsa Ne 9» 3anopi3bkoi MiCbkOi pagu,
BigAiNeHHs1 HEBPOOrii, M. 3anopikKs

3 3aB. Bif. MaHaceHko HO.10.

KoMyHasibHe HekomepLjiiiHe NianpMeEMCTBO XapkiBCbKOT 061acHOl pagn «ObnacHa KniHivYHa nikapHs»,
HeBposioriyHe BigaineHHs Ne 2, M. Xapkis

44. OHoBNeHuiA NPOTOKOoN KNiHiuHOro Bunpo6yBaHHA CX842A2201, Bepcis 2.0 3 nonpaBkoto 1.0 Big 19
aunHAa 2021 poky; 3MiHa HasBM KNiHIYHOro BUNPOGYBaHHA; IHopmauia Ana naudieHta i Popmu
iHbopmoBaHux 3rof: IHdhopmauia ana nauieHta i ®opma iHpopmoBaHOI 3roau ANA y4yacTi B
KNiHiYHOMY HayKOoBOMY AocnigkeHHi, Mogenb ana YKpaiHu, Bepcia 2.0 Big 20 BepecHs 2021 poky,
YKpaiHCbKOIO Ta pociiicbkolo moBamu; IHchopmauisa i dopma iHchopMmoBaHOI 3roau Ans BariTHOI
napTHepku nauieHTa, Mogenb ana YkpaiHu, Bepcia 2.0 Big 20 BepecHs 2021 poKy, YKpaiHCbKOK Ta
pOCiicbKOIO MOBaMu [0 NPOTOKO/TY KNiHIYHOIO BUNPO6byBaHHS «PaHfoMi3oBaHe, 3 MOABINHOLD iMiTaujiero Ta 3
aKTMBHMM KOHTPO/SIEM /18 nigbopy [o3u, NoAsiiiHe ciine [OCNIMKEHHS Y NauieHTiB 3 pedhtokc-e3odharitom
ctyneHs C a6o D 3a Jloc-AHOKeNecbKOK Knacuguikauieo, a TakoX y MauieHTiB 3 NPUHANMHI YacTKOBUMU
cMMmnToMamn pedintokc-e3odharity, anie 6e3 3aroeHHsi 3a pe3y/ibTaTtoM eHAO0CKOMIYHOro AOCAIMKEHHS Mic/s
OTPUMAaHHS HUMM 8-TUXXKHEBOIO KypCY 3arotoBasibHOT CTaHAapTHOT Tepanii iHri6iTopom npoToHHOT nomnu (IM),
3a4/151 BUBYEHHSA 6E3MEeYHOCTI Ta MNEepPeHOCMMOCTI AiKyBaHHS, LWBWAKOCTI 3arolBaHHA eposiit nicns
3acTocyBaHHA X842 abo naHconpasosy NPoTAroM 4 TWXKHIB, a TakoX Xapakrtepy 3MiH CUMMNTOMIB NPOTATOM
HacCTYyMHOro 4-TMXXHEBOro nepiofy JlikyBaHHA N1aHCONPa3onom», Kog fgocnimpkeHHsa CX842A2201, sepcisa 1.0
Bia 03 BepecHs 2020 poky.; cnoHcop - «CiHknyc ®apma Al», Lseliyapis/ Cinclus Pharma AG, LUBelilapis
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3aaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO

CTANO

PaHpgomizoBaHe, 3 noggiliHOW imiTauielo Ta 3
aKTMBHMM KOHTPO/IEM ANs Nigdbopy [03u1, NoABiiHe
cnine pocnifpkeHHAa Yy nauieHTiB 3  pedpitoke-
e3ocparitom cTyneHs C abo D 3a Jloc-
AHDKeNecbKoo knacudikaLieto, a Takox y nalieHTiB
3 MPVHaNMHI 4aCcTKOBUMMW CMMNTOMamMu pedysioke-
e3ocparity, ane 6e3 3arO0EHHA 3a pe3ynbTaToMm
€HZIO0CKOMIYHOro  AOCNIMKEHHA nicns OTPUMAHHSA
HUMN 8-TXHeBoro Kypcy 3arorBavibHOT
cTaHAapTHOT Tepanil iHri6iTOpoM MPOTOHHOI NoOMMAU
(Inrn,  3agna BMBYEHHA  6es3nevHocTi  Ta
NepeHoOCUMOCTI NiKkyBaHHS, LIBUAKOCTI 3arotoBaHHs
eposii nicns 3acTOCyBaHHA X842 abo
naHconpasofnly npoTAroM 4 TWXHIB, a TakoX
XapakTepy 3MiH CUMMATOMIB MPOTArOM HacTynHOro 4-
TWXKHEBOTO NnepioAy NiKkyBaHHA f1aHCconpasonom

PaHgomizoBaHe, 3 noABiiHOKW iMiTauielo Ta 3
aKTUBHUM KOHTpOJiIEM AN nigbopy [o3u, noagiiHe
cnine [OCNIMKEHHA Yy MauieHTiB 3 epO3UBHUM
esodharitom, CMpPUYNHEHUM
ractpoesodareasibHOO pedyntokcHoOO
xBopo6ot (FEPX), ctyneHs C a6o D 3a Jloc-
AHKeNnecbKo Knacugikauieto, a Takox y nauieHTis
3 MPUHANMHI YaCTKOBMMM CUMNTOMamMn epo3UBHOIO
esocparity, cnpuumHeHoro TEPX, ane 6e3
3ar0EHHA  3a  pes3y/ibTaToM  €HA0CKOMIYHOro
JOCNIMKEHHSA NiCNA OTPUMAHHA HUMU 8-TUXHEBOIO

Kypcy 3arotBasibHOT cTaHAapTHOI Tepanii
iHribiTopom npoTtoHHOT nomnu  (IMM), 3aans
BMBYEHHA 6e3neyvHocCTi Ta nepeHoCUMOoCTi

NiKyBaHHS, LWBMAKOCTI 3aroloBaHHA eposiii nicns
3acTocyBaHHA X842 abo slaHconpasosy npoTarom 4

TWXKHIB, @ TakoX Xxapakrepy 3MiH CUMMNTOMIB
MPOTArOM  HacCTyMHOrO  4-TWXHEBOro  nepioay
NiKyBaHHS s1aHCOoNpa3o/1oMm

45. OHOB/EeHWUIA NPOTOKON KiiHIYHOro Bunpob6yBaHHA CHS1221, sepcisa 1.6 Big 27 BepecHa 2021
(aHrniiicbkoo moBo0); JlucT iHhopmauii anAa nauieHTa Ta ®opma iHPOPMOBAHOI 3roan Ha y4yacTtb y
KNiHIYHOMY AocnigKeHHi_Bepcia 1.2 Big 27 oBTHA 2021_Ha OCHOBI MmacTep-Bepcii 1.7 Bif 22 BepecHA
2021 (yKkpalHCbKOlO Ta pocilicbkolo MoBaMu); Jiuct iHpopmauii gns nauyieHta Ta dopma iHpopmoBaHoi
3roAu Ha yyacTb Yy KiiHiYUHOMYy gocnimpkeHHi (IHTeHCuBHUIA Bifg6ip 3pa3kiB Ha PK)_Bepcia 1.2 Big 27
XOoBTHA 2021 _Ha ocHOBi MacTep-Bepcii 1.7 Big 22 BepecHs 2021 (ykpaiHCbKOK Ta pPOCIiACbKOLO
moBamu); IHcpopmauiiiHa Gpolwypa Ans nauieHTiB, gaTtoBaHa 27 OBTHA 2021 (yKpaiHCbKOKO Ta
pociiicbKol0 MOBaMM) 40 NPOTOKOJ/TY KAIHIYHOIO JOC/igKeHHS «PaHaomizoBaHe, nnaueb0o-KoOHTPoboBaHe,
noagiiHe cnine pocnimpkeHHsa 3 pasn, B TPbOX rpynax, 3 METOW OUiHKM 6e3nekn Ta eqeKTUBHOCTI
BMKOPWCTaHHSA HOBOrO nNpenapary rigpoKopTU3oHy aueTtary, cynosutopii, 90 Mr, Ski BBOAATb 3a A0NOMOro
annikatopa 4nsa cyno3utopiie Sephure® oavH i ABa pa3n Ha AeHb, Yy NaLEHTIB 3 BUPa3KoBMUM KOJTITOM NPSAMOi
K/LLKW», KoA fgocnimkenHs CHS1221, sepcia 1.5 sig 03 ntotoro 2020 ; cnoHcop - Cristcot HCA LLC («KpicTkoT
Enu-Ci-Ein En-En-Ci»), USA

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

46. OHOB/EHWUIA NPOTOKON KI/iHIYHOrO BUNPOOYyBaHHs, Bepcis 2 Big 21 BepecHA 2021 p.; dopma
iHbopmoBaHoi 3roau, Bepcis 2.0 ana YKpaiHu yKpaiHCbKOI Ta pocilficbkolo MoBamu Big 01 nuctonaga
2021 p. Ha ocHoBi maiicTtep-Bepcii chopmu iHchopmoBaHoOi 3roau anAa gocnimxkeHHs BP42772, Bepcis 2
Big 07 XOBTHA 2021 p. JO NMPOTOKONY KNiHIYHOro BUNpobyBaHHA «PaHgoMi3zoBaHe, chine, KOHTPO/IbOBaHe
aKTMBHMM npenapaTtoM JochimpkeHHa dasm |, Wwo npoBoAMTLCA Y TPLOX rpynax, 3acToCyBaHHA npenapaty
RO7121661, PD1-TIM3 6icneuudpiuHoro aHTuTiNg, Ta RO7247669, PD1-LAG3 6icneundivyHoro aHtuTing, y
NOPIBHAHHI 3 HIBO/IyMaboM Yy NauieHTIB i3 NOWMpeHo abo MeTacTaTUyHO MI0CKOK/TITUHHOK KapLUHOMOK
cTpaBoxopy», kog, gocnimpkeHHs BP42772, sepcisa 1 Big 08 rpyaHa 2020 p.; cnoHcop - . XoddmaHH-/1sa Pou
Ntpa, Weenuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «PoL YKpaiHa»

47. OHOBNEeHui NPoToKo AgocnipkeHHA G1T28-207, Bepcin 3.0 Big 07 nunHsa 2021 poKy, aHriicbKoo
MOBOI0; IHhopmaLiliHMiA nucTok i hopma iHhopmoBaHoi 3roau, Bepcis V3.0UKR(uk)1.0 Big 22 cepnHA
2021 poky, nepeknag yKkpaiHCbKO MOBOIO Bif 10 xoBTHs 2021 poky; IHchopmauiiiHuii nncToK i hopma
iHbopmoBaHoi 3roau, Bepcis V3.0UKR(ru)1.0 Big 22 cepnHsA 2021 poKy, nepeknag, pociiicbKoo MOBOIO
BiA 10 )xoBTHs 2021 poKy; Jocbe pocnimxyBaHoro nikapcbkoro 3aco6y Trilaciclib (G1T28), Bepcia 2.0
Big 11 xoBTHA 2021 poKy, aHrNiACbKOlO MOBOIO; [loCb€ [OCAiAKYBAHOIO NiKapcbKoro 3aco6y
Trilaciclib (G1T28), Po3gin «/likapcbka pe4yoBuHa», Bepcif 2.0 Big 11 )koBTHA 2021 poKy, aHI/iACbKOI
MoBo1o; MogoBXeHHA TepMiHy npugaTtHocTi 413 Ao 42 micAuiB 40 NPOTOKO/Y KAiHIYHOIO BUNPO6YBaHHS
«PRESERVE 1: ®asza 3, paHgomi3oBaHe, NoAgiiiHe chine AOCMIMKEHHS TPWUAAUMKAiGYy Yy NOPIBHAHHI 3
nnauebo y nauieHTiB, sIKi OTPMMYIOTb Tepanito i3 3acTtocyBaHHAM FOLFOXIRI/6eBaunsymatdy Ansi NnikyBaHHS
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MeTacTaTUYHOro KOSIOPEKTa/TIbHOTo paky», Kof focnimxkeHHss G1T28-207, sepcia 2.0 Big 11 ciyHa 2021 poky;
cnoHcop - G1 Therapeutics, Inc., United States .
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

48. OHOBJ/IEHUII NPOTOKOJ1 KJliHIYHOrO gocnimkeHHA 20170770, Bepcisa 9.0 iHKOpNOpoBaHMii NONPaBKOK
8 Big 29 nunHa 2021 poky; OcHoBHa hopma iHhopmoBaHOi 3roaun, Bepcist YKP 9.0 Big 21 oBTHA 2021
yKpaiHCbKO0 MOBOI; OcHoBHa thopma iHchopmoBaHoi 3rogu, Bepcia YKP 9.0 Big 21 xoBTHA 2021
POCIACbKOIO MOBOK [0 NPOTOKONY KAiHIYHOrO pgocnimkeHHs «PROCLAIM: PaHgomisoBaHe, nnaue6o-
KOHTPO/IbOBaHe, NOABINHO cnine gocnimpkeHHs 3 cha3un 418 OLUiHKM POMINAOCTUMY NpY AiKyBaHHI BUKINKAHOT
ximioTepanieto TPOMOOUMTOMNEHIT Yy NauieHTiB, $SKAM NPOBOAATbL  XiMmioTepanito Ans  /ikyBaHHS
HeAPiOGHOKNITUHHOIO paky fiereHb, paky SeYHNKIB abo paky MOJIOYHOT 3a/103U», Kog, AocnigkeHHs 20170770,
iHkoprnopoBaHwuii nonpaskoto 7 Big 08 uepBHA 2020 poky; cnoHcop - «AMxeH IHK.» (Amgen Inc.), CLUA
3aaBHUK - MNignpremcTso 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

49. OHOBEHUIA NPOTOKOJI KJiHIYHOTO BUNPOGYBaHHSA, Bepcis 7 Big 22 BepecHA 2021 poKy aHrilicbKowo
MoBoOI0; NMpPoAOBXEeHHA TPMBAJTOCTI K/TiIHIYHOro BUNPOGYBaHHA B CBiTi Ta B YKpaiHi go 31 rpyaHsa 2024
poky; IHchopmauis Ta hopma 3roau Ans AOPOCUX YYACHUKIB AoCNifKeHHS, JlokanbHa Bepcia Homep 7
ANA YKpaiHM YKPaiHCbKOIO Ta POCilicCbKOI0 MOBaMu, garta Bepcii 15 nuctonaga 2021 poKy - Ha OCHOBI
MacTep Bepcii Homep 9 Big 27 xoBTHA 2021 poky, flogatky 1 Mactep Bepcii Homep 4 Big 30 nuctonaga
2018 poky Ta flogaTKy 2 MacTep Bepcii Homep 4 Big 30 nuctonaga 2018 poky; 3asyyeHHs A0AaTKOBOI
thopmMu BUNyCKy AocnigKyBaHOro nikapcbkoro sacooy Tpemenimymad (Tremelimumab), kOHUeHTpaT
ANA po3uunHy ans iHdysiii y conakoHi 25 mr, BUpoGHUuKu: Vetter Pharma-Fertigung GmbH & Co. KG,
Schiitzenstr. 87 und 99-101, 88212 Ravensburg, Germany; AstraZeneca AB, Sweden BioManufacturing
Center, Byggnad B921, Gartunavéagen, Sodertilje, 151 85, Sweden; Medimmune, LLC, One Medimmune
Way, Gaithersburg, MD 20878, USA; ASTRAZENECA UK LIMITED, Silk Road Business Park,
Macclesfield, SK 10 2NA, United Kingdom; AstraZeneca AB, R & D Gothenburg, Pepparedsleden 1,
Mdindal, 431 83, Sweden; AstraZeneca Nijmegen B.V., Lagelandseweg 78, NIJIMEGEN, 6545 CG,
Netherlands; Fisher Clinical Services UK Limited, Langhurstwood Road, Horsham, RH12 4QD, United
Kingdom; Fisher Clinical Services Inc., 7554 Schantz Road, Allentown, PA, 18106, United States; Fisher
Clinical Services Singapore, 10 Toh Guan Road #03-11/12, Singapore 608838; Fisher Clinical Services
GmbH, Steinbuhlweg 69, 4123 Alilschwil, Switzerland; Almac Clinical Services Limited, Seagoe
Industrial Estate, 9 Charlestown Road, Craigavon, BT63 5PW, United Kingdom; Almac Clinical
Services, 4204 Technology Drive, Durham, NC 27704, United States; Catalent CTS (Edinburgh) Limited,
Inchwood Bathgate, West Lothian, EH48 2FY, United Kingdom; Catalent Pharma Solutions, LLC, 10381
Decatur Road, Philadelphia, PA 19114, United States; MapkyBaHHA c¢pbnakoHy 1,25 mn Tpemenimymao
(Tremelimumab), KOHUeHTpaT A8 Po3unMHy AnAa iHdysin, 20 mrimn (25 mriconakoH), Bepcisa 1.0 Big 17
6epes3HAa 2021 p.; MapkyBaHHA nakyBaHHA 1,25 mn Tpemenimyma6o (Tremelimumab), KoHUeHTpaT AN
po3unHy ans iHdyysiii, 20 mrimn (25 mricbnakoH), Bepcia 1.0 Big 17 6epesHsa 2021 p. 40 NpPOTOKOAY
KniHiYHOro BunpobyeaHHA «PaHaomi3oBaHe, BigkpuTe, baratoueHTpoBe gocnimpkeHHs 1l chasu AypBanymady
Ta Tpemenimymaly B AKOCTi MepLuoi fiHiT NikyBaHHA MaLlieHTIB 3 NOLMPEHUM renaTouentoIapHAM pPakom
(HIMALAYA)», kop, nocnimxkeHH D419CC00002, sepcis 6 Big 20 cepriHa 2019 p.; cnoHcop - AstraZeneca AB,
Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

50. MpoTtokon kniHiuHoro gocnigpxeHHAa DLM/F1/19, Bepcia Ne 3 Big 06.10.2021, pociiicbKOl0 MOBOIO;
36inblUeHHA KiNbKOCTi 340p0oBUX A06poBosbLiB 3 26 a0 30; CMHONCUC A0 NMPOTOKONY KNiHIYHOro
Bunpo6ysaHHA DLMI/F1/19, sepcia Ne 3 Big 06.10.2021, ykpaiHCbKol MoOBOW; IHcopmauia ans
3a0poBOro fo6poBosibUa Ta Popma iHOPMOBaHOI 3rogM 340POBOro A0OGPOBO/bLLUSA HA yvyacTb Y
KNiHiUHOMY pocnifmkeHHi, Bepcia 2.1 Big 12.10.2021, yKpaiHCbKOK Ta pPOCIACbKO MOBaMu;
IHguBigyanbHa peectpauiiiHa popma, Bepcis 2.1 Big 20.10.2021, pocilicbkoo MOBOI; 3MiHa 3afBHUKa
3 TOB «®apmakci-YkpaiHa» Ha TOB « ®APMAKCI K/TIHIKA/1 COTIOLLH3»; OHOBMEHWIA 3pa30K eTUKETKMN
3 iH(phopmauiero npo npenapat Auntiasem+MeTunypauun+/igokaiH, Bepcia 2.0 Big 21 »xoBTHA 2021
POKY, YKpalHCbKOIO MOBOK [0 [MPOTOKO/Y K/IHIYHOTO  AOC/imKeHHs «Bigkpute  gocnifXeHHs
hapmakokiHeTMkM, 6e3nekn Ta nepeHocnMocTi npenapaTy Auntiazem+MeTunypauun+/ligokaid, masb a1
pekTaslbHOro 3acTocyBaHHsl, BUpobHMUTBA TOB «[AKM «®apmaueBTuyHa dabpuka» Yy 3/0pOBMX
[obpoBonbLiB», kog pocnimpkeHHs DLMIF1/19, sepcia Ne 2 Big 25.02.2020; cnoHcop - TOB «[KIl
«PapmaueBTnyHa habpurka», YkpaiHa

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAATBHICTIO "®APMAKCI KAIHIKANT CONOLLIH3"
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