Jopnarok

«Mepenik NPOTOKOJIB KAIHIYHUX BUNPOOGYBaHb JliKAPCbKMX 3aco6iB Ta CYTTEBUX MOMPaBOK A0
NPOTOKOJIB K/iHIYHUX BUMNPOOYBaHb, pPO3rnNAHYyTMX Ha 3acigaHHax HEP Ne03 Big 10.02.2022,
HTP Ne05 Big 10.02.2022, Ha siki 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «[locnimKeHHs 3 eckanaujieto Ta ekcnaHcieto go3u dasn 1/2 ansa BUBYEHHS 3acTOCyBaHHA npenapaty ZN-c3
B KOMOiHauji 3 reMuMTabiHOM Yy AOPOCAVX i AiTel i3 peumanBHO abo pedipakTepHOK OCTEOCAPKOMOKD», KOf
pocnipxkeHHs ZN-c3-003, Bepcis 4.0 Big 14 yepsHA 2021 poky, cnoHcop - «K-I'pyn beTa, IHk.» [K-Group Beta,
Inc.], CLLA

daza- 1/l

3asBHuK - «Epromep MENCi», CnonyyeHe KoponiscTeo

Ne MM.1.6. BignoBiganLHOro gocnigHuka MpuMiTkN

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 | K.M.H. KnumHiok I".1. 3HATO 3 po3rnagy
KniHika HaujioHasibHOro iHCTUTYTY paky, HaykoBo-gocnigHe BigdineHHsa autadori | 3a PiLLIEHHAM
OHKoJorii Ha 6a3i KniHiYHoro BigAineHHs AuTaYvoi oHkonorii, M. Kuis CrnoHcopa.

2 | o.M.H. Oenkos ALT.

KniHika HauioHasibHOro iHCTUTYTY paky, HaykoBo-gocnigHe BigAisieHHA
OHKoopToneail Ha 6a3i KniHiyHoro BigAineHHs oHkoopToneil, NyxX/InH LWKipn Ta
M’'AKUX TKaHWH, M. KniB

3 | K.M.H. NoHomapboBa O.B.

KomyHasibHe HekomepuiiHe nignpuemctBO «KUIBCbKUIA MICBKWIA  KNiHIYHWIA
OHKOJOTIYHWIA UeHTP» BrkoHaBuoro opraHy KuiBcbkoi mMicbkoi paan (KUiBCbKoi
MiCbKOT AepXXaBHOI agMiHicTpauil), BigaineHHs ximiotepanii Ne 1, m. Kuis

2. «BigkpuTe gocnimkeHHs dpasu 2a 3a yyacTi HEeMOBJIAT 3 IHEKLIE HMKHIX ANXaNbHUX LWMAXIB, BUKIMKAHO
pecnipaTopHO-CUHUMTIaNIbHUM BipycOM, 3 MoAasiblUO MOABINHOK CAiNol  nnaueb0-KOHTPO/IbOBaHOK
YacCTMHOIO, 3 OLHKN 6e3MeYHOCTi, NepeHOCMMOCTI, hapMakoKiIHETUKM Ta NPOTUBIPYCHOT Aji npenapaty RV521
(REVIRAL 1)», kop, pocnimpkeHHs REVCO003, npotokon Bepcisa 5.0 3 iHkopnoposaHoto nonpaskoto 4 Big 01
6epesHsa 2021 poky, cnoHcop - PeBaiipan /1ta, AHrnia [ReViral Ltd, England]

®a3a - lla

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS

1 | 3aB. Big. boratuyk J1.1.

KomyHasibHe HekoMepUjiiHe NigNPUEMCTBO «XEpPCOHCbKa MiCbKa K/liHiYHa NikapHsa imeHi AdpaHacis i
Onbru TponiHmx» XepCcoHCbKOT MiCbKOT pajw, BiaaiIeHHs neaiaTpii, M. XepcoH

2 | 3aB. Bia. Kpaesa O.B.

KomMyHanbHe HekomepuiiHe nignpueMcTBO «3anopidbka o06nacHa K/iHIYHa AuTada NikapHs»
3anopisbkKoi 06/1acHoT paau, giarHocTuYHe 6oKCcoBaHe BifdiNeHHS, M. 3anopidoks

3 | A.M.H., npoch. MakegoHcbkuia 1.0.

KomMyHanibHe HekomepLiiiHe nianpruemcTBo «Micbka 6aratonpodisibHa KiHiYHa NikapHa maTepi Ta
AnTnHn im. npodh. M.®. PyaHeBa» [HINPOBCLKOI MICbKOI pagu, negiatpuyHe BiggdineHHs, M. JHinpo
4 | A.M.H., npod. CeHaToposa I'.C.

KomMyHanibHe HekomepLuiiHe NignpueMcTBO XapkiBCbkOi o6nacHol paan «ObnacHa autsaya KiiHiyHa
nNiKkapHs», Ny/IbMOHOJIONYHE BifAiNneHHs (LeHTp SIereHeBNX 3aXBOPIOBaHb Ta NlereHeBol rinepTeHsir),
XapKiBCbKWl HaLioHa/IbHUIA Meau4yHWiA yHiBepcuTeT, kadegpa negiatpii Ne 1 Ta HeoHatosorii,
M. Xapkis




3. «[pocnekTnBHe BiakpuUTe, BaraToLeHTpoBe fopatkoBe AocnimpkeHHs dasu Il gocnigxeHs dhasn 1l ans
OL|iHKM JOBrOCTPOKOBOT 6€3MNeYHOCTi Ta nepeHocnmocTi CoTiknecTarty B AKOCTi 40AAaTKOBOT Tepanii y nauieHTiB
i3 cuHapomMom [pase abo cuHapomom JleHHokca — Macto (ENDYMION 2). BigkpuTe fgonaTkose AOCIIKEHHSA
3actocyBaHHsA CoTiknecTtaTy npu cuHgpomax [pase Ta JleHHokca — FacTo», ko gocnimpkeHHs TAK-935-3003,
iHiLianbHa Bepcia Big 06 nunHa 2021 poky, cnoHcop - Takefa [esenonmeHT CeHTep Amepikac, IHk. (TAC
Awmepikac) (Takeda Development Center Americas, Inc.(TDC Americas)), CnonydeHi LUtatn Amepukiu

®a3za - Il

3asnBHuWK - ToBapncTBo 3 O6MmMexeHOo0 BignosiganbHicTio «KoHTpakTHO-JocnigHmubka OpraHizauis IHHogapm-
YkpaiHa»

Ne M.1.6. BignoBiga/ibHOro AocnigHMKa

n/n HasBa micLs npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1 | K.M.H. OenbBa 4.10.

KomyHanbHe HekomepLuiiHe NignpueMCTBO «IBaHO-PpaHKiBCbka 06nacHa guTaYa KiiHidHa nikapHs
IBaHO-®paHKiBCbKOI 061acHOI paan», BigdiNneHHa ansa AiTein 3 ypakeHHsAM LeHTpasibHOI HepBOBOI
CUCTEMM 3 MNOPYLUEHHAM (OYHKLIT ONOPHO-PYXOBOro anapaTty, M. IBaHO-PpaHKiBCbK

2 | K.M.H. MapTuHiok B.1O.

[epxaBHuil 3aknag «YKpaiHCbKUA MeguyHuii LeHTp peabiniTauil AiTeil 3 opraHiyHUM ypaKeHHsM
HepBOBOI cucTeMu MiHICTEpCTBA OXOPOHU 3[0POB'A  YKpaiHW», KOHCY/NbTaTUBHO-AiarHOCTUYHE
BigAiIEHHsA, M. KniB

3 | K.M.H. XapuToHoB B.I.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «KniHivHa nikapHsa «[MCUXIATPIA»» BUKOHABYOrO opraHy
KuiBcbkoT MicbkoT paau (K1iBCbKOT MiCbKOT AepxaBHoT agMiHicTpauii), BigaineHHa Ne 11, m. Kuis

4. «PaHgomizoBaHe, noAgiiHe chine OCAiMKEHHS 3 Nig6opy Ta NOPIBHAHHA [03 Ta OUIHKM 6e3neyHOoCTi i
edheKTMBHOCTI BUCOKOI A03n ETennipceHy, 3 nonepegHiM nepiogom liKkyBaHHS 3i 306i/IbLUEHHAM 003K Y
BIAKPUTOMY peXnmi y naujieHTIB i3 M'1I30BO0 AnCTpodpieto [roweHa 3 geneuiiiumMmm mytauisimu, siki NigaaTbes
NiKyBaHHIO METOA0M NPOMNYCKY ek30HY 51», koA aocnigkeHHs 4658-402, Bepcis 8 (nonpaska 7) Bif, 18 4epBHs
2021 p., cnoHcop - Sarepta Therapeutics, Inc. (Capenta Tepan'toTikc, IHK.), USA

®a3za - llIb

3aaBHUK - ToBapucTBO 3 O6MeXeHo BignosigansHicTio «KoHTpakTHO-AocnigHuubka OpraHizauis IHHodapm-
YkpaiHa»

Ne MM.1.6. BigNoBigaLHOro Aoc/ifgHuKa
n/n Ha3Ba micug NpoBeAeHHSA K/iHIYHOro BUNPO6YyBaHHS
1 K.M.H. MapTuHtok B.1O.

JepxaBHWil 3aknag «YKpaiHCbKWMA MeaunyHWi LUeHTp peabinitauil giTeii 3 opraHiyHUM ypPaKeHHSIM
HepBOBOI cucTeMn MiHICTEpPCTBa OXOPOHM 340POB’A  YKpaiHW», KOHCY/IbTaTUBHO-AiarHOCTUYHE
BiaAineHHs, m. Kuis

2 K.M.H. WaTinno A.B.

JepxaBHa ycTaHoBa «IHCTUTYT HEBpPOJIOrii, ncuxiatpil Ta Hapkosiorii HauioHanbHOT akagemii
MeAMNYHNX HayK YKpaiHu», Bigdin yHKUIOHANbHOT Henpoxipyprii 3 rpynot natoMopdiosorii,
M. XapkiB

5. baraToueHTpoBe, paHAoOMi30BaHe, MoABiHe cine, nnauebo KOHTPOSIbOBaHE A[OCAIMKEHHA 2 asm
Hinokanimaéy Yy [JOpocnuX nauieHTiB 3 aKTMBHUM BOBYAKOBUM HeMPUTOM, Kog —AOCAIAKEHHS
80202135LUN2001, nonpaska 1 Big 26.05.2021 p., cnoHcop - « AHCCEH ®APMALEBTUKA HB», Benbris
®a3za -l

3asaBHUK - «AHCCEH ®PAPMALIEBTUKA HBx», Benbris

No MM.1.B. BigNoBigaIbHOro AOC/iAHMKA

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1 | 3aB. BiggineHHsa Kynuk A.B.

KomyHasnbHe  HekomepujiliHe nignpueMcTBo «Yepkacbka o6nacHa nikapHs
Yepkacbkoi 061acHOT paau», kKapAiopeBMaTosioridyHe BigaineHHs, M. Yepkacu

MpuMiTKN




2 | A.M.H., npodh. Ky3bmiHa I".IT.

KomMyHasibHEe nignpruemctBo «KpumBOpi3bka Micbka KiiHiYHa  flikapHA  No2»
KprBOpIi3bKOi MiCbKOT paay, KapgionoriyHe BiggdineHHs, m. Kpusuia Pir

3 | 3aB.Big. TypsaHuua C.P.

KomyHanbHe HekomepLiliHe nignpuMeMcTBO «3akapnatcbka obsacHa  KiHibyHa
nikapHA iMeHi AHppis HoBaka» 3akapnartcbkoi ob6nacHoi paau, peBmMaTosioriyHe
BifAi/IEHHSA, M. YXropof

4 | nikap KapneHko O.O. 3HATO 3
Meanuuunii  ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOH BiAMNOBIAA/ILHICTIO | po3rnsgy 3a
«MbKHapOgHWUIA IHCTUTYT K/IHIYHUX OOCAIMKEHb», Bigain Tepanii, peBMaTonorii Ta | pilleHHAM
Kapgionorii ctalioHapHoro BigaineHHs, M. Knis CroHcopa

5 | K.M.H. Kne6aH f.1.

KuiBcbka KniHivyHa flikapHA Ha 3ani3Hu4YHoMy TpaHcnopTi Ne2 cinii «LieHTp 0XopoHu
3[10p0B’A» AKLIOHEPHOro TOBapuCTBa «YKpaiHCcbKa 3a/1i3HNLSA», BiAAINEeHHS LeHHOro
cTauioHapy, M. Kuis

6 | nikap NoHomapeHko K.B.

MeauyHnii LEHTP TOBApUCTBa 3 0OMEXEHO0 BiAMOBIAA/ILHICTIO «[[apMOHIst Kpacu»,

M. KuiB

7 | K.M.H. Tpuninka C.A. 3HATO 3
KoMyHasibHEe HekomepLjiliHe NignpMeEMCTBO XapkiBCbkOi 06nacHol pagn «ObnacHa | posrnsgy 3a
KNiHiYHa nikapHsi», KOHCYIbTaTUBHA NOAIKNIHIKa, M. XapkiB piLLEHHAM

CrnoHcopa

6. «BigkpuTte goaatkose [OCNIMKEHHA A5 OLHKMA [AOBroTpuBasiol 6e3neyvHoCcTi Ta NepeHoCMMOCTi npenapary
KarXT 5K aftoHKTUBHOT Tepanii y naLieHTiB i3 Hef0CTaTHLO KOHTPO/IbOBAHVMY CUMITOMAaMU LUM30PEHIi», KOZ
pocnipkeHHs KAR-013, Bepcia 2.0 Big 18 xoBTHA 2021 poky, cnoHcop - «KapyHa TepanbtoTike, IHK.» (Karuna
Therapeutics, Inc.), CLLA

®a3za - Il

3asnBHuK - ToBapncTBo 3 ObMexeHOo BignosiganbHicTio «KoHTpakTHO-[ocnigHuubka OpraHizauis IHHodapm-
YkpaiHa»

Ne M.1.6. BiANOBIAALHOrO AOC/IAHMKA,

n/n Ha3Ba MicLs NpoBeAEeHHS KNiHIYHOro BUNpobyBaHHs

1 | gupektop KoceHkoBa I.B.

KoMyHasibHe HekOMepLUiHe NigNpMeEMCTBO «Yepkacbka 061acHa ncuxiatpuyHa nikapHa Yepkacbkoi
o6nacHoi pagm», XiHoue BigaineHHs Ne 11, yonosive BigaineHHs Ne 12, m. Cmina, Yepkacbka
obnacTb

2 | A.M.H., npodd. NliHCbkniA |.B.

KomyHanbHe HekoMepLjiiiHe nignpueMCTBO XapkiBCbKOoi o6nacHoi pagn «O6nacHa KAiHivHa
ncuxiatpmyHa nikapHa Ne3», 3-Te ncuxiaTpuyHe BigdiNeHHsa AN 4OPOCnX, M. Xapkis

3 | 4.M.H., npodp. MycToBONT M.M.

KomyHanbHe HekomepuiiHe nignpueMcTBO «[lpukapnartcbkmii  061acHWiA  KAIHIYHWIA  LEHTP
NCUXIYHOTO 340POB'A IBaHO-PpaHKIBCLKOI 06/1aCHOT pagu», cTalioHapHe BigaiieHHs Ne7 nnaHoBoro
NiKyBaHHSA 3 repiaTtpudHnMmn nikkamu, |BaHo-PpaHKiBCbKMIA HALLiOHAIbHWUI MeANYHWIA YHIBEpPCUTET,
Kathespa ncuxiatpii, HapKonorii Ta MeAMYHOI NcUxonorii, M. IBaHO-PpaHKiBCbK

4 | K.M.H. PomaHis O.I1.

KomyHasibHe HEKOMepUiiiHe NigNnpPUEMCTBO «3akapnaTCbKnii 06/1aCHUI MeANYHWIA LLEHTP NCUXIYHOTO
3[0POB'A Ta MeAUUVHN 3a1eXXHOCTEN» 3akapnaTcbkoi 06/1acHOT paaun, NncuxiaTpuyHe BiA4IIEHHS,
M. YXropog

5 | K.M.H. CBiTnuyHa O.B.

KomyHasnibHe HekoMepLiiiHe nignpueMCTBO XapkiBCbKOi 06nacHoi pagu «O6sacHa  KniHivHa
ncuxiatpryHa nikapHs Ne3», 14-te ncuxiaTpuyHe BigaineHHs Ans Aopocanx, M. XapkiB

6 | o.M.H. BeHrep O.I.

KoMyHasibHEe HekoMepLiiHe NiANPMEMCTBO «TepHOoMiNibCbka o6nacHa KiHiuHa NCMXOHeBPOosoriyHa
NikapHsi» TepHoNiNbCbKOT 06/1acHOT pagu, ncuxiaTpnyHe BiggineHHs Ne2 (4onogive), ncuxiaTpuyHe
BigaineHHs Ne6 (kiHoye), TepHOMINbCbKUIA HauiOHa/IbHUA MeAWYHWA  YHIBEpPCUTET  IMEeHi
|.A. FT'opbayeBcbkoro MiHicTepcTBa OXOPOHW 300POB'A YKpaiHu, kadeapa ncvxiarpii, Hapkoorii T1a




MeAMYHOI ncuxonorii, M. TepHoninb

7 | reH. gnpektop Bosowyk A.€.
KoMyHasibHEe HeKkoMmepuiiiHe nignpuemMcTBo «Ofecbkuii 061acHUA MeAWUYHUA LEHTP MCUXIYHOro
3710poB’'a» Ofecbkoi 061acHol paau, BiggineHHs Ne 2, M. Ogeca

8 | reH. gupekTop 3inbbepobnat I'.M.

KomyHanbHe HekomepuiiiHe nignpuemcTBo KuiBcbkoi o6nacHoi pagu «Ob6nacHe ncmxiaTpuyHO-
HapkosioriyHe MeauuHe o6’e€fHaHHA», 4onoBive BigdineHHa Ne 10, xiHoue BiggineHHa Ne 2,
cMT. neBaxa, Kuiscbka 06nactb

7. «bBaratoperioHasibHe, 6araToueHTpoBe, paHAOMi30BaHe, MoAgiliHe cnine, nnaue60-KOHTPOsIbOBaHe
JocCniopKeHHs B napasiesibHUX rpynax ansa ouiHky npenapaty SEP-4199 3 KOHTPO/IbOBaHUM BUBiNIbHEHHAM (CR)
ONS NiKyBaHHS BESIMKOTO AEenpecuBHOro enisofy, Noe’s3aHoro 3 6GinonspHum posnagom | (6inonspHoo
Aenpecieto )», kog gocnimpkeHHAa SEP380-301, sepcia 2.0 3 iHkopnoposaHoto nonpaskoto 1.0 Big 07 BepecHs
2021 poky, cnoHcop - SUNOVION PHARMACEUTICALS INC., CLLA

®a3za - Il

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBecTULje «AVK'IOBIA PAC YkpaiHa»

Ne
n/n

M.1.6. BignoBigaibHOro AocnigHMKa
HasBa Micus NpoBeAeHHS KNiHIYHOTO BUNPOOYBaHHS

1

reH. gupektop Bonouwyk A.€.

KomyHanbHe HekomepuiiHe nignpuemctBo «OAecbkuii 06nacHUiA MeAUYHWUA LIeHTP NCUXIYHOro
300poB'a» Ogecbkoi obnacHoi pagu, BigdineHHs Ne6 (4Yonoside), BiggineHHs Nel2 (kiHoue),
M. Ofeca

O.M.H., npod. MocToBsa O.I.
MpuBaTHEe Mane nigNPMEMCTBO, MeAWYHWIA UeHTp «[llynbec», LIeHTp ciMeiiHoi ncmxoTtepanii,
M. BiHHMUSA

reH. gupektop KosasieHko B.B.
KomyHanbHe HekomepuiiiHe nignpnemcTBo XapkiBcbKoi obnacHoi pagum «Ob6nacHa KiHivHa
ncuxiarpmyHa nikapHa Ne3», ncuxiaTpuyHe BigaiIeHHA NepBUHHOIO NCUXOTUYHOIO enisony, M. Xapkis

reH. gupekrop Mynuk M.1.
KomyHasibHe HekoMepLiiiHe NignprueMcTBO «prkapnaTCbKuii 061aCHNIA KNIHIYHUIA LEHTP NCUXIYHOTO
34,0pOoB's IBaHO-PpaHKIBCLKOI 06/1aCHOT pagus», KOHCYNbTaTMBHA NONIKAIHIKA, M. |1BaHO-PpaHKIBCbK

O.M.H., npodp. MyctoBoiT M.M.

KomyHasibHe HekoMepLiiiHe NignpruemMcTBo «prkapnaTCbKuii 061acHNIA KNIHIYHUA LEHTP NCUXIYHOTO
3[10p0B's IBaHO-PpaHKIBCbKOT 06/1aCHOT pagu», cTaljioHapHe BiagineHHs Ne7 naaHoBOro fikyBaHHs 3
repiaTpyyHUMmM fniXkkamun, |BaHO-PpaHKIBCbKUI HauioHaIbHWIE MeaWYHUIA YHiBEpCUTET, Kadeapa
ncuxiartpii, HapkoNorii Ta MeanMYHOI NCUXO0NOriT, M. IBaHO-PpaHKIBCbK

nmpektop KoceHkoBa I.B.

KomMyHasibHe HekomepLiiiHe nignprMemMcTBO «Yepkacbka o6s1acHa neuxiatpuyHa nikapHs Yepkacbkoi
06nacHoi paam», KOHCY/IbTaTUBHO-AiarHOCTMYHMIA Nigpo3ain No amoéynaTopHOMY 06GC/YroByBaHHIO
HaceneHHs1 Yepkacbkoi 061acTi B ckaji NpuiMasibHOro BigAineHHs, Yepkacbka 06s1., M. Cmina

8. 12-micayHe BigKpuTe po3LLIMpeHe AOCIIKEHHS ANA OLiHKM A0BroTprBasiol 6e3neyHocTi, NnepeHoCMMOCTi Ta
edpekTuBHOCTI npenapaty SEP-4199 3 KOHTpo/ibOBaHWM BWBINbHEHHAM (CR) Ansa ikyBaHHA BeUKOro
JenpecnBHOro enisony, NoB’A3aHoro 3 6inonspHUM posnanom | (inonsapHoto aenpecieto 1), kog, AOCNiAKEHHSA
SEP380-303, Bepcid 2.0 3 iHkoprnoposaHoto nonpaskoto 1.0 Big 07 BepecHs 2021 poky, cnoHcop - SUNOVION
PHARMACEUTICALS INC., CLLIA

®a3za - Il

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHvKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOro BUNPO6YBaHHS
1 | reH. gupekTop Bosowyk A.€.

KomyHasilbHEe HekomepuiiHe nignpuemMcTBo «OAecbknii 06NacHUn MeandHWUiA LEHTP MNCUXIYHOro
340poB'a» Ogecbkoi 061acHOI paay, BigaineHHs Ne6 (Yonosiye), BigaineHHs Nel2 (kiHouye), M. Ogeca




2 | A.M.H., npodp. MocToBa O.I1.

MpuBaTHe Mase NignpMEMCTBO, MeAUYHNIA LLEHTP «IynbC», LIeHTp cimeliHoi ncuxoTtepanii, M. BiHHMUS
3 | reH. gupektop KosaneHko B.B.

KomyHasibHe HekomepuiiHe nignpUeEMCTBO XapkiBCbKoi o6nacHoi pagu «O6nacHa KiiHiYHa
ncuxiatpryHa nikapHsa Ne3», ncuxiaTpuyHe BigAiNeHHss NePBMHHOIO NCUXOTUYHOTO €ni3oay, M. XapkKiB
4 | reH. anpektop Mynvk M.I.

KomMyHanibHe HekoMepUiiHe niagnpueMcTBO «[lprkapnaTCbkunii 061acHNA KNIHIYHWIA LLEHTP NCUXIYHOro
3/10p0B'sa IBaHO-PpaHKiBCbKOI 06/1aCHOI pagmn», KOHCY/IbTaTMBHA NOAiIKAiHIKa, M. IBaHO-PpaHKIBCbK

5 | A.M.H., npod. MycToBoT M.M.

KomMyHasibHe HekoMepUiiHe niagnprueMcTBO «lpukapnaTCbknii 061acHUA KAIHIYHWIA LLEHTP NCUXIYHOro
3[10p0oB'sa IBaHO-DpaHKIBCbKOI 06/1aCHOT paan», cTauioHapHe BiagineHHs Ne7 niaHoBOro fikyBaHHS 3
repiaTpuyHNMK  nikkamu, IBaHO-PpaHKIBCbKUIA HauioHa/lbHWUI MeAWYHUIA yHiBepcuTeT, kadegpa
ncuxiarpii, Hapkonorii Ta MenMYyHOT NCUXOAOTii, M. IBaHO-PpaHKiBCbK

6 | ampektop KoceHkosa I.B.

KomyHanbHe HekomepuiiHe nignprueMcTBo «Yepkacbka obnacHa ncuxiatpuyHa nikapHa Yepkacbkoi
ob6nacHol pagu», KOHCY/NbTaTMBHO-AiarHOCTUYHMIA MiAPO34i1 No aMOy/1aToOpHOMY O6C/TyrOBYBaHHIO
HaceneHHs Yepkacbkoi 061acTi B ckiaji NpuinMasibHOro BigdineHHs, Yepkacbka 061., M. Cmina

9. «®aza 2a, paHAoMi30BaHe, NoAgiiiHe cnine, niauebo-KOHTPONbOBaHe, HGaraToueHTPOBe AOCAIMKEHHS 3
BM3HAYEHHS ONTMMaUTbHOT 403U 415 OLiHKM 6e3neYHOoCTi Ta eqpekTUBHOCTI npenaparty ATI-2173 Ta BeGikopBipy
y KOMOGiHaUiT 3 TEHOIOBIPY AU30NPOKCUTY (hymMapaToM y NauieHTIB 3 XPOHIYHO iH(DEKLUIED BipyCcy renaTtnty B»,
koa pocnigpkeHHss ANTT202, sepcis 1.0, Big 29 nuctonaga 2021 poky, COHCOp - AHTIOC TepaneBTike, IHK.,
CLWA / Antios Therapeutics, Inc., USA

dasza - lla

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

Ne M.1.6. BignoBigabHOro AocnigHmka
n/n Ha3sga Micus npoBefeHHs K/iHIYHOro BUNPo6yBaHHS

1 | K.M.H. AHacTacii L.A.
MeguuHnii LeHTp TOoBapucTBa 3 OOMEXEHOK BiANOBIAANLHICTIO «[@pPMOHISi Kpacu», BiAAiNeHHS
KNiHIYHMX BUNpobyBaHb, M. K1iB

10. «96-TMXHEBe, NPOCMNEKTVBHe, 6GaraToUeHTpOBe, paHAOoMi3oBaHe, noAgiiHe chnine, naayebo-
KOHTPO/IbOBaHe fochimpkeHHA 3 a3y ANa MNOPIBHAHHA ed)eKTUBHOCTI Ta 6e3neku TUTPyBaHHA 003U
MaciTtuHioy 1o 4.5 mr/kr/go6y B NopiBHAHHI 3 niauebo npu nikyBaHHI NaLieHTIB 3 NepBUHHO-MPOrpecyyum
a60 BTOPUHHO-NPOrpecyrynm po3CisiHAM CKNepo3oM 6e3 3aroctpeHb», koA gocnimxkeHHs AB20009, sepcis 1.0
Big 13.08.2021, cnoHcop - AB Science, ®paHLuis

®a3za - Il

3asBHUK - TOB «CiHepmkun Mpynn YKpaiHa»

Ne M.l.6. BiANOBIA&LHOrO AOCNIAHMKA,

n/n HasBa MicLl NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1 | nikap TaunHcbka M.M.

MeanyHuii LeHTp «dpaHkomMe» TOBapMCTBa 3 06MEXEHOI0 BiANoBiAa/bHICTIO «KoMopT-340pOB’a»,
nosikiHivyHe BigaiNeHHs, M. |IBaHO-PpaHKIBCbK

2 | A.M.H., npod. Wkpo6oT C.I.

KomyHanbHe HekomepLiliHe MignpueMCTBO «TepHOoMifibCbka 06/1acHa KiHiYHa MCMXOHEBPOOriYHa
nikapHsa»  TepHonisibCbkoi  06nacHoi  pagu, | HeBponoriyHe BiggdineHHs, TepHoNiNbCbKUI
HaLjioHa/IbHUIA MeguuHKii yHiBepcuTeT iMeHi |.A. TopbayeBcbKkoro MiHicTepcTBa OXOPOHM 340POB'SA
YKpainu, kapeapa HeBponorii, M. TepHonisb

3 | K.M.H. Kmuta O.I1.

KomyHasnibHe HekomepuiiiHe nignpuemctBo Cymcbkoi o6nacHoi paam «CyMcbka obnacHa KiiHivHa
nikapHs», O6/1aCHUIA LLEHTP AiarHOCTUKM Ta NiKyBaHHS PO3CISIHOTO CK/1ep0o3y Ha 6a3i HEBPOJIOTYHOro
BigaineHHs, M. Cymun

4 | a.M.H., npod. Mockosko C.T1.




MeanyHWiA LeHTp ToBapucTBa 3 OOMEXEeHOK BiAMNoBifaNbHICTIO «MeanyHui LeHTp «CaniTem»,
NiKyBasibHO-NpodpinakTUYHUiA Bigain, M. BiHHMUSA

5 | nikap MoTpiuyk O.O.
KomyHanbHe HekomepuiliHe nignpvemMcTBo «[lepwa Yepkacbka MicbKa JflikapHsi», HEBPOOriyHe
BigAiNeHHs, M. Yepkacu

6 | nikap MickyHoBa |.M.
KomyHanbHe HekomepuiiHe MeAmMyHe NignpuMeMCTBO «KpeMeHuylbka neplia Micbka fikapHs iM.
O.T. boraeBcbKOro», HeBposorivyHe BigdiieHHs, M. KpemeHuyk

7 | A.M.H., npod. Coxop H.P.
KomyHanbHe HekomepuiiHe nignpuemMcTBO «TepHOMiNbCbka KOMyHaslbHa Micbka fikapHs No2x»,
HEeBPOJIOriyHe BigAineHHs, M. TepHonine

8 | A.M.H. Kobucs T.O.
KomyHasibHe HekoMepujiiHe nignpuemcTBo «KuiBCcbka Micbka KfiHiYHa fikapHa Ned» BMKOHABYOrO
opraHy KwuiBcbKkoi Micbkoi paau (KuiBCbKOT MICbKOI AepxaBHOI afMiHicTpauil), BigaineHHs
AEMIENIHI3YI4YMX 3aXBOpPOBaHb HEPBOBOT cucteMu, M. Knis

9 | K.M.H. CaHoupbkuit A.€.
KomyHasibHe HekomepLiiiHe nignprmemcTBo JIbBIBCbKOI 06/1acHOT pagu «JIbBiBCbKka 061acHa KriHivHa
NiKapHsi», HEBPOOriYyHe BigaineHHsi, M. JIbBiB

10 | nikap bnoxiHa O.B.
ToBapnCTBO 3 0OMEXEHOK BiANoBiAaNbHICTIO «[1paTis KniHik YkpaiHa», amGynaTopHO-NoAiIKAIHIYHE
BigAiNneHHsi, M. XapkiB

11 | nikap IsaweHko C.IT.
KomMyHasibHe nignpnemMcTBo «3- MiCbKa KiHiYHa NikapHs MNonTaBCbKoi MiCbKOI pagun», HEBPONOTiYHe
BigaineHHs, M. NonTtaea

12 | k.M.H. JlekomueBa €.B.
JepxaBHa ycTaHoBa «IHCTUTYT HeBpoAorii, ncuxiaTpii Ta Hapkonorii HauioHasnbHOT akagemil
MeANYHUX HayK YKpaiHu», BigaineHHs pyHKLiOHaIbHOT HelipoXipyprii Ta NapoKCU3MaibHNX CTaHiB, M.
Xapkis

13 | K.M.H. Yepke3 A.M.
KomyHaslbHe HekomepuiiiHe MiANPUEMCTBO «3arnopidbka o6siacHa KiiHiYHa fikapHs» 3anopi3bkoi
06/1aCHOI paau, BigaineHHs HeBponorii Nel, M. 3anopixxs

14 | nikap Meggigb O.b.
KomyHaslbHe HekoMmepuiiiHe nignpueMcTBo «O6GriacHe TepuTopiasibHe MeguyHe 06’efgHaHHSA
M. Kpamartopcbka», BiffiNeHHs cepueBO-CYANHHOI Ta peHTreHeHA0BacKyNnApHOi Xipyprii 3 6/10Kom
iHTEPBEHLIHOT Helipopagionorii, M. KpamaTtopcbk

11. «PaHgomizoBaHe, noggiHe cnine, pocnimkeHHsa Il dasm kombiHauyii MK-7684A Ta Xximiotepanii B
MOPIBHSAHHI 3 KOMOiHaLjieto nemo6posisymaba Ta xiMmioTepanii, y siKOCTi Tepanii nepwoi fiHil y nauieHTiB 3
MeTacTaTU4YHMM HeAPIOHOKNITUHHMM PakoM NereHb», Kog aochimpkeHHs MK-7684A-007, sepcisa 00 Big 11
nuctonaaa 2021 poky, cnoHcop - «Mepk Wapn EHg Joym Kopn.», godvipHe nignpnemctso «Mepk EHZ Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

®a3za - Il

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBifasbHiCcTIo «MC/, YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1 | 3aB. BigagineHHsm Boliko B.B.
KomyHanbHe HekomepuiliHe nignpremcTBo «lpukapnaTcbkuii KNiHIYHWI OHKOSOMYHUIA LeHTp IBaHo-
dpaHkiBCbKOI 06M1acHOi pagw», XipypriyHe BiggineHHsa Ne2, IBaHO-PpaHKIBCbKUA HaUiOHas/IbHWI
MeANYHUIA YHIBEPCUTET, Kaddeapa OHKOOriT, M. |IBaHO-®paHKIBCbK

2 | 3aB. Big. Ko63es O.1.
KomyHasibHe HekOMepLUiiHe MiANPUEMCTBO «O61aCHNIA LLEHTP OHKOJIOTIT», OHKOXIPYpPriYHe Bia4ieHHS
opraHis rpygHoi NOPoOXHUHK, M. XapkiB

3 | ron. nikap Kpynbko C.1.

MeauuHuii LeHTp ToBapuCcTBa 3 0OMEXEHOI0 BiAN0BIAA/IbHICTIO «YKPAIHCbKUI LLeHTp TomMoTepanii»,
BigAineHHs ximiotepanii, M. KponuBHULbKWIA




12. «BigkpuTe, 6araToLeHTpoBe, MiXHApPOAHE AOCNIMKEHHA eeKTUBHOCTI, 6e3neYHOCTi Ta NEPEHOCUMOCTI
npenapaTy bioBeH, BupobHuLTBa TOB «biodapma Mnasma», y AOPOC/IMX NALIEHTIB 3 XPOHIYHOK NEPBUHHOD
iMyHHOtO TpomboumToneHieto (ITM)», kog gocnigpxeHHa 2021-BV-ITP-BP, sepcisa 1.1 Big 16.09.2021, cnoHcop -
TOB «BIO®PAPMA MNJ/IA3MA», YkpaiHa

®a3za - Il

3asaBHuK - TOB «BIOPAPMA MNNA3MA», YkpaiHa

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAEHHs KNiHIYHOTO BUNPO6YBaHHS

1 | nikap €pmonuubka I.IM.

KomyHasnibHe HekoMmepuiiiHe nignpuemcTBo «KipoBorpazcbka obnacHa
nikapHsa KipoBorpaacbkoi o6racHol pagu», remaTtosioriyHe BiafineHHs, M.
KponvBHULbKWIA

2 | .M.H. Macnsk 3.B.

KniHika [lepXaBHOI ycTaHOBW «IHCTUTYT naTosorii KpoBi Ta TpaHcdys3iliHoT
MeanuvHM HauioHanbHOT akagemii MeguuHnX Hayk YKpaiHuy», BiggineHHs
remaronorii, M. JIbBiB

3 | nikap Xoxnok-Anekcenuyk J1.€.

KomyHanibHe nignprMeMcTBO «PiBHEHCbka 06/1acHa KiiHiYHa NikapHSa»
PiBHeHCcbkOT o06nacHOi pagu, O6MacHUn LEHTP 3axBOpHBaHb KPOBi Ta
koarynonarTiii, M. PiBHe

4 K.M.H. AyayeHko 1.0.

KomyHasnibHe HekomepuiiiHe nignpvemcTBo CyMcbKOi o6nacHoi  pagu
«CyMcbka o6nacHa K/iHiYHA nikapHa», remarosioriyHe  BiggineHHs,
CyMmCbKWii  gepxaBHuiA  yHiBepcuteT, MegnyHnii  HCTUTYT, Kadoegpa
BHYTPILLIHLOT MEAUUVHN 3 LLIEHTPOM pecnipaTtopHoi MeamumHmn, M. Cymu

5 | nikap Bubupana P.J.

KomyHanbHe HekoMepLiiHe NigNPMEMCTBO «TepHoninbcbka
YHiBEpCUTETCbKA NikapHs» TepHONINbLCbKOI 06/1aCHOI pagu, remartosioriyHe
BigaineHHs, M. TepHoninb

6 | K.M.H. lMonoswny HO.HO.

KomyHasnlbHe  HekoMepuiiiHe nignpuemcTBo «3akapnatcbka obnacHa
KniHiYHa nikapHa imeHi AHapis HoBaka» 3akapnaTtcbkoi 06/acHoi paaw,
remMarosioriyHe BiffiNeHHs, M. Yropof

7 | nikap Agupos M.B.

KomyHanbHe HekomMepuiiHe nignpuemMcTBo «MuKonaiBCcbka o6n1acHa gutada | 3HATO 3 po3risgy 3a
KniHiYHa  nikapHsa»  MukonaiBCbkoi  0o6nacHOi  pagu,  BigAdiNeHHs | piluleHHAM crnoHcopa
OHKOremartosiorii 3 6710KkamMy BUCOKOL,030BOI iIHTEHCUBHOI nosixiMioTepanii Ta
[0- Ta nicnaTpaHcnaHTauiinHoro cynposoay, M. Mukonais

MpuMiTKN

13. OHOB/IEHUIA NPOTOKOJ1 KJliHIYHOro BUNpo6yBaHHA BT051-1-002, Bepcia 3.0, nonpaBka 2 Big 14
rpygHa 2021 p., aHrnificbkolo MoBoOIO; IHCTPYKLUii i3 3a60py 3paskiB Kasy/ceui B AOMalUHiX ymoBax,
Bepcia 02 Big 02 rpygHAa 2021 p., YKPAiHCbLKOIO Ta POCINCLKOK MOBamMu [0 MPOTOKOY KAIHIYHOTO
BMNPOOYyBaHHA «bararoueHTpoBe paHAoMi30BaHe MnnaLebo-KkOHTPOsIbOBaHE AOCAIMKEHHS OGaraTopasoBo
3pocTarumMx A03 NepopasibHOro npoTu3ananbHoro 3acoby BTO051 y nauieHTiB i3 akTUBHMM BMPa3KOBUM
KoniTom (BK) Big, MOMIPHOro A0 BaXKOro CTyneHsi», kog gocnigxeHHs BT051-1-002, Bepcis 2.0, nonpaska 1 Big
22 nunHA 2021 p.; cnoHcop - «bakaiiiH TepanbloTike, IHK.»/Bacainn Therapeutics, Inc., CLUA

3asBHuK - TOB «biomanac», YkpaiHa

14. OHoBNEeHWiA NPOTOKOJ KNiHiYHOTO AocnimkeHHA C-935788-058, Bepcis 5.0 Big 02 nuctonaga 2021 p.;
IHcbopmauia ana nadieHTa Ta doopma 3roam Ha yyacTb Y KJliHIUHOMY focnigpkKeHHi ansa YKpaiHu, Bepcisi
4.0 Big 29 nuctonaga 2021 p., nepeknag yKpaiHCbKolo mMoBoio Big 02 rpyaHsa 2021 p.; nepeknag,
pociiicbkolo moBoto Big 02 rpygHa 2021 p. 40 NPOTOKO/Y KAIHIYHOTO BUNPOOYyBaHHA «Bigkpute NnogoBxeHe



pocnimpkeHHa 3 hasn 3acTocyBaHHA hocTaMaTUHIOY AUHATPIKO B NliKyBaHHI ayTOIMYHHOT reMONiTUYHOT aHeMil
3 CUHAPOMOM TEMI0BUX arfIl0TUHIHIB», Kog AocnimkeHHs C-935788-058, Bepcis 4.0 Big 23 6epesHs 2021 p.;
cnoHcop - Painmken ®apmacbioTikans, IHk., CLUA (Rigel Pharmaceuticals, Inc., USA)

3asaBHUK - TOB «MB KBECT», YkpaiHa

15. OHoBneHuit MpoTokon KhiHiYHOro pocnigkeHHA, Bepcia 3.0 Big 02 nuctonaga 2021 poky
aHrniincbKo MoBoto; 3miHa CrnoHcopa KniHiyHoro Bunpo6yBaHHA 3 Dova Pharmaceuticals, Inc., CLUA,
Ha Sobi, Inc., CLWUA; MixHapogHa Bpolwypa pocnigHuka AOCNifAXXYBaHOro NiKapCbKOro 3acooy
ABaTpomo6onar maneat (Avatrombopag maleate), Bepcis 17 Big 30 nuctonaga 2021 poky aHriicbKow
MOBOI0; 3pa30oK MapKyBaHHA AOCNIMQKYBaHOro JliKapCbKoro 3acoo0y aBarpom6Gonar a6o nsaue6o,
BKpPUTi NJ1iBKOBOKO OGOJ/IOHKOIO TaGsieTku no 20 mr, Bepcia Big 15 BepecHA 2021 poKy YKpPaiHCbLKOIO
MOBO0; 3pa30oK MapKyBaHHA AOC/iAKYBaHOro JlikapCbKOro 3acody aBatpomoéonar, BKpUTi NN1iBKOBOIO
060/10HKOKO Tabnetkm no 20 wmr, Bepcia Big 15 BepecHA 2021 poOKy YKPaiHCbLKOK MOBOIO;
IHhopMauiiHuii nucToK i chopma iHhopMoBaHOI 3rogm gna 6arbkiB, Bepcia 3.0 gna YkpaiHu Big 17
nuctonaga 2021 poky YKpaiHCbKOK Ta pocCiiicbkolo MoBamu; IHdopmauiiiHuiAi nNucToK i copma
iHbopMoBaHOi 3roau Ana gopocnoro nauieHta, Bepcis 3.0 ana YkpaiHu Big 17 nuctonaga 2021 poky
YKpaiHCbKOIO Ta pociiicbkolo moBamu; IHpopMauiiHuii nucTok i hopma iHhopmoBaHoi 3rogn ansA
HeNoBHONITHIX nauieHTiB (14 17 pokiB), Bepcia 3.0 gna YkpaiHu Big 17 nuctonaga 2021 poky
YKpaiHCbKOIO Ta pociiicbkoo moBamu; IHopMauiiHuii nucTok i hopma iHhopmoBaHoOi 3rogn ans
MaJ10MiTHIX nauieHTiB (12-13 pokiB), Bepcisa 2.0 gna YKpaiuum Big 17 nuctonaga 2021 poKy yKpaiHCbKOIO
Ta pociiicbKkoto moBamu; IHchopmauiiHuii nucTok i hopma iHchopmoBaHoOiI 3rogu ana giteii (6-11 pokis),
Bepcia 2.0 gna YkpaiHu Big 17 nuctonaga 2021 poKy YKpPaiHCbKOKO Ta POCINCbKOK MOBaMu;
IHhopMauiviHuii nucToK Ta chopma iHchopmoBaHOI 3rogu Ha BMKOPUCTAHHSA MOC/AYr KOMnaHii Scout
Clinical, Bepcisa 2.0 gna YkpaiHu Big 17 nuctonaga 2021 poKy yKpaiHCbKOIO Ta pOCiiCbKOI0 MOBaMu;
IHpopmauiiiHa KapTKa nauieHTa, Bepcisa ana YkpaiHu Big 16 rpypgHsa 2021 poKy ykpaiHCbKOK Ta
pocilicbkolo MoBaMM A0 NPOTOKO/Y K/iHIYHOTO JOC/ifmkeHHs «baraTtoueHTpoBe paHAoMi3oBaHe MOABIAHO
cnine nnauebo-KOHTpPOsiboBaHe BUNPo6yBaHHA pa3n 3b B napanenbHux rpynax 3 nofasbLlio BiAKPUTOH
po3lmpeHod ha3o AN OuiHKM  edpeKTUBHOCTI Ta 6e3nedyHocTi ABaTrpomb6onary Ans  nikyBaHHSA
TPOMOOUMTOMNEHIT B NAUiEHTIB AWTAYOro BiKy 3 IMYHHOK TPOMOOLIMTOMNEHIE MPOTATOM =6 MicAUiB», KO,
pocnipxeHHs AVA-PED-301, Bepcisa 2.0 Big 17 rpyaHsa 2020 poky ; crnoHcop - Dova Pharmaceduticals, Inc.,
CWA

3asBHuKk - TOBAPUCTBO 3 OBMEXEHOKD BIAMNOBIAANBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

16. OHOBMEHWIA NPOTOKOJ 3 NonpaBKoto 2 Bif 12 xoBTHA 2021p., aHrnilicbkolo MoBoto; Bpowypa gns
pocnigHuka Vedolizumab (MLN0002) BuaaHHA 25 Big 14 nunHA 2021 poKy, aHrifiCbKOK MOBOIO;
MLN0002-3025 Inchopmauis ana nauieHTa Ta popma iHhopmoBaHOI 3roaun A/t MasoJliTHIX AiTeid BIKOM
[0 6 pokiB, Ana YKpaiHu, aHrniicbko MoBOI, Bepcisa 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025
IHchopmauis gnsa naudieHTa Ta oopma iH(popMoOBaHOi 3roau A4NA MaoNiTHIX AiTel BikoM A0 6 pokis, AnA
YKpaiHu, yKkpaiHCbKOI0 MOBOIO, Bepcis 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmauis ans
nagieHTa ta dpopma iHPOpMOBaHOI 3rogu A MaIOJiTHIX AiTeli BikOM o 6 pokKiB, Ans YKpaiHu,
pociiicbKkolo MoBoOlo, Bepcis 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmauisa ansa nalieHTa 1a
thopma iHchopmMoBaHOi 3roaun Ansa MasoniTHiX giten BikoM Big 6 go 10 pokiB, gns YKpaiHu, aHrNilCbKoo
MoBolo, Bepcifa 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmaunia gnsa naudieHta 1a coopma
iHcbopMoBaHOiI 3rogun anA manoniTHixX gitel BikoM Big, 6 ao 10 pokiB, AnA YKpaiHM, YKPaiHCbKOI MOBOIO,
Bepcia 2.0 Big 23 nucrtonaga 2021 p.; MLN0002-3025 IHchopmauis pna naugieHta Tta copma
iHbopmoBaHOi 3roau anAa MmanoniTHix giteii Bikom Big 6 Ao 10 pokiB, ANA YKpaiHu, pocilicbKoo MOBOLO
Bepcia 2.0 Big 23 nucrtonaga 2021 p.; MLN0002-3025 IHchopmauis pnsa nauieHta T1a copma
iHbopmoBaHOi 3roau AnA ManoniTHix giteid Bikom Big 10 Ao 14 pokiB, Ans YKpaiHW, aHrNiACbKOO
MoBOt0, Bepcifa 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmaunia ansa naudieHTta Ta coopma
iHhopMoOBaHoOI 3roau AnA MasoNiTHIX Aitel Bikom Big 10 go 14 pokiB, gnA YKpaiHu, YKpaiHCbKOIO
MoBolo, Bepcia 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmauisa ana nauieHta ta doopma
iHpopMoOBaHoOI 3rogu ANns MasoniTHIX piTeii Bikom Big 10 go 14 pokiB, AnsA YKpaiHU, POCilicbKoto
MoBoOt0, Bepcia 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmaunia ana naudieHta Ta coopma
iHcbopMoOBaHOI 3roau A5 HENOBHOJIITHIX fAiTeil BikoM Big 14 go 18 pokiB, Ana YKpaiHu, aHrNiiCbKoo
MoBolo, Bepcifa 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmaunia gna naugieHta 1a coopma
iHbopMoOBaHOI 3roau Ans HENOBHOJIITHIX AiTel BikoM Big 14 go 18 pokiB, ana YKpaiHu, YKPaAiHCbKOO



MoBolo, Bepcia 2.0 Big 23 nuctonaga 2021 p.; IHpopmauis anA nauieHTa Ta popma iHchopmoBaHOT
3roau ANA HENOBHONMITHIX AiTel Bikom Big 14 o 18 pokis, Ans YKpaiHu, pociiicbKolo MOBO1O, Bepcis 2.0
Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopMmauis ana nauieHta Ta hopma iHhopmoBaHoi 3rogu
ANA nauieHTa BikoMm Big 18 pokiB i ctapwe ansa YkpaiHu, aHrniicbKo mMoBolo, Bepcia 2.0 Big 23
nucronaga 2021 p.; MLN0002-3025 IHchopmaunia ana nauieHta Ta dpopma iHpopmoBaHoOI 3rogu Ansa
nauieHTa BikoM Bif, 18 pokiB i cTaplie Ana YkpaiHu, yKpaiHCbKOI0 MOBOIO, Bepcis 2.0 Bifg 23 nuctonaga
2021 p.; MLN0002-3025 IHchopmauist aAna naudieHTa Ta popma iHpopmoBaHoOiI 3roau AA NalieHTa BikoM
Big 18 pokiB i cTapwe ana YkpaiHu, pociicbKOl0 MoOBOIO, Bepcisa 2.0 Big 23 nuctonaga 2021 p.;
MLNO0002-3025 IHchopmauis gns 6aTbkiB Ta chopma iH(popMOBaHOI 3rogu Ha yyacTb y HayKOBOMY
[ocnipKeHHi, AnA YKpaiHu, aHrnilicbkoo MoBOLO, Bepcif 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025
IHchopmaunia gna 6artbkiB Ta hopma iHpOpMOBaAHOI 3rogn Ha yyacTb Y HAQYKOBOMY AOCAiMKEHHI, ANns
YKpaiHu, yKpaiHCbKOI0 MOBOIO, Bepcis 2.0 Big 23 nuctonaga 2021 p.; MLN0002-3025 IHchopmaunia ana
6aTbKkiB Ta dopma IHPOPMOBaHOI 3rogM Ha y4yacTb Y HayKOBOMY AOCAIMKEHHi, Ans YKpaiHu,
pociiicbkolo MoBoOlo, Bepcia 2.0 Big 23 nuctonaga 2021p.; TAK Vedo_3024 3025 Bpowypa wopo
Ha6opy nauieHTiB, NMpo gocnimpkeHHsa Webb i Kepler_Bepcia 1.1 Big_20 nunHAa 2021 p., yKpaiHCbKOIO
moBoto; TAK Vedo_3024_3025 Bbpowypa woao Hao6opy nauieHTiB, Mpo pocnimxkeHHa Webb i
Kepler_epcia 1.1 Big 20 nunHa 2021 p., pociiicbkolo MoBow; TAK_Vedo_3024-3025_KapTtka 3
HaragyBaHHAM Npo Bi3uT, Bepcia 1.1 Big 20 nunHa 2021 p., ykpaiHcbKoo moBoto; TAK Vedo_3024-
3025_KapTtka-HaragyBaHHA Npo Bi3uT, Bepcia 1.1 Big 20 nunHAa 2021 p., pPOCIiCbKOO MOBOIO;
TAK_Vedo_3024_3025_JlncT nikapsa go 6atbkiB, Bepcia 1.1_Big 20 nunHAa 2021 p., yKpaiHCbKOK MOBOIO;
TAK_Vedo_3024_3025_JlucT nikapsa Ao 6atbkiB, Bepcisa 1.1 Big 20 nunHAa 2021 p., pocCiiicbKolo MOBOIO;
TAK_Vedo_3024_3025_lNepekugHuii oyknet-naMm’AATka AN npouenypu iHpopmMmoBaHoi 3rogn, Bepcis
1.1_Bia 18 uepBHsA 2021 p., ykpaiHcbKoto moBoto; TAK_Vedo_3024_3025_INMepekngHuii 6ykneT-nam’aTka
ANnA npouenypu iHcopmoBaHoi 3rogu, Bepcia 1.1 Big 18 uepBHA 2021 p., POCIliCbKOW MOBOIO;
TAK_Vedo_3024_3025_lNpuknaa peknamHoro 6aHepa, Bepcia 1.1 Big 20 nunHa 2021 p., yKpaiHCbKOO
moBoto; TAK_Vedo_3024 3025 _[Npuknag peknamHoro 6aHepa, Bepcisa 1.1 Big 20 nunHa 2021 p.,
pociiicbkoto moBoto; TAK_Vedo_3024_3025_Kaptka-nogsika, Bepcia 1.1 Big 20 nunHa 2021 p.,
yKpaiHcbKoo moBow; TAK_Vedo_3024_3025_KapTtka-nogsika, Bepcia 1.1 Big 20 nunHa 2021 p.,
pociiicbkolo moBoto; TAK_Vedo_3024_3025_ Bpowypa woao po3ymMiHHA xBopo6u KpoHa, Bepcia 1.1
Big 20 nunHa 2021 p., ykpaiHCbKolo MoBot; TAK Vedo_3024 3025 Bpouwypa wWwoAo PoO3yMiHHSA
xBopo6u KpoHa, Bepcia 1.1 Big 20 nunHAa 2021 p., POCIliCbKOIO  MOBOIO;
TAK_Vedo_3024_3025_Bpouwypa wo[0 po3yMiHHA K/iHIYHMX BUNpPoGyBaHb, Bepcia 1.1 Big 20 nunHA
2021 p., yKpaiHcbkoio wmoBot; TAK_Vedo_3024 3025_Bpowypa wWoAO0 PO3YMIHHA KAiHIYHMX
BUNpoOyBaHb, Bepcia 1.1 Big 20 nunHa 2021 p., pocilicbkoto moBoto; TAK_Vedo_3025_Bpoluypa woao
AocnigpxeHHa Webb npu xBopo6i KpoHa, Bepcia 2.1 Big 20 nunHa 2021 p., YKPAIHCbKOKO MOBOIO;
TAK_Vedo_3025_Bpowypa woao AocnigpkeHHa Webb npu xBopo6i KpoHa, Bepcia 2.1 Big 20 nunHa
2021 p., pociiicbkolo moBoto; TAK_VEDO_3024-3025_Site Digital Kit_LincdpoBe oronolweHHs, Bepcia
1.0 Big 20 nunHAa 2021p., ykpaiHcbkoo MoBow; TAK _VEDO_3024-3025_ Site Digital Kit_Ludpose
oronioweHHs, Bepcia 1.0 Big 20 nunHa 2021 p., pociiicbkoto moBoto; TAK_Vedo_3024-3025_Site Digital
Kit_Konis ny6nikauii y Facebook, Bepcia 1.0 Big 20 nunHa 2021 p., YKpaiHCbKOIO MOBOIO;
TAK_Vedo_3024-3025_Site Digital Kit_Konisa ny6nikauii y Facebook, Bepcis 1.0 Big 20 nunua 2021 p.,
pociiicbkoto mosoto; TAK _Vedo_3024-3025_ Konis iHTepHeT-peknamu caiity, sepcisa 1.0 Big 20 nunHA
2021 p., ykpaiHcbkoto moBoto; TAK_Vedo_3024-3025_ Konisi iHTepHeT-peknavu canty, Bepcis 1.0 Big 20
nnnHa 2021 p., pociiicbkoo moBoto; TAK_Vedo_3024-3025_ focnigkeHHAa Welcome Organizer for
Patient, Bepcisa 1.0 Big 21 TpaBHsA 2021 p., aHrNiliCbKOK MOBOIO /10 MPOTOKOJY K/iHIYHOro BUNPOOYBaHHS
«PaHgomi3oBaHe, noAgiiiHe cnine aocnigxeHHa dasnm 3 And ouiHKM edeKTMBHOCTI Ta 6e3neyvHoCTi
3aCToCyBaHHA Beponisymady A5s BHYTPILULHbOBEHHOrO BBEAEHHS SIK NIATPMMYKOYOi Tepanii y nauieHTiB
OWTAYOro BiKY 3 aKTMBHOI XBOPO6O0I0 KpoHa Bif MOMIPHOrO [0 TSXKOIO CTYMEHs, Yy AKMX 6YN0 AOCATHYTO
KMiHIYHOT BignoBigi nicna Tepanii Be4oNi3ymabom A1s BHYTPILUHBOBEHHOTO BBEAEHHS Y BIAKPUTOMY PEXUMI»,
Kog pocnipkeHHa MLN0002-3025, npotokos 3 nonpaskoto 1 Big 17 mwoTtoro 2021 p.; cnoHcop - Takega
JesenonmeHT CeHTep Amepikac, IHK., CnonyyeHi LTaTtn (Takeda Development Center Americas, Inc., USA)
3anBHUK - ToBapucTBo 3 O6MexeHoto BignosigasbHicTio «KoHTpakTHO-AocnigHuubka OpraHisauis IHHodapm-
YkpaiHa»

17. OHoBNeHa Bepcis NPOTOKOY KNiHiyHoro Bunpo6ysaHHs YHGT-CEV-R1, Bepcia 2.2 Big 31 nunHa
2021 poky; OHoBneHa Bepcisa IHthopmaLii ona yyacHUKIB gocnigxeHHs Ta popma iHhopmMmoBaHOi 3roau,
Maiictep Bepcis 3.0 aHrnificbkotro moBoto Big 11.08.2021, Bepcisa 3.0 gnsa Ykpaivm Big 13.09.2021 poky;
OHoBneHa Bepcis IHchopmauii Ana yuacHukiB gocnigkeHHA T1a oopma iHhopmoBaHoi 3roau, Bepcia 3.1,
6 ciuHA 2022 poKy anA YKpaiHu, Wo 3acHoBaHi Ha IHhopmauii gna yyacHuUKiB gocnigkeHHA i hopmi
iHcbopMoBaHOi 3roau, Bepcis Ha aHrnilcbkii moBi 3.0, 11 cepnHsa 2021 p., YKPaiHCbKOIO Ta POCiliCbKOI0



MoBamu; OHOBNeHa Bpoulypa gocnigHuka Ha BUpio MeguuHoro npusHadeHHA Cevira® CL7, Bepcis 2.1
Big 06.08.2021 poKy, aHrniicbKolo MOBOK; OHOB/eHe [oCcb€E AOCNiAKYBaHOIO NiKapCcbKOro 3acooy,
Bepcia 2.4 Big 07.04.2021 poky, aHrNiNCbKOIO MOBOO; IHhopmaLiiHMii INCT A0 NiKylo4Ooro sikaps,
Bepcia 1.0 Big 15.09.2021, ykpaiHCbKOK Ta pociiicbkolo moBamu; [osicHIOBasibHa 3anucka Ao
NPOTOKOJy KiiHiYHOro Bunpo6yBaHHA YHGT-CEV-R1 wopo goaatkoBoi Gioncii o LUTONOriyHOro
OOGCTEXEHHS, WO € BMMOIroK NPOTOKOJ/Y KNiHIYHOro BMNPOGYBaHHA Ha Bi3uTi 4 Npu ouiHUi Ha 3-My
MicsiLii OGCTEXEHHSA, aHrnilicbkoro MoBOKW Big 15.04.2021 poky; Mpuknap 3BiTy 3 BiggaseHUMU
igeHTUiKaLiiHUMKM  AaHUMMK, aHrilicbkolo MoBoto; [lMpoueaypa MeauuyHoro o6cTexxeHHA HSIL
YPaXEeHHs, aHrniiicbkolo MoBorw Big 18.02.2021 poKy; YTOUHEHHA TepMiHy pgii pesynbrartiB
Konbnockonii ta cpotorpacpivi B nepiofi CKPUHiHTY, aHrniicbkolo mMoBow Big 09.06.2021 poky;
LWoaeHHUK nauieHTKn, Bepcia 3.0 Big 28.04.2021 poKy, aHriACbKOK, YKPAIHCLKOI Ta POCIiACbLKOIO
MoBaMu; IHCTPYKLUiA AN1A 3acTOCYyBaHHA (BUK/IOYHO AA KNiHIYHMX BUNPOOGYBaHb), Aata BUMNYCKY
01.03.2021, aHrnificbkold MOBOK Ta YKPaiHCbKOK MOBaMW [0 MPOTOKONY KAIHIYHOrO BUMPOOYyBaHHSA
«[lMopggiliHe cnine, npocnekTMBHe, paHA0Mi30BaHe, niaueb0-KOHTPONboBaHe, 6araToLeHTpoBe gochigpkeHHs Il
hasun, WO npoBOAMTLCA 3 METOK OUiHKM edbekTMBHOCTI Ta 6e3nekn LieBipa (Cevira®) y nauieHTiB 3
LepBiKasIbHOK TiCTOMOrNYHO NiATBEPIXKEHO BUCOKO BUPaXKEHOK M/IOCKOK/TITUHHOK iHTpaeniTesniasibHo
Heonnasieto (HSIL)», koa gocnigpxeHHs YHGT-CEV-R1, sepcis 1.0 Big 24.04.2020; cnoHcop - Acipic MegiTek
Ko., NITg., (Asieris MediTech Co., Ltd), Kutaii

3anBHuK - Onepa KoHTpakT Picepu OpraniseiiwH CPJ1, PymyHis/Opera Contract Research Organization SRL,
Romania

18. locbe aocnimKyBaHoOro nikapcbkoro 3aco6y BGB-A1217 (Ouunepnima6 (Ociperlimab), Bepcisa 3.2
Big 11 nuctonaga 2021 poKy aHrnificbKow MOBOLO; JOCbE [OCiAKYBaHOro NnikapcbKoro 3acooy BGB-
A317 (Tucnenisymab (Tislelizumab), Bepcisa 2.0 Big 10 nuctonaga 2021 poky aHIMiACbKO MOBOIO;
CnpouweHe locb€e AOCNifQKYBaHOro slikapcbKoro 3aco6y Nemo6ponisymaé (Pembrolizumab), Bepcis 2.0
Big 29 nuctonaga 2021 poKy aHIMiACbKOK MOBOL; 3a/lydeHHA [0[aTKOBMX BUPOOHUKIB Ans
pocnigxyBaHoro nikapcbkoro 3aco6y BGB-A1217 (Ouunepnima6 (Ociperlimab)), koHueHTpaTr Ans
po3uuHy ansa iHdysiin, 20 minirpam/mininitp: BeiGene Guangzhou Biologics Manufacturing Co., Ltd.,
Kutaii; Fisher Clinical Services Inc., CLWLA; Fisher Clinical Services PTE Ltd., CiHranyp; 3asiy4eHHs
[O[ATKOBMX BUPOGHUKIB A1 [OCNIMKYBAHOroO Jiikapcbkoro 3aco6by Tucnenisyma6 (Tislelizumab)
(BGB-A317; TUCNENI3YMAB (TISLELIZUMAB), KOHUeHTpaT g/ po3unHy Ana iddysiin, 10
minirpam/mininitp: Fisher Clinical Services Inc., CLUA; Fisher Clinical Services PTE Ltd., Cinranyp;
3anyueHHs A0AATKOBUX BMPOOGHUKIB AN1A npenapaTty nopiBHAHHA Mem6ponisymaé (Pembrolizumab) /
Kitpypa® (Keytruda®), KOHUeHTpaT AnA po3unHy ansa iHdysin, 25 mr/imn: Catalent Pharmaceutical
Technology (Shanghai) Co., Ltd., Kutaii, Catalent (Shanghai) Clinical Trial Supplies, Co., Ltd., Kutaii,
Catalent Germany Schorndorf GmbH, HimeuuuHa, Fisher Clinical Services GmbH, HimeuunHa, Fisher
Clinical Services Inc., CLUA, Fisher Clinical Services Inc., CLLA; MNoaoBxeHHA TepMiHy NpuUAATHOCTI
pocnigxyBaHoro nikapcbkoro saco6y BGB-A1217 (Ouunepnima6 (Ociperlimab)), koHueHTpaTr Ans
po3unHy Aans iHdysiin, 20 minirpam/mininitp, 3 18 go 24 micsuis; MNoaoBXeHHA TepMiHy NPUAATHOCTI
pocnipkyBaHoro nikapcbkoro 3aco6y Tucnenisyma6 (Tislelizumab) (BGB-A317; TUCNENI3YMAB
(TISLELIZUMAB), kOoHUeHTpaT A5l pO3uuHy ans iHdysiii, 10 minirpam/mininitp, 3 30 go 36 micsauis a0
MPOTOKO/Y KANIHIYHOIo JOCNIMKEHHS «PaHaoMi3oBaHe noAgiiHe cnine gocnimpkeHHs asn 3 npenapaty BGB-
A1217, aHTuTina po TIGIT, y noegHaHHi 3 TMciesnisymaboM MOpPIBHAHO 3 Nemobponizymabom y nauieHTiB i3
paHille HenikoBaHMM, MiCLLEEBOMOLUMPEHMM, HeonepabeibHUM abo MeTacTaTUUYHUM HeApPiOHOKTITUHHUM pakoMm
NnereHsb i3 BubpaHnm ctatycom ekcnpecii PD-L1», kog gocnipkeHHs BGB-A317-A1217-302, 3 nonpaskoto 1.0
Big 23 rpyaHsa 2020 poky ; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

3asBHUK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «PAPMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

19. OHoBneHunii MpoTokon NN6535-4725, chiHanbHa Bepcisa 6.0 Big 25 nuctonaga 2021 p., aHrNificbKoto
MOBOIO 3 gopjartkaMmu; [lonoBHeHHs |: TNoGasibHUIA nepenik KlUYOBUX CNIBPOGITHUKIB, BignoBigHNX
BiAAiNniB Ta nocTavyasibHUKIB KAIHIYHMX MaTepianis, piHanbHa Bepcin 3.0, Big 25 nuctonaga 2021 poky,
aHrNiACKOI0 MOBOIO; 3a/lydeHHA [O0AaTKOBUX MiCub NPOBEAEHHA K/IHIYHOIO [OC/IiAKEHHS;
MpopoBXeHHA TepMiHYy NPOBEAEHHA K/IHIYHOrO BUNPOOYBaHHA B YKpaiHi A0 26 KBiTHA 2026 poky [0
MPOTOKONY K/iHIYHOrO AoChimpKeHHs «PaHgomisoBaHe noAgiiiHe cnine niaue60-KOHTPONIbOBaHE KJiHIiYHEe
[OOC/iMKEHHS, LLIO BMBYA€E eDEKTUBHICTb Ta 6e3MeKy 3aCTOCyBaHHsI MepopasibHOro cemMarayTuay y naujieHTiB i3



noyaTKoBOW cTagieto xBopobu Anbureiimepa (EVOKE plus)», kog gocnimpkeHHss NN6535-4725, diHanbHa
Bepcisa 1.0 Big 30 xoBTHA 2020 poky; cnoHcop - Novo Nordisk A/S, Denmark

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1 | k.M.H. Kmuta O.IM.

PerioHanbHWin LEHTP AiarHOCTMKMA Ta JiKyBaHHS PO3CISHOTO CK/1epo3y Ha 6asi HeBPOMOriyHOro
BiAA4iNeHHss KoMyHasibHOro HekomepuiiHoro nignpuemcrBa Cymcbkoi obnacHoi pagn «Cymcbka
obnacHa kniHiyHa sikapHa», CyMCbKuiA [epXaBHWUA YHIBEPCUTET, Kadlegpa Helpoxipyprii Ta
HEeBPO/IOTii 3 Kypcamu ncuxiaTpii, HApKOAOrii, MegUYHOT NCUXONOriT Ta NpodhecinHmx XBopo6, M. Cymu
2 | A.M.H. Wynera O.4.

KomyHasibHe nignpremcTBo «BosiMHCbka o6n1acHa KniHivHa nikapHsa» BonmHCbkOT o61acHoi pagu,
HEBPOJIOTriYHe BigaineHHs, M. JIyubK

3 | nikap InbHiybka O.B.

O6nacHe KOMyHaslbHE HEKOMepLUiiHe NiAnpMEMCTBO «YepHiBelpbka nikapHs LWBWAKOI MeaMyHOT
[0NOMOr», LEHTP HEBIAKNAAHOI HEBPOOTil, M. YepHiBLj

4 | K.M.H. Yepke3 A.M.

KomMyHasibHEe HekomepujliHe MignpueMCcTBO «3anopisbka o6s1acHa KiiHivHa fikapHsa» 3anopisbKoi
061acHOI paau, HeBponorivyHe BigaineHHs Nel, M. 3anopixks

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

20. Martepianu gnsa yyacHukiB gocnimxkeHHA: KorHiTuBHe hyHKLiOHYBaHHA — KOpOTKa popma, Bepcis
BiA 18 cepnHa 2021 poKy, YKpPaiHCbKOK MOBOIO [10 NPOTOKOJTY KNiHIYHOro BUNpobyBaHHA «PaHoMi30oBaHe,
noagiiHe cnine, nnaue60-KOHTPONbOBaHe, 6baraToLeHTPOBE AOCAIMKEHHS dha3n 3 3 NPOAOBXEHVUM BIAKPUTUM
nepiogom nikyBaHHA A5 OLiHKM epeKTUBHOCTI Ta 6e3neyHoCTi npenaparty po3aHoiKcisymab y Aopoc/ivX 3
MieniH-onirogeHapoumTapHum rnikonpotein (MOG)-IgG-acouiioBaHM [EMIENIHIZYIOUMM 3aXBOPHOBAHHSAM>,
koA pgocnigpkeHHs MOGO001, 3 nonpaskoto 1 Big 07 BepecHs 2021 poky; cnoHcop - FOCibi biodhapma ECApER,
Benbris / UCB Biopharma SRL, Belgium

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

21. BK1IOUEHHA [04aTKOBOro Micus npoBefeHHA KNiHIYHOro BUNpooyBaHHSA; 3MiHa BignoBiga/IbHOro
pocnigHuKa y Micui npoBefeHHA K/iHIYHOro BUMNPOOYBaHHA [0 MPOTOKONY KNiHIYHOTO AOCAiIKEHHSA
«JlopaTkoBe 6araTtoueHTpoBe BigkpuTe focnimkeHHs Il dpasm 3 MeTolo OLiHK1 03aHiMoAay [/15 NepopasibHOro
npuiioMy Mpu JlikyBaHHI NaLieHTiB i3 cepeAHbOTSHKKMM abo TsHXKMM nepebirom xBopobu KpoHa B akTWBHIN
dhopmi», ko pocnimpkeHHs RPCO01-3204, pepakuis 6.0 Big 14 uepBHA 2021 p.; crnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), Lseiuapis

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl npoBeAEeHHS K/IiHIYHOrO BUNPO6YBaHHS

1 nikap Kynnesaubka HO.B.

KomyHasibHe HekomepuiiiHe nignpremctBo «Micbka nosiksiHika Ne9» XapkiBCbKOI MICbKOI paaw,
BiAZiNEHHS BY3bKMX haxiBLiB, M. XapKiB

BYNO CTANO
nikap Tkauyk O.A. nikap Mapuyk H.B.
KomyHasibHe nignpruemcTBo «BonunHcbka o6nacHa | KomyHanbHe nignpuemctBo «BonuHcbka obnacHa
KNiHiYHa nikapHa» BoMMHCLKOI 06nacHoi pagw, | KAiHiYHA nikapHsa» BonnHcbkoi oGnacHoi  pagw,

XipypriuHe BigAiNeHHs (EHAOKPUHHOT Ta | xipypriuHe BiAAiNEHHs (EHAOKPUHHOT Ta
abgoMiHanbHOI  naTonorii) 3  NPOKTOAOrYHMMM | abaoMiHaIbHOT  NaToMoril) 3 NPOKTOMNOMYHUMMN
NiKKamun, M. JIyubK NiXKammn, M. JTyubK

3asBHIK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

22, BK/IIOYEHHA A0AATKOBOro Micus NpoBeAeHHs1 KNiHiYHOro BUNpooGyBaHHsA; 3MiHa BignoBiga/ibHOro
pocnigHuKa y Mmicui npoBeAeHHs1 K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKOJY KAiHIYHOTO BMNPOBYBaHHA



«BbaraTtoueHTpoBe paHAoMi30BaHe, NOABIHO chine, niauebo-KoHTpoNboBaHe gocnimpkeHHs Il hasn 3 meToto
OUiHKM O3aHiMoAy A/ NepopasibHOTO MNpPWIOMY NPV MPOBEAEHHI MNiATPUMYKOUOI Tepanii nauieHTam i3
cepeaHbOTHKKMM abo TsHKKMM nepebirom XxBopobu KpoHa B akTuBHIl dhopmi», Kog gocnigpkeHHs RPC01-3203,
pepakuisa 6.0 Big 14 yepsHA 2021 p.; cnoHcop - «CengxeH IHTepHewHn Il Capn» (Celgene International Il Sarl),
LLiseiiuapis

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusi NnpoBeAEeHHS K/IiHIYHOrO BUNPO6YBaHHS

1. nikap Kynnesaubka HO.B.

KomyHasibHe HekomepuiiiHe nignpremctBo «Micbka nosiiksiHika Ne9» XapkiBCbKOI MICbKOI paaw,
BiAZliNEeHHs BY3bKMX (paxiBLiB, M. XapkiB

BYNO CTANO
nikap Tkauyk O.A. nikap Mapuyk HO.B.
KomyHanbHe nignprueMctso «BosmHcbka ob6nacHa | KomyHanbHe nignpveMctBo «BonuvHcbka o6nacHa
KniHiYHa nikapHa» BonunHCbKOi 06nacHoi  pagw, | KniHiYHa nikapHs» BonuHCbKOT o6nacHoi pagw,

XipypriuHe BigAiNeHHsI (EHAOKPUHHOT Ta | xipypriuHe BigAiNEHHsI (EHAOKPUHHOT Ta
abgoMiHanbHOI  naTonorii) 3 NPOKTOMAOrYHMMM | abaoMiHasIbHOT  NaToMOori) 3 MPOKTOMNOMYHUMMN
NiKKamun, M. JTyubK NiKKamun, M. JTyubK

3asBHIK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMNOBIAANBHICTHO «Ml EC AN-YKPAIHA»

23. BK/1l0UEeHHA [0[aTKOBOro Micus NpoBefeHHs KMAiHIYHOro BUNpoGyBaHHA [0 MPOTOKOY KAiHIYHOro
pocnipkeHHs «PaHgomizoBaHe, 6araToUeHTpoBe, NOABINHE chine, nnauebo-KOHTPObOBaHe, iIHTEPBEHLiliHE
KMiHiYHe AocnimkeHHs 2a dpasn 415 OUiHKM etheKTMBHOCTI, 6e3Ne4YHOCTi, (DapMaKoKIHETUKM i iIMyHOTE€HHOCTI
NPV BHYTPILUHLOBEHHMX BBEAEHHAX Pi3HMX 003 6epMeKiMady A5 /liKyBaHHSA AOPOC/IUX NaLEHTIB 3 aTOMIYHUM
OEepMaTUTOM cepeHboro abo BaXKKOrO CTyMNeHs.», KOg, AocnigpkeHHs 77474462ADM2003, Big 17.06.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba MicL NPOBeAEHHS KMIHIYHOro BUNPOOYBaHHS

1 | gupekrtop JlntemHeHko B.B.

MeanyHuii LEeHTp ToBapucTBa 3 OOMEXEHOK BiANOBIAA/ILHICTIO «EBpPOAEpPM», BIALIT KNiIHIYHUX
AocnimkeHb, M.Kni

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

24. OHoBneHa Bpowypa gocnigHuka; iHcyniH gerntogek (Tpeci6a®); npoekt NN1250 I4er; uyKkpoBuii
AiabeTt y gopocnux, nigniTkiB i giten Big 1 poky; BugaHHa 16, chiHanbHa Bepcia 1.0 Big 24 nuctonaga
2021 poky, aHrnificbkoo moBomw. (Investigator’s Brochure; Insulin degludec (Tresiba®); Project:
NN1250 IDeg; Edition 16, final version 1.0, dated 24 November 2021); OHOBMeHWiA pO3Ain AOCbE
pocnipxysaHoro nikapcbkoro 3aco6y NN1436, Insulin Icodec 700 U/ml: Po3gin 3.2.P.3 Manufacture,
c¢hiHanbHa Bepcia 3.0 Big 03 BepecHA 2021 p., aHrNifiCbKOIO MOBOK [0 NPOTOKOY KAiHIYHOIO
BMNPOOYBaHHA «26-TWXHEBE [OCNIMKEHHA e(EKTMBHOCTI Ta 6e3MeKku LOTWXKHEBOTO MPUIAOMY iHCYNiHY
aiikogek (icodec) y NOpiBHAHHI 3 WOAEHHUM NpUiiOMOM IHCYNiHY aerntogek (degludec) y nauieHTiB 3 LyKpOBUM
giabetom 2-ro Tuny, SKi MiKylOTbCA 6as3asibHUM iHCY/IIHOM 3 abo 6e3 3acTOCyBaHHS HEIHCY/IHOBUX
npoTuaiabeTnuHnX npenaparie»., ko gocnigxkeHHs NN1436-4478, sepcia 3.0 chiHanbHa, Big 14 kBiTHA 2021
p.; cnoHcop - Novo Nordisk A/S, Denmark

3asBHuK - TOB «HoBo Hopgaick YkpaiHa»

25. BKNo4yeHHs gofaTKoBUX MicLb MPOBeAEeHHs1 KNiHIYHOro BUNPoGYyBaHHA B YKpaiHi 40 MPOTOKONy
KMiHIYHOrO BUNpobyBaHHA «baraTtoueHTpoBe, NOABIiHE chine, paHAoMi30BaHe KniHiuHe gocnigpkeHHs Il dhasu
ONs ouiHkM edhekTMBHOCTI Ta 6e3neyHocTi npenapaty LPRI-CF113 B nopiBHAHHI 3 niauebo npu NikyBaHHi
€HOOMETPIo3y BNpoAoBX 3 LUMKNIB 3 MNoAasiblUMM  BiOKPUTUM NiKyBaHHAM BMNPOAOBX 3 LMKNIB», KOZA
pocnigpkeHHs CF113-302, octatouHa Bepcia 1.0, 26.04.2021; cnoHcop - «Yemo Pesepu C.J1.» (Chemo
Research S.L.), IcnaHis



Ne N.l.B. BignoBigansHoOro gocnigHuKa

n/n HasBa Micusi npoBefeHHsA K/iHiYHOro BUNPoGyBaHHs

O.M.H. 3axapeHko H.®.

KomyHanbHe HekomepLiiHe nianpnemcTBo «KuiBcbka Micbka KiHiuHa nikapHa Ne9» BMKOHABYOro
opraHy KuiBcbKoi Micbkoi pagy (KWIBCbKOI MICbKOI AepXaBHOT afMiHicTpauil), BiggineHHs
riHekonorii, M. Kuis

2. O.M.H. puropeHko A.M.

MeanyHWin UeHTp ToBapucTBa 3 OOMEXEHOI BiAMOBIAALHICTIO «IHHOMEeA-LEeHTp eHAoXipyprii»,
XipypriyHe BigaineHHs, M. BiHHMLS

3. | A.m.H., npodp. Boituyk A.B.

KomyHasibHe HekoMepuiiiHe NignpPUEMCTBO «TepHOMISIbCbka KOMyHaslbHa Micbka slikapHs No2x,
riHekonoriyHe BigfineHHsa, M. TepHoninb

4. 4.M.H., npod. Wypnsk C.O.

KomyHasibHe HekomepuiiHe nignpuemcTBo JIbBIBCbKOI 06n1acHOi pagn «J1bBiBCbKWI 06G1acHuUin
KNiHIYHUIA NepuHaTanbHWii LEHTP», BiA4IIEHHS PENPOAYKTMBHOIO 340POB’S Ta NMiaHyBaHHSA CiM'T, M.
JlbBiB

3anBHUK - «Ckoyn IHTepHeLwwHn AlN», HimevunHa

26. OHOBNEHWIA WOAEHHUK NalieHTa Ansa peecTpauii npuiiomy npenapaty — JleHanigomig, Bepcisa 2.0
Big 03 nuctonaga 2021 p., yKpaiHCbKOK Ta pociiicbkolo moBamu; IHhopmauiiHa 6powypa wWoAao
neHanipomigy (Global PPP Lenalidomide Adult, Bepcia 4.0 Big 30 xoBTHA 2014 p.) yKpaiHCbKOIO Ta
pociiicbkolo moBaMu; 3pa3ku MapKyBaHb npenaparty MopiBHAHHA neHanigomig (no 5, 10, 15, 20 wr)
BUpoGOHuKa CenmxeH IHTepHewHn Capn., WBeiiyapia Big 17 rpyaHa 2021 p. 40 NPOTOKOAY KAIHIYHOTO
BMNpobyBaHHA «PaHfoMi30BaHe, BigkpuTe, 6aratoueHTpoBe, AocnimkeHHs hasu Il gns ouiHKM epeKTMBHOCTI
Ta 6e3neyHOCTi 3aCTOCYBaHHS MOCYHeTYy3ymaty y KOMOiHaLIT 3 ieHani4oMiA0M y NOPIBHAHHI 3 puTyKCMabom
y KOMOiHauii 3 neHastigomMigom y nauieHTiB 3 (oNiKyNApHOK NiMGOMOI MiCMA WOHANMEHLWe OAHIET MiHil
CUCTEMHOI Tepanii», kog gocnimpkeHHs GO42909, sepcis 4 Big 08 BepecHs 2021 p.; cnoHcop - ®.XoddmaHH-
Na Pow /14, Weeiiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAa/IbHICTIO «Pow YkpaiHa»

27. OHOBNEHNI NPOTOKO K/iHIYHOro BUNnpoGyBaHHs M13-494, Bepcisa 10.0 Big 31 cepnHsa 2021 poky;
IHbopMmauia ana nauieHta Ta iHopmoBaHa 3rofa Ha yyacTb Yy HayKOBOMY [OC/i/MKEHHI Ta
He0o6O0B’sI3KOBOMY AOCNIAKEHHI, Bepcia 2.0 Ansa YKpaiHu Big, 19 nuctonaga 2021 poky, YKpaiHCbLKOIO Ta
pociiicbkolo moBamu; KapTka 3 iHpopmauielo ansa nauyieHta — BeHeToknakc (VenDex), Bepcia ans
Ykpainm 1.1 Big 12 nunHa 2021 p. pociiicbkolo MOBOW; LLLOAEHHUMK npuiioMy BeHEeTOKMakcy i
AeKkcamMmeTasoHy, Bepcia ana Ykpainm 2.0 Big 11 nuctonaga 2021 poky, YKPaiHCbKOIO Ta POCIACbKOK
MoBamu; KopoTka xapakTepuctuka jsiikapcbkoro 3aco6y Imnovid (Pomalidomide), kancynu tBepgi 1 mr,
2 wmr, 3 mr, 4 mr, Bepcia Big nunHa 2021 poky; 3anyyeHHA a/ibTEPHATUBHOIO BUPOGOHUKa npenapaTy
IMHOBig - Celgene International Sarl, Switzerland (agpeca: Route de Perreux 1, Boudry, 2017,
Switzerland); 3anyueHHs A0aTKOBOI opraHi3auii, AKii CNOHCOp AeneryBaB CBOI 0G0B’A3KN Ta (PYHKUT,
NnoB’A3aHi 3 NpoBeAeHHAM K/iHiYHOro BUNpo6yBaHHA, — TOB «LeHTp KniHiuHux focnigkeHb NTA» o
NPOTOKOY K/iHIYHOrO AOCNifKeHHA «baraTtoueHTpoBe paHOOMI30oBaHe BigKpuTe AoCiMKeHHA dhasn 3 ans
BMBYEHHSA BEHETOK/IaKCy Ta JeKcameTasoHy Y MOPiBHAHHI i3 moManigoMigom Ta fekcameTasoHoM Y NauieHTis
i3 1(11;14)-n03nTNBHOIO peunamBHOK abo pedpakTepHO MHOXMHHOK MIEIOMOI», KOA4 AocnimkeHHs M13-
494, Bepcis 8.0 Big 30 nunHa 2020 poky.; cnoHcop - AbbVie Inc., USA / EG6BI IHk, CLUA

3anBHuK - E66BI BiothapmacktoTikan3 M'mbX, Lseiiuapis

28. fopatok 1 Big 29 rpyaHsa 2021 poky go ®opmu iHpopmoBaHoI 3rogu, Bepcis 8.2.0 onsa aocnigkKeHHA
BP39056 gns nauieHTiB 3 060X YacTuH 1 i 2 gocnigKeHHs aHrNMiNncbKO, YKPAiIHCLKOKO Ta POCIliCbKOK
MoBaMM [0 NPOTOKO/Y KMiHIYHOro BUNPOOYyBaHHSA "BigkpuTe 6aratoLeHTPoBE AOCNIMKEHHS, SIKe CKNafaeTbCs
3 [BOX 4acTuUH 3 6e3nepepBHMM MEepPexogoM, WO MNpPOBOAUTLCA 3 METOK BUBYEHHSA 6E3MeyYHOCT,
NepeHocMMOoCTi, (hapmakokiHeTukn, dhapmakognHamikm Ta e(eKkTMBHOCTI npenapaty pucguniam
(RO7034067) 3a ii0ro 3acToCcyBaHHS Y HEMOBAAT 3i ChiHa/IbHOK M'S30BOK aTtpodpieto 1-ro Tuny", kopg



pocnipkeHHs BP39056, Bepcisa 7 Big 17 yepBHA 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland
(WBeiuapisn)
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

29. BknoyeHHA [opaTKOBUX MicUub NpoOBeAeHHSs1 KNiHIYHOro AOCAIMKEHHS [0 NPOTOKO/Y KMiHIYHOro
pocnipkeHHs «PaHgomizoBaHe, noggiiHe chnine, nnaueb0-KOHTPO/IbOBaHE  AOCHIMKEHHA 3 OLiHKK
[LOBrOCTPOKOBOrO BMAMBY Ayninymady Ha MonepemkKeHHs 3HWKEHHA (PYHKUii flereHb Yy naujieHTiB 3
HEKOHTPO/NIbOBAHOI GPOHXia/IbHOK aCTMOK MOMIPHOTO Ta BaXKKOr0 CTYMEHsI TSHKKOCTi», KOA AOCAIMKEHHS
LPS16676, Bepcis 1 Big 20 cepnHs 2021p.; cnoHcop - sanofi-aventis recherche & developpement, France
(CaHodhi-ABeHTIC peluepLl e gesesionmaH, ®paHuis)

Ne M.1.6. BignoBigabHOro gocnigHmka

n/n Ha3Ba MicLs npoBeAeHHS K/1iHIYHOro BUNPOBYBaHHS

1 | o.M.H., npodh. AnTATKOBCbKa €.M.

KomyHanbHe HekomepuiiiHe nignpvemctBo "KniHiyHa nikapHsa LWBUAKOT Meau4yHoi  gonomorn”
[JHiNpOBCLKOI MiCbKOT paawn, aneproaoriyHunii ueHTp, M. [IHinpo

2 | nikap OoHeup A.T.

MepguuHnii ueHTp ToBapucTBa 3 OOMEXEHOW BiAMOBigaNbHICTIO "Menbya-KniHik", nikyBasbHO-
npodpiakTuuHWiA Nigposain, M. Kuis

3 | A-M.H., npodcp. MNawmHoBa K.HO.

KomyHasnibHe HekomepuiiiHe nignpuemctBo "Micbka KniHiuHa nikapHa Ned" [HINPOBCBLKOT MiCbKOT
paan, MiCbKuii LeHTp MO NiKyBaHHI0 NPOQIECIHNX 3aXBOPHOBaHb, KMiHIKO-4iarHOCTUYHOTO Bif4i/TIEHHS,
[HINpoBCbKMiA AepXaBHWUA MeUYHUA  yHIBEpCUTET, kadpegpa npodecinHmx XBOPOO, KiHIYHOT
iMyHO1OTT | KNiHIYHOT dpapmakonorii, M. JHinpo

4 | nikap KonecHukosa H.C.

KomyHasibHe HekoMmepuiiiHe nignpuemMcTBO XapkiBCbKoi 06s1acHOi pagn "O6nacHuiA  KAiHIYHWIA
creuianizoBaHuii gucnaHcep pajialiinHoro 3axmcTy HaceneHHs", NoNiK/iHIKa, M. XapkiB

5 | k.M.H. KonecHikosa O.M.

JepxaBHa ycTaHoBa "HauioHanbHWit IHCTUTYT Tepanii iMeHi J1.T. Manoi HauioHanbHOI akagemii
MeAMNYHNX HayK YKpaiHn" , BigA4in iluemiyHoi XBopoou cepusi, METaboMIYHMX | KapAionyibMOHa/IbHMX
nopyLueHb Ha 6a3i BiA4iNeHHs illeMi4HOT XBOpooM cepus, M. XapkiB

6 | K.M.H., ooy, KpnumHcoeka 1.B.

MeanyHuii LEHTP TOoBapuCTBa 3 OOMEXEHOK BiAnNOBiAasbHICTIO "MeguyHuii LeHTp “"Megikan”,
MeauyHmii ueHTp Nel, BigaineHHs Tepanii Ta eHgokpuHonorii, M. Ogeca

7 | A-M.H., npoch. CTaHicnaBuyk M.A.

KomyHanbHe HekomepLiliHe nignpueMcTBo "BiHHMLbKa 061acHa KniHiyHa nikapHsa iM. M.I. Muporosa
BIHHMUBKOT 06nacHoi Pagn", O6nacHuii nikyBanbHO-AIarHOCTUYHWUIA NY/IbMOHOJONYHWA  LleHTp,
BiHHMUBKMA HaLioHaIbHUIA MeauuHuiA yHiBepcuTeT iM. M.l MuporoBa, kadegpa BHYTPILUHLOI
MeauumHm Nel, M. BiHHUUA

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

30. OHoBneHui MpoTokon KniHiuHoro Bunpo6yBaHHA RI-01-006, Bepcis 5.0 Big 27 »xoBTHA 2021 poKy;
OHoBneHa Bpowypa gocnigHuka ana npenapaty Putykcuma6 (DRL_RI), Bepcisa 9.0 Big 21 BepecHsA
2021 poky; NMoaoBXeHHA TPUBAIOCTI KNiHIYHOro BUNPOOyBaHHA B YKpaiHi Ao 31 6epe3HA 2023 poky 40
NPOTOKONY KNiHIYHOro AocnigKeHHsa «PaHaoMizoBaHe noaBiiHe chine gocnigxeHHs daau lll, wo npoBoanTbCS
y napanenbHuX rpynax 3 MeTor NOpiBHSAHHA e(PEKTUBHOCTI, 6€3NeYHOCTi Ta iMyHOreHHOCTi 3anpornoHOBaHOro
6iocuminapy npenapaty Putykcumao (DRL_RI) 3 npenapaTtom Ma6Tepa® y naLieHTIB i3 paHille HenikoBaHo
dhonikynsapHoto nimcomoto ctagii -1V 3 HU3bKMM NYyX/IMHHAUM HaBaHTaXEHHSAM Ta eKCMpeciel Knactepy
AndbepeHuitoBaHHsA (CD)20», kog gocnigxkeHHs RI-01-006, sepcis 4.0 Big 04 nuctonaga 2020 poky; CnoHcop -
Dr. Reddy’s Laboratories S.A., Switzerland / Ap. Pegpai’c Na6opatopi3 C.A., LLseliyapis

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»



31. OHoBNEeHWiA NPOTOKOJ KNiHiuHOro pgocnigxeHHs ACE-LY-312 (D8227C00001), Bepcia 3.0 Big 05
XOBTHAI 2021 pOKy, aHr/iiCbKOl0 MOBO: OHOB/IEHHA MOBHOI Ha3BMW K/iHIYUHOTO BUNPOOYBaHHA 3
«PaHgomi3oBaHe, noaBiliHe cnine, nnawe60-KOHTPONbOBaHe ha3n 3 AocnimKeHHA akanabpyTuHIGy y
KOMOGiHaLil 3 puTyKcumaoom, yuknodocdamigom, AOKCOPYOGILMHOM, BIHKPUCTUHOM Ta NpeAHi30HOM
(Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y nauieHTiB
BiKOM <65 pOKiB i3 paHille HenikoBaHoO AU(Y3HOIO B-BeNUKOKMITUHHO NiMIOMOIO, WO BUHUKA 3
KNITUH HerepMiHa/IbHOrO LEHTPYy» Ha «PaHgomi3oBaHe, nNopBiliHe chnine, Nale60-KOHTPO/IbOBaHe
cdasn 3 pocnigKeHHA akanabpyTuHIOY y KomGiHauii 3 putykcumaobom, uyuknodpoccamigom,
[OKCOpPYOGIiLUMHOM, BIiHKPUCTMHOM Ta npegHisoHoM (Rituximab, Cyclophosphamide, Doxorubicin,
Vincristine, and Prednisone — R-CHOP) y nauieHTiB BikoOM <70 poOKiB i3 paHille HeslikoBaHOI
ANdry3HOO B-Be/IMKOKNITUHHOK /iM(OMOI0, WO BUHUKNA 3 K/AIiTUH HErepmMiHa/IbHOrO LEHTPY»;
IHcbopmauia npo gocnigpkeHHA Ta hopma iHthopmMmoBaHOi 3roaun, ocHoBHa Bepcis 5.0 Big 28 )xoBTHA 2021
p., MicueBa Bepcia gnAa YkpaiHu 5.0 Big 14 ciuHa 2022 p. aHrnificbkol mMoBow; IHopmauisa npo
pocnipkeHHa Ta ¢popma iHchopmoBaHOi 3rogn, oCHOBHa Bepcia 5.0 Big 28 oBTHA 2021 p., MmicueBa
Bepcia ana YkpaiHu 5.0 Big 14 ciuHa 2022 p., nepeknaj yKpaiHCbKOI0 MOBOIO AJ1s1 YKpaiHu Big 18 ciuHA
2022 p.; IHchopmauis npo aocnipxkeHHs Ta chopma iHchopmoBaHoOi 3roan, ocCHOBHa Bepcia 5.0 Big 28
XOBTHS 2021 p., micueBa Bepcifa ana YKpaiHu 5.0 Big 14 ciuHa 2022 p., nepekniag, pocCilicbKolo MOBOLO
Aans YkpaiHm Big 18 ciuHa 2022 p.; IHchopmauia npo pocnimxeHHs pna gopocnux i Popma
iHbopMoOBaHOi 3roan ANs BariTHUX XXiHOK — NapTHEPOK yYaCHUKIB AOCNiAKEeHHs, OCHOBHa Bepcis 4.0
Bif 28 xoBTHA 2021 p., nokanbHa Bepcia gna YkpaiHim 3.0 Big 10 nuctonaga 2021 p. aHrNiicbKoto
MoBoOIo; IHchopmauis npo gocnimkeHHA Ana gopocnux i ®opma iHhopmMoBaHOI 3rogu ANA BariTHUX
XXiIHOK — napTHEepPOK yYaCHUKIB AocnigxeHHs, oCHOBHa Bepcia 4.0 Big 28 oBTHA 2021 p., /IOKa/ibHa
Bepcia gna Ykpainm 3.0 Big 10 nuctonaga 2021 p., nepeknag yKpaiHCbKOI0 MOBOIO AnA YKpaiHu Big 15
nucronaga 2021 p.; IHcpopmaunis npo gocnimkeHHa ana gopocnux i Popma iHhopmoBaHoi 3rogu Ansa
BariTHUX XXiIHOK — MapTHEPOK y4YacHUKIB AocnimkeHHs, ocHOBHa Bepcis 4.0 Big 28 »oBTHA 2021 p.,
NnokanbHa Bepcia ana YkpaiHu 3.0 Big 10 nuctonaga 2021 p., nepeknaj pociiCbKolo MOBOIO A/
YkpaiHu Big 15 nuctonaga 2021 p.; KapTka-nam’aTka Ans nauieHTa, sepcis 3.0 Big 05 nuctonaga 2021 p.
aHrniicbKolo MmoBoto; KapTka-nam’siTka Ana nauieHTa, Bepcisa 3.0 Big 05 nuctonaga 2021 p., nepeknag
YKpalHCbLKOI0 MOBOIO Ai/151 YKpaiHu Big, 19 nuctonaga 2021 p.; Kaptka-nam’aTka AN nauieHTa, Bepcia 3.0
Big 05 nnctonaga 2021 p., nepeknag pociicbkolo MOBOK A/l YKpaiHu Big 19 nuctonaga 2021 p.;
LLlogeHHUK npuiiloMy npeaHi3oHy (a60 eKBiBaJIEHTHOrO npenapary), sepcis 3.0 Big 09 nuctonaga 2021
POKy, Nnepeknag ykpaiHCbKO MOBOI A/ YKpaiHu Big 29 nuctonaga 2021 p.; WoageHHUK npuiiomy
npegHi3oHy (abo ekBiBa/ieHTHOro npenapary), Bepcia 3.0 Big 09 nuctonaga 2021 poky, nepeknap,
pocilicbkolo MOBOIO A5 YKpaiHu Big 29 nuctonaga 2021 p.; LWoaeHHK BBegeHHA M-KC®P, octatouHa
Bepcia 1.0 Big 22 rpygHAa 2021 p., nepeknapg yKpaiHCbKOI MOBOIO A1 YKpaiHu Big 27 rpygHAa 2021 p.;
WopneHHuK BBegeHHA M-KCd, octatouHa Bepcis 1.0 Big 22 rpyaHa 2021 p., nepeknag pocilicbKoto
MOBOI AN YKpaiHu Big 27 rpygHa 2021 p.; OCHOBHMiIT NUCT [0 fiKapA 3arajibHOI MpPaKTUKWY,
aHrnificbKo MOBOK ANA Yycix KpaiH, pegakuia 3.0 Big 05 nuctonaga 2021 poky, nepeknageHo
YKpalHCLKOI0O MOBOI ANA YKpaiHu Big 26 nuctonaga 2021 p. 40 NPOTOKONY KNHIYHOTO AOCNIAKEHHS
«PaHpomizoBaHe, noggiliHe cnine, nnaue60-KOHTpoNboBaHe a3n 3 [AOCNIMKEHHS aKanaGpyTUHIOY Yy
KOMOGiHaUji 3 puTykcmabom, Lkiogocdamifom, L0KcopybiLMHOM, BIHKPUCTUHOM Ta npegHizoHom (Rituximab,
Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y nauieHTiB BikoM <65 pokiB i3
paHile HenikoBaHOK AMGY3HOK B-BesIMKOKNITUHHOK NiMGOOMOIO, L0 BUHWUKIA 3 KTITUH HEerepMiHaslbHOro
UeHTpy», Kog, pgocnigpkeHHs ACE-LY-312 (D8227C00001), sepcis 2.0 sig 01 nunHa 2020 poky; CroHcop -
Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

3anBHVK - TOBapUCTBO 3 06MEXEHOI0 BiANOBigasbHICTIO «/TABKOPTT KMIHIKA AEBE/IONMMEHT YKPAIHA»

32. OHoBneHunii MpoTokon KniHiuHoro gocnipkeHHa TUC3PII-01, Bepcia 2.0 3 rno6a/1bHOI0 NONpPaBKoOIo
1 Big 04 nuctonaga 2021 poky; IHchopmauiiiHuii nucTok i popma 3rogu, Bepcia V2.0UKR(uk)1.0 Big 14
rpyaHa 2021 poky, nepeknag yKkpaiHCbKOK MOBO Big 17 rpyaHa 2021 poky; IHhopmauiiiHuii nucToK i
cthopma 3rogu, Bepcis V2.0UKR(ru)1.0 Big 14 rpygHsa 2021 poky, nepeknag pociiicbKoio MOBOIO Big 17
rpyaHs 2021 poky; Moci6HuK i3 kKNiHiYHOro BUNpPoG6yBaHHA ANA nauieHTa, Bepcia [V02 UKR(uk)] Big 27
rpygHa 2021 poky, yKpaiHCbKOIO MOBOIO; MOCiGHMK MO BUNPOGYBaHHIO AN nauieHTa, Bepcia [V02
UKR(ru)] Big 27 rpygHa 2021 poky, pociiicbkolo MOBOIO; Bpowypa ansa nikapsa wopo HanpaB/ieHHA
nauieHTok, Bepcisi [V02 UKR(uk)] Big 22 rpyaHs 2021 poky, yKpaiHCbKOI0 MOBOIO; Bpolwypa ans nikapis,
AIKi HanpaBNsATb, Bepcia [V02 UKR(ru)] Big 22 rpygHAa 2021 poKy, pocilicbKol MOBOIO; JTUCT A0 nikaps
LOA0 HanpaB/ieHHA NayieHToK, Bepcia [V02 UKR(uk)01] Big 23 rpyaHa 2021 poKy, YKpPaiHCbKOI0 MOBOIO;
Nuct po nikapa, AKnii HanpaBnse, Bepcia [V02 UKR(ru)01] Big 23 rpygHAa 2021 poky, pOCiliCbKO



MOBOI0; locb€e AocnifKyBaHOro nikapcbkoro sacoody TU2670, Bepcis 4.0 Big 25 nuctonaga 2021 poky,
aHrNiNCcbKOK MOBO. [0 NPOTOKO/Y KNIHIYHOTO JOCNifKeHHSA «baraToLeHTpoBe, paHA0Mi30BaHe, NoaBiiiHe
cnine, nnauebo-KOHTPOsIbOBaHe AO0CMNIMKEHHSA (hasu lla, Wwo npoBoAUTLCA B NapasiefibHuX rpynax Aans
nepeBipKU KOHLENL|T 3 MeTO OLIHKM eddeKTUBHOCTI Ta 6e3neyHocTi npenapaty TU2670 npu nepopanbHOMY
npuiiomi B NauieHTOK 3 60/1EM Bif NMOMIPHOr0 A0 TSHKKOTO CTYMEHH, MOB'A3aHOr0 i3 eHAOMETPIO30M», KOf
pocnigpkeHHa TUC3PII-01, sepcia 1 Big 07 TpasHa 2020 poky; cnoHcop - TiumBio Co. Ltd, Republic of Korea
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

33. IHdhopmauisa ana onikyHa Ta coopma iHhopmoBaHoOI 3rogu, YKpaiHa, Bepcis 2.1 Big 22 rpyaHsa 2021p.,
AHrNINCbKOKO, YKPAIHCbKOK Ta POCIiICbKOK MOBaMM [0 MPOTOKONY K/iHIYHOrO BUMPOOGYBaHHSA
«PaHgomizoBaHe, noAgiiiHe cnine, nnayeb0o-KOHTPOIbOBaHe AOCAIMKEHHS, WO NPOBOANTLCA Y NapasiesibHNX
rpynax Ans BUBYEHHS JiymMaTenepoHy Mpu 3acToCyBaHHi ANs NpoqinakTuky peuuamBy Yy NalieHTiB 3
Lwm3odypeHieto», kog gocnigpkeHHs ITI-007-304, nonpaska 1 Big 10 6epesHsa 2021; cnoHcop - IHTpa-Cennstonap
Tepanis, IHk., CLUA (Intra-Cellular Therapies, Inc., USA)

3anBHUK - TOB «BOP/IABANA, KNIHIKAM TPAISIC YKP»

34. bpowypu aocnigHuka, BugaHHa 03 Big 07 rpygHa 2021 p., aHrnilicbkoio mMoBoto.; KopoTka
XapaKTepucTuKa Ha JlikapcbKuii 3acié nopiBHAHHSA Mponia Big TpaBHA 2021 p., aHINMiINCbKOK MOBOIO. 10
NPOTOKONY K/iHIYHOTo AoCAimKeHHs «PaHaomizoBaHe, NoagiliHe chine, 6baratoHalioHa/bHe, baraToLeHTpoBe
OOCNIMKEHHST ANsl MOPIBHSAHHSA edIeKTUBHOCTI, 6e3nekn Ta iMyHoreHHocTi TVB-009P Ta peHocymaoy
(MPOJIIA®) y naujieHTiB 3 NOCTMEHoNay3a/lbHUM OCTEeOoMNopo30M», Koa aochimpkeHHs TVB009-IMB-30085,
nonpaska npoTokony 02 Big 29 yepBHA 2021 p.; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc.,
USA

3asBHuK - TOB «CaHaKnic», YkpaiHa

35. Br/1loueHHs1 f04aTKOBOro Micusl NPoBeAeHHA K/iHIYHOro BUNPOOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIO
JocnipkeHHs «baraToLeHTpoBe, paHAOMi30BaHe, NoABiiHE Crline, KOHTPO/IbOBaHEe 3a AOMNOMOrol akTUBHOMO
npenapaty K/iHiYHe pgocnimkeHHs 1l dasm gns ouiHkm 6e3nekn Ta eqEeKTUBHOCTI JIEHBATUHIOY
(E7080/MK-7902) 3 nembponizymabom (MK-3475) y noefHaHHI 3 TpaHcapTepiasibHOW XiMioembonisaulieto
(TACE) nopiBHSAAHO 3 npoBeAeHHsAM Tiibkn TACE y y4yacHuMKIB 3 HEBW/IKOBHOKW |/ HeMeTacTaTUMYHOM
renatouesntonsipHolo  kapumHomoro (LEAP-012)», kog pocnimpkeHHs MK-7902-012, 3 iHKOpNopoBaHOoH
nonpaskoto 03 Big 28 TpaBHA 2021 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AodipHE NignpueMcTBo
«Mepk EHfA Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

No MN.1.B. BignoBiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA

1 nikap 3penux N1.B.

MeanuHnin LeHTp «YHiBepcanbHa KhiHika «Obepir» ToBapncTBa 3 0OMEXEHOI BifNOBIga/IbHICTIO
«Kanutan», kiHiko-KOHCYNbTaTUBHE BiafiNeHHs, M. KniB

3anBHUK - TOBApMCTBO 3 0OMEXEHOI0 BiAnoBigasibHiCcTio «MC/J, YkpaiHa»

36. bpowypa pocnigHuka nikapcbkoro 3aco6y SAR441344, sepcia Ne 3 Big 16 rpyaHs 2021p.,
AHINMiNCbKOK MOBOLO. 0 MPOTOKOJTY KAIHIYHOTO JOCHiMpKEHHA «PaHaomi3oBaHe, noAgiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe A0CNiMKEeHHS dhasn 2 ANs OUiHKM edpekTUBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHAaNIBLHOTO
aHTUTINa Ao aHTaroHicta CD40L, y naujieHTiB 3 peunanByounM PO3CISSHUM CK1epo30M», KOA AOCAiMKEHHS
ACT16877, 3 nonpaBkot 01, Bepcia 1 Big 20 TpaBHsA 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoci-ABeHTIC peluepLl e gesenonmaH, ®paHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

37. Indhopmauifa Ta AOKYMEHT npo iHhopmoBaHy 3rogy AnA nauieHTa, YkpaiHa, MK-7684A-004, Bepcisa
1.00 Big 12 ciuHA 2022 p., yKpaiHCbKOKO MOBOIO; IH(hopMaLis Ta JOKYMEHT npo iHchopMoBaHy 3roay Ans
nauieHTa, YkpaiHa, MK-7684A-004, Bepcis 1.00 Big 12 ciuHa 2022 p., pocilicbKOI0 MOBOK A0 NPOTOKOJY
KNiHiYHOro BUNPOoGYBaHHSA «Bigkpute gocnimpkeHHA dhasn 2 Ans ouiHkM 6e3nekun Ta edoekTnBHocTi MK-7684A



(kombiHauia MK-7684 [BibocTonimab] 3 MK-3475 [nembponizymab]) y ydyacHMKiB 3 peumamByouumMm abo
pedpakTeEPHUMU TEMATOSONYHUMM 3/109KICHUMU HOBOYTBOPEHHAMMU», KoA AdocnimpkeHHs MK-7684A-004, 3
iHkopnoposaHoto nonpaskoto 02 Big 20 BepecHsA 2021 poky; cnoHcop - «Mepk LWapn eHp Joym Kopn.», fo4ipHe
nignpuemcteo «Mepk eHg, Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

38. BK/IIOUEHHA AO0JATKOBOrO MicUA NpPOBeOeHHSA K/iHIYHOrO BUNPOOGYBaHHA; 3pasoK TEeKCTYy
Bigeoponuka ans naujieHTa wono0 PO3YyMiHHA KNiHIYHOro BUMPOOYBaHHSA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Ukrainian_FINAL_17_ Dec_2021_ Version_1.0, yKkpaiHCbKOI0 MOBOIO; 3pa30K TEKCTY Bigeoposimka AnA
nauieHTa wono PO3yMiHHA KNiHiYHOrO BUNPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Russian_FINAL_17_ Dec_2021_Version_1.0, pociicbkOl0 MOBOI; 3pa3oK TeKCTYy KOPOTKOro
Bigeoposimka ans nauieHTta wono PO3YMiHHSA KNiHiYHOro BUNPOGYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Ukrainian_FINAL_17 Dec_2021 Version_1.0, yKpaiHCbKOIO MOBOIO; 3pa3oK TeKCTy KOpPOTKOro
Bigeoponuka ans nauieHTa wono PO3YyMiHHA KNiHiYHOro BUNPOGYBaHHA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Russian_FINAL_17_Dec_2021_Version_1.0, pociiicbkolo MOBOI; 3pasoK TeKCTy KiHLeBOro
Bigeoponuka ans naujieHTa wono0 PO3yMiHHA KNiHIYHOrO BUMPOOGYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Ukrainian_FINAL_17_ Dec_2021_Version_1.0, yKpalHCbKOO MOBOI; 3pa3oK TeKCTy KiHLeBOro
Bigeoponuka ans nauieHTta wono PO3YMiHHA KNiHiYHOro BUNPOGYBaHHSA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Russian_FINAL_17_Dec_2021_Version_1.0, pocilicbkolo MoBOlo; Bigeoponuk gna nauieHta wopgo
PO3YyMiHHA KNiHiYyHOroO BUNPOGYBaHHA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Ukrainian_FINAL_17_ Dec_2021_ Version_1.0, yKkpaiHCbKOI0 MOBOI0; Bigeoponuk ans nauieHTa woao
pPO3yMiHHA KNiHiYHOro BUNPOGYBaHHSA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Russian_FINAL_17_Dec_2021_Version_1.0, pocilicbkolo MOBOI0; KOpOoTKuii Bigeoponuk Ansa nauieHta
wozao PO3yMiHHA KNiHi4YHOro BUMPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Ukrainian_FINAL_17 Dec_2021_Version_1.0, yKpaiHCbKOl0O MOBOW; KopoTkuii Bigeoponuk pans
nauieHTa wonao PO3yMiHHA KNiHiYHOrO BUNPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Russian_FINAL_17_Dec_2021_Version_1.0, pociiicbkolo moBolo; KiHueBuii Bigeoponuk ans nauieHta
woao PO3yMiHHA KNiHiYHOro BUNPOOYBaHHS,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Ukrainian_FINAL_17 Dec_2021_Version_1.0, ykpaiHCbKOlO MOBOW; KiHueBuii Bigeoponuk Aans
nauieHTa wonao PO3YyMiHHA KNiHiYHOrO BUNPOGYBaHHA,
KAR_012_SignantHealth_Karuna_Tx_Placebo_Mitigation_Training_Video_Script_Ukrain/
Russian_FINAL_17_Dec_2021_Version_1.0, pocCiiCbKOO MOBOIO 10 NPOTOKOJTY K/TiIHIYHOTO BUNPOOYBaHHS
«PaHgomi3zoBaHe, noagiiHe cnine, nnauebo-kOHTPOsIbOBaHe AOCAIAKEHHA 3 dasy 3 MEeTOK  OLHKK
6e3neyHocTi Ta edekTuBHOCTI npenapaty KarXT sk afg'toHKTMBHOI Tepanii y nauieHTiB i3 HeaocTaTHbO
KOHTPO/IbOBaHMMM CUMMATOMaMu LWn3odpeHii», kog agocnipkeHHs KAR-012, sepcia 2.0 Big 15 xoBTHA 2021
pOKy; cnoHcop - «KapyHa TepanbloTike, IHK.» (Karuna Therapeutics, Inc.), CLUA

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpPo6yBaHHSA

1 reH. gmpektop Muxaintokosmy O.K.

KomyHasibHe HekoMmepuiiiHe nignpuemMcTBo «Opgecbka obiacHa ncuxiatpuuHa nikapHa No2»
Opecbkoi 06nacHOT paau, ncuxiatpuyHe BigaineHHs Nel6, Ogecbka 0651acTb, JIMMaHCBKNIA p-H,
c. OnekcaHgpiska




3aaBHUK - ToBapncTBO 3 O6MeEXeHot0 BignosiganbHicTio «KoHTpakTHO-AocnigHuubka OpraHisauis IHHodapM-
YkpaiHa»

39. Po3gin "Axictb | Quality” [docbe pocnimpkyBaHOro sikapcbkoro saco6y Ozanimod (RPC1063),
pepakuia 9.0 Big XoBTHA 2021 p.; JoaaHHA HOBOro (A40JAaTKOBOro) BUPOOGHMKA AOCNiMKYBaHOro
nikapcbkoro 3aco6y: osaHimog 0,23 mr (ekBiBasieHT o3aHimoay rigpoxnopuay/RPC1063 0,25 wmr),
Kancynu; osaHimog 0,92 mr (ekBiBasieHT o3aHimoay riapoxnopuay/RPC1063 1,0 mr), kancynu - "Celgene
International Sarl", LLiBeliuyapif; 3paskn eTUKETOK: NALWIEYKa AN npuiioMy npenapaTy y BiaAKpUTomy
peXxumi B HapocTalounx fos3ax, Aka MicTUTb 12 kancyn osadimopgy 0,23 mr (ekBiBasieHT O3aHimopy
rigpoxnopuay/RPC1063 0,25 wmr), pegakuis Big 04.08.2021 p.; nasiweyka Ansa npuiomy npenapaty y
BiAKPUTOMY pexumi, sika Mictutb 35 Kancyn o3aHimogy 0,92 Mr (eKkBiBasleHT oO3aHimopy
rigpoxnopngy/RPC1063 1,0 mr), peaakuis Big 03.08.2021 p. 40 NPOTOKO/Y KNiHIYHOTO BMNPOOYBaHHS
«JlopaTkoBe 6araTtoueHTpoBe BigkpuTe focnimkeHHs Il dpasm 3 MeTolo OLiHK1 03aHiMoAay [/15 NepopasibHOro
npuiioMy Mpu JlikyBaHHI NaLieHTiB i3 cepeAHbOTSHKKMM abo TsHXKMM nepebirom xBopobu KpoHa B akTWBHIN
dhopmi», ko pocnimkeHHs RPCO01-3204, pepakuis 6.0 Big 14 uepBHA 2021 p.; crnoHcop - «CenmkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), Lseiuapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «IMl EC AN-YKPAIHA»

40. 3miHa BigNOBiAA/ILHOrO AOCNiAHMKA Y MicLi NPOBeAEHHA K/iHIYHOro BUNPOGyBaHHA; 3MiHa Ha3BU
Micus npoBeAeHHs KMiHIYHOroO BUNPOGYBaHHA [0 MNPOTOKOAY K/IHIYHOTO AOCNiAXKEHHA «52-TUXHeBe,
paHAomi3oBaHe, NoABiliHe chine, 3 NOABIMHMM MacKyBaHHSIM, 3 KOHTPOJ1IEM NAaLebo Ta akTUBHUM KOHTPOSIeM
pocnigpkeHHs (Podpnyminact, Janipecn® 500 MKr), WO NPOBOAMTLCA B NapasiefibHUX rpynax 3 MeTO OLiHKM
edhekTMBHOCTI Ta 6e3neyHoCTi ABOX 403 npenapaTy CHF6001 y dpopMi Cyxoro nmopoLuKky A iHransuii, wo
[04at0TbCa A0 NiATPMMYHOYOT NOTPINHOT Tepanii y NawuieHTiB i3 XPOHIYHMM OBGCTPYKTMBHMM 3aXBOPIOBAHHSAM
nereHb (XO3/1) Ta XpOHiYHUM BpPOHXITOM», KOA pochimpkeHHs CLI-06001AA1-05, sepcis 2.0 Big 03 TpaBHS
2021 poky; cnoHcop - «K’e3i PapmauesTidi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

BYNO CTANO
K.M.H. F'onko O.®. nikap KpuBopyuko I. T.
JlikyBanbHO-giarHoCTMYHMIA  UeHTp ToBapucTtBa 3 | JlikyBaslbHO-AiarHOCTUYHUIA LEeHTp ToBapuctea 3
06MeXEHOH BiANOBIAA/ILHICTIO «MeaunuHnii | 06MEXEHOI0 Bi4NOBIAANbLHICTIO «MeanyHwnii
NiKyBa/IbHO-AiarHOCTUYHUIA LeHTp "MegioH», | NiKyBa/IbHO-4IarHOCTUYHNIA LeHTp «MegioH»,
nonikNiHivHe BigaineHHs, m. NonTtasa nonikNiHivyHe BigaineHHs, M. NonTtasa

BYNO CTANO
K.M.H. Tpuwyk H.M. K.M.H. Tpuwyk H.M.
HaBuasnibHO-HayKoBWiA MeaANYHNIA KoMnnekc | HaBYyasibHO-HayKoBWiA MeaNYHWIA LeHTp
«YHiBEpCUTETCbKA KniHika» XapkiBCbKOro | «YHiBepcuteTcbka KNiHika» XapkiBCbKOro
HaLjioHaNIbHOro MeN4YHOro yHiBEpPCUTETY, | HaUiOHa/IbHOTO MeAMNYHOro YHiBEPCUTETY,
KOHCY/IbTaTVBHO-AiarHOCTUYHa NoNikNiHika, | KOHCYNbTaTMBHO-AiarHOCTUYHA nonikNiHika,
M. XapkiB M. XapkiB

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasbHICTIO «/TABKOPTT KMIHIKA/ AEBE/IOMMEHT YKPAIHA»

41. 3miHa BignoBiga/IbHOro AociAHMUKA Y MicLi NpoBeAeHHA KNiHIYHOro BUNpo6yBaHHA; 3MiHa Ha3BU
MicuAs npoBefEeHHA KNIHIYHOrO BUNPOGYBaHHA; 3a/lydeHHA [0[AaTKOBOro MicuA npoBefeHHs
KMiHIYHOTO BUNPOGYBaHHA [0 NPOTOKOJY KAiHIYHOTO AOCNIMKEHHS «52-TXXHEBE, paHAOMI30BaHe, NoABiliHe
cnine, naauebo KOHTPONbOBaHe AOCIMKEHHA Yy napaseflbHUX rpynax 3 MeTol OLUiHKM ed)eKTUBHOCTI Ta
6e3neyvyHocTi ABOX A03 npenapaty CHF6001 y chopmi Cyxoro nopoLiky A iHransuii, Wwo AofalTbes A0
NiATPMMYOYOI NOTPIVHOT Tepanii y NayieHTIB i3 XPOHIYHNM OOCTPYKTUBHUM 3aXBOPHOBaHHAM nereHb (XO3/1) Ta
XPOHIYHMM BpOHXiTOM», Koa gocnimpkeHHs CLI-06001AA1-04, sepcis 2.0 Big 03 TpaBHs 2021 poKy; CNOHCOP -
«K’e3i dapmauenTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

[ BYNO | cTANO |




K.M.H. Fonko O.®.
JlikyBaNbHO-AiarHOCTUYHWUIA LLEHTP ToBapucTBa 3

nikap Kpusopyuko I.I'.
JlikyBa/IbHO-AjarHOCTUYHWIA  LEHTP ToBapucTea 3

06MexXeHo BiANOBIfaNbHICTIO «MepguuHuii | 06MexeHot Bi4NOBIfa/IbHICTIO «MeanyHwnii
NiKyBaJIbHO-AiarHOCTUYHNIA LEeHTP «MepgioH», | nikyBaslbHO-AiarHOCTUYHWIA LeHTp «MegioH»,
nosikaiHivyHe BigaineHHs, m. Nontasa nosikaiHivyHe BigdineHHs, M. Nontasa

BYNno CTANO

K.M.H. Tpuwyk H.M. K.M.H. Tpuwyk H.M.

HaBuasibHO-HayKoBWiA MeaUYHWI Komnekc | HaByasibHO-HayKOBWiA MeaNYHWUIA LeHTp
«YHiBepcuTeTChbka KNiHiKa» XapkiBCcbKOro | "YHiBepcuteTcbka KiHika" XapkiBCbKOro
HauioHa/IbHOro MeaUYHOro yHiBepcuteTy, | HauioHanbHoro Me[UYHOro yHiBEpCUTeTY,
KOHCY/IbTaTMBHO-AjiarHoCcTMyHa NosiK/iHIKa, KOHCY/IbTaTMBHO-AiarHOCTUYHa Nosik/iHIKa,
M. XapkiB M. XapkiB

Ne MN.L.B. BignoBiganbHOro gocnigHuKa

n/n HasBsa micus npoBeAeHHSA K/iHIYHOro BUNPoGYyBaHHA

1 | A.M.H., npod. l'epuu N.P.

KomyHasibHe HekomepuiiiHe nignpuemMcTBo "Ob6nacHa KniHivHa nikapHs IBaHO-PpaHkiBCbKOi 061acHOi
pagu', aneprosioriyHe BigAiNeHHs , |1BaHO-PpaHKIBCbKUIA HaUiOHa/IbHWUIT MeAWYHWIA YHIBEPCUTET,
Kadhegpa BHYTPiLLHLOT MeanumHn Nel, KniHiYHOT iMyHOOriT Ta anepronorii, M. IBaHo-PpaHKiBCbK
3anaBHVK - TOBapUCTBO 3 06MEXEHOI0 BiANoBigasbHICTIO «/TABKOPT KMIHIKAM AEBE/IOMMEHT YKPAIHA»

42. bpouwypa gocnigHuka Empagliflozin (Bl 10773), Bepcis 24 Big 22 nuctonaga 2021 p., aHrniicbKoto
MOBOI0; [loAaTtoK ANnsA nauieHTa: 3pa3ok 3HiMKa ekpaHa gxepena myMedidata, Bepcifa 2.0 ykpaiHCbKOIO
MoBoOIo AnA YKpaiHu; [loaatok AnA nauieHTa: 3pa3oK 3HiMKa ekpaHa mxepena myMedidata, Bepcisa 2.0
pocilicbkolo MoBoOto ansA YkpaiHu; 1245-0202 MosTopHa 3roga tenecoHomM/Bifeoa3BiHKOM (iHCTPYKLiA
ANA pocnigHukiB), Bepcia 2 Big 06 rpyaHa 2021 poKy aHriiicbKo MOBOK; 3MiHa HasBU Micus
npoBefieHHs1 KMAIHIYHOrO BUMNPOOYBAaHHA [0 MPOTOKO/Y KiHIYHOTO JocnigkeHHA «OnTumizoBaHe,
GaraToueHTpoBe, paHOOMI30BaHe, NoAgiliHe chine, nNaaueb0-KOHTPOSIbOBaHE AOCIMKEHHS Y napasiesibHmX
rpynax i3 BUBYEHHSA BM/IMBY eMnarnidpo3uHy Ha 4acToTy rocnitTanisaLii 3 npuBoAy cepueBoi HeJOCTaTHOCTI
Ta BNUBY Ha piBEHb CMEPTHOCTI Y NaLEHTIB i3 TOCTPUM iH(PapKTOM MioKkapaa», Kog AocnimpkeHHA 1245-0202,
Bepcis 1.0 Big 03 nunHsa 2020 poky; cnoHcop - Boehringer Ingelheim International GmbH, HimeyunHa

BYJIO

CTA/O

O.M.H., npodp. Apema H.I.

KomyHasbHe HekomepLiiHe niANpPUEMCTBO
«TepHoONinbCcbKa YyHIiBepCUTETCbKa NiKapHA»
TepHoninbcbkoi o6nacHoi pagu, kapaionoriyHe
BiA4iNeHHs, TepHONINbCbKMIA HaLjioHa/IbHUIA
MeAMNYHUIA yHiBepcuTeT iMeHi |.A. MTopbayeBCcbkoro
MiHicTepcTBa OXOPOHY 300POB'A YKpaiHu, kadeapa
BHYTPILIHLOI MeanuuHy Nel, M. TepHonisib

O.M.H., npod. Apema H.I.

KomyHanbHe HekomepLiiHe nigNnpUeEMCTBO
«TepHoOnNinbCbKa oOGsacHa KNiHIYHA niKapHA»
TepHoninbCcbkoi o6nacHoi pagW, kKapgionoriyHe
BiAOiEHHS, TepHONINbCbKMiA HaLioHa TbHWIA
MeaNYHUIA yHiBepcuTeT iMeHi |.A. TopbayeBCbkoro
MiHicTepcTBa OXOPOHU 300pPOB'A YKpaiHu, kadeapa
BHYTPILWHbLOI MeanumnHM Nel, M. TepHonisb

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKA AEBE/TIOMNMEHT YKPAIHA»

43. Posgin "Axictb | Quality" Jocbe pocnimkyBaHOro nikapcbkoro saco6y Ozanimod (RPC1063),
pepakuia 9.0 Big oBTHA 2021 p.; JoaaHHA HOBOro (AOAATKOBOro) BUMPOGHUKA AOCNiOKYyBaHOro
nikapcbKkoro 3aco6y: osaHimog 0,23 mr (ekBiBasieHT o3aHiMmopy rigpoxnopuay/RPC1063 0,25 wmr),
Kancynu; osaHimopg 0,92 mr (ekBiBanieHT o3aHimoay rigpoxnopuay/RPC1063 1,0 mr), kancynu - "Celgene
International Sarl", LUBeliyapis; 3pa3Kkn eTUKETOK: NAslIeYKa AAA npuiiomy npenapaty y cninomy
peXxumi B HapocTalounx gosax, Aka MiCTUTb 12 kancyn osadimopgy 0,23 mr (ekBiBasieHT O3aHimopy
rigpoxnopuay/RPC1063 0,25 mr) un nnaue6o, pepakuis Big 04.08.2021 p.; nnsAweuka gna npuiiomy
npenapary y cainomy pexumi, aka mictutb 35 kancyn osaHimogy 0,92 mr (ekBiBasieHT o3aHiMmopgy
rigpoxnopngy/RPC1063 1,0 mr) um nnauye6o, pegakuisa Big 03.08.2021 p. 40 NPOTOKOMIB KNiHIYHKX
BMNpobyBaHb: «baraToLeHTpoBe paH4oMi30BaHe, NOABIVHO chine, nnaueb0-koHTPOoIboBaHe aochimkeHHs Il
chasm 3 METOIO OLHKM 03aHIMOAY A/15 MPUNOMY NepopasibHO NPV NPOBEAEHHI IHAYKLIAHOT Tepanii nayieHTam i3



CcepeaHbOTHKKMM abo TSHKKMM nepebirom xBopobu KpoHa B akTuBHIl dhopmi (gocnimkeHHs Nel 3 OuiHKu
iHAYKLiHOT Tepanii)», ko4 gocnigpxkeHHs RPC01-3201, peaakuis 6.0 Big 14 yepsHs 2021 p.; «baratoueHTpoBe
paHAgoMi3oBaHe, MOABINHO cine, Nnauebo-KoOHTPOoIboBaHe AocnigpkeHHs |l dpasn 3 MeTOH OLHKM O3aHiMogy
Ana npuiiomy nepopasibHO NpU NPOBEAEHHI IHAYKUINHOT Tepanii nauieHTam i3 cepeAHbOTXKAM ab0 THXKMM
nepebirom xBopo6w KpoHa B akTuBHIN chopmi (gocnimpkeHHs Ne2 3 OuiHKM iHAYKUIAHOT Tepanii)», Kopg
pocnipkeHHs RPC01-3202, pepakuis 6.0 Big 14 yepsHs 2021 p.; «baraToueHTpoBe paHAOMi30BaHe, NOABIHO
cnine, nnauebo-koHTponboBaHe AocnimkeHHs Il ¢pasy 3 METOoK OuiHKM O3aHiMoAy 418 MepopasibHOro
npuinomMy Npu MPOBELEHHI MIATPMMYKOYOI Tepanii nauieHTaM i3 cepedHbOTSHXKKMM abo TSHKKMM nepebirom
XBOpO6M KpoHa B akTuBHIN dhopmi», kog gocnimkeHHss RPC01-3203, pegakuisa 6.0 Big 14 vepsHs 2021 p.;
cnoHcop - «CenmgxeH IHTepHeluHn | Capn» (Celgene International 1l Sarl), Lseliuapis

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTHO «MI EC AU-YKPAIHA»

44, OHoBneHa bpowypa gocnigHuka 3 npenapaty MayuteHTaH, BugaHHa 19 Big 2 rpyaHa 2021 poky 10
NMPOTOKONY KNiHIYHOTO AOChifpKkeHHA «baraToueHTpoBe, OAHOrPynoBe, BiAKPWUTE, OOCNIMKEHHSA 3 OLHKM
[OBrocTpoKoBOi 6e3neky npenapaty MauuTeHTaH Yy nNauieHTiB 3 JIereHeBO rinepTeH3ielo, ki paHiwe
nikysanuca npenapartoM MauuTteHTaH B KniHiYHUX gocnimpkeHHax (UMBRELLA)», kog gocnigxeHHs AC-055-
314, cxsasieHa Bepcia 8 Big 05 cepnHa 2021 poky; cnoHcop - AktenioH ®apmacbtoTtikasic Jith. [Actelion
Pharmaceuticals Ltd], LUseiuapis

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

45. 36inblUeHHA KiNIbKOCTI NayieHTiB, AKi NpUiiMaTMMyTb yyacTb Y KiHIYUHOMY gocnigXeHHi B YKpaiHi 3
760 po 800 oci6. 40 NPOTOKONY KIHIYHOrO AOC/imKeHHS «PaHaoMi3oBaHe, 6baraToLeHTPoOBe, NOABIlHe crine,
nnaueb0o-KOHTPO/IbOBaHe AOCAIAKEHHS TPETbOT (ha3un y napanenbHuX rpynax aas BUBYEHHS edhekTUBHOCTI Ta
6e3nekn npenapaty CSL112 y nauieHTiB 3 TOCTPUM KOPOHapHMM CUHAPOMOM», KOZ [AOC/iAXEHHS
CSL112_3001, sepcisa 3 nonpaskoto 1 Big 10 BepecHa 2019 poky; cnoHcop - CSL Behring LLC, United States
3asBHUK - TOBAPWCTBO 3 0GMEXEHOI0 BiANoBiAasbHICTIO «/TABKOPT K/IHIKA/T AEBE/IONMMEHT YKPAIHA»

46. 3anuTanbHUK 3i cTaHy 3opy - 25 (VFQ-25), Bepcis 2000 ciyueHb 2000 poKy, Bepcii YKpaiHCbKOLO
MOBOI0 Big, 15 X0BTHs 2021 poKy A0 NPOTOKOAY K/iHIYHOro A0CNimKeHHA «baraToueHTpoBe, NoaBiliHe crine,
paHAoMi3oBaHe AocnimkeHHs ha3m 3 Ans ouiHkM eheKTUBHOCTI Ta 6e3neyHocTi npenapaTty OPT-302 npu
iHTpaBiTpeaslbHOMY BBEEHHI B KOMOIHaLiT 3 paHi6isaymaboM, NOPIBHAHO 3 MOHOTepaniel paHibisymabom, B
Y4YaCHUKIB LOCIMKEHHSA 3 HEOBACKY/IAPHOIO BIKOBOK Maky/isipHOIO fereHepadieto (HBM)», ko JocnigKeHHs
OPT-302-1004, Bepcisa 1.0 Big 16 rpyaHa 2020 poky; cnoHcop - OPTHEA LIMITED, Australia

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

47. 3anyyeHHs1 A0AATKOBOro MicusA NpoBeAeHHs KNiHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y KNiHIYHOMo
JocnipkeHHs «PaHgomizoBaHe afanTuUBHE MNoOABiHE cnine nnauebo-koHTposiboBaHe 6GaraToueHTpoBe
JocnigpkeHHs dpasm 1b ans BUBYEHHSA 6€3neYHOCTi, NEPEHOCUMOCTI, DapMakoKiHETUKM Ta hapMakognHaMIKu
6aratopasoBux [o3 npenapaty PT101 y nauieHTIB 3 aKkTVBHUM BMPA3KOBMM KOJTITOM», KOA LOCIIKEHHS
PT101-201, nonpaska 1 Big 11 TpaBHs 2021 poKy; cnoHcop - «MaHAioH TepanblTUKC, [HK.», A0YipHSA KOMNaHis,
LLLO 3HAXOAUTLCA Y NOBHIN BNacHocTi «Mepk eHg Ko., IHK.», KeHinsopT, wtat Hbto-xepci, CLUA (BigomMoT sk
«MC/[» 3a mexamun CrnonydeHux LUtatiB Amepukn Ta KaHaagm) /Pandion Therapeutics, Inc., a wholly-owned
subsidiary of Merck & Co., Inc., Kenilworth, NJ, USA (known as MSD outside the United States and Canada),
CLWA

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNpPo6yBaHHSA

1 nikap Wesuyk B.M.

MpvBaTHe MiANPMEMCTBO NpMBaTHa BUPOGHMYA ipMa «AUMHYC», MiKyBaslbHO-AIarHOCTUYHNI
LUeHTp, M. KpONnBHULbKNMIA

3asaBHUK - TOB «biomanac», YkpaiHa




48. bpowypa gocnigHuka JocnigKyBaHOro nikapcbKkoro 3aco6y Brexpiprazole (OPC-34712), BuaaHHA
17 Big, 27 BepecHA 2021 pokKy aHrniicbkoo MoBoto; 331-14-213_YkpaiHa_lHcopmauiiiHuii nuct i hopma
iHhopMoOBaHoOI 3roau yyacHuka gocnipxeHHs Bepcia 7.1_Big 24 nuctonaga 2021 p._yKpaiHCLKOIO Ta
pociiicbkolo MoBamu; 331-14-213_YkpaiHa_lHdopmauia Ta c¢opma 3rogu nauieHTa 3 OGMEXEHOL
MOX/TMBICTIO NMpuiiMaTy He3aseXHi pilleHHA Bepcia 6.1 Big 24 nuctonaga 2021 p._ykpaiHCbKOIO Ta
pociiicbkolo MoBamu; CKpiHWOT SecureConsent_IHchopmauiiHoro nucta i ¢opmu iHpopmoBaHoOT
3roau yyacHuka pochnimkeHHs Bepcia 7.1 Big 24 nuctonaga 2021 p. yKpaiHCbKOIO Ta POCIiliCbKOLO
MoBamMu; CKpiHWoOT SecureConsent_IHdopmauii Ta oopmu 3rogm nayieHTa 3 06MeXEeHOK MOXJ/IMBICTIO
npuiiMaTu HesasexHi piweHHA Bepcia 6.1 Big 24 nuctonaga 2021 p. yKpPaiHCLKOK Ta POCIiACLKOIO
MoBaMU; 36i/1bLLUEHHS KiNbKOCTI NauieHTiB, WO GyayTh 3aJlydaTtucs y KiiHiuHe BUNPoGyBaHHA B YKpaiHi
3150 o 170 ociG; MoaoBXeHHA TePMiHY TPUBAJIOCTi AOCNiMKEHHA B YKpaiHi Ao 30 BepecHs 2022 poky
[0 MPOTOKONY K/iHIYHOrO BMNpobyBaHHA «®a3a 3, 12-TnxHeBe, 6araToLeHTPoBe, paH4oMi30BaHe, NojBiiHe
cnine, nnawue60-KOHTPO/IbOBaHe AOCNIMKEHHSA Y 2-X rpynax 3 (DiKCoBaHUMY f03aMW 4715 OLIHKN eddeKTUBHOCTI,
6e3neyHocTi Ta nepeHocumocTi Opekcninpasony (OPC-34712) npu niKyBaHHI NauieHTiB i3 axutauieto
MOB’A3aHOI0 3 AeMeHLie0 AnbLreliMepiBCbKOro TUny», Kog gocnimkeHHs 331-14-213, Bepcis 4.0 3 nonpaBKoto
3 Bifg, 14 BepecHs 2020 poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA
(«Ouyka ®apmachtoTiki [eBenonmeHT eHg KomepcinizenwH, IHk.», CLUA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

49. Bpowypa gocnigHukKa JOCNiAKyBaHOro nikapcbKoro 3aco6y Brexpiprazole (OPC-34712), BugaHHA
17 Big 27 BepecHAa 2021 Ppoky aHrnincbkow mMoBow; 331-201-00182_YkpaiHa_Bepcis
6.1_IHdopmauiiiHuii nucT i chopma iHhopmoBaHOiT 3roau yyacHUKa [OCiAKeHHA_ Big 24 nuctonaga
2021 p. ykpaiHCbKOl Ta pociiicbkoio moBamu; 331-201-00182_YkpaiHa_ Bepcia 4.1_IHcdopmauis Ta
chopma 3roau nauieHTa 3 0GMeXeHOK MOX/IUBICTIO NPUIIMaTX He3aJ1eXHI PilleHHs _ Bifg 24 nucTtonaga
2021 p. ykpaiHCbKOI Ta pociiicbkolo MoBamu; CKpiHWOT SecureConsent_331-201-00182_YkpaiHa_
Bepcia 6.1_IHdopmauiiiHuiA nuct i ¢popma iHchopmoBaHOI 3roan yuyacHuKa AOCHifKeHHA_Big 24
nuctonaga 2021 p. yKpaiHCbKOK Ta pociiicbkoo moBamu; CkpiHwoT SecureConsent _331-201-
00182_YkpaiHa_ Bepcisa 4.1 IHcopmauis Ta ¢popma 3rogu nauieHTa 3 OOMEXEHOK MOX/IUBICTIO
npuiiMmaTu HesasneXHi piweHHsA_Big 24 nuctonaga 2021 p. yKpaiHCbKOK Ta POCifiCbKOO MOBaMu;
MopaoBXeHHs1 TPMBANOCTI AOCNiMKEHHS B YKpaiHi A0 31 ciuHA 2023; 3MeHLIEeHHS 3ann1aHoBOl KilbKOCTi
nauieHTiB, WO 6yAyTb 3a/1yyaTvuca Yy KiiHiuHe BUNpoGyBaHHA B YKpaiHi 3 126 o 94 oci6é ao npotokony
KNiHIYHOro AocnimpKeHHs1 «12-TxkHeBe, 6araToLEHTPOBE, NOAOBXEHE AO0CNIAKEHHS aKTUBHOIO fliKyBaHHA ANs
OLiHKK 6e3MeYHOCTi Ta NepeHOCUMOCTi GpeKcninpasony npu AikyBaHHI NaUiEHTIB i3 aXuTaLi€l0 NoB'13aHOI0 3
AeMeHLjie0 AnbLUreimMmepiBCbLKOro Tuny», kog gocnipkeHHs 331-201-00182, sepcis 4.0 3 nonpasBkoto 3 Big 22
BepecHs 2020 poky; cnoHcop - Otsuka Pharmaceutical Development & Commercialization, Inc., USA («Ouyka
dapmacbloTikn JesenonmeHT eHg KomepciniseiiwH, IHK.», CLLA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

50. OHOBNEeHe fOCbLE Ha JocnigKyBaHUi nikapcbkuii 3acié (IMPD) AMT-101, Bepcis 4.2 Big 15 rpyaHsA
2021 poKy aHrniicbkolo mMoBOK; OHoBrieHa Gpouwypa pgocnigHuka (AMT-101), Bepcia 3 Big 23
nucrtonaga 2021 p., aHrMINCbLKOIO MOBOK [0 MPOTOKOIB KAiHIYHMX BUNPOOyBaHb: «baraToueHTpoBe
paHOoMi3oBaHe nnaueb0-KOHTPO/IbOBaHe MNOABiMHE chine AOCAiMKEHHS diasn 2a, WO NpoBOAUTLCS B
napanesbHuX rpynax ans BUBYEHHS e(PEKTUBHOCTI Ta 6€3MeYHOCTI NepopasIbHOrO 3aCTOCYBaHHA npenapary
AMT-101 y nauieHTiB i3 BUPA3KOBUM KOMITOM CEPEAHbOro abo TSHXKKOro CTyneHs», kog, gocnimpkeHHs AMT-101-
202, Bepcis 2.0 Big 08 uepsHs 2020 poky.; «PaHgomizoBaHe, nnauebo-KOHTPOobOBaHe, NoagiliHe cnine, y
napanenbHuX rpynax, nowykose, ®asa 2, gocnigkeHHs epekTuBHOCTI | 6e3neyHocTi npenapaty AMT-101 gns
nepopasibHOr0 3aCTOCYBaHHA Yy NOEAHAHHI 3 afganiMyMadboM Yy navieHTiB 3 BUPa3KOBUM KOAITOM cepefHboro
abo TAXKOro CTyneHs», kof JochnimpkeHHsa AMT-101-203, sepcia 3.0 Big 26 »oBTHA 2021 p.; cnoHcop -
«Ennnaiig Monekbtonap TpaHcnopT IHk.»/ Applied Molecular Transport Inc, CLLUA

3asaBHUK - TOB «biomanac», YkpaiHa

51. OHoBneHwuii npotokon WA21493/ACT4422g, Bepcia L Big 18 nuctonaga 2021 poky; Bpouwypa
pocnigHuka RO4964913 (Okpenisyma6/OkpeByc®), Bepcia 20 Big nuctonaga 2021 poky, aHrNiiCbKOIo
MmoBoto; dopma iHchopmoBaHoi 3rogu nauieHta, Bepcia V15.0UKR(uk)1.0 Big 29 rpyaHa 2021 poky,
nepeknag yKpaiHCbKO MOBOW Big 29 rpygHa 2021 poky; ®opma iH(hopmMOBaHOI 3rogM naui€eHTa,
Bepcia V15.0UKR(ru)1.0 Big 29 rpyaHa 2021 poky, nepeknag pociicbKo MOBOIO Big 29 rpygHa 2021



poky; MosicHoBasbHa 3anucka Woao 6e3neku npenapaty okpenisymao, Big 06 rpyaHa 2021 poky,
aHrnificbkoo MoBoto; lMepeknag yKpaiHCbKOK MOBOK Big 27 rpygHs 2021 poky NOSAACHIOBa/IbHOI
3anucKu Wwoao Gesneku npenapary okpenisymao, Big 06 rpyaHAa 2021 poky [0 NPOTOKO/Y KAiHIYHOMO
BUNpobyBaHHA «baraTtoLeHTpoBe, paHAOMi30BaHe YacTKOBO CJlife AOCNIMKEHHSA Yy napanenbHux rpynax tasu
Il, KOHTpO/IbOBaHe Mo nsaue6o Ta ABOHEKCY®, 0N BU3HAYEHHSA [03YBaHHA 3 METOI OLiHKM epeKTUBHOCTI,
L0 BUMIPIOETHCA 3a YpPakeHHAMM TO/IOBHOroO MO3Ky 3a gornomoroto MPT, Ta 6e3neyHocTi ABOX [03yBaHb
oKpenizymaby Ans nauieHTiB, Wwo cTpaxaanTs Ha PPPCx», kog gocnigpxkeHHs WA21493/ACT4422g, sepcis K
Big 30 nimnHa 2020 poky; cnoHcop - ®. Xoddhman-/la Pow itg (Hoffmann-La Roche Ltd), LBeliuapis
3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

52. OHoBnEeHWii NPOTOKON KAiHiIYHOrO BUNpoGyBaHHA, Bepcia 4 Big 03 nuctonaga 2021 p.; dopma
iHbopmoBaHoi 3rogu, Bepcis 4.0 Ansa YKpaiHu yKpaiHCbKOI Ta pocilicbkoto MoBamu Big 14 rpyaHsa 2021
p. Ha ocHoBi MogenbHol chopmu iHchopmoBaHOi 3rogu ans pgocnipkeHHsa GO41717, sepcii 4 Big 01
nuctonaga 2021 p. 4O NPOTOKONY KAIHIYHOTO BMNpobyBaHHA «PaHAoMi3oBaHe, noAgiiiHe cnine, nnauebo-
KOHTpoOsiboBaHe hasu Il gocnigpkeHHA Tiparonymaoy (aHTK-TIGIT aHTUTINO) B KOMGIHALT 3 aTe301i3ymabom y
MOpiBHAHHI 3 nnaue6o B KOMBiHaLIT 3 ate30/i3yMaboM y nauieHTiB i3 paHille HenikoBaHUM MiCLeBO-MOLIUPEHNM
HepesekTabenbHUM abo metacTatuyHuUM PD-L1-cenekTuBHUM HeApPiOGHOKNITUHHUM pakoM NereHb», Kog
pocnipkeHHs GO41717, sepcia 3 Big 02 nuctonaga 2020 p.; cnoHcop - ®.XogdpmaHH-/1a Pow JitA,
Lsenuapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pol YKpaiHa»

53. OHOBEeHUIT NPOTOKO KAiHIYHOro BUNnpoGyBaHHs ME-401-004, 3 nonpaBkoto 2 Big 07 BepecHs 2021
poky; bpouwypa gocnigHuka ana Zandelisib (ME-401), BugaHHA 8 Big 08 BepecHsa 2021 poky; Aocbe
pocnipKkyBaHoOro nikapcbkoro 3acooy ME-401: Cekuis 2.1.P Medicinal Product, Bepcis Big BepecHsA
2021 poky; Cekuis 2.1.S Drug Substance, Bepcis Big BepecHs 2021 poky; IHchopmauis ansa nauieHTa Ta
thopma iHpopmoOBaHOI 3roan Ha yyacTb Y HayKOBOMY K/liHIYHOMY AocimxeHHi, Mogenb ana YkpaiHu,
Bepcis 2.0 Big 26 nuctonaga 2021 poky, yKpaiHCbLKOIO Ta pocilicbKotlo MoBaMmu; Popma iHhopmMoBaHoT
3rogu BariTHOi napTHepku, Mogenb ana YkpaiHu, sepcif 2.0 Big, 26 nuctonaga 2021 poky, yKpaiHCbKOLO
Ta POCiliCbKOI MOBaMM [0 MPOTOKOY K/IiHIYHOrO AOCAiMKEHHA «PaHaoMi30BaHe, BiAKpUTE, KOHTPO/IbOBaHE,
GaratoueHTpoBe AocnimkeHHs ha3m 3 npenapaty 3aHgenicuo (ME-401) y komb6iHauii 3 puTykcumabom y
MOPIBHSAHHI 3i CTaHAAPTHOK iIMyHOXIMIOTepani€eto y NauieHTiB 3 peunanByOHOoK iHAOMEHTHOK HEXOMKKIHCLKO
nimcoomoto (IHXJ1) — gocnipxkeHHa COASTAL», kog, aocnimkeHHst ME-401-004, nonpaska 1 Big 11 nuctonaga
2020 poky; cnoHcop - «MEI ®apwma, IHK.»/MEI Pharma, Inc., CLLA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

54. OHOBNEHMiT NPOTOKON KNiHiYHOro Bunpo6ysaHHA MK-3475-756 3 iHkopnopoBaHoto nonpaskoto 05
Bif, 23 rpyaHs 2021 pokKy, aHrNifiCbKOO MOBOIO 0 NPOTOKO/Y K/iHIYHOrO BUNPOBYyBaHHA «PaHaoMi30BaHe,
noagiive cnine pgocnimkeHHsa 1l dasu ona nopiBHAHHA nemGponisymady 3 niauebo y KombGiHauil 3
Heoa'toBaHTHOK XiMioTepanield Ta af'loBaHTHOK EHAOKPUMHHOK Tepanieto npu NikyBaHHI paky MOJI0YHOT
3aU1031 3 HAABHICTIO PELLENTOopPIB [0 eCTPOreHiB i BiICYTHICTIO JTIACHKUX peLenTopiB enigepmMasibHOro dpakropa
pocty 2 (ER+ / HER2-) Ha paHHili ctagii npu Bucokomy ctyneHi pusmky (KEYNOTE-756)», kog AOC/iLKEHHS
MK-3475-756, 3 iHKoprnopoBaHo nonpaskoto 04 Big 22 kBiTHSA 2021 poky; cnoHcop - «Mepk Wapn EHg Joym
Kopn.», goyipHe nianpmemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asBHUK - TOBapUCTBO 3 0OMEXEHOL0 BiANoBiAabHICTI0O «MC/, YKpaiHa»

55. OHOBMEeHMiT NPOTOKO KNiHiYHOro Bunpo6ysaHHA MK-7339-006 3 iHkopnopoBaHoto nonpaskoto 05
Bif, 23 rpyaHa 2021 poky, aHrNilicbKOK MOBOO 10 MPOTOKO/TY KANiHIYHOro BUNpobyBaHHA «JocnimkeHHs Il
ha3n onsa nemo6ponisymMady y KombiHalil 3 nemeTpekcefom / npenapartoM nnatuHu (kapéonnatvH abo
uucnnaTuH) 3 nojasiblUMM BBEAEHHAM nemoposizymaby y KOMOiHauii 3 MigTpUMyoUunm  NiKkyBaHHAM
onanapubom abo nemMeTpekcegomM B SAKOCTI Tepanii Mepwoi JiHii y nauieHTiB i3 MeTacTaTu4yHUM
HEMNIOCKOK/NITUHHUM HEAPIOHOKNITUHHMM PaKoM JIEreHiB», Kog gocrimkeHHs MK-7339-006, 3 iHKOpNopoBaHoH
nonpaskoto 04 Big 10 6epesHst 2021 poky; cnoHcop - «Mepk Wapn EHA Ooym Kopn.», AOYipHE NignpueMcTBO
«Mepk EHA Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANoBigabHICTI0O «MC/, YKpaiHa»






