Aopatok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne17 Big 23.09.2021,
HTP Ne33 Big 23.09.2021, Ha siki 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «[MpocnektuBHe, baratoHauioHasbHe, BaratoueHTpoBe, PaHgomisoBaHe, KOHTponboBaHe, MoggiliHe crine
pocnipkeHHs 1l chasn 3 gBoma rpynamm 3 oujiHKM eddeKTUBHOCTI Ta 6e3nedHocTi npenapaty D-PLEX, wio
BBOAMTbLCSA OAHOYACHO 3i CTaHAAPTHUM JliKyBaHHsSIM, B MOPIBHAHHI 3 KOHTPO/IbHOK TPYMOH, WO OAEPXKYE
CTaHAapTHe JiKyBaHHSA, 3 METOW NpoquiNakTukM nicnsonepauinHnx iHdekuin nicna adgomMiHabHUX
XipypriyHnX BTpyYaHb», kog, aocnigpkeHHs D-PLEX 311, sepcisi Ne 04 Big 19 cepnHsi 2020, cnoHcop - KoMnaHis
«MoniMig Nta.» (PolyPid Ltd.), Israel

®a3za - Il

3aaBHUK - TOB «®apmakci», YkpaiHa

Ne MM.1.6. BignoBiganLHOro gocnigHuKa

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPOGYBaHHS

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

KomyHanbHe nignpnemctBo «KprBOPi3bkMili OHKOMOTIYHMIA AucnaHcep» [HINponeTpoBCbLKOT 061acHOT
pagu», XimioTepaneBT1YHe BigdineHHs, M. Kpmswii Pir

2 O.M.H., npodp. JluxmaH B.M.

[JepxaBHa ycTaHoBa «IHCTUTYT 3araibHOT Ta HEBIgKNaAHOI Xipyprii imeHi B.T. 3aiiueBa HauioHasibHOT
akageMii MegnyHNX HayK YKpaiHu», BigAiIeHHS THIAHOT Xipyprii Ha 25 NibKOK 3 nanaTor iHTEHCUBHOI
Tepanii Ha 6 NiXoK, M. XapkiB

3 O.M.H., npody. KpmxaHiscbka A.€.

KoMyHanbHe HekoMepUiiHe nignpuemcTBo «pukapnaTcbKnid KMIHIYHWIA OHKOMNOTIYHWIA LEHTp IBaHO-
dpaHKiBCbKOT 061acHOT pagu», XipypriyHe BigaineHHsa Nel, M. IBaHO-®paHKIBCbK

4 K.M.H. BopuiiBcbknii B.M.

MeguyHnii LEeHTP ToBapucTBa 3 OOMEXEHOK BiAnoBidaslbHICTIO «Mepgi6op [Mawc», BigAiNeHHs
cTauioHapy MeamyHoro LeHTpy ToBapucTBa 3 0OMEXEHOK BiAnoBidasbHICTIO «Megidop lMnrc»,
M. XKutomup

5 O.M.H., npody. Konocosuu I.B.

KomyHanbHe HekomepuiiiHe nianpnemctBo «KniBcbka Micbka KniHiYHa nikapHsa Nel7» BMKOHABYOro
opraHy KwuiBcbkoi Micbkoi paan (KWiBCbKOT MICbKOI AepxaBHOI afMiHicTpauir), BiadineHHs
nonitpaemu, HauioHanbHWA MeanyHuii yHiBepcuTeT imeHi O.0. BoromonbLg, kaceapa xipyprii Ne2,
M. Kni

6 nikap KocbmiH O.I.

KomyHaslbHe  HekoMepLjiiHe  MignpueMcTBO  «O6aCHUIn  KNIHIYHWI  OHKOMOTIYHWIA  LEHTP
KipoBorpafcbKoi 06/1acHOT pagu», NPOKTONONYHE BigAiNeHHs, M. KponMBHULbKNIA

7 nikap Ocunuyk FO.A.

KomyHaslbHe HekoMmepuiiiHe nignprueMcTBo «Ogecbka o06s1acHa  KAiHiYHa fikapHsa»  Opecbkol
06nacHoi pagu», BigaiNeHHs 3arasabHoi Xipyprii, M. Ogeca

8 nikap NaHkiH M.M.

KomyHasibHe HekomepuiiHe MNigNPUEMCTBO «XEPCOHCLbKMI 06M1aCHWI OHKOJSOMYHWIA gucnaHcep»
XepcoHCbKoi 061acHOT paau, abAoMiHa/IbHO-NPOKTO/ONYHE BiAAIIEHHS, M. XEPCOH, CMT. AHTOHIBKa
9 K.M.H. BapgakoB I'.I".

KoMyHasibHEe HekOMepUiiHe MiANPUEMCTBO «UYepHIriBCbKMii MeANYHWUIA LLEHTP Cy4acHOI OHKOSIOriT»
UepHiriBcbkoi 06nacHoi pagwn, BiAAIIEHHA OHKOOrYHOI Xipyprii, yponorii Ta TpaHcnaaHTaui,
M. YepHiriB

2. «PaHfomi30oBaHe, BifKpuUTe, KOHTPO/IbOBaHe akTVBHUM npenapaToMm, 6araToLeHTpoBe AOC/iIKEHHS thasu
Il oA ouiHkM edeKTUBHOCTI Ta 6e3MeYHOCTi 3acTOCyBaHHA KpoBaslimady B MOPIBHAHHI 3 ekynizymaboMm y
nawieHTiB i3 NapoKCU3MasibHOK HiYHOW remornobiHypieto (MHM), aki paHiwe He oTpuMyBan NiKyBaHHS
iHribiTopamMn KoMmnaemMeHTy», Kog, aocnigpkeHHs BO42162, sepcia 3 Big 20 nuctonaga 2020 p., cnoHcop -
®.XochbdpmanH-/1sa Pow /114, LWBeliyapis

®a3za - Il

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIAA/ILHICTIO «Poww YkpaiHa»

[ No | M.1.6. BifnoBifanbLHOro AOCNiAHMKA




n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 K.M.H. Kncenoosa O.A.

MegnuHunii  UueHTp «OK!KniHik+» ToBapucTBa 3 0OMEXEeHOK BiAnoBiganbHICTIO «MbKHapoaHWiA
IHCTUTYT KNiHIYHMX AOCNIMKEHb», CTaliOHapHE BiAAIEHHs, BinAia remarosnorii, M. Kuis

2 nikap PomaHok H.M.

KomyHasnibHe  HekoMmepuiiHe nignpueMcTBO  «MuKonaiBcbka o6/acHa  KAiHiYHA  JlikapHa»
MukonaiBcbkol 06/1aCHOT pafin, remartosioriyHe BigaisieHHsa, M. Myukonais

3. «Bigkpute gocnimpkeHHs 6e3neyHocTi Ta edpekTMBHOCTI LeHo6amaTy (YKP3089) y naLieHTiB guTa4oro Biky
3 napujiasibHUMK (dhoKabHUMK) Hanagamuy, kog, gocnimpkeHHs YKP3089C040, 3 nonpaskoto 2 Bif 14 TpaBHSA
2021 poky, cnoHcop - SK Life Science, Inc., CLLA

Pa3za - Il

3aaBHNK - TOBAPWCTBO 3 OBMEXEHOWO BIAMOBIOAANTIBHICTIO «®APMACBIOTIKANT PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

Ne M.1.6. BignoBigasbHOro gocnigHvka

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 K.M.H. MakepaoHcbKa |.B.

KomyHasnbHe HekomepuiiiHe nignpuemcTBo «Micbka AUTAYa K/iHiYHa NikapHa Neb5x»
[HINpoBCbKOI MiCbKOI paaun, HEBPOJIOTiYHE BifAiIEHHS MOIOALIONO BiKy, M. JHINPO

2 | 4.M.H., npodh. Map’eHKo J1.B. 3HATO 3
KomyHanbHe HekomepLiiHe nignprvemctBo JIbBiBCbkOI 06n1acHOi pagn «JIbBiBCbKa | po3rnagy
obnacHa KniHiYHa NikapHa», HEBPOJIOrivyHe BigdineHHs, MNpoTueninenTUYHWn LeHTp, | 3a
JIbBIBCbKWI HaUIOHA/IbHWIA MeAUYHUA  yHIBepcuTeT iMeHi [aHuna [amupKoro, | pilleHHs M
Kathbespa HeBponorii, M. /IbBiB CroHcopa

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

JepxaBHuUin 3aKknag «YKpaiHCbKMIA MeandHWi LeHTp peabinitauii gitein 3 opraHiyHum
YPaXEHHSM HEepBOBOi cuctemu MiHicTepcTBa OXOPOHM  3L40POB'S  YKpaiHu»,
KOHCY/IbTaTVBHO-AiarHOCTUYHe BigaineHHs, M. Kuis

4 | K.M.H. KupnueHko B.[.

KomyHaslbHe  HekomepuiiHe  nignpuemcTBo  «BiHHMUbKa o6nacHa  KniHivHa
NCUXOHEeBposIoriyHa nikapHa im. akag. O.l. HOuweHka BiHHMUBKOI 06/1acHOi pagun»,
ANTside HeBposorivyHe BigaineHHa Ned, M. BiHHMUSA

5 | A.M.H. Kupnnosa /1.I'.

[epxaBHa ycTtaHoBa «IHCTUTYT negiaTpii, akywepcTBa i riHekonorii im. akag. O.M.
NlyK'aHoBOT  HaujoHanbHOI  akagemil  MeaMyHuX Hayk  YKpaiHu», BigdineHHs
MCUXOHEBPOIONiT AN  AiTel 3 nepuHaTa/IbHOK MaTo/IofNEr Ta opdhaHHUMU
3axBoproBaHHAMN, M. K1iB

6 | 4.M.H., npody. JliToBYeHko T.A.

KomyHasibHe HekomepuiHe nignpueMcTBo «Micbka anTAYa fikapHs Ne 5» XapkKiBCbKOT
MiCbKOI paan, AUTAYe HeBPOsIoriyHe BigaineHHsa Ne3, M. Xapkis

7 | &.M.H., npodp. KupuueHko A.T.

KomyHasibHe nignpuemMcTBo «[HinponeTpoBcbka obnacHa AuTava KiHiuHa nikapHa»
[JHinponeTpoBCbKOI 061acHOI pagu», HEBPOSOrO-HENPOXipypriyHe BiAAINEHHSA, M.
[JHinpo

MpuMiTKN

4. «baraTtoueHTpoBe, paHAOMI30BaHe, noAgiHe-cnine, naauebo-KOHTPOSIbOBaHe [OC/IMKEHHS B
napanenbHUX rpynax Ans BUBYEHHS edpekTMBHOCTI Ta 6e3neku npenapaty CBP-201 y nauieHTiB 3
NepPCUCTYHUO CepeaHbOTSKKOK Ta TSHXKKOK acTMOLO i3 3ananieHHsAM 2 Tuny», Kog gocnimpkeHHs CBP-201-
WWO002, sepcis 2.1 Big 22 6epesHs 2021 poky, cnoHcop - Cyxoy KoHHeKT biothapmachktoTikanc, JIta, Kutaii /
«Suzhou Connect Biopharmaceuticals, Ltd.», China

Pa3za - Il

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHuka
n/n Hasga Micusi npoBefeHHs KIiHIYHOro BUNpo6yBaHHS
1 K.M.H. Bnaxko B.1.

KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka KniHiyHa nikapHa Nel3» XapkiBCbKOi MiCbKOT
paau, nynbsmMoHonoriyHe BiggisieHHsa No2, M. XapkiB
2 O.M.H., npod). AnTATKoBCbKa €.M.




KoMyHanbHe HekoMepuiiHe nianpuMeMCTBO «KniHiYHa NikapHSA LWBWMAKOT MeAMYHOI A0MOMOrmn»
JHINpoBCbKOI MiCbKOT paau, aneprooriyHnii LeHTp, M. JHinpo

3 3aB. Big. Napmaw H.C.

KomyHasnibHe HekomepuiiHe nignpueMcTBO «Yepkacbka o6nacHa nikapHs Yepkacbkoi 06nacHoi
paau», anepronoriyHe BigaineHHs, M. Yepkacu

4 0.M.H. JleByeHko O.M.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «Opecbka o6nacHa KiiHiYHA nikapHa» OpfecbKol
o6nacHoi paan, NonikniHiyHe BigaineHHsa, M. Ofgeca

5 A.M.H., npod. OcTpoBcbkuii M.M.

KomyHasibHe HekomepLUiiHe NignNPUEMCTBO «|BaHO-PpaHKIBCbKMIA obnacHuii
hTM3ioNyIbLMOHOMOTIYHUIA LEeHTP IBaHO-PpaHKiBCbKOT 06/1aCHOT pagus», BifAiIEHHS NMYNbMOHONOTIT
Ne2, M. IBaHO-®PpaHKiBCbK

6 nikap BacuneHko K.O.

MeanyHWii LEHTP TOBapuCTBa 3 06MEXEHOK BiANOBIAA/IBHICTIO «EfenbBeic Megike», niKkyBalbHO-
nNpodiNakTMYHWiA nigpo3ain, M. Knis

7 O.M.H., npodp. XKebenb B.M.

KomyHasibHe HekomepuiiHe NignpueMCTBO «BiHHMLbKWI 06nacHWiAi cnewjiani3oBaHnii - KiHIYHNI
AucnaHcep pajiauiiiHoro 3axucTy HaceneHHs BiHHMUbKOT 061acHOi pagu», KOHCy/bTaTuBHA
nonikNiHika, BiIHHWUbKWI HaLiOHaNIbHUIA Mean4YHuin  yHiBepcuTeT iM. M.l. TuporoBa, kadeapa
BHYTPILLUHLOT MegUUMHN MeamndHoro dpakynbtety Ne2, M. BiHHMUSA

8 K.M.H. CnenyeHko H.C.

KoMyHasibHe HekomepuiiHe NignprueMcTBO «BiHHULbKa Micbka KniHibYHa nikapHs Nelx», TepaneBTUYHe
BigAineHHs, M. BiHHMUSA

9 O.M.H., npodp. Mpuctyna J1.H.

KomyHanbHe HekoMmepuiliHe nignpnemctBo Cymcbkoi 061acHoi pagn «CyMcbka ob6iacHa KiiHiuHa
nikapHsa», TepaneBTWyHe BiaAdineHHs, Cymcbkuii OepXaBHWI yHiBepcuTeT, MeanyHWi iHCTUTYT,
kadpepa BHYTPILIHLOT MeAULMHN 3 LEHTPOM pecnipaTopHoi MeauumHn, M. Cymu

5. «PaHgowmizoBaHe, noAgiiHe cnine, nnaueb6o-KkOHTPOsIbOBaHe, 6GaraToLEeHTPOBE AOCAIMKEHHA MO Miabopy
0031 /19 OUiHKM ehbeKTMBHOCTI i 6e3nedHocTi npenapaty ALN-AGTO1 y naujieHTiB 3 M'AKOI0 Ta NMOMIpPHO
apTepiasibHOI TinepTeHsielo», kog gocnipkeHHs ALN-AGT01-002, iHkopnopoBaHuii nmonpaskok 2 Big 09
yepBHA 2021 poky, cnoHcop - Alnylam Pharmaceuticals, Inc., United States

Pa3za -l

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

Ne M.1.6. BignoBigasibHOro AocnigHvka

n/n HasBa micus NpoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 O.M.H., npodp. Pyauk O.C.

JepxaBHa ycTaHoBa «HaujioHanbHWiA IHCTUTYT Tepanii iMmeHi J1.T. Manoi HauioHanbHOI akagemil
MeAUYHUX HayK YKpaiHu», Biadin KaiHiYHOT doapmakonorii Ta dpapMakoreHeTuKM HeiHeKLUinHMX
3aXBOpPOBaHb, M. XapkiB

2 O.M.H., npody., 3aB. kah. CtaHicnaBuyk M.A.

KomyHasnibHe HekomepuiiHe nignpMeEMCTBO «BiHHMUBbKA 06n1acHa KiHiYHA /liKapHS  iMeHi
M.l. MuporoBa BiHHMLbLKOT o06nacHoi Paaw», KNiHiYHE KapAionoriyHe BIOAUIEHHA 3 NbKKamu
peabinitauii kapAionoriyHMx XxBopux, BiHHULBKWIA HauioHaNbHUIA MeauyHWi yHIBepcUTeT IMeHi
M.l. Muporosa, kadeapa BHYTPIiLHLOI MeanunHy Nel, M. BiHHMUSA

3 A.M.H., npod. Lienyiiko B.W.

KomyHasibHe HekomepLUiiiHe nignpueMcTBo «Micbka KniHiuHa nikapHA Ne8» XapKiBCbKOT MICbKOT paau,
KapgionoriyHe BigainieHHa Ne 3, M. XapkiB

4 O.M.H., npod. Kopx O.M.

MegauKo-caHiTapHa 4YacTvHa NpMBATHOTO akKUiOHEPHOro ToBapucTBa «XapKiBCbKW TPaKTOPHWIA
3aB0/[», TepaneBTUYHE BiaaiNIeHHsA, M. XapkiB

5 K.M.H. KapneHko O.I.

KomyHasibHe HekoMepLiiiHe NignpueMcTBO «KuniBcbka Micbka KiHiyHa nikapHsa Nels» BMKOHaB4YOro
opraHy KwuiBcbkoi Micbkoi pagn (KWIBCbKOI MICbKOI AepxaBHOI afMmiHicTpauil), KapgionorivyHe
BigAineHHs, M. Knis

6 O.M.H., npod. Konuuga M.I.

JepxaBHa ycTaHoBa «HaujioHanbHWiA IHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHOI akagemii
MeAMNYHNX HaYK YKpaiHW», BiaAia NpodiakTukK Ta NiKkyBaHHS HEBiAKMagHMX CTaHiB, M. XapkiB

7 K.M.H. Baliga M.®.

KomyHasibHe HekomepLiiHe NianpUEMCTBO «3aKkapnaTCbKnii 061acHUA KNIHIYHWIA LEHTP Kapaionorii




Ta Kappaioxipyprii» 3akapnaTcbkoi 06M1acHOi paau, cneuianisoBaHe BigAiNeHHA ANs XBOpUX 3
iHhapKTOM MioKapaa, M. Y)XXropog

8 K.M.H. CnenyeHko H.C.

MpuBaTHe Mane MignpPUEMCTBO, MEAUYHUIA LEeHTp «[ynbe», TepaneBTUUHe BigaineHHs, M. BiHHULS
9 nikap OoHeub O.A.

MeanuHWii LeHTp ToBapucTBa 3 OOMEXEHOW BiANoBifanbHICTIO «Mefnbya-KniHik», nikyBasibHO-
npodoinakTnyHmii nigpo3sain, M. Kuise

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

HaBuanbHO-HayKOBUIn MeanuHWiA LEHTP «YHIBepcuTeTCbKa KiiHika» XapkiBCbkoro HauioHaslbHOro
MeAMNYHOro YHIBEPCUTETY, KOHCY/IbTAaTUBHO-AjarHOCTUYHA NONIK/IHIKa, M. XapKiB

11 | nikap MNopowko O.C.

KomyHanbHe HekomepLiiiHe nianpMemcTBo KMiBCbKOI 061acHoi pagn «KuiBcbka obs1acHa NikapHs»,
KOHCYNbTaTMBHO-/TiKyBa/lbHe BigAineHHs, M. KniB

12 | A.M.H. JleB4yeHko O.M.

KomyHasnlbHe HekomepuiiiHe nignpueMcTBo «Opgecbka o6racHa KhiHiYHa fikapHsa»  Opgecbkol
ob6nacHoi paam», NonikNiHiyHe BigaineHHs, M. Ogeca

6. «®daza Il BMNpPOOYBaHHA [/ OLHKA NEepeHOCUMOCTi, 6e3nekn Ta eqeKTUBHOCTI CYO6JIiHrBasibHOT
iMyHOTepanii y nauieHTiB, L0 CTPaXAAl0Tb Ha aneprito Ha Nunok 6epesn», ko gocnimkeHHs SL-361A, sepcis
1.0 Big 14.04.2021, cnoHcop - POKCAJIT MegijuiH T'm6X, HimeuunHa

Pa3za -l

3asaBHUK - POKCAJI/T MegiuiH M'm6X, HimeuunHa

Ne M.1.6. BignoBigasbHOro AocnigHvka

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 3aB. Big. Amep J1.b.

KomMyHanbHe HekomepLuiiHe nignpuemcTBo «Micbka KriHiYHa NikapHSA Ne 27» XapKiBCbKOI MiCbKOi
paau, anepronoriyHe BigaiNneHHs, M. Xapkis

2 O.M.H. PomaHtok J1. 1.

KomyHanbHe HekomepuiiHe nignpuemcTBo «KuiBcbka Micbka KiiHidHa nikapHA Ne8» BUKOHaBYOro
opraHy KuiBcbkoi MicbKoi paau (KWIBCbKOI MICbKOT AepaBHOT agMiHicTpauii), anepronoriyHe
BigaineHHa Nel, m. Knis

3 4.M.H. Pekanosa O.M.

[JepxaBHa ycTtaHoBa «HauioHanbHWii IHCTUTYT dhTusiatpii i nynbmoHonorii im. ®.I. AHOBCLKOro
HAMH YkpaiHun», KabiHeT imyHonpodpiiakTvkn, M. Kuis

7. «Bigkpute, paHgoMi30oBaHe, B TPbOX NapasnefnibHux rpynax 6aratoueHTpoBe gocnimpkeHHs Il dasmn npu
BMKOPUCTaHHI CaBOJITIHIOY 3 [lypBasiymaboM Yy NOPIiBHAHHI 3 BUKOpUCTaHHAM CyHiTUHIOY Ta dypsanymaby y
SIKOCTI MOHOTepanii y nauieHtisB 3 MET-N03MTUBHOI, Hepe3eKTabesibHO, T0KasIbHO NpeAcTaBieHow abo 3
MeTacTaTUYHOK NaniIsPHOI0 KTITUHHOK KapuuHOMOK HUpkn (SAMETA)», kog gocnigxeHHs D5086C00001,
Bepcisa 1.0 Big 26 notoro 2021 poky, cnoHcop - AstraZeneca AB / AcTpa3eHeka Ab, LLBelisi

®a3za - Il

3asABHVK - TOB «KOBAHC KNIHIKAN AEBE/TONMEHT YKPAIHA»

Ne MM.1.B. BignoBiganLHOro gocnigHuka

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1 4.M.H., npodp. Conomuak A.b.

KniHiyHMiA  NiKkyBa/IbHO-AIarHOCTUYHWIA  LLEeHTP ToBapucTBa 3 OOMEXEHOK  BiAnoBigasIbHICTIO
«Cimegrpyn», M. IBaHO-PpaHKiBCbK

2 K.M.H. lLanosasios [.B.

KomyHasibHe HekomepuiiHe nignpueEMCTBO XapkiBCbKOi 06nacHOi pagn «O6nacHWii  KNiHiYHWiA
cneuianizoBaHnii guMcnaHcep pagjauiiHoro 3axucTy HacesieHHs1», BI4IIEHHS No 60poTb6i 3
KOpPOHaBipyCHUM 3axBoptoBaHHAM Nel Ha 6a3i XipypriyHOro BiggisIeHHs, M. XapkiB

3 K.M.H. CaraHb O.C.

MeguuHnii LeHTp ToBapucTBa 3 OOMEXEHOKW BIANOBigabHICTIO «OHKoNarg», crauioHapHe
BigAiNneHHs1, M. 3anopixoks

4 O.M.H., npogp. 3aniues B.I.

O6nacHe KOMyHaslbHE HEKOMepLUiHe nignpUEMCTBO «YepHiBelbka 06/1acHa K/liHIYHA JliKapHs»,
YPONoriyHuii nigposain, M. YepHisu,i

5 nnpekrtop IBaweHko IN.b.




KomyHanbHe HekomepujiliHe nignpneMcTBo «KuiBcbka Micbka KfiHidHa nikapHs Ne3» BMKOHaBYOro
opraHy KniBcbKoi MicbkoT paam (KUIBCbKOT MiCbKOT AepXaBHOT agMiHicTpauii), yponoriuHe BigaineHHs,
M. KniB

6 O.M.H., npodp. CTycb B.M.

KomyHasibHe nignpuemMcTBo «JHinponeTpoBcbka ob6sacHa KiiHivHa nikapHa iM. |1, MeuHukoBa»
[JHinponeTpoBcbKkoi 06nacHoi pagw», BigaineHHs yponorii Ne2 (oHkosoriuHe), [HiNpoBCbKuiA
JepXaBHuil MeMYHuiA yHiBepcuTeT, kaddeapa yposorii, M. [IHinpo

7 K.M.H. XKykoBa T.O.

KomyHanbHe nignpuemctBo «[llonTaBCbkuii 06MACHUIA  KAIHIYHWIA  OHKOMOFIYHWIA  AucnaHcep
MontaBcbKOi 061acHOT paan», BiAfisIeHHA NpoMeHeBol Tepanii, M. MNonTasa

8. «PaHgomizoBaHe OGaraToueHTpoBe AocnimkeHHs ¢asn 3 npenapaty 3aHigatamad y KombGiHauil 3
ximioTepanieto 3 Tucnenisymabom abo 6e3 HbOro y nauieHTiB 3 HER2-no3uTMBHOWO HepesekTabesbHOo
MiCLEBOMOLUMPEHOK ab0 MeTacTaTuyHOW racTpoesodhareanibHo ageHokapuuHomow (FEA)», kopg,
pocnimpkeHHs ZWI-ZW25-301, 3 iHkopnopoBaHoto nonpaekoto 1 Big 12 TpasHA 2021 p., CNOHCOP - «3aiMBOPKC
IHK.», KaHagaa (Zymeworks Inc., Canada)

®a3za - Il

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

No M.1.6. BigNoOBiAa/ILHOrO AOCNIAHKKA,

n/n Ha3Ba Micus npoBeAeHHSA K/1iHIYHOro BUNPO6YBaHHS

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

KomyHasibHe nignpnemcteo «KprnBopi3bknii OHKOMOTYHUIA grucnaHcep» JHINponeTpoBChKOi 061acHOi
pagw», XimiotepaneBTYHe BigaineHHs, M. Kpusuii Pir

2 O.M.H., npody. BoHaapeHko .M.

KomyHasibHe HekomepuiiHe nignpremctBo «Micbka KniHidHa nikapHsa Ned» [IHIMPOBCLKOI MICbKOT
paau, XimioTepaneBTUYHe BiAAINEHHSA 3 AEHHUM CTaLuioHapoM, JHINPOBCLKNIA AePXaBHWIA MeoUYHNIA
YHiBepcuTeT, kaddegpa OHKO/Orii Ta MeAnyHol pagionorii, M. JHINpo

3 nikap CiHenbHiKoB |.B.

KoMyHasibHE NiANPMEMCTBO «BONMHCLKMIA 0BGNacHWA MegUUHWIA LEHTP OHKONOTI» BOMMHCLKOI
06/1aCHOI pagu, OHKOJOrYHe XiMioTepaneBTUYHE BigfiieHHs, M. JyLbK

4 A.M.H. Ckopwia .1,

KoMyHasibHe HekomepujiliHe NignpnemMcTBo «O61acHW LLEHTP OHKOJOTIi», OHKOXIpypriuHe BigaineHHs
LLJTYHKOBO - KMLLKOBOIO TPaKTy, M. XapkiB

5 nikap Cokyp |.B.

KomyHanbHe HekomepuiiHe NignpPUEMCTBO «XEPCOHCbKMA 06/1acHMIn OHKOMOTIYHUIA aucnaHcep»
XepcoHCcbKoi 06/1acHOT pagu, AeHHWIA cTalioHap NOMIKIIHIKM 3 kabiHeTOM ambynaTopHol XimioTepanii,
M. XepcoH

9. «Bigkpute, 6araToLeHTpOBe AOC/IIKEHHA NOAA/BLLOIO CNOCTEPEXEHHA AN 360py AOBrOCTPOKOBUX AAHMX
MPO YYaCHUKIB i3 [OEKi/IbKOX KMiHIYHMX [OCNiMKeHb 3acTocyBaHHA OGiHTpadycny anibtha (M7824)», kopg
pocnipkeHHs MS200647_0054, sepcis 1.0 Big 13 TpaBHA 2021 poky, crnioHcop - Merck Healthcare KGaA,
HimeuunHa

da3a - Il

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AVK'HOBIA PAC YkpaiHa»

Ne MN.1.6. BigNOBiAa/ILHOrO AOCNIAHMKA,

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPO6YBaHHS

1. | A.M.H., npod). BoHaapeHko I.M.

KomMyHasibHe HeKoMepuiiiHe nignpueMcTBo «Micbka KniHiYHa nikapHA Ned» [HINPOBCLKOI MiCbKOI
paau, XimioTepaneBTUYHE BifdiNIEHHS 3 IeHHUM cTalioHapoM, [JHINPOBCbKWIA AepXXaBHWUIA MeANYHWIA
yHiBepcuTeT, Kadheapa OHKOOrii Ta MeAnyHoi pagionorii, M. HINpo

2. | nikap CiHenbHikos 1.B.

KomyHanbHe nignpuemctBo «BOAMHCbKUIA 06M1aCHUA MefMYHWIA LEHTP OHKOMOTi» BOANHCLKOI
0611acHOI paan, OHKO/IOrNYHE XiMmioTepaneBTUYHE BigaiNeHHs, M. JIyubK

10. «bBaratoueHTpoBe, MOABiiHE cnine, nAaueb0-KOHTPO/IbOBaHe, PpaHAOMI30BaHE [OCHIMKEHHSA 3
3aCTOCYBaHHAM OaraTokpaTHMX [03 3 METOH OUiHKW 6e3MeyHOCTi, NepeHOoCUMOCTi, dpapMaKkoKiHETUKMN,



hapmakognHamiku Ta edrektuBHOCTI npenapaty JNJ-67484703 B yyacHUKIB 3 aKTMBHUM pPeBMATOiLHUM
apTpuTOM, HE3BaXKaUM Ha Teparnito MeToTpekcaTom», Ko aocnimkeHHs 67484703ARA1001, sepcia Big 17
6epesHsa 2021 poky, cnoHcop - AHcceH PapmaleBTuka HB, Benbrisa /Janssen Pharmaceutica NV, Belgium
®asa-Ib

3asasHuUK - TOB «APEHCIA EKCIMJTOPATOPI MEAICIH», YkpaiHa

No M.1.6. BignoBiganbHOro AocnigHuMKa,

n/n Ha3Ba MicLsl NpoBeAEHHS K/iHIYHOrO BUNPOOYBaHHS

1 | k.m.H. KoBaneHko C.O.

MeanyHWii UeHTp ToBapucTBa 3 OOMEXEHOK BiAMNOBIAASIBHICTIO «[AapMOHIA Kpacu», BigdineHHs
KNiHIYHUX BUNPOo6yBaHb, M. Kuis

11. «<PaHgomizoBaHe gocnimpkeHHsa dpasn 3 npenapaTy MRTX849 y kom6iHauil 3 LeTYKCUMaGOM Y MOPIBHAHHI
3 XximioTepanieto B NaujieHTIB i3 MOWMPEHUM KOMOpeKTasibHMM pakom 3 myTauieto KRAS G12C, B sAKux
nporpecyBaHHs 3axBoOploBaHHA Bigdysoca nig yac abo nicnsa craHfapTHOI Tepanii neplioi NiHii», Koa
pocnipkeHHs 849-010, sepcis 3.0 Big 22 6epesHs 2021 poky, cnoHcop - Mirati Therapeutics, Inc., CLUA
®a3za - Il

3asBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIAANBHICTHO «d®APMACBIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.b. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPoGYBaHHS

1 | K.M.H. BuHHMYeHko 1.0.

KomyHasibHe HekomepuiiHe nignpnemctBo CyMcbKOi 06/1acHOT pagy CyMCbKniA 06/1aCHUIA KNIHIYHWIA
OHKOJIOTYHWIA AncnaHcep, AucnaHcepHe BigAifieHHsA 3 AEHHUM CTalioHapoM XimioTepaneBTUYHOro
npodointo, CyMCbKWIA AepXXaBHUI yHiBepcuTeT, kaddegpa OHKOOriT Ta pagionorii, m. Cymu

2 | g.M.H., npodp. Fanaituyk I.1.

KomyHanbHe HekomepujiliHe NignpueMCTBO «TEepHOMINbCbKMI 06NACHUIA KMIHIYHWI OHKOMOTIYHWIA
ancnaHcep» TepHONINbCbKOI 06/1acHOi pagn, XiMioTepaneBTUYHE BigdifieHHs, TepHONINbCbKNiA
HauioHaNbHWI MeauyYHuiA YHiBepcuTeT iMeHi |.A. FTopbayeBcbkoro MiHiCTEpCTBa OXOPOHM 340pPOB'A
YKpaiHu, kadpegpa OHKOMOril, NPOMEHeBOl fAiarHoCTVKM | Tepanii Ta pagiauiiHol MeauumHW,
M. TepHoni/ib

3 | nikap 3y6kos O.0.

[epxaBHa ycTaHoBa «HauioHanbHWA IHCTUTYT Xipyprii Ta TpaHcniaHnTonorii iMm. O.0. LWanivoBa»
HaljioHanbHoT akagemii MeauuHNX Hayk YKpaiHu, BigaiieHHs oHkoorii, M. Knis

4 | nikap Ickimkn O.1.

KomyHanbHe  HekomepuiiiHe mignpuemcTBo  «O6AacHUA  KAIHIYHWIA  OHKOMOTIYHWUIA  LEeHTP
KipoBorpaacbkoi 0651acHOI paau», XimioTepaneBTMYHe BigaisieHHs, M. KponnBHULbKNIA

5 | A.M.H., npod. Ckopwii [.1.

KomyHanbHe HekomepLiiHe nignpruemcTBo «O6acHWI LLEHTP OHKOJOTiT», OHKOXIpYprivyHe BiggineHHs
LLTYHKOBO-KVLLKOBOTO TPakKTy, M. XapkiB

12. «®A3A Ib, BIAKPUTE, BATATOLIEHTPOBE AOC/IMKEHHA A9 BU3HAYEHHA OMNTUMA/IBHOI
4031 3 METOK OUIHKN ®APMAKOKIHETUKN, BE3MNEYHOCTI TA MEPEHOCKUMOCTI MIALWKIPHOIO
BBEOEHHA KOMBIHALII  TUPArONYMABY I ATE3O0NI3YMABY Yy MALIEHTIB 3
MICLUEBOMNOWNPEHNMIN ABO METACTATUYHUMW MYXNTNMHAMW», kKog pocnigxkeHHs GP43365, sepcis
3, Big 30 uepBHA 2021 poky, cnoHcop - ®. XoddmaHH-/1a Pow fita, Weenuapisa / F. Hoffmann-La Roche Ltd,
Switzerland

®aza-Ib

3aaBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

Ne MM.1.B. BigNoBigaLHOro Aoc/iAHMKa

n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPO6GYBaHHS

1 O.M.H., npodh. Yewwyk B.€E.

ToBapncTBO 3 06MEXEHOH0 BiANOBIAA/ILHICTIO «MeanyHWiA LEHTP iMeHi akagemika KOpis MNpokonosuya
CnixkeHka», BigAin KMiHiYHMX gocnigpkeHb Nel, KuiBcbka 0651acTb, KneBo-CBATOLWMHCHKMI paiioH,
c. KanitaHiBka




13. «Bigkpute pocnimpkeHHs | ¢hasu, Lo BnepLle NpoBoAUTLCA Ha JIIOAUHI 3 eckanauieto o3 MGD019 Ta
po3LWMpeHHaM Koroptu, 6icneuudpiuHoro DART® npoteiHa, wo 3B'A3ye PD-1 1a CTLA-4 y nauieHTiB 3
HeonepabenbHMMM abo MeTacTaTUYHUMM HOBOYTBOPEHHAMM», KoA, AocnifpkeHHs CP-MGD019-01, Monpaska
4 po npoTokony Big 02 yepBHA 2021 p., cnoHcop - MakpokeHike, IHk. (MacroGenics, Inc.), CLUA

®a3za - |, Nepwe yBefeHHA npenapaTy NIOANHI

3anBHuK - TOB «KLIP YkpaiHa»

No M.1.B. BignoBigasibHOro gocnigHNKa

n/n HasBa micusl NpoBeAEeHHS K/TiHIYHOTO BUNPOOYBaHHS

1. | nikap KypoukiH A.B.

KomyHasibHe HekoMepujiiiHe nignpnemctBo CymMcbkoi 06/1acHOT pagn CyMCbKuUiA 061acHNUIA KNiHIYHWIA
OHKOJIOTNYHMIA AMcnaHcep, OHKOTOpakaslbHe BiAAiNeHHs, CyMCbKWii [OEepXaBHWIA YHIBEPCUTET,
Kadhbespa oHKonorii Ta pagionorii, M. Cymu

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

KomyHasibHe HekomepuiiiHe nignpueMctBo «Micbka KniHiuHa nikapHa Ned» [HINPOBCLKOI MiCbKOI
paau, XimioTepaneBTUYHe BifAifIeHHs 3 [EHHMUM CTaLuioHapoM, JHINPOBCHKNIA AepXXaBHUA MeaNYHWIA
YHIBEPCUTET, Kadpeapa OHKONOrIi Ta MeAnyHoi pagionorii, M. JHinpo

3. | nikap bontox A.B6.

KomyHanibHe HekomepLiiiHe nignpueMcTBO «IofginbCbKNiA perioHanibHWiA LEHTP OHKOAOTIT BiHHMLbKOT
061acHOI pagu», XimioTepaneBTMYHE Bia4iNneHHs, M. BiHHMUSA

4. | g.m.H. OcnHcbkmia O.C.

KomyHasnibHe HekomepujiliHe nignpueMcTBO «KUIBCbKUI MICbKUIA KMIHIYHWIA OHKOMOTIYHUIA LIEHTP»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi pagn (KuiBCbKOT MICbKOI AepXaBHOT afMmiHicTpauir),
ximioTepaneBTU4YHe BiggineHHa Ne3 (3 nixkamu AeHHOro nepebyBaHHs), M. Kuis

5. | nikap lckimxum A.1.

KoMmyHanbHe  HekomepuiiiHe nignpuemctBo  «O6aacHWiA  KAIHIYHWI  OHKOMOTIYHWIA  LEHTpP
KipoBorpafcbkoi 061acHOi paau», XiMioTepaneBTUYHe BigaiieHHs, M. KponuBHULbKUIA

6. | 3aB. Big. byp'saH O.B.

KomyHanbHe HekomepuiiiHe nignpuemctBo «O6nacHUiA  LEHTP  OHKOSOrii»,  OHKOXipypriuHe
BiAZlINEHHS rof1I0BK Ta LWKT, M. Xapkis

14. MpoTokon KniHiyHOro BMNpo6yBaHHA 64264681LYM1002, nonpaBka 2, Big 15 nunHa 2021 poky,
aHrniiicokoto moBoto; Jogatok COVID-19, go Mpotokony, nonpaBka 1, Big 15 nunHa 2021poky,
aHrniicbkoto moBoto; flogatok 1 ao Bpowypu gocnigHuka JNJ-67856633, BugaHHsa 3, Big 20 TpaBHs
2021 poKy, aHrniicbkow moBol. dopma iHopmoBaHoi 3rogu [lMMpotokon 64264681LYM1002
ApantoBaHa anfa YkpaiHu Bepcisi Ne 4.0 Big 04 cepnHsa 2021 poKy, Ha OCHOBI MalicTep-Bepcii ®I3 Bepcisn
5.0 Big 15 nunHs 2021 poky, aHrNificbKOO Ta yKpaiHCbKo MoBamMu; JoaaTtok Ao ®Popmu iHchopmoBaHoOi
3roau MpoTtokon 64264681LYM1002 AganTtoBaHa ans YkpaiHu Bepcii Ne 4.0 Big 04 cepnHs 2021 poky,
Ha ocHOBIi Mmaiictep-Bepcii ®PI3 Bepcisa 5.0 Big 15 nunHa 2021 poky, aHTrNINCbKOK Ta YKPAiHCbKOIO
moBamu; MpoTtokon 64264681LYM1002 WOAEHHWK MALUIEHTA npenapat JNJ-64264681, npuiiom 1
p/a, npenapar JNJ-67856633, npuiiom 1 plg, cdiHanbHa Bepcia 3.0, Big 11 cepnHa 2021, nokasibHa
Bepcia 4.0 Big 13 cepnHa 2021 ana YkpaiHu, kancynu BTKi QD MALT1 QD, ykpaiHCbKOO MOBOIO;
Mpotokon 64264681LYM1002 LWOAEHHWK MAUIEHTA npenapar JNJ-64264681, npwuiiom 1 pipg,
npenapat JNJ-67856633, npuiiom 2 p/g, 7 aHIiB nepwworo uukny, rogi 1 p/a cdiHanbHa Bepcis 3.0, Big 11
cepnHa 2021, nokanbHa Bepcia 4.0 Big 13 cepnHAa 2021 gna YkpaiHu, kancynu BTKi QD MALT1 QD-
>BID, ykpaiHcbKoio moBoto; [Mpotokon 64264681LYM1002 WOAEHHUK TNMAUIEHTA npenapar
JNJ-64264681, npuiiom 2 pla, npenapatr JNJ-67856633, npuiiom 1 pl/a, chiHanbHa Bepcia 3.0, Big 11
cepnHa 2021, nokanbHa Bepcia 4.0 Big 13 cepnHa 2021 gnsa YkpaiHu, kancynu BTKi BID MALT1 QD,
yKpaiHcbKolo MoBo1o; lNMpoTokon 64264681LYM1002 LLOAEHHUK NMALUIEHTA npenapart JNJ-64264681,
npuiiom 2 pla, npenapatr JNJ-67856633, npuiiom 2 pla, diHanbHa Bepcia 3.0, Big 11 cepnHA 2021,
nokanbHa Bepcia 4.0 Big 13 cepnHa 2021 ana YkpaiHu, kancynu BTKi BID MALT1 BID, ykpaiHCbKOIO
MoBoto; MpoTokon 64264681LYM1002 LLLOAEHHUK NALIEHTA npenapart JNJ-64264681, npuiiom 2 pig,
npenapat JNJ-67856633, npuiiom 2 plg, 7 AHiB nepLwioro yukny, Toai 1 p/a dpivanbHa Bepcia 3.0, Big 11
cepnHA 2021, nokanbHa Bepcia 4.0 Big, 13 cepnHa 2021 ansa YkpaiHu, kancynu BTKi BID MALT1 BID->
QD, ykpaiHCcbKOl moBow; [poTtokon 64264681LYM1002 LWOAEHHUK T[MALUIEHTA npenapart
JNJ-64264681, npuitiom 1 pia, npenapar JNJ-67856633, npuiiom 1 plg, diHanbHa Bepcia 3.0, Big 11
cepnHa 2021, nokanbHa Bepcisa 4.0 Big 13 cepnHAa 2021 gna YkpaiHu, Tadnetkn BTKi QD MALT1 QD,
YKpaiHCbKOlo MOBO1O; NpoTokon 64264681LYM1002 LLULOAEHHUK NMNALIEHTA npenapart JNJ-64264681,
npuiiom 1 pl/a, npenapar JNJ-67856633, npuiiom 2 pla, 7 gHiB nepwioro yukny, togi 1 p/a diHanbHa
Bepcia 3.0, Big 11 cepnHa 2021, nokanbHa Bepcia 4.0 Big 13 cepnHa 2021 gna YkpaiHu, Tadnetkn BTKi
QD MALT1 QD->BID, ykpaiHCbkolo MoBoOlo; NMpoTokon 64264681LYM1002 LWOAEHHMK MALIEHTA



npenapart JNJ-64264681, npuitiom 2 plg, npenapart JNJ-67856633, npuitiom 1 pl/g, piHanbHa Bepcis 3.0,
BiA 11 cepnHsa 2021, nokanbHa Bepcia 4.0 Big 13 cepnHa 2021 ana YkpaiHu, Tadnetku BTKi BID MALT1
QD, ykpaiHCbKOO MoBOW; [MpoTokon 64264681LYM1002 LWOAEHHUK T[MALUIEHTA npenapart
JNJ-64264681, npuiiom 2 pla, npenapar JNJ-67856633, npuiiom 2 plg, diHanbHa Bepcia 3.0, Big 11
cepnHa 2021, nokanbHa Bepcis 4.0 Big 13 cepnHa 2021 ana YkpaiHu, Ta6netku BTKi BID MALT1 BID,
YKpaiHCbKOI0 MOBO10; lNpoTokon 64264681LYM1002 LLLOAEHHUK MNMALIEHTA npenapat JNJ-64264681,
npuiiom 2 plg, npenapar JNJ-67856633, npuiiom 2 plg, 7 AHiB nepworo uukny, Toai 1 plg cdiHanbHa
Bepcis 3.0, Big 11 cepnHa 2021, nokanibHa Bepcisa 4.0 Big 13 cepnHsa 2021 gna YkpaiHu, Taénetkmn BTKi
BID MALT1 BID-> QD, yKpaiHCbKOIO MOBOI; JOCb€E AOCNigKyBaHOro nikapcbkoro 3acoo6y (IMPD),
JNJ-67856633-ZAF, Po3pginu 2.3 Introduction, 3.2.S Drug Substance Big 10 yuepBHA 202, aHINiNCbKOIO
moBoto. Po3ginu: 3.2.P Drug Product Eq. 80-mg Uncoated Oral Tablets (G025); Eq. 80-mg Film-Coated
Oral Tablets (G024), Eq. 100-mg Film-Coated Oral Tablets (G027); Eq. 50-, and 100-mg hard gelatin
capsules, Big 29 uepBHA 2021 aHrnilicbkoto MoBot. Po3gin 3.2.P Drug Product: Eq. 100-mg Uncoated
Oral Tablet (G015), Big 21 uepBHA 2021 aHrnilicbkoto MoBoto. Po3gin 3.2.A Appendices Big 25 TpaBHA
2021, aHrniicbkoo MoBOI0; JoCbE AOCNiAKYyBaHOIO Nikapcbkoro 3aco6y (IMPD), JNJ-64264681-ZAT,
Kancynu, po3ginu 2.3 Introduction, 3.2.S Drug Substance, 3.2.P Drug Product Big 06 cepriHa 2021 poky,
aHrniicbKol MoBoOl. [locbe AochigKyBaHOro snikapcbkoro 3aco6y (IMPD), JNJ-64264681-ZAT,
kancynu, posgin 3.2.A Appendices, Big 22 nunHA 2021 poKy, aHrNiliCbKOIO MOBOI; 3pasku
MapKyBaHHA gocnigkyBaHoro npenapary JNJ-67856633, ta6netku no 80 mr, 100 mr, Bepcisa 2 Big 23
nunHa 2021 poky, YKpaiHCbKOKO MOBOI; 3a/lydeHHsl HOBUX JliKapCbkux ¢opmM npenapary
JNJ-67856633 (JIJNJ-6856633-ZAF, GO015; JNJ-6856633-ZAF, GO024; JNJ-6856633-ZAF, G027;
JNJ-6856633-ZAF, G025) Ta6netky no 80mr tTa 100mr; 3asyyeHHss HOBUX BUPOGHUUMX AinsiHOK Catalent
(Shanghai) clinical trial supplies Co., LTD, Kutaii; Bend Research Inc, CLUA; Patheon Inc., KaHaga;
Shanghai STA Pharmaceutical Product Co., Ltd, Kutaii; Eurofins Pharma Quality Control — Les Ulis,
®paHuifa; Eurofins PHAST GmbH, HimeuuuHa; PHAST Development GmbH & Co. KG, HimeuuuHa;
Janssen Pharmaceutica NV , Benbrisi; Catalent CTS, LLC, CLUA; Catalent Pharma Solutions, LLC,
CLUA; Fisher Clinical Services, CLUA; Fisher Clinical Services GmbH, LUBeiiuapis; MogoBeHHs
TepMiHy npupgaTHocTi go 36 micaAuwiB anAa nikapcbkux 3aco6iB G004 Ta G005 kancynu [0 NPOTOKOSY
KNiHiYHOro gocnigxeHHs «Bigkpute pocnimkeHHsa 1b casu 3 ouiHkM 6e3neyHocTi, hapMaKOKIHETUKN i
thapmakognHamikm npenapaty JNJ-64264681 y komb6iHauii 3 npenapatoMm JNJ-67856633 B yyacHUKiB 3
HEXOMKKIHCbKOK ~ NIMGPOMOKD  Ta  XPOHIYHMM  JliMpoLMTapHUM  NIEMKO30M», KO, ~ AOC/IiAKEHHS
64264681LYM1002, nonpaska 1, Big 06 xxoBTHA 2020 poky; cnoHcop - AHcceH-Cinar IHTepHewHn HB, benbris
/ Janssen-Cilag International NV, Belgium

3anaBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

15. Bpouwypa pgocnigHuka Rilematovir (JNJ-53718678) BugaHHa 8 Big 14.07.2021 p.; 3pasok
MapKyBaHHA ana JNJ-53718678-ZCL ekB. 217.4.mMrir | nnaue60; 3pa3ok MapKyBaHHA A1 PO3UUMHHUKA
Ansa JNJ-53718678-ZCL 10 NnpoTOKO/Y KAIHIYHOTO AocnigpkeHHs «PaHaoMi3oBaHe, noAgiliHe cnine, naaue6o-
KOHTPO/IbOBaHe AocnimkeHHA dpasun 3 AN ouiHK1 edpeKTUBHOCTI Ta 6e3neyYHoCTi pineMaToBipa y HEMOBAAT Ta
AiTeli ( Bikom Bif = 28 AHiB A0 < 5 poKIiB ) Ta 3ro40M y HOBOHapOMKeHWX (BIKOM < 28 AHiB), rOCMiTasli30BaHUX 3
NpUBOAY roCTPOT IHAPEKLIT ANXaNbHUX LWIAXIB, CNPUYMHEHOT pecnipaTopHO-CUHUUTIaUTbHUM BipycoM (PCB)»,
kKo pocnigpkeHHs 53718678RSV3001, 3 nonpaskot 1 Big 04.05.2021 p.; cnoHcop - «AHCCEH
OAPMALEEBTUKA HB>», Benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

16. MopoBXEHHA TepMiHY NPUAATHOCTI AOCAIAKYBAHOro nikapcbkoro 3acoGy ZN-d5 tTadnetku 25 mr ta
100 mr go 30 micsuis; [locbe gocnipkyBaHoOro nikapcbkoro 3acody ZN-d5, Bepcia 02, Big 15 nunHsa
2021, aHrnificbkoo MOBOIO; JIUCT po3’AcHeHHA Big CnoHcopa go npoTtokony ZN-d5-001, Bepcis 2.1 Bipg,
12 cepnHA 2021 poKy, aHrNifiCbKOI Ta YKPAiHCbKOK MOBaMW [0 MPOTOKOMY KAIHIYHOTO AOCAiAKEHHS
«®as3a 1, ocnifKeHHsA NepLUOoro 3aCToCyBaHHA npenapary y Nio4unHu, 3 NigBULLLEHHAM A03u npenapaTty ZN-d5
y BUrNs4i MOHOTepanii y nauieHTiB 3 HexomkkiHcbkoto Jlimdoomoto abo Moctpoto MienoigHoto SlelikeMieto», Koz,
pocnipkeHHs ZN-d5-001, Bepcia 2.1, Big 23 xoBTHA 2020 poky; crnoHcop - K-Group Alpha, Inc. / K-'pyn
Anbda, IHK, CLUA

3anBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

17. OHOB/IEHMI NPOTOKO/T KNiHIYHOrO BMNPOGYyBaHHA (liHanbHA Bepcia 2.0 3 iHKOPNOPOBaHOLO
nonpaBkolo 1 Big 28 nunHA 2021 p., aHrnilicekoro MoOBOK; OHoBeHUii CUHONCUC NPOTOKOMY
KNiHiYHOro BUNpooGyBaHHs hiHaibHa Bepcis 2.0 3 iHKopnopoBaHoto nonpaskoto 1 Big 28 nunHa 2021
pP., YKpaiHCbKOKO MOBOI [0 MPOTOKONY KiHiYHOro BunpobyBaHHSA «PaHgomizoBaHe, noggiiHe chine
JocnipkeHHs dpasn 3, Wo NPoOBOANTLCA B NapasiesibHUX rpynax 3 MeTol NOPIBHAHHA edpeKTUBHOCTI, 6e3neku

8



Ta iMyHOreHHOCTI 3anponoHOBaHOro 6ionoAibHOro fikapcbKoro 3acoby YcrekiHymao FYB202 ta npenapaTa
CTtenapa y nauieHTiB 3 615LWKOBVM NCOPia3oM cepefHbOro Ta BaXKKOro CTYNEHs TSHXKKOCTi», Kog, AOCNIAKEHHS
FYB202-03-01, chiHanbHa Bepcia 1.0 Big 30 ciyHa 2020p.; cnoHcop - «bioek TM6X», HimeyunHa (bioeq GmbH,
Germany)

3anBHuK - TOB «BOPABANA, KNIHIKAM TPAISIC YKP»

18. 3miHa cnoHcopa aocnipkeHHA 3 MegiBelnwH IHK. (Medivation, Inc.), CLUA Ha «MepgiBeiwH, IHK.»
(Medivation, Inc.), goudipHA KOMMaHifA, WO nNepedyBa€ y NOBHii BacHOCTI komnaHii «Mdaiizep IHK.»
(Pfizer Inc.), CLUA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA); YTOUHEeHHA Ha3BMU
npotokony: bBbyno: «MikHapogHe, paHgoMi3oBaHe, noABiiiHe cnine, nnaue60-KOHTPO/NbOBaHe
pocnipkeHHa dasn 3 gna ouiHkM eeKTUBHOCTI Ta 0e3Ne4vyHOCTi eH3aslyTamigy Yy nauieHTiB 3
HeMeTacTaTUUHMM KacTpaT-pe3uCTEHTHUM paKkoM nepeamMixypoBoi 3a/103u»; Ctano: «[ocnigKeHHs
«PROSPER»: MixxHapogHe, paHAOMi30BaHe, NoABiliHe ciiine, Njaye60-KOHTPO/IbOBaHe [OC/IiAKEeHHSA
chasn 3 AnAa ouiHku ed)eKTUBHOCTI Ta 6e3MevHOCTi eH3anyTamigy y nauieHTiB 3 HeMeTacTaTUYHUM
KacTpaT-pe3suCTEHTHUM pakoM MepeamMiXypoBoOi 3ano3u»; bBbpouwypa pocnigHuka EH3anytamipg,
(MDV3100), BuaaHHA 12.1 Big 27 ciuHAa 2021 pokKy, aHrnificbkoto MoBoto; KapTka-nogska nauieHTOBI,
v01l_UA UK Big 29 rpyaHa 2020 poky, yKpaiHCbKOIO MOBOI0; KapTka-noasika nauieHToBi, v0O1_UA RU Bip,
29 rpygHsa 2020 pokKy, pocilicbKOlo MOBOIO; KapTka-nogsika ocnigHuubKomMy LueHTpy, v01l_UA UK Big 29
rpygHsa 2020 poky, ykpaiHCbKOIo MOBOIO; KapTka-nogsika gocnigHuubkomy ueHTpy, v01_UA RU Big 29
rpygHAa 2020 poKy, pocilicbkolo MOBOO; MoA0BXEHHA TPUBAJIOCTI K/iHIYHOrO AOCNigKeHHA B YKpaiHi
00 31 rpygHa 2023 poky [0 NPOTOKOMY KAIHIYHOTO JoCcnimxeHHs «MkHapogHe, paHaomizoBaHe, noagiviHe
cnine, nnauebo-KOHTPONbOBaHE AOCNiMKEHHA a3 3 A8 OUiHKA  edEeKTMBHOCTI Ta 6e3neyHoCTi
eH3alyTamiay y nauieHTiB 3 HemeTacTaTUYHUM KacTpaT-pe3vucTETHUM pPakom nepeamMixypoBol 3a103u», KOZ
pocnipkeHHs MDV3100-14 (C3431005), Bepcis 5 Big 26 ciuHA 2018 poky 3 iHKOpNopoBaHOK nonpaskoto 4;
cnoHcop - MegiseiwH IHk. (Medivation, Inc.), USA

3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «ANK'HOBIA PC YkpaiHa»

BY/io CTA/1IO
MedisetiwH IHK. (Medivation, Inc.), CLLA «MedigetiwH, IHK.» (Medivation, Inc.), 0ouipHs
KOMMaHisi, wo nepebysae y nosHili sacHocmi
komnaHii «ldgpatizep IHK.» (Pfizer Inc.), CLUA
(Medivation, Inc., a wholly owned subsidiary of
Pfizer, Inc., USA)

BY/10 CTA/IO
«MixxHapoOHe, paHOoMi30B8aHe, nodsiliHe cnine, | «focnioxeHHss «PROSPER»:  MixHapodHe,
naaye6o0-KkoHMpOosiIboBaHe 00C/iOXeHHs ¢pa3u 3 | paHOomi3osaHe, mnodsiliHe caine, naaye6o-
0151 oyiHKu echekmusHOoCcmMi ma 6e3rneyHocmi | KOHMpPOosiboBaHe OOC/iOXeHHs1 pa3u 3 0nsA

eH3as1iymamioy y nayieHmis 3 | oyiHku egpekmusHocmi ma 6e3neyHocmi
HemMemacmamu4HUM Kacmpam-pe3ucmeHmHuUM | eH3asiymamioy y nayieHmis 3
pakom rnepeomixyposoi 3a/103u» HemMemacmamuyHUM Kacmpam-pe3ucmeHmHum

pakom repedmixyposoi 3a/103u»

19. BKnoyeHHs A0AATKOBOro Micus nNpoBefeHHs KNiHIYHOro BUNpoGyBaHHA B YKpaiHi [0 NPOTOKOY
KNIHIYHOTO [0CNIMKEHHSA «[JOBrocTpoKoBe mnojasiblle AOCMIMKEHHA ANS OUIHKWM MiHEepasibHOT LWifIbHOCTI
KICTKOBOI TKaHWHW Y MaLieHTOK 3 MiIOMOIO MaTKu, SKi 3aBepLUytoTb AOC/IMKEHHA (ha3n 3 i3 3acTOoCyBaHHAM
ninsaronikca, PRIMROSE 1 a6o PRIMROSE 2», kog, gocnigxeHHss 20-OBE2109-007, octatoyHa Bepcia 1.0,
22.01.2021; cnoHcop - ObsEva S.A., LLseiiLapis
3aaBHUK - «Ckoyn IHTepHewwHn AlM», HimeyunHa

No M.1.B. BignoBiganbHOro gocnigHnka
n/n HasBa Micus npoBefeHHS KIHIYHOTO BUMPO6YyBaHHS

1. O.M.H. npodp. NlyueHko H. C.

KomyHanbHe HekomepuiiHe nignprvemMctso «losorosuii 6yanHok Ne 3» 3anopi3bkoi MiCbKOT paaw,
XIHOYa KOHCybTauis, JepxaBHuii 3aknag «3anopisbka MeguyHa akagemis nic/iagunaoMHOT OCBITY
MiHicTepcTBa 0XOPOHU 340POB'A YKpaiHU», kadoeapa akyLiepcTsa i riHekonorii, M. 3anopixxs

20. 3miHa 3asiBHMKA KNiHIYHOrO BUNPOGYBaHHA B YKpaiHi 3 TOB «IHBEHTIB XEJ/IC YKPAIHA» Ha TOB
«CiHeoc Xenc YkKpaiHa» [0 NPOTOKOMY KAIHIYHOTO  AOChigpKeHHs «EdeKkTMBHICTb, 6e3neYHicTb,



nepeHocuUMIcTb i (hapmakokeHeTuka TohauuTUHIGY npu NikyBaHHI CUCTEMHOIO HOBEHIIBHOrO ifionaTuyHoro
apTpuTy (CtOIA) 3 aKTMBHUMYK CUCTEMHVMMMW NposiBaMU Yy AiTeld Ta nignitki», ko4 gocnimpkeHHs A3921165, 3
iHKOpnopoBaHoo NonpaBkoto 4 Bifg 17 6epe3Hst 2021 poky; cnoHcop - Mdyaiizep IHk, CLUA [Pfizer Inc, USA]
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
TOB «IHBEHTIB XEJIC YKPAIHA» TOB «CiHeoc Xenc YKkpaiHa»

21. 3miHa 3asiBHUKA KNiHIYHOrO BUNPOGYBaHHA B YKpaiHi 3 TOB «IHBEHTIB XEJ/IC YKPAIHA» Ha TOB
«CiHeoc Xenc YkpaiHa» [0 NpOTOKO/Y K/iHIYHOro AoCNimpKeHHA «[loBroTpusase, BiAKpUTe AOCNIMKEHHS 3
nepiogoM MOSANbLIOrO CMOCTEPEXEHHS, SIKe MPOBOAMTLCA AN BUBYEHHSA npenapaTty TodhauuTuHié npu
NiKyBaHHi 10BeHiNbHOro igionatnyHoro aptputy (FOIA)», koa gocnimxkeHHs A3921145, iHanbHUIA NPOTOKON 3
iHKoprnopoBaHoto nonpaskoto 10 Big 04 TpaBHA 2020 poky; cnoHcop - MNdpaiizep IHK [Pfizer Inc], CLUA
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANIO
TOB «IHBEHTIB XE/IC YKPAIHA» TOB «CiHeoc Xenc YKpaiHa»

22. ®opma iHhopmoBaHOI 3rogn agantoBaHa AnAa YKpaiHu Bepcia 2.0 Big 21 nunHa 2021 poky Ha
ocHoBi MaliicTep-Bepcii ®I3 1.0 Big 27 kBiTHA 2021 poKy, aHIMIACBKOIO Ta YKPaiHCbKOK MOBaMu;
Aopatok Bepcis 2.0 Big 21 nunHA 2021 ao ocHoBHOI ®opmu iH(hopmoBaHOI 3roan aganToBaHol ANs
YkpaiHu Bepcis 2.0 Big 21 nunHsa 2021 poky, Protocol 67484703ARA1001, aHr1iiCbKOIO Ta YKPAIHCbKOLO
MoBamu; dopma BigKnMKaHHA iHhopmoBaHOI 3roaun agantoBaHa ans YkpaiHu sepcis 3.0 Big 30 ceprnHa
2021 p. Ha OCHOBI MaiicTep-Bepcii Popmu BigKnukaHHA iHpopmoBaHoi 3rogu 1.0 Big 27 kBiTHA 2021
POKy, aHIMINCbKOI Ta YKpaiHCbKOK mMoBamMu; dopMa iHthopmoBaHOi 3rogu Asisi BariTHOI NapTHEPKU
agantoBaHa anAa YKpaiHu Bepcisa 2.0 Big 21 nunHa 2021 p.Ha ocHOBi mavictep-Bepcii PI3 gnsa BariTHOT
napTtHepku 1.0 Big 03 TpaBHA 2021 poOKy, aHrNifiICbKOK Ta YKpPaiHCbKOI MoBamu; laeHTudikauiiHa
KapTKa yyaCcHUKa JociigKeHHs, Bepcia 2.0 Big 21 nunHsa 2021, aHrNiiicbKoOK Ta YKPAiHCbKOO MOBamu
[0 MpOTOKO/Y KAiHIYHOrO BUNpobyBaHHA «baratoueHTpoBe, noAgiiiHe cnine, nnaye60-KOHTPOSIbOBaHE,
paHAoMmi3oBaHe [AOCNIMKEHHS 3 3acTOCyBaHHsM GaraTokpaTtHMX [A03 3 METOH OLiHKM 6e3nevHoCTi,
nepeHocMMocCTi, hapMakoKiHETMKKM, dlapmakognHamikm Ta edektuBHocTi npenapaty JNJ-67484703 B
YyYacCHUKIB 3 aKTMBHMM pPEeBMAaToIgHMM apTPUTOM, He3BaXKalounm Ha Tepanilo MeToTpekcaToM», Kop
pocnipkeHHn 67484703ARA1001, sepcisa Big 17 6epesHs 2021 poky; cnoHcop - AHcceH ®apmauesTuka HB,
Benbria /Janssen Pharmaceutica NV, Belgium

3anBHuUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

23. BKIOUEHHA J,0[ATKOBUX MiCLb NPOBEeAEHHS BUMPOOYBaHHA 40 NMPOTOKONY K/IHIYHOMO AOCAIAKEHHS
«PaHgomizoBaHe, noBiiHe cnine, naaue60-KOHTPOIbOBaHEe AOCNIMKEHHS ha3un 2 418 OLiHKN eDEKTUBHOCTI,
6e3neYyHoCTi, NepeHOCUMOCTIi, hapMaKkoKIHETMKM Ta BI0NOriYHOT aKTMBHOCTI OpenabpyTUHIOY y naujieHTIB i3
peunanByOvO-pPEMITYHOUNUM PO3CISTHUM CKNepo30oM», koa agochimpkeHHs ICP-CL-00112, sepcis 3.0 Big 09 ciuHs
2021 poky; cnoHcop - InnoCare Pharma, Inc., USA

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

Ne M.1.6. BignoBigasbHOro gocnigHuka

n/n Ha3Ba MicLs NpoBeAeHHS K/1iHIYHOro BUNPOBYBaHHS

1 K.M.H. FoBbax I.0.

KomyHanbHe HekomepuiiiHe nmignpuemctBo «Micbka nonikniHika Ne9» XapkiBCbkoi MiCbKOI pagu,
BiA4iNneHHa By3bkux (haxisuiB, XapkiBCbka MeAuyHa akagemis nicisagunioMHOT OCBiTH, Kadenpa
3ara/ibHOi NPaKTWKKM - CIMEHOT MeaANLMHK, M. XapkKiB

2 O.M.H., npod. Byyakuniicbka H.M.

KomyHanbHe HekomepuiiHe nignpuemMcTBO «3anopi3bka o6nacHa KiHiYHa nikapHsa» 3anopisbKoi
obnacHoi pagu, BigaineHHsa Hesposorii Nel, [epxaBHuWii 3aknag «3anopisbka MegmyHa akagemis
nicnaauMnIOMHOI OCBiTU MiHICTepCTBa OXOPOHU 3[0pOB'A YKpaiHu», Kadenpa HepBOBUX XBOPOO,
M. 3anopixks

24. pocnipkeHHa FIREFISH_J/inct-3060B’A3aHHA Big KomnaHii «Pow»_lNpopoBXeHHA HaAaHHSA
poctyny, piHanbHa Bepcifa Big 05 nuctonaga 2020 p. aHrNiNCbKOK, YKPAIHCLKOIO Ta POCIiNCLKOIO
MoBamMu; ENeKTpOHHUI NUCT, NpU3HaYeHUiA AN BCiX cimeid, AKi 6epyTb yyacTb y gocnigxeHHi Roche
FireFish aHrniicbKor, yKpaiHCbKOK Ta pPOCIliCbKOKD MOBaMMu A0 MPOTOKO/Y K/iHIYHOro BMNPOOYBaHHS
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«Biakpute 6araToueHTpoBe AOC/IMKEHHS, AKEe CKNafaeTbCa 3 ABOX YaCTUH 3 6e3nepepBHUM Nepexosom, Lo
NPOBOAMTLCA 3 METOK BMBYEHHSA 6GE3MeYHOCTi, NePEeHOCUMMOCTI, hapMakoKiHETHKKN, dhapMakoguHaMiku Ta
edhekTBHOCTI Nnpenapaty RO7034067 3a 1i0ro 3acToCyBaHHS Y HEMOB/IAT 3i CMiHa/IbHOK M’SI30BOK0 aTpodieto
1-ro Tvny», kog gocnimkeHHs BP39056, sepcis 7 Big 17 yepsHsa 2020 p.; cnoHcop - F. Hoffmann-La Roche Ltd,
Switzerland (LLselinapis)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

25. 3miHa BignoBiganbLHOro gocnigHuka; 36inbLlIeHHs KiNIbKOCTI gocnigKyBaHux B YKpaiHi 3i 120 go
130 oci6 A0 NPOTOKOAY KMIHIYHOro AoCNimpKEeHHS «PaHaoMi3oBaHe, noAgiiHe cnine gocnigkeHHs 1l da3un ans
NOpPIBHAHHA NeM6ponisymady 3 niauebo y komoOiHauil 3 Heoa'toBaHTHOO XiMioTepanielo Ta af'toBaHTHO
€HAOKPVMHHOK Tepanieto Npu fikyBaHHI paky MOJIOYHOI 3a/103M 3 HasiBHICTHO peLLenTopiB A0 €CTPOreHiB i
BiICYTHICTIO JIIOACBKMX peLenTopiB enigepmasibHoro dhaktopa pocty 2 (ER+ / HER2-) Ha paHHii cTagii npw
BMUCOKOMY cTyneHi pusnky (KEYNOTE-756)», kog, gocnifxeHHs MK-3475-756, 3 iHKOpNopoBaHOoo NonpasKoto
04 Big 22 kBiTHA 2021 poky; cnoHcop - «Mepk LWWapn EHg Joym Kopn.», AodipHe nianpnemctso «Mepk EHA Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YKkpaiHa»

BYNno CTANO
A.M.H. KonecHik O.0. K.M.H. OcTtaneHko 0. B.
HaujioHanbHuiA  IHCTUTYT  paky,  Big4iNeHHs HauioHanbHWiA  IHCTUTYT  paky,  BigAifeHHs
MasIoiHBa3MBHOI  Ta  eHAOoCKONiYHOT  Xipyprii, MaJ/loiHBa3uBHOT Ta  €HAOCKOMIYHOI  Xipyprii,
iHTEepPBEHLIHOT pagionorii, M. Kuis iHTEpPBEHLUINHOI pagionorii, M. Kuis

26. fopaBaHHA W039210 /lnct-nogsika nauieHTy, Mepiog noganbluioro cnocrepeXxeHHs , sepcis 1.0 Big,
29 yepBHA 2021, yKpaiHCbKOK Ta pPOCIiICbKOW MOBamMu [0 NPOTOKO/Y KAiHIYHOTO BMNpPOOyBaHHS
«baratoueHTpoBe, paHAoMmi30BaHe, NnaLebo-KOHTPO/IbOBaHe, MOABIiHE cnine pocnimkeHHs 1l dasm
aresonisymady (aHTu-PD-L1 aHTWUTINO) B SIKOCTI af'tOBaHTHOI Tepanii y nauieHTiB 3 HMPKOBO-KAITUHHO
KapuMHOMOIO 3 BMCOKMM PU3NKOM PO3BMTKY MeTacTasiB nicnis HedypekTomii», kog gocnimpkeHHs WO039210,
Bepcisa 9 Big 07 ntotoro 2021 p.; cnoHcop - ®. XodhdpmaHH-/1a Pow /T4, LBeliyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

27. OHOBJIEHUI NPOTOKOJ1 KNiHiuHOro Bunpo6yBaHHA APL-101-01 (SPARTA), Bepcis 10.0 (MonpaBka 7,
01 numnHa 2021 p.) Fno6GanbHa, aHrnificbkoro MoOBOW; IHopmauia Ana nauieHTa i Popma
iHcbopmoBaHoOi 3roau: Anonnomikc IHK._APL-101-01_ OcHoBHa IHcpopmauia ansa nauieHta i dopma
iHbopmoBaHoi 3rogu_Bepcia 4.0 gna YkpaiHn Big 03 cepnHa 2021 poky_aHriiCbKOK MOBOK_Ha
ocHoBi Mavictep Bepcii ®I3, Bepcia 8.0 Big 01 nunHa 2021 poky (FnoGanbHa); IHopmauia gns
naudieHTta i ®opma iHpopmoBaHoi 3rogu: Anonnomikc IHkK._APL-101-01_ OcHoBHa IHcdhopmauia gns
nauieHta i dopma iHdopmoBaHOi 3roau_Bepcia 4.0 ana YkpaiHm Big 03 cepnHa 2021
POKY_YyKpaiHCbKOIO MOBOLO_Ha OcHoBi Mavictep Bepcii ®I3, Bepcia 8.0 Big 01 nunHa 2021 poky
(Fno6anbHa); IHhopmauia ana nauieHta i Popma iHcpopmoBaHoi 3rogu: Anosuiomike IHK._APL-101-01_
OcHoBHa IHchopmauis ana nauieHTa i Popma iHcpopmoBaHoi 3roau_Bepcisa 4.0 ana YkpaiHu Big 03
cepnHs 2021 poKy_pocilicbkolo MOBOK_Ha ocHOBi Maiictep Bepcii P13, Bepcis 8.0 Big 01 nvnHa 2021
poky (Fno6anbHa); MpecKpuHiHroBe reHeTUUHe AOCAIMKEHHS NyXJMHW, IHdopmauiiiHuii nuctok
nauieHTa Ta ®opma iHcpopmoBaHoOi 3rogu: Anosnomikc IHK._APL-101-01_lNpecKpuHiHroBe reHeTU4He
pocnipkeHHs nyxnuHu_IHdopmadiiiHuii TMCTOK NauieHTa Ta Popma iHhopmoBaHoi 3rogu_Bepcis 3.0
Big 06 nunHAa 2021 poKy Ans YKpaiHW_aHrniicbkolo mMoBok_Ha ocHoBi IHchopmauiiiHoro nucrtka
nauieHta Ta ®opmMum iHopmoBaHOI 3roau ANs NPOBEAEHHSA MPECKPUHIHTOBOro reHeTU4Horo
pocnipkeHHA NyxnuHu, sepcis 4.0 Big 06 nunHa 2021 poky; MpeckpuHiHroBe reHeTUYHEe AOCAIAKEHHSA
nyxnvHu, IHcopmauiiiHMii nNUCTOK nauieHta Ta dPopma iHdopmoBaHOI 3rogu: AnNOJ/UIOMIKC
IHK._APL-101-01_lpecKpuHiHrOBe reHeTUUHe AOCNifKEeHHA nyxanHu_IHdopmaliiHniA  NNCTOK
nauieHta Ta ®Popma iHcopmoBaHoi 3rogu_Bepcia 3.0 Big 06 nunHa 2021 poky panA
YKpaiHu_yKpaiHCbKoO MoBoto_Ha ocHoBi IHthopmauiiiHoro incTka nauieHta tTa ®@opmu iHpopmMmoBaHoiT
3roau Ans nposBeAeHHsl NMPEeCKPUHIHIOBOro reHeTUYHOro AocnimKeHHs nyxnauHu, Bepcisa 4.0 Big 06
nvnHAa 2021 poky; lMpecKkpuHiHroBe reHeTMUYHe AOCAIMKEHHA NyX/UHKW, |HdopmauiiiHuiA NUCTOK
nauieHTa Ta ®opma iHcpopmoBaHoi 3rogu: Anonnomikc IHK._APL-101-01_lNpecKpuHiHroBe reHeTU4He
BOCNiMKEHHA NyXMUHU_IHopMaLiiiHMiA NMCTOK naudieHTa Ta ®dopma iHchopmoBaHoi 3roau_Bepcis 3.0
Big 06 nunHa 2021 poky pns YkpaiHu_pociiicbkolo moBol_Ha ocHoBi IHcopmauiiiHoro nuctka
nauieHta Ta ®opmu iHopmMoBaHOiI 3rogu A/ MPOBEAEeHHA MNPECKPUHIHIOBOrO reHeTU4YHOro
pocnipkeHHA nyxnuHu, Bepcia 4.0 Big 06 nunHa 2021 poky; KapTka nauieHTa AOCNifKEeHHs 3a
MpoTtokonom APL-101-01 (SPARTA), Bepcia 4, 27 nunHAa 2021, aHrAificbKok, YKpaiHCbKOK Ta
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pocilicbkolo moBamu; LLlogeHHUK NpuiiMaHHA AocnigKyBaHOro npenapaty nauieHtom, Mpotokon
APL-101-01 (SPARTA), Bepcia 3 ansa Ykpaiuu, 27 nunHa 2021 poky, aHriiCbKOI0, YKPaiHCbKOK Ta
pociiicbkoto moBamu; Bpoulypa: MpuegHyiiTteca A0 NOWYKY HOBOI NPOTUNYX/MHHOI Tepanii! (B.4, 12
nvnHa 2021, APL-101-01), aHrniicbKoro, YKpaiHCbKOIO Ta pociiicbkolo moBamu; LLInAx yuacHukis, B.4,
12 nunHa 2021, APL-101-01, aHrnificbkol, YKpaiHCbKOKO Ta pOCI/iCbKOIO MoOBamu; 3alyuyeHHs
[0AATKOBOrO TEXHIYHOro NMpuMILLEeHHA, Wo OGyAe BUKOPUCTOBYBATUCH AJI NPOBEAEHHA KNiHiYHOro
BUNpPOGyBaHHA (perioHanibHa naéopartopisi): ToBapucTBO 3 06MeXeHo BignosiganbHicTio «Cl EC [
Na6» [The Limited Liability Company «CSD Lab»] (micue3HaxomkeHHA: Byn. BacunbkiBcbka,45,
Mm.KniB, 03022, YkpaiHa Ta Byn. XXmepuHcbKa 22-B, 02000, m.KuiB, YkpaiHa); 3MiHa Ha3Bu MicuA
npoBefeHHs KMiHIYHOrO BUNPOGYBaHHA [0 MNPOTOKO/Y KAiHIYHOrO AocnimkeHHs «bararoueHTpoBe
pocnimpkeHHs 1/ 2 hasm 3 ouiHkM 6e3nevHOCTi, hapMakoKiHETUKM Ta nonepeaHbol eEKTUBHOCTI npenapary
APL-101y nauieHTiB 3 HeAPIOGHOKNITUHHUM PakoM NereHb 3 MyTauisiMu, Lo 06yMOB/IHOKTL NPONYCK eKk30Ha 14
c-Met, Ta nowmvpeHVMU conigHUMK NyxAMHaMun 3 aucperynsauieto c-Met», kog pocnigpxeHHs APL-101-01,
Bepcis 9.0 (Monpaeka 6, 22 notoro 2021 p.) FnobansHa; cnoHcop - Anonnomike IHk., CLUA (Apollomics, Inc.,
USA)

3asABHIK - TOBAPNUCTBO 3 0BMEXEHOI0 BiANOBigaNbHICTIO «<MEAMENC YKPAIHA»

BYNno CTANIO
O.M.H., npod. BoHpapeHKo .M. O.M.H., npod. BoHpapeHKo .M.
KomyHanbHe HekomepuiliHe nignpnemctBo «Micbka | KomyHanbHe HekomepLiiHe nignpuemcteo «Micbka
KniHiYHa nikapHA Ned" [HINPOBCLKOI MICbKOT pagw», | KniHiyHa nikapHa Ned" [HINPOBCHKOI MiCbKOI paau»,
BiggineHHs XximioTepanii, [JepXaBHuii 3aknag | XimiotepaneBTUYHE BigAINMEHHA 3  AEHHUM
«[lHinponeTpoBCbKa Megu4yHa akagewmisi | ctauioHapom, [HinpoBcbKuii LepXaBHuiA
MiHicTepcTBa OXOpPOHM 3[0POB‘A  YKpaiHu», | MeEAUUYHUIA YyHIBepcuTeT, Kadegpa OHKonorii Ta
Kacdpegpa oHKonorii Ta Meau4yHOi pagionoril, | meguUHoi pagionorii, M. Hinpo
M. [JHinpo

28. OHoBneHuit MpoTokon pocnigkeHHa ARGX-113-1801, cdiHanbHa Bepcisi npoTtokony 6.0 Big 15
nunHa 2021 p., aHrniicbkolw MoBOK; flopgaTok Ao IHdhopmauiiHoro nuctka nauieHTa i dopmu
iHbopmoBaHoi 3roau, maiictep-Bepcis 1.0 Big 08 nunHsa 2021 p., Bepcia anA YkpaiHu 1.0 Big 22 nunHA
2021 p. (o ocHoBHOro IHchopmauiiiHOro NMcTKa nauieHta i ®opmu iHpopmoBaHOI 3roau, maicTep-
Bepcia 5.0 Big 26 nuctonaga 2020 p., Bepcia gnsa Ykpainu 3.0 Big 30 nucronaga 2020 p.) ykpaiHCbKOLO,
POCIl/iCbKOIO Ta aHrNificbKOK MOBaMW [0 NPOTOKO/Y KAIHIYHOrO A[ochifpKeHHs «baraToueHTpoBe,
paHAoMi30oBaHe, NoABiliHe cine, niayeb0-KOHTPO/IbOBaHE [OCIMKEHHS ha3n 3 4718 OLiHKM e(DEKTMBHOCTI Ta
6e3neyHocTi npenapaTy edorapturimopg (ARGX-113) 10 Mr/kr AN BHYTPILULHLOBEHHOIO BBEAEHHS B AOPOC/NX
NaLieHTIB i3 NEPBNHHO IMYHHOK TPOMOOLMTONEHIEND», KOA, focnimxkeHHss ARGX-113-1801, ciHanbHa Bepcis
npotokony 5.0 Big 16 nuctonaga 2020 p.; cnoHcop - Argenx BVBA, Belgium/ ApxxeHkc BBBA, benbris
3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YKpaiHa

29. OHOBAEHI PO3AiNn A0CbE AOCNIAKYBaHUX JliKAPCbKUX 3aCO6iB: ripegecTpaHT TBepAi kancynu no 30
mr (2.1.S.1.1, 2.1.S.1.2, 2.1.S.1.3, 2.1.S.2.1, 2.1.S.2.2, 2.1.S.2.3, 2.1.5.2.4, 2.1.S.2.5, 2.1.S.2.6, 2.1.S.3.1,
21.53.2,2.1.5.4.1,21.S.4.2,2.1.S.4.3,2.1.5.44, 2.1.5.45, 2.1.S.5, 2.1.S.6, 2.1.S.7.1, 2.1.5.7.3; 2.1.P.1,
21.P.2,2.1.P.3.1,2.1.P.3.2,2.1.P.3.3,2.1.P.3.4,2.1.P.3.5,2.1.P.4,2.1.P.4.5,2.1.P.4.6,2.1.P.5.1, 2.1.P.5.2,
21.P53, 21.P.54, 2.1.P.55, 2.1.P.56, 2.1.P.6, 21.P.7, 2.1.P.8.1, 2.1.P.8.3, 2.1.A.2), nnaye6o fo
ripegectpaHTty, TBepai kancynu no 30 wmr (2.1.P.3.1, 2.1.P.8.1, 2.1.P.8.3) neTpo3on TBepAi Kancynu no
25 wr (2.1.P.3.1, 2.1.P.3.3, 2.1.P.5.4), nnauye6o Ao netposony TBepai kancynum no 2,5 mr (2.1.P.1,
2.1.P.3.1,2.1.P.3.3, 2.1.P.8.1), nan6ouukni6é TBepai kancynu no 75, 100, 125 mr (2.1.P.3.1), nan6ouuknid
TabneTkn BKPUTi NIIBKOBOKD 060/710HKOK no 75, 100, 125 mr (2.1.P.3.1), Bepcisa Big yepBHA 2021 p.;
JopaBaHHA 3pa3ka MapKyBaHHs AOCNiAKyBaHOro nikapcbkoro 3aco6y lipegectpaHt 30 Mr a6o
nnaue6o, 30 TBepAuX Kancy/n YKpaiHCbLKOI MOBOLO; [logaBaHHA afibTePHATMBHOIO BUPOGHUKa
pocnipkyBaHUX nikapcbKnx 3acoGiB Jletposon, tBepai kancynu no 2,5 mr Ne30 Tta nnaue6o Ao
netposon, TBepai kancynn Ne30 - Anmak KniHikan Cepsices, Ciro IHgacTtpian Ecteiit, 9 HYapnb3tayH
Poya, KpeiiraBoH, BT63 5PW, MiBHiuHa IpnaHaifa; JopaBaHHA 3pa3Ky MapKyBaHHA JleTpo3on TBepai
Kancynu no 2,5 mr aéo nnaye6o Ne30, yKkpalHCbKOKO MOBOIO 3 afilbTEPHATUBHUM BUPOGHUKOM AJiMak
Kninikan Cepsices, Ciro IHgacTpian Ecteiit, 9 Yapnb3tayH Poyp, KpeiiraBoH, BT63 5PW, MiBHi4uHa
IpnaHpin; OHoBneHa Bpoluypa pocnigHuka ansa lNpegectpaHty (RO7197597, GDC-9545), Bepcia 5 Big,
TpaBHA 2021 p. 40 NPOTOKO/Y KAIHIYHOTO JochigpkeHHs «PaHgomisoBaHe nopggiiHe cnine nnaue6o-
KOHTPO/IbOBaHe GaraTtoueHTpoBe focnimKkeHHs dasm Il gas ouiHku edoekTMBHOCTI Ta 6e3neyHocTi GDC-9545
y KOMBiHaUiT 3 Nan6oumknibom NOPIBHAHO 3 KOMBIHALE NeTPo30/1y Ta Nanoounkiby y nauieHTiB 3 eCTPOoreH-
peuentop-no3nTuBHuM, HER2-HeraTMBHMM MICLEBOMOLUMPEHMM YXM  MeTacTaTUYHMM pPakoM MOJIOYHOT
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3a/1031», ko4 gocnigpxkeHHs BO41843, sepcia 2 Big 08 notoro 2021 p.; cnoHcop - ©.XothgpMmaHH-/1a Pow /T4,
Lseiiuapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

30. OHOBneHWiI NPOTOKON K/iHIYHOrO BUNpPOOGYyBaHHA, Bepcia 3 Big 09 nunHA 2021 p.; OHOBeHa
Bpowypa gocnigHuka ana FipegecTpaHTy (RO7197597, GDC-9545), Bepcia 5 Big TpaBHa 2021 p.;
OHoBneHa ®opma iHpopMoBaHoOi 3roau, Bepcia 3.0 ana YKpaiHu yKpPaiHCbKOIO Ta POCIiiCbKOI0 MOBaMu
Big 02 cepnHAa 2021 p. Ha ocHoBi MavicTep-Bepcii hopmu iHpopmoBaHOI 3rogu ANA [OCILKEHHA
WO042312, Bepcia 3 Big 09 nunHa 2021 p.; OHoB/ieHMA [03Bi1 HA BUKOPUCTAHHA Ta PO3KPUTTA
iHcbopmauii Nnpo ctaH 340poB’A B nepiog BariTHOCTi, Bepcia 2.0 AnA YKpaiHUW yKpaiHCbKOK Ta
pociiicbkolo MoBamMu Big, 02 cepnHs 2021 p. Ha ocHoBi malictep-Bepcii hopmu p[os3Bony Ha
BUKOPUCTAHHA Ta PO3KPUTTA iHpopmaLil Nnpo cTaH 340pPOB’A B nepiog BariTHOCTi ANs AOCNiAKEHHSA
WO042312, Bepcin 2 Big 09 nunHa 2021 p.; A-1489-0042 3HiMmku ekpaHiB Web-matepianis ans nauiHta
(EORTC QLQ-C30, BPI-SF, EORTC QLQ BR-23, PRO-CTCAE, EQ-5D-5L, FACT GP-5, Subject training,
Main navigation, Home, My settings, Subject Setup, Incompatible browser, Login, Configuration texts),
Bepcia 1 Big 26 kBiTHA 2021 p. yKpaiHCbKOIO Ta POCiliICbKOK MOBamu; |HCTPYKLUiA 3 BUKOPUCTaHHSA
TrialMax Web ykpaiHCcbKolo Ta pociiicbkolo moBamu, Bepcis 2 Big 07 TpaBHA 2021 p.; OHOBNEHi
po3ainu pocbe focnigKyBaHNX JIiKApCbKUX 3ac06iB: ripegecTpaHT, TBepai kancynv no 30 mr (2.1.S.1.1,
21.8.1.2, 2.1.8.1.3, 2.1.S.2.1, 2.1.S.2.2, 2.1.5.2.3, 2.1.5.24, 2.1.S.2.5, 2.1.5.2.6, 2.1.S.3.1, 2.1.5.3.2,
2.1.8.4.1, 2.1.S.4.2, 2.1.5.4.3, 2.1.5.4.4, 2.1.S.4.5, 2.1.S.5, 2.1.S.6, 2.1.S.7.1, 2.1.S.7.3; 2.1.P.1, 2.1.P.2,
21.P3.1, 21.P.3.2, 21.P.3.3, 2.1.P.3.4, 2.1.P.3.5, 2.1.P.4, 2.1.P.4.5, 2.1.P.4.6, 2.1.P.5.1, 2.1.P.5.2,
2.1.P.5.3,2.1.P.5.4,2.1.P.55,2.1.P.5.6,2.1.P.6, 2.1.P.7, 2.1.P.8.1, 2.1.P.8.3, 2.1.A.2), neTpo3on, Ta6neTkn
no 2,5 mr (2.1.P.3.1), aHacTtpo3on, Ta6netkm no 1 mr (2.1.P.3.1), eksemecTaH, TaGneTkm no 25 mr
(2.1.P.3.1), chynBecTpaHT, po3unH Ana iH’ekuin no 250/5 mrimn (2.1.P.3.1), Bepcia Big uepBHA 2021 p.;
JopaaBaHHA 3pa3ka MapKyBaHHs AOCNigKyBaHOro jlikapcbkoro saco6y FipegectpaHT 30 mr, 30 kancyn
TBEpAUNX YKPATHCbKOK MOBOKO [0 NPOTOKO/Y KAiHIYHOro BunpobysaHHsa «PAHOAOMI3OBAHE, BIOKPUTE,
BAFATOLEHTPOBE AOCHNIAXEHHA ®A3W 1I 404 OUIHKW E®EKTMBHOCTI TA BE3MNEYHOCTI
GDC-9545 Y NMOPIBHAHHI 3 BUBEPAHOIO JIIKAPEM EHAOKPUHHOKO MOHOTEPAMIED Y MALIEHTIB I3
PAHIWE NIKOBAHWM ECTPOIrEH-PELENTOP-NMO3NTVBHAM, HER2-HEFTATUBHVM MICLIEBO-
MOWWPEHM ABO METACTATUYH/M PAKOM MOJIOYHOI 3ANO3U», Ko AochigkeHHs WO042312,
Bepcis 2 Big 21 xoBTHA 2020 p.; cnoHcop - ®.XohdmaHH-M15 Pow /14, WBeliyapis

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

31. OHoBneHa Gpolwypa gocnigHuka 3 npenapary Putykcumao, Bepcia 27 Big uepBHA 2021 poKy;
OHoBneHa IHopmauis gnsa nadieHta Ta dopma iH(hopMoBaHOI 3roan Ans YKpaiHu, aHriicbKoto
MOBOI0, Bepcia 6.0 Big 02 cepnHa 2021 poky; OHoBneHa IHchopmauia ana nauieHta Ta dopma
iHbopmoBaHoOi 3roan Ans YKpaiHW, aHrniiicbkolo Moo, Bepcia 6.0 Big 02 cepnHa 2021 poky.
MepeknageHo yKpaiHCbKOIO MOBOI AN YKpaiHu 09 cepnHAa 2021 poky; OHoBneHa IHdopmauia ans
nauyieHTa Ta dopma iHpopMoBaHOI 3roan ANA YKpaiHu, aHr1iicbKolo MOBOIO, Bepcis 6.0 Big 02 cepnHA
2021 poky. MNepeknageHo pociicbKoo MOBOIO A1 YKpaiHu 09 cepnHA 2021 poKy; 3MiHa HaliMeHyBaHHS
3asiBHMKa B YKpaiHi 3 TOB «KOBAHC K/IHIKAN AEBEJIONMEHT YKPAIHA» Ha TOB «/1IABKOPI
KNHIKAN AEBEJIONMEHT YKPAIHA» [0 NpoTOKO/ly KNiHIYHOMO [OCNimKeHHs1 «BaraTtoueHTpose,
paHAomi3oBaHe, MOABIAHO cnine, nnauebo-kOHTPO/IbOBaHe AochimkeHHA Il dasn ana nopiBHAHHSA
edheKTMBHOCTI Ta 6e3neyHocTi npenapaty Monarty3dymad BefOTUH Yy KOMGiHaUil 3 Putykcumaoom Ta CHP (R-
CHP) i Putykcumabom Tta CHOP (R-CHOP) y nauieHTiB i3 Andy3HOK KPYMHOKNITUHHOW B-KAITWMHHOM
nimchoMolo, SAKi paHile He OTpMMyBasIM JliKyBaHHS», Ko AocnimkeHHs GO39942, sepcis 7 Big 18 rpyaHs 2020
poky; cnoHcop - ®. XothdmaHH-/1a Pow N14., [F. Hoffmann-La Roche Ltd], LWBeiiuapis

3asBHUK - TOBAPMCTBO 3 06MEXEHO!0 BiAnoBiaanbHICTI0 «/TABKOPM KNIHIKAT AEBE/IONMMEHT YKPAIHA»

32. 36inblweHHA KiNbKOCTI AocnimpkyBaHMX B YKpaiHi 3 60 Ao 70 oci6 [0 NpOTOKO/Y KNiHIYHOMo
JocnigpkeHHs «PaHpomisoBaHe, BigkpuTe gocnigpkeHHs Il dhasm gna ouiHkm nemGponisymady B SKOCTI
Heoaf toBaHTHOI Tepanii Ta B KOMOIHaUil 3i CTaH4APTHUM JliKyBaHHAM B SKOCTI af'loBaHTHOI Tepanii npu
onepabenbHOMY JTIOKOPEriOHAa/IbHO PO3MOBCHAKEHOMY M/TOCKOK/TITUHHOMY paky rosiosu Ta wwui llI-IVA ctagii»,
Koa gocnimpkeHHss MK-3475-689, 3 iHkopnopoBaHoto nonpaskoto 05 Bia 13 TpaBHsa 2021 poky; cnoHcop - «<Mepk
Wapn EHA Aoym Kopn.», godipHe nianpuemctBo «Mepk EHA Ko., IHK.» (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLA

3aaBHUK - TOBapUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»
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33. PekomeHpaLii Ans gocnigHuKie Wo[0 BakumMHauil Ta Bisyanisauii npotu COVID-19 B OHKOMOTiYHUX
KNiHIYHNX pocnimkeHHAX AstraZeneca, Bif 26 TpaBHsa 2021 pokKy, aHIiAiCbKOIO MOBOIO; IHCTPYKLUii Ta
onuTyBaJIbHUKM nNauieHTa, Bepcia 1.00 ana YkpaiHu Big 30 uepBHs 2021 poKy, aHrfniiicbkol Ta
YKpaiHCbKOIO MOoBaMu; TecTOBUii KOHTPOJ/Ib 3HaHb yyacHuKa, Bepcia 1.00 Big 10 kBiTHA 2020 poky,
aHrNIACbKOK Ta yKpaiHCbKOl MoBamu; EQ-5D-5L eCOA [MopTaTuMBHi CKPIiHWOTU «AHKeTa CTaHy
3popoB’a. Mepeknag Ha yKpalHCbKy MOBY Anisi YKpaiHu», Bepcia 0.01 Big 12 ciuHa 2021 poky,
AHINIACBbKOIO Ta YKpPAiHCbKO MoBamu; CueHapili Kypcy HaBUYaHHA y4daCcHUKiB «CTaHOapTHUIA Kypc
HaB4YaHHA KoMnaHii «AcTpa3eHeka»», dpiHanbHa Bepcisa 1.1 Big 15 ciuHa 2020 poky, yKpaiHCbKOIO
MOBOI0; Kypc HaBUaHHSA KOMMaHii «AcTpa3eHeKa» A1 YYaCHUKIB [OCNigKeHHsA, BepCifa Bif 27 KBiTHA
2020 poKy, YKpaiHCbKOK MOBOLO; LLlogeHHUK pAo3yBaHHA, Bepcia 1.00 Big 30 uepBHA 2021p.
aHrnificbKol Ta yKpaiHCbKO mMoBamu; HaBuanbHui Kypc, Bepcia 1.00 Big 30 uepBHA 2021 poky,
aHrniicbKkow Ta yKpaiHcbkoto MoBamu; FKSI19 eCOA MopTtaTtuBHI cKkpiHwoTK, Bepcia 1.00 Big 30
yepBHs 2021 poKy, aHrniiicbkolw Ta yKpaiHcbkolo MoBamu; EQ5D5L eCOA MopTaTUBHI CKPIiHLIOTH,
Bepcis 1.00 Big 30 uepBHA 2021 poKy, aHINMINCbLKOIO Ta YKpaiHCcbKolo moBamu; PGIBR eCOA MopTaTuBHi
CKpiHWOTHK, Bepcia 1.00 Big 30 uepBHA 2021 poKy, aHrNINCbKOIO Ta YKpaiHCcbkoo moBamu; PROCTCAE
eCOA MoptatuBHi cKpiHwoTW, Bepcia 1.00 Big 30 uepBHA 2021 p. aHrNifiCbKOIO Ta YKPaiHCbKOLO
moBamu; AZ_D5086C00001_SAMETA IkoHka HaragyBaHHA eCOA lopTaTuBHI CKpiHLWIOTY, Bepcia 1.00
Bif 30 uepBHA 2021 poky, aHrNiNCcbKO Ta yKpaiHCbKoio moBamu; AZ_D5086C00001_SAMETA SPFQ
eCOA MoprtatuBHi ckpiHwWoTK, Bepcia 1.00 Big 30 uepBHA 2021 pOKy, aHIMINCbLKOIKD Ta YKPAIHCbKOLO
MoBamu; KopoTkuii nocioHuk nauieHta KomyHikaTop, Bepcis 2.0 Big 6epe3HA 2021 poKy, YKPaiHCbKOIO
MOBOI0; OLiiHKA rOTOBHOCTi €/IEKTPOHHUX MKepen Micua npoBeAeHHsA pgocnipkeHHs (Investigator Site
eSource-Readiness Assessment (eCRF)), Bepcia 2020.2 Big nunHa 2020 pokKy, aHMNiACbKOO MOBOIO;
BK/IIOMEHHA A0JATKOBOro MicUSA MPOBeAEHHA KAiHIYHOro BUNPOOYBaHHA; 3MiHA HaliMeHyBaHHA
3afBHMKAa B YKpaiHi 3 TOB «KOBAHC K/NIHIKAT AEBENOMNMEHT YKPAIHA» Ha TOB «J/IABKOPI
KNMHIKAN BEBENONMMEHT YKPAIHA» [0 NPOTOKOAY KAiHIYHOTO AOCNiMKeHHs «BiakpuTe, paHaoMi3oBaHe, B
TPbOX MapanenbHUX rpynax oGaratoueHTpoBe pocnimkeHHsa 1l dasnm npu BrukopucTaHHi CaBoniTiHIOY 3
JypBanymabom Yy MOPIBHAHHI 3 BUKOPUCTaHHAM CyHITUHIOY Ta [ypBanymaby Yy SAKOCTi MOHoTepanii y
nauieHTis 3 MET-Mo3nTMBHO, Hepe3ekTabesibHOW, JIOKaUIbHO MnpefcTaBnieHol abo 3 meTacTtaTUyHOK
naninApHoOIO KNITUHHOK KapurHOMOKo HUpKN (SAMETA)», koa pocnimkeHHs D5086C00001, sepcisa 1.0 Big 26
ntotoro 2021 poky; cnoHcop - AstraZeneca AB / AcTpa3eHeka AbB, LliseLis

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTI0 «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micusi npoBeAEeHHS K/IiHIYHOrO BUNPO6YBaHHS
1 K.M.H. Tono6opoakko O.0.
KomyHasibHe HekomepuiiHe NigNPUEMCTBO «3anopi3bKnii perioHaIbHW NPOTUNYX/IMHHUIA LEHTP»
3anopi3bkoi 06/1acHOI pagn, OHKOXIMIOTEpaneBTUYHE BIOLIIEHHS 3 AEHHUM CTalioHapoMm, M.
3anopixxs

34. OHOBJIEHI PO34inn AoCbe OOCNIAKYBAHOrO NliKapCcbKoro 3acoody ¢peHe6pyTUHIO (S.2.2, S.2.3, S.2.4,
S.2.6,S.3.2,S.4.1,S.4.2,S.4.3,5.44,S.45, S.5,S.7.1, S.7.3, P.3.1, P.5.2, P.5.3, P.8.1, P.8.3) Ta nnaue6o
Ao ceHeGpyTMHIOY (P.3.1, P.8.1, P.8.3) Big nunHa 2021 p.; OHOBMEHi po3jinn AocbE npenapary
nopiBHsAHHA TepudnyHomig (P.3.1) Ta nnaue6o po tepudcdnyHomigy (P.3.1) Big uvepBHa 2021 p.;
OHOBMeHa KOPOTKa XxapaKTepucTuka nikapcbkoro saco6y (SmPC) TepudnyHomig (Aubagio), TabneTtku,
BKPUTi N/1IBKOBOIO O0GO/IOHKOIO, NO 14 Mr A0 NPOTOKONY KNiHiYHOro gocnigxeHHs «bAFATOLEHTPOBE
PAHAOMI3OBAHE MO/BIVIHE CAIME AOCNIMKEHHA ®A3W Il Y MAPANIENbHUX TPYMNAX 3
MOABINHAM KOHTPOJIEM MMALUEBO ANA  OLIHKM E®EKTUBHOCTI TA BE3MEYHOCTI
®EHEBPYTUHIBY MOPIBHAHO 3 TEPU®TYHOMIAOM Y JOPOC/NX NAUIEHTIB 3 PELIMAMBYHOUNM
PO3CIAHM CK/NEPO30M», kog pocnigpxkeHHs GN41851, sepcia 2 Big 21 cepnHa 2020 p.; cnoHcop -
®.XothbdpmanH-/1a Pow /114, LWBeliyapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pow YKpaiHa»

35. OHoBneHuii mMopynb 2 [OCbE [OCAIMAKYBAHOro nikapcbkoro 3aco6y (Ralmitaront TAAR-1
R0O6889450; Ralmitaront Film-Coated Tablets, 150 mg, Ro 688-9450/F09;Ralmitaront Film-Coated
Tablets, 45 mg, Ro 688-9450/F10;Ralmitaront Film-Coated Tablets, Placebo 150 mg, Ro 688-
9450/F12;Ralmitaront Film-Coated Tablets, Placebo 45 mg, Ro 688-9450/F11;Risperidone Hard
Capsules, 2 mg, Ro 115-4427/F02;Risperidone Hard Capsules, 2 mg, Ro 115-4427/F05;Risperidone
Hard Capsules, Placebo for 2 mg, Ro 115-4427/F04) Big, cepnHa 2021 p., aHIMiNiCbKOK MOBOIO;
MopoBXeHHs1 TepMiHY NPUAATHOCTI AOCnigKyBaHOro nikapcbkoro sacod6y R06889450, TAAR1(4),
ralmitaront, PanmiTapoHt, RO6889450-F09, Ro 688-9450/F09 (RO6889450, RO6889450-F09, Ro 688-
9450/F09; RO6889450, TAAR1(4), ralmitaront, RO6889450-F09, Ro 688-9450/F09); TaGneTKn, BKPUTI
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NNiBKOBOK 0GO0NOHKOI no 150 mr Nel8 y nnAwugi; 150 mr (minirpamie); F. Hoffmann-La Roche Ltd,
Switzerland; F. Hoffmann-La Roche Ltd., Switzerland; Genentech, Inc., United States go 30 micsuiB;
MopoBXeHHs TepMiHY NpPUAATHOCTI AOCAigKyBaHOro sikapcbkoro 3saco6y R06889450, TAAR1(4),
ralmitaront, PanmiTapoHT, RO688-9450-F10, Ro 688-9450/F10 (RO6889450, RO688-9450-F10, Ro 688-
9450/F10; RO6889450, TAAR1(4), ralmitaront, RO688-9450-F10, Ro 688-9450/F10); Ta6neTKN, BKPUTI
NNiBKOBOIO 060/10HKOIO NO 45 Mr Nel8 y nnswudi; 45 mr (minirpamis); F. Hoffmann-La Roche Ltd,
Switzerland; F. Hoffmann-La Roche Ltd., Switzerland; Genentech, Inc., United States go 30 micauiB o
NPOTOKOMY K/IIHIYHOrO BMNPOOyBaHHA «baraTtoueHTpoBe, paHAOMi30BaHe, NOABIHE criine, y napanenbHux
rpynax, nnaueb0o-KoHTpoIboBaHe AOCAiMKEHHS ha3m Il ans ouiHkM edeKTUBHOCTI Ta 6e3ne4YHOCTi npenaparty
R0O6889450 (PaniMiTapOHT) Y NOPiBHSHHI 3 Nnauebo y nauieHTiB i3 Wun3odpeHieto abo 3 Wwn3oad)eKTUBHNM
po3nagom y cTagji 3arocTpeHHs», ko aocnimkeHHss BP41743, sepcis 4 Big 03 uepsHsi 2021p.; cnoHcop - .
XodhdhmaHH-J1a Pow fita, Weenuapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

36. 3miHa BignoBiganbHOro AocnigHMKa B MicLli NpoBeAeHHSs K/1iHIYHOro BUNPOGyBaHHA [0 NPOTOKONY
KMIHIYHOTO JOCNiMKeHHST «PaHaomi3oBaHe, NoAgiliHe cnine, naauebo-KoOHTPoiboBaHe gocimkeHHs 11l dhasm
NOpPIBHSAHHA NnemMoponisymady (MK-3475) 3 ximioTepanieto Ta ximioTepaniet 3 nnaue6o 418 Tepanii nepoi
NiHIT NPy NepcUCTyo4oMy, peumamBHOMy abo metactaTMyHOMY paky wuiikn matkn (KEYNOTE-826)», koa
pocnipkeHHss MK-3475-826, 3 iHkopnopoBaHot nonpaskoto 06 Big 29 vepsBHst 2021 poky; cnoHcop - «Mepk
Wapn EHA Joym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/ YkpaiHa»

BY/NO CTANIO
A.M.H. KonecHik O.0. K.M.H. OcTaneHko O.B.
HauioHanbHuiA  iHCTUTYT  paky,  BigdineHHs | HauioHanbHuiA IHCTUTYT paky, BiOOjiTIEHHSA
MaJloiHBa3MBHOI  Ta  eHAOCKONIYHOT  Xipyprii, | Ma/OiHBa3MBHOI  Ta  €HAOCKOMiYHOI  Xipyprii,
iHTepBeHLUiliHoi pagionorii, M. Kuis iHTepBeHLUiHOT pagionorii, M. Kuis

37. focbe pocnipkyBaHOro fiikapcbkoro 3acody SB17, Po3ginu 1. Bectyn Ta 2. laHi 3 AsKoCTi, Bepcis 3.0
Big 12 cepnHa 2021 poKy, aHI/IIACHLKOIO MOBOI; MOAOBXEHHA TepMmiHy npugatHocti A/13 SB17
(3anponoHoBaHuii Giocuminap ycTekiHymaly), po3uuH A8 nNiAWKIpHOT iH'eKWil y nonepegHbo
3anoBHeHomy wnpuui (45 wmr/0,5 mn), go 18 micAUiB [0 NPOTOKONY KAIHIYHOTO  AOCAIIKEHHS
«PaHgomizoBaHe, noAgiliHe cnine, 6araToLeHTPOBE K/iHiYHe gocnigpkeHHs dasm Il 4nsi ouiHKM epeKTUBHOCTI,
6€e3neYyHoCTi, NepeHOCUMOCTi, dapMakOKIHETMKM Ta iMyHOreHHOCTi npenapaty SB17 (3anponoHOBaHOro
6iocumingpy ycTtekiHymady) B NOPiBHSAHHI 3 npenapaTtom CTenapa® B NauieHTiB i3 G15WKOBMM MNcopiazomM
cepefiHboro abo TSHKKOro CTyneHsi», Kof gocnimkeHHs SB17-3001, sepcia 2.0 Big 15 ntotoro 2021 poky;
crnoHcop - Samsung Bioepis Co., Ltd, Republic of Korea

3anBHUK - NianpremcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHax»

38. OHOBMEHUIA NPOTOKOJ1 KjliHiYHOro Bunpo6yBaHHA MK-7339-007 3 iHkopnopoBaHoOto nonpaBkoto 04
Big 04 cepnHs 2021 poky, aHrNilicbKo MOBO1O; YKpaiHa, MK-7339-007, Bepcis 00 Big 05 cepnHsa 2021p.,
YKpaiHCbKOI0 MOBOIO, iHhopMaLisi Ta OKYMEHT npo iHhopmoBaHy 3roay ANA nauieHTa Ha HagaHHs
3pasKa NyX/IMHHOT TKAHWHU, CTBOPEHAa Ha OCHOBI INMoGasibHOro waénoHy ana MK-7339-007, Bepcisa 01
Big 06 nunHAa 2021p.; YkpaiHa, MK-7339-007, Bepcisa 00 Big 05 cepnHa 2021p., poCiiCbKOIO MOBOIO,
iHbopmauia Ta AOKYMEHT npo iHchopmoBaHy 3rody A8 naulieHTa Ha HafaHHA 3pas3ka NyX/IMHHOI
TKaHWHU, CTBOpPEHA Ha OCHOBI rnodasnbHOro wao6noHy ana MK-7339-007, Bepcia 01 Big 06 nunHA
2021p.; YkpaiHa, MK-7339-007, Bepcis 01 Big 25 cepnHs 2021 p., yKpaiHCbKOIO MOBOIO, iHthopmaLiiHunii
JIUCTOK i AOKYMEHT npo iHchopMoBaHy 3rogy Ha MaliGyTHe GiomepuuHe [OCAIAKEHHA, CTBOPEHUI Ha
OCHOBI rno6anbHoro wa6noHy ans MK-7339-007, sepcis 01 Big 05 cepnHa 2021 p., a TAKOX LWIAGIOHY,
3aTBepaKeHOro ana YkpaiHu, sepcisa Big 03 notoro 2021 p. ykpalHCbKOKO MOBOH; YKpaiHa, MK-7339-
007, Bepcisa 01 Big 25 cepnHsa 2021 p., pocilicbkol MOBOIO, iHhopMaLiliiHWiA INCTOK | JOKYMEHT Npo
iHpopMoBaHy 3rogy Ha MailOyTHE GiomeauuHe AOCNIMKEHHSA, CTBOPEHUI HA OCHOBI FN106a/IbHOTO
wab6noHy ana MK-7339-007, Bepcis 01 Big 05 cepnHa 2021 p., a TaKOX LWAG/IOHY, 3aTBEPAKEHOrO ANA
YKpaiHu, Bepcia Big 03 notoro 2021 p. poCiliCbKOlO MOBOI; 3MiHA Ha3BU MicuA NpPOBEeAEHHSA
KMiHIYHOrO BUNPOOGYBaHHA [0 NMPOTOKONY K/IHIYHOrO JOCAIMKEHHSA «JocnipkeHHs a3 2 onanapuody y
KOMOGiHaLji 3 nem6posiisymaboM Yy NaLieHTiB 3 paHille /IiKoBaHNM PO3MOBCHAXEHMM PakoM 3 MyTali€to reHa y
CUCTEMI TFOMOSOriYHOI pekoMbiHauiHoT penapauii (HRRm) AHK Ta/abo 3 nopylleHHAM TFOMOJOriYHOI
pekombiHauii (HRD) AHK», kog gocnimkerHs MK-7339-007, 3 iHkoprniopoBaHoto nonpaskoto 01 Big 09 BepecHs
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2019 poky; cnoHcop - «Mepk LWapn EHA Loym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BYNO

CTAJIO

O.M.H., npod. BoHpapeHko .M.
KomyHanbHuii 3aknag «Micbka KiHiYHa nikapHs

O.M.H., npod. BoHpapeHko .M.
KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka

Ned» [HINPOBCLKOI MICbKOT pagun, BiaA4ieHHsA | kiiHiYHa nikapHa Ned» [IHINPOBCHLKOT MICbKOT pajMm,
ximioTepanii, JepxaBHuii 3aknaj, | ximiotepaneBTuyHe BiAdiINEHHS 3 OEHHUM
«JJHinponeTpoBCbka MeanyHa akagemis | ctauioHapom, [HINPOBCBbKWIA AepXaBHUA MeLNYHWIA
MiHicTepcTBa  OXOpPOHW  3[0pPOB’'A  YKpaiHu», | yHiBepcuteT, kadenpa OHKoOMOrii Ta MeguyHoI
Kacdhegpa OHKonorii Ta MeauyHol pagionorii, | pagionorii, M. AHINpo

M. [JHinpo

39. OHoBneHut po3pin 2.1.A gocbe AochnigKyBaHOro nikapcbkoro 3acodby Hinokanimaé (M281) Big
cepnHsa 2021 p.; OHoBNeHuiA po3ain 2.1.P gocbe gocnigxysaHoro nikapcbkoro 3aco6y Hinokanimaé
(M281) Big cepnHsA 2021 p.; OHoBNeHuii po3ain 2.1.S focbe [OCAIAKYBAHOIO N1iKAPCbKOro 3acoty
Hinokanima6é (M281) Big cepnHa 2021 p.; MogoBXeHHs TepMiHy 306epiraHHA [OCAIfAKYBaHOro
nikapcbkoro 3aco6by Hinokanimaé ao 18 micauiB npu Temnepatypi 2-8°C [0 MPOTOKO/Y KiHIYHOTO
JocnipkeHHs «baraToueHTpoBe, paHAoOMi30BaHe, NoAgiiHe criine, niauebo KOHTPOIbOBaHE, B NapanesibHMX
rpynax KniHiYHe [OCMIMKEHHS HinokaniMaly y AOpPOC/UX MNauieHTIB 3 akTMBHUM CUCTEMHMM YEpPBOHWM
BOBYaAKOM», Ko gocnimkeHHsa 80202135SLE2001, 3 nonpaskoto 1 Big 27.05.2021 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbrisi

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

40. OHOB/EHHA Bepcil KapTKU yyacHMKa AOC/iMKEeHHA NoKasbHa Bepcia Homep 1.1 anAa YkKpaiHu
yKpalHCbKOI0 MOBOIO, Aata Bepcii 01 BepecHs 2021 poKy Ha ocHoBi MacTep Bepcii Homep 1.0 Big 07
CiuHA 2021p. J0 NpOTOKOY KAiHIYHOrO AocnimpkeHHs «MikHapogHe, paHAoMi3oBaHe, MoABiiHe crine,
nnauebo-KOHTPONIbOBaHe AOCNIMKEHHA 3 METOH OUiHKM BM/UBY LMKAOCUAMIKATY LUPKOHIO HaTpilo Ha
CepLeBO-CYAMHHI Hacnifku, noB’A3aHi 3 apuUTMIED B Y4YaCHUKIB 3 peLuaMBYHOUOK rinepkaslieMieto, sKi
3HaxoAATbCA Ha XpoHiuHoMy remogianisi (DIALIZE-Outcomes)», ko gocnigpkeHHs D9487C00001, sepcis 1.0
Big, 13 ciuHA 2021 poky; cnoHcop - AstraZeneca, AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

41. 3miHa BignoBigasbHOro gocnigHuKa y micui NnpoBeAeHHA KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKOY
KNiHiYHOro [OCNIMKEHHSA «PaHgomizoBaHe, BigKpuTE KNiHiYHe JocCnifpKeHHs i hasm
Tpudnypugunyl/tunipaymuny (S 95005) y kombiHauii 3 6eBayn3ymMaboM y NOPIiBHSAHHI 40 KaneuuTabiHy y
KOMbGiHaLii 3 6eBaum3ymaboM y nepLuili NiHii NikyBaHHA NaUieHTIB 3 METACTaTUYHMM KOJIOPEKTa/TbHUM PakoM,
AKi He € KaHguparamu onsa iHTeHcuBHOT Tepanii (gocnimpkeHHs SOLSTICE)», kog pocnimpkeHHs CL3-95005-
006, dpiHauibHa Bepcis Bif, 25 ciuHA 2021 poky, 3 iHKOPNOpPoBaHO CYTTEBOKO Nonpaskot Ne 3, chiHanbHa Bepcis
Big 25 ciuHa 2021 poky; CroHCop - [HCTUTYT MikHapodHuX JocnigpkeHb «CEPB’E» (Institut de Recherches
Internationales Servier (1.R.1.S.)), ®paHuis

3asnBHMK - TOBApMCTBO 3 06MEXEHO BiANOBIAasIbHICTIO «KLIP YkpaiHa»

BYNO CTANO
A-M.H. KonecHik 0.0. K.M.H. OcTtaneHko HO.B.
HauioHanbHwi IHCTUTYT paky, BigAiNneHHs | HauioHanbHWi IHCTUTYT paky, BiA4iINEeHHS
MasioiHBa3MBHOI  Ta  €HAOCKONIYHOI  Xipyprii, | MafoiHBa3MBHOT  Ta  €HAOCKONIYHOI  Xipypril,
iHTepBEHLINHOI paaionorii, M. Knis iHTepBEHLUINHOI pagionorii, M. Knis

42. 36inblUeHHsA 3an/1aHOBaHOI KiJIbKOCTi CKPpMHOBAHUX NauUi€eHTIiB y BUNPOOYBaHHi B YKpaiHi 3 95 go
190 oci6; MoaoBXeHHs nepiogy KiHIYHOro BUNPOOGYyBaHHA B YKpaiHi Ao 30 BepecHsa 2022 p. [0
NPOTOKONY KNiHIYHOro BUNPOBYBaHHA «PaHAoMi30BaHe BigKpuTe AOCMIIKEHHS 3 aKTUBHUM KOHTPOJIEM, LLO
NpoBOAWNTLCA 3 METOK OUiHKM 6e3neyHoCTi, MNepeHoCUMOCTi 1 ed)ekTMBHOCTI  adpabiumHy A1
BHYTPILUHLOBEHHOTO / NepopasibHOro 3aCTOCyBaHHA NpW NiKyBaHHI NauieHTiB 3i CTaiNIOKOKOBUMUY IHADEKLiSIMM
KicTok abo cyrnobis», ko pocnipkeHHs Debio 1450-BJI-205, octatouHa pepakuis 5.0 3 iHTerposaHow
Monpaskoto 2 Big 14 xoBTHA 2020 p.; cnoHcop - «ebiochapm IHTepHelwHN CA» [Debiopharm International SA],
LLisenuapis

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTHO «Ml EC AN-YKPAIHA»
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43. OHoBneHa bBpouwypa pgocnigHuka, nepopanbHuii cemarnytup, npoekt NN6535, XBopoGa
Anburelimepa, BugaHHsa 3, sepcis 1.0 Big 14 nunHa 2021 poky, aHriliCbKOK MOBOIO [0 MPOTOKO/IIB
KMiHIYHUX BMNpo6yBaHb: «PaHgomizoBaHe nogBiiHe cine nnaueb0-KoOHTPOsIbOBaHE KAiHIYHE [OCAILKEHHS,
LLIO BMBYAE e(DEKTUBHICTb Ta 6e3NeKy 3acCTOCyBaHHSA NepopasibHOro0 ceMarsyTuay y nauieHTiB i3 No4aTkoBOH
cTagieto xopobu Anbureimepa (EVOKE plus)», kog gocnigkeHHss NN6535-4725, dhiHanbHa Bepcis 1.0 Big 30
X0BTHA 2020 poky; «PaHgomizoBaHe nozBiiiHe cnine nnaueb0-KOHTPOSIbOBaHE KJ/liHIYHE OOCNILKEHHS, WO
BMBYA€E eheKkTUBHICTb Ta 6e3neKy 3acTOCyBaHHS1 MepopasibHOro ceMarnyTugay y nauieHTiB i3 No4YaTKoBO
cTagieto xBopobu Anburelimepa (EVOKE)», koa gocnigpkeHHs NN6535-4730, chiHanbHa Bepcia 1.0 Big 30
XOBTHSA 2020 poky; cnoHcop - Novo Nordisk A/S, Denmark

3asBHuK - TOB «HoBO Hopgaick YkpaiHa»

44, 3miHa HalimeHyBaHHA 3asiBHUKa B YKpaiHi 3 TOB «<KOBAHC K/NIHIKA/T AEBENOMNMEHT YKPAIHA»
Ha TOB «/IABKOPN KNIHIKAN AEBE/IONMEHT YKPAIHA» [0 NpPOTOKOMY KAiHIYHOMO BUMNPO6YBaHHSA
«BaraToueHTpoBe, paHAoMi30BaHe, NoABiliHe cnine, Niaueb0-KOHTPO/IbOBAHE KNiHIYHE AOCIMKEHHS dhasm 3
0N OuiHKM epeKTUBHOCTI i 6e3neyHoCcTi npenapaty AiH3aronikc y nauieHToK 3 NMOoMipHUM abo CUNbHUM
6011em, NOB'A3aHUM 3 EHAOMETPIO30M», KOA, AocnigpkeHHs 18-OBE2109-003, sepcis 4.0 Big 27 nunHa 2020 p.;
cnoHcop - ObsEva S.A., Lseiiuapis

3anBHVK - TOBApUCTBO 3 06MEXEHOI BiANOBigasibHICTIO «/TABKOPT KMIHIKAM AEBENIOMMEHT YKPAIHA»

45, 3anyyeHHA [O0[ATKOBUX MiCLlb NPOBEAEHHA AOCAiMKEeHHA B YKpaiHi [0 NpPOTOKO/Y KNiHIYHOro
JocnipkeHHa «Bigkpute pocnifgxeHHs | dhasu, Wo Bneplle npoBogUTLCA Ha MOAMHI 3 eckanauielo o3u
MGDO019 Ta po3wupeHHaM koropTtu, bicneumdiyHoro DART® npoTeiHa, wo 3B'a3ye PD-1 ta CTLA-4 y
naLieHTiB 3 HeonepabenbHUMKN a60 MeTacTaTUYHUMMN HOBOYTBOPEHHAMMU», KO AocnigkeHHs CP-MGD019-01,
Monpaska 4 0o npotokony Big 02 yepsHa 2021 p.; cnoHcop - MakpoxeHikc, IHK. (MacroGenics, Inc.), CLUA
3asaBHUK - TOB «KLIP YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHNKa
n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPoGYBaHHSA
1 | K.M.H. KykyuikiHa M.M.
HartioHasibHUM iHCTUTYT paKy, BifiiiieHHs] OHKOOPTOTeAil Ta MyX/IMH WIKipH i M’sIKUX TKaHuH, M. KuiB
2 | 3aB. Big. Ko63es O.1.
KomyHanbHe HeKoMepliiliHe mianpueMcTBo «O06/1acHUIM LIEHTP OHKOJIOTii», OHKOXipypriuHe Bifi/[i/ieHHs1 OpraHiB
IpyiHOI TOPOXKHUHHU, M. XapKiB

46. NpegmeTn KomcopTy ANA NauieHTiB (hsiicoBa KoBApa B PYJIOHi, CyMKa A1 NepeHeCeHHA peyeid,
nAswWkKa gns Boau, nogywka A nogopoXxeil, HaBywHUKW). MapkyBaHHA nnaue6o (Mntokosa, po3yuH
AnA iHdysin 5%, 100 mn y koHTelHepax MNBX) Ao gocnigxyBaHOro fikapcbKoro 3aco6y bpasnkymao
ANA BHYTPILWWbOBEHHUX iH'€KLIN, 720 Mr y conakoHi 6 M. Kypc HaBUaHHA KomnaHii «<AcTpa3eHeka» Ansa
y4yacHUKIB gocnipxeHHs, pepg. 3.0 Big, 20 kBiTHA 2020 p. yKpaiHCbLKOKO MOBOIO 10 MPOTOKO/Y K/iHIYHOro
pocnimkeHHss «52-TkHeBe, GaraToueHTpOBe, paHAOoMi3oBaHe, NoAgiiiHe cnine, nnauebo Ta akTUBHO-
KOHTpO/IbOBaHe A0CAiMKEHHS, ha3un 2b/3 B napanenbHUX rpynax i3 6esnepepBHMM NepexogomM M dpazamu,
ONS OUiHKM edheKTMBHOCTI Ta 6e3nekn BpasuMkymaly y nauieHTiB 3 XBOpo60o KpoHa Bif, cepeAHboro Ao
Baxxkoro ctyneHst aktmeHocTi (INTREPID Lead-In)», koa gocnimkeHHst D5271C00001 (MonepeaHiii kog, 3150-
301-008), nonpaska 4, Bepcia 5.0 Big 24 noToro 2021 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

47. NoAoBXeHHA TPUBANOCTI NPOBEAEHHSA KMIHIYHOro BMNPOOyBaHHA B YKpaiHi Ao 31 rpyaHsa 2022
POKy; 36iNbLUEHHA KiNbKOCTI AoCnigKyBaHuX B YKpaiHi 3 36 g0 60 [0 NPOTOKO/Y KNiHIYHOIO AOCAIIKEHHS
«Bigkpute, 36anaHcoBaHe, paHAOMi30BaHe, OJHOLEHTPOBE AOC/IMKEHHA Yy TPbOX napanesibHux rpynax 3
METOK  OUiHKM Mpohinito  PapMakokiHETUKM, eqIEKTUBHOCTI Ta 6e3nekn NnepopasibHOro  Po3yMHY
TpaHeKcamoBOI KMCIOTU NPU HOPMaSIbHUX Ta MaKCUMasIbHUX YMOBaX 3aCTOCYBaHHS Y NaLUi€HTIB, BUSHAHNX
3/10pOBUMMU MIC/IA NpoLeaypy BuaaneHHs TpeTboro Mmonspa», kog gocnimkeHHs HYL-P004-001, sepcis 10 Big,
17 yepBHs 2021 p.; cnoHcop - «Xinopic AesenonmeHtc CA» (Hyloris Developments SA), Belgium

3asBHuK - «biopaci, En-En-Ci», CLUA
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48. bpouwypa gocnigHuka RO5541267 TECENTRIQ (atezolizumab), Bepcisa 18, Big nunHa 2021 poky,
aHrniicbkolo MoBolo; [epenik KAiHIMHUX BUNpoGyBaHb 3 3acTOCyBaHHAM TOro CaMoro
pocnigxyBaHoro 3acoGy Tiragolumab, aHrnilicbkoro MoOBOl, cTaHOM Ha 15 uepBHa 2021;
OonNUTYBaNIbHUK «SKWO ONUTYBa/IbHUK He OY/10 3aMOBHEHO MPOTArOM LibOro Bi3UTy» Bepcia 1.0, 08
BepecHs1 2014 poKy, YKPAIHCbKOIO MOBOIO [10 NPOTOKOJ1Y KNiHIYHOro pocnimkeHHs «®A3A b, BIOKPUTE,
BAFATOLIEHTPOBE AOC/NIMIXEHHA ANA BU3HAYEHHA ONTUMAJIbHOI O3 3 METOKO OLIHKW
®APMAKOKIHETUKW, BE3MNEYHOCTI TA NMEPEHOCKMOCTI MIALWKIPHOrO BBEAEHHA KOMBIHALII
TUPAFONNYMABY | ATE3ONI3YMABY ¥ TMAUIEHTIB 3 MICLUEBOMNOWMPEHVMI  ABO
METACTATUUHNMU MYXTTMHAMW», kog gocnipkeHHs GP43365, sepcia 3, Big 30 uepBHA 2021 poky;
crnoHcop - ®. XothdmaHH-/1s Pow /114, Weeiyapia / F. Hoffmann-La Roche Ltd, Switzerland

3anBHuK - TOB «ApeHcis EkcnnopaTopi MegiciH», YkpaiHa

49, 3miHa BignoBiganbHOro aocnigHUKa y Micui npoBefeHHsA K/1iHiYHOro BUNPoG6yBaHHA [0 NPOTOKO/TY
KiHIYHOTO JocnimxeHHs «PaHgomizoBaHe, noAgiliHe cnine, nnauebo-kOHTPOsIbOBaHe, GaraToueHTpoBe
JocnimpkeHHa 4 dasu B napanenibHUX rpynax A5 BUBYEHHSA BNAWBY AyninyMady Ha MOpPYLUEeHHA CHY Y
naLieHTiB 3 HEKOHTPO/NIbOBAHOK NEPCUCTYIOHOK acTMO», Kog AocnimkeHHsa LPS16677, 3 nonpaskoto 01,
Bepcia 1 Big 17 BepecHa 2020p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-
ABEHTIC peLlepLl e AesenonmaH, ®paHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

BY/NO CTANIO

K.M.H. TpudroHosa H.C. nikap KonecHukosa H.C.

KomyHasibHe HekomepLiiiHe NignprueMCTBO XapKiBCbkOi | KOMyHasibHe  HekoMepuiiHe  nignpUeEMCTBO
obnacHoi pagn «O6nacHWn KIIHIYHUIA cneljasntisoBaHuii | XapkiBCcbkoi  obnacHoi  pagn  «O6nacHwii

AvcrnaHcep  pagiauiiHoro  3axucTy  HacesiIeHHs», | KNiHIYHWiA crieyianizoBaHmii ancnaHcep
nonikniHika, M. Xapkis pagjaliiHoro 3axucTy HacesieHHs», NOMIKIHIKa,
M. XapkiB

50. Bpouwypa gocnigHuka Topunanimady (TAB001), Bepcis 6.0 Big 27 nunHsa 2021 poky, aHrNiiCbKOLO
MOBOIO 10 MPOTOKO/1Y K/iHIYHOro BUNPo6yBaHHA «lMpocnekTuBHe, paHAoMi30BaHe, nnauebo-KOHTPoIboBaHe,
noagiiiHe cnine, 6araTouUeHTPOBe, peecTpauiiHe KNiHiYHe gocnigpkeHHs a3n [l gnsa  nopiBHAHHSA
Topunanimady (JS001) y noegHaHHi 3 neHBaTUHIOOM Ta niiauebo y NoefHaHHi 3 NeHBaTUHIOOM AK Tepanii 1-i
NiHIT NpY NowWMpeHin renatouentonsapHiin kapuuHomi (MFLUK)», kog gocnigpxerHs JS001-027-11I-HCC, sepcis 1.2
Big 02 BepecHsa 2020 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

51. MpepgmeTn KomdopTy ANA nauieHTiB (hnicoBa KoBApa B PYNOHi, CyMKa A5 NepeHeCeHHsA peyen,
nasiWKa Ans BOAW, Nogylika AN NoAopoXen, HaBYLWHUKN). ENEeKTPOHHWIA WOoAEeHHUK: 3BIT 3 €eKpaHy.
LLlogeHHUK BUNOPOXXHEHb KulleyHuKa, Bepcis 1.00 Big 04 cepnHs 2021 p. yKpaiHCbKOIO Ta aHI/1iliCbKOo
MoBamu. ENeKTpoHHMI WoaeHHUK: 3BIT 3 eKpaHy. AHKeTa cTaHy 3g0poB’sa EQ-5D-5L, Bepcis 1.00 Big 04
cepnHs 2021 p. yKpaiHCbKOIO Ta aHrMilicbKoo MoBaMu. EnekTpoHHWiA WoaeHHUK: 3BIT 3 ekpaHy. FACIT-
Fatigue, Bepcia 1.00 Big 04 cepnHa 2021 p. yKpPAiHCbLKOK Ta aHIiACbKOI MoBamu. ENeKTpOHHWIA
LWOAEHHUK: 3BIiT 3 eKpaHy. BeuipHiii woaeHHuK, Bepcia 1.00 Big 04 cepnHa 2021 p. yKpaiHCbKOIO Ta
aHIrNiACbKOKO MoBaMu. ENEKTPOHHMI LWOAEHHUK: 3BIiT 3 eKpaHy. IHCTpyKuii A0 camocTiliHOro
3anoOBHEHHS1 aHKETU MO 3anasibHOMY 3aXBOPIOBaHHIO KuweyHuka IBDQ, Bepcis 1.00 Big 04 cepnHsa 2021
P. YKPAIHCbKOIO Ta aHrNificbKoo moBamun. ENeKTpoHHUIA WOAEHHUK: 3BIT 3 eKpaHy. TeCTOBUIA KOHTPOJIb
3HaHb Yy4yacHuka, Bepcia 1.00 Big 10 kBiTHA 2020 p. YKpaiHCbKOK Ta aHIMiliCbKOK MOBaMu.
ENneKTPOHHUI WOAEHHUK: 3BIT 3 eKpaHy. HaBuasnbHe Bifgeo Ans yyacHukiB, Bepcia 1.00 Big 10 KBiTHA
2020 p. YKpaAiHCbKOIO Ta aHIMiNCbKOO MOBamMuU. ENEeKTPOHHUI WOAEHHUK: 3BIT 3 eKpaHy. IHCTPYKUiT Ta
onutyBasibHUKN, Bepcia 1.00 Big 04 cepnHAa 2021 p. yKpaiHCbKOK Ta aHrNilicbKo MoBaMu.
EnekTpoHHMIT WoOAEHHUK: 3BIiT 3 eKkpaHy. PGIC, Bepcis 1.00 Big 04 cepnHA 2021 p. yKpaiHCbKOK Ta
aHrnificbko MoBamu. EneKkTpoHHUMiA WoOAEHHUK: 3BIT 3 ekpaHy. PGIS, Bepcisa 1.00 Big 04 cepnHsa 2021
P. YKpPalHCbKOI Ta aHrniicbkoo MoBamu. ENeKTpoHHUIA WoAeHHUK: 3BIiT 3 ekpaHy. AstraZeneca-
AZ_D5272C00001 (AZ_D5272C00001 Reminder Icon eCOA Handheld Screenshots), Bepcis 1.00 Big 04
cepnHA 2021 p. yKpaiHCbKOIO Ta aHrMilicbKolo MoBaMu. ENeKTpoHHUIA WoAeHHUK: 3BIT 3 eKkpaHy. Bawe
3a0poB’A Ta camonouyTTa SF-36v2, Bepcia 1.00 Big 04 cepnHA 2021 p. yKpaiHCbKOIO Ta aHI/iliCbKOI0
MoBamMu. EnekTpoHHWii WoOAEeHHUK: 3BIiT 3 ekpaHy. Mogynb HaBUYaHHA NpuiioMam KOPUCTYBaHHS
nopTaTMBHUM NPUCTPoEM, Bepcia 1.00 Big 04 cepnHA 2021 p. yKpaiHCbKOK Ta aHIMIiICbKOIO MOBaMMU.
CueHapiii Kypcy HaBYaHHA yyYacHUKIB. CTaHgapTHUIT KypCc HaBYaHHA KOMMNaHil «cActpa3eHeKa», Bep. 1.1
Big 15 ciuHAa 2020p. yKpaiHCbKOK MOBOK. HaBuUasibHe Bifeo: CKpiHWOTU. Kypc HaBYaHHA KomnaHil
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«AcTpa3eHeka» ANA yYacHUKIB gocnifmKeHHs, ped. 3.0 Big 27 kBiTHA 2020p. yKpaiHCbKOO MOBOIO.
EnekTpOHHMIT NOCIGHUK ANA nauieHTIiB: cKpiHwWoTK. MociGHUK ANA nauieHTiB, NokanbHa Bepcisa: 1.0,
pata: 19.07.2021, Ha ocHOBI 6a30Boi Bepcil 1.0, gara: 21.05.2021 ykpaiHCbKOI0 MOBOIO. MOCiGHUK AnA
nauieHTiB, NokanbHa Bepcia: 1.0, gata: 17.06.2021, Ha ocHoBi 6a3oBoi Bepcii 1.0, gara: 19.05.2021
YKpaiHCbKOI0 MOBOlo. OHOB/IEHE MapKyBaHHsA nnaue6o (MFnokosa, po3unH ana iHdysiin 5%, 100 mn y
KOHTelHepax MBX) Big 20.08.2021 po AocnigKyBaHOro nikapcbkoro 3aco6y Bpasukymaé pns
BHYTPIilUHbOBEHHUX iH’€KLiiA, 720 mr y cpnakoHi 6 mMA [0 NPOTOKOAY KAIHIYHOTO  AOCHIAKEHHS
«BbaraToueHTpoBe, paHAOMI30BaHe, NoABiiHE chine, Maauebo-KOHTPO/IbOBaHE Ta KOHTPO/bOBaHe 3a
aKTVBHUM npenapaTom AOCMiMKEHHS dasyn 2 3 NOABIMHUM MacKyBaHHSIM B napanesibHUX rpynax i3 54-
TMXKHEBUM NEPIogoM MiKyBaHHS 3 OLiHKM e(peKkTUBHOCTI Ta 6€3Me4YHOCTi 6pa3nMKkyMmady npu 3acToCyBaHHI B
YYaCHVKIB 3 aKTMBHMM BUPA3KOBMM KOJTITOM Bif, CEPEAHbOI0 CTYNEHS TSXXKOCTI 0 TSHKKOro», Ko4 AOCAIAKEHHS
D5272C00001 (MonepeaHiii kog 3151-201-008), nonpaska Homep 4 Big 17 cepnHsa 2020 poky; CNoHcop -
AstraZeneca AB, Sweden

3asABHVK - TOB «<ACTPA3EHEKA YKPAIHA»

52. OHoBneHa 6polwypa gocnigHuka no npenaparty AZD6094 (HMPL-504, volitinib, savolitinib), Bepcis
8.0 Big 30 nunHa 2021 poky A0 MNPOTOKOY K/IHIYHOTO [OCHIMKEeHHSA «Bigkpute, paHOoMi3oBaHe,
MOpiBHIOBa/IbHE, 6GaraTtoUeHTPOBE KiHIYHE AOochifpkeHHs a3 3 OuiHku edekTMBHOCTI Ta 6e3nekm
CaBoniTiHiGy B NOpiBHAHHI 3 CyHITIHI60OM y nauieHTiB 3 MET-no3MTUBHO, HeonepabesibHOK Ta NOKasTbHO-
noLwnpeHoto, abo MeTacTaTMUHOK NanisiPHOK HUPKOBO-K/TITUHHOK KapumHoMoto (MHKP)», koA, AoCMimKEHHS
D5082C00003, Bepcisi 6.0 Big 19 rpyaHsa 2018 poky; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

53. OHoBneHui MpoTokon kniHiuHOro BunpoGyBaHHa VIB0551.P3.S1, Bepcis 5.0, 23 kBiTHA 2021 p.,
aHrnificbkor MoBoo; IHhopMalis ans yuacHuka gocnimkeHHs i dopma iHpopmoBaHoi 3rogu: Biena
Baiio_VIB0551.P3.S1_OcHoBHa DI3 aons nepiogy noABiliHOroO cninoro
nikyBaHHA_YKpaiHa_aHrniiicbkoo moBoio_2.0 06 nunHa 2021 poKy Ha OCHOBiI MaiicTep-Bepcil
OcHoBHoOI ®I3 ana nepiogy noagiitHoro cninoro nikyBaHHA_3.0_17 TpaBHA 2021 poky; IHhopmauis gna
yyacHuka gocnigpkeHHs i Popma iHhopmoBaHoi 3rogu: Biena Baiio_VIB0551.P3.S1_OcHoBHa ®I3 gns
nepiogy nNoAaBiliHOro cninoro NiKkyBaHHA_YKpaiHa_yKpaiHCbKOI MOBO_2.0_06 nunHA 2021 poky Ha
OCHOBI MmaiicTep-Bepcii OcHoBHOI ®PI3 anAa nepiogy noAaBiiHOro cniinoro nikyBaHHs_3.0_17 TpaBHsA
2021 poky; IHdopmauia ana ydyacHuka pocnigkeHHa i Popma iHcopmoBaHOI 3rogu: Biena
Baiio_VIB0551.P3.S1_OcHoOBHa PI3 ons nepiogy noABiiHOro cninoro
NiKyBaHHA_YKpaiHa_pocilicbkolo MoBor_2.0_06 nunHa 2021 poky Ha OCHOBi MaiicTtep-Bepcii
OcHoBHoI ®PI3 gna nepiogy noagiiiHoro cninoro nikyBaHHA_3.0_17 TpaBHA 2021 poky; IHpopmauisa gna
yuyacHuKa gocnigxeHHs i Popma iHchopmoBaHoi 3rogu: Biena Baiio_VIB0551.P3.S1_OcHoBHa ®I3 gns
nepioay BigKpPUTOro iikyBaHHsA_YKpaiHa_ aHrfiiicbkoo moBoto_2.0_06 nunHA 2021 poKy Ha OCHOBI
Maiictep-Bepcii OcHoBHOi ®I3 ana nepiogy BigkpuToro nikyBaHHs_3.0_17 TpaBHA 2021 poOKy;
IHpopmania pgna  yyacHuka  pocnimkeHHsa 1 dopma  iHopmoBaHoi  3rogu: Biena
Baiio_VIB0551.P3.S1_OcHoBHa ®I3 pana nepiogy BiAKPUTOro JiKyBaHHSA_YKpaiHa_yKpaiHCbKOK
MoBoto_ 2.0_06 nunHsa 2021 poky Ha OCHOBiI MaiicTep-Bepcii OCHOBHOI ®PI3 ana nepiogy BigKpUTOro
nikysaHHA_3.0_17 TpaBHs 2021 poky; IHchopmaLia ana ydacHuKa gocnigxeHHs i @opma iHpopmoBaHoI
srogn: Biena Baiio_VIB0551.P3.S1_OcHoBHa ®I3 pgnsa nepiogy BigKpUTOro JiKyBaHHA_YKpaiHa_
pocilicbkolo moBoto_2.0_06 nunHa 2021 poky Ha OCHOBI MmaiicTep-Bepcii OcHOBHOT ®PI3 ansa nepiogy
BigKpuToro nikyBaHHs_3.0_17 tpaBHA 2021 poky; Popma 3rogu BariTHOI NapTHEPKM Ha HafaHHA
iHdbopmauii: Biena Baiio_VIB0551.P3.S1_®I3 gna BariTHOi NapTHepKu Ansi YKpaiHU_aHrniicbKoto
MoBoOlo_Bepcia 2.0_06 nunHa 2021 poKy _Ha OCHOBi Maiictep-Bepcii ®PI3 pna BariTHol
naptHepku_Bepcia 4.0_11 tpaBHA 2021 poky; Popma 3roau BariTHOi NapTHEpPKM Ha HaAaHHSA
iHdbopmauii: Biena Baiio_VIB0551.P3.S1_®I3 gna BariTHOi NapTHepKu Ans YKpaiHU_yKpaiHCbKOLO
MoBoOlo_Bepcia 2.0_06 nunHa 2021 poKy Ha OCHOBi MaiicTep-Bepcii ®PI3 pana BaritHol
naptHepku_Bepcia 4.0_11 tpaBHAa 2021 poky; dopma 3rogu BariTHOI NapTHEPKM Ha HaAaHHA
iHhopmauii: Biena Baiio_VIB0551.P3.S1_®I3 pna BariTHOI napTHepKku Ans YKpaiHW_pocCiiicbKoo
MoBotlo_Bepcia 2.0_06 nunHAa 2021 poky_Ha OCHOBi Maiictep-Bepcii ®I3 pna BaritHOI
napTHepku_Bepcia 4.0_11 tpaBHa 2021 poky; 3MiHa KOHTaKTHOI 0co6M CnoHcopa Ta KOHTaKTHOI
iHcbopmauii: Byno: MN.I.b. KOHTakKTHOT oco6u: Lisa Pitt KoHTakTHMI TenedoH: 001 240 5580038 (x125)
®dakc: 001 240 7726978 Appeca enekTpoHHOI nowTu: pitti@vielabio.com Crtano: MN.l.5. KOHTAKTHOI
ocobou: Maria Petkoski KoHTakTHui TenecpoH: +1.240.972.6068 dakc: +1.240.772.9578 Appeca
enekTpoHHoI nowTu: mpetkoski@horizontherapeutics.com; 36inbLeHHA KiNbKOCTI fOCNiAKyBaHUX B
YKpaiHi Big nonepeaHbo 3annaHoBaHoi (3 13 Ao 40 oci6); 3MiHa Ha3BU BUPOOGHUYOI AiNAHKU ANA
iHeGinisayma6 (Inebilizumab), koHueHTpaT pgna po3uMHy Aana iHdysiii,10 mrimn Ta nnaye6o pAo
iHeGinisyma6 (Inebilizumab) 10 mn, KOHUEHTPAT A5 PO3uUnHy AN iHdysiii: 3 Medimmune Pharma, B.V.,
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HigpepnaHgn Ha AstraZeneca Nijmegen B.V., Higepnangm o nNpoTOKONY KAIHIYHOrO AOCAIIKEHHS
«PaHgomi3oBaHe, noAgiiiHe-cnine, GaraToLeHTpPoBe, NnauLeb0-KOHTPO/IbOBaHe AOCNIMKEHHA hasn 3 3
BIAKPUTUM nepiogoM ANA OUiHKM edeKTUBHOCTI Ta 6e3neyHocTi iHe6inisymady y Aopocnnx nauieHTiB 3
MiacTeHieto rpasic», kog gocnimkeHHsn VIB0551.P3.S1, Bepcis 3.0, 24 uepsHsa 2020 p.; cnoHcop - Biena baiio,
IHK., CLUA (Viela Bio, Inc., USA)

3anBHUK - TOBAPUCTBO 3 06MEXEHO0 BiANOBiAaNbHICTIO «MEAMENC YKPAIHA»

54. OHoBneHui MpoTtokon KniHiyHoro BunpooyBaHHA EZH-501, nonpaBka 5.0 Big 08 kBiTHA 2021 p.,
aHrniicbKkoro MoBoto; OHoBieHUI MPOTOKO KAiHIYHOro BUNpo6yBaHHA EZH-501, nonpaBka 6.0 Big 07
nunHAa 2021 p., aHrnincbKor MmoBoto;Bpolypa gocnigHuka, Tazemetostat (EPZ-6438 or E7438), Bepcis
11.0 Big 12 yepBHA 2021 p., aHrAilicbKolo MoBoLo; IHhopmauis ana nadieHTa i dpopma iHpopmoBaHol
srogu: EZH-501_IHchopmauis ansa naudieHTa i Popma iHchopmoBaHOi 3roau ansa YKpaiHu, aHrlilicbKow
MoBolo, Bepcis 4.0 Big 23 nunHA 2021 poky Ha ocHoBi EZH-501 Mo6anbHa P13, Bepcia 10.0, Big 19
nunHsa 2021 poky; IHcbopmauia ans nauieHTa i popma iHpopmoBaHoi srogu: EZH-501_IHchopmaunia ana
nauieHTa i Popma iHpopmoBaHOI 3rogn Ansa YKpaiHu, yKpaiHCbKOI0 MOBOLO, Bepcis 4.0 Big 23 nunHA
2021 poky Ha ocHoBi EZH-501 No6anbHa ®I3, Bepcis 10.0, Big 19 nunHsa 2021 poky; IHdopmauis ana
nauieHTa i popma iHcpopmoBaHoi 3rogu: EZH-501_IHdopmadia ana nadieHta i ®opma iHpopmoBaHoOiI
3roau Ana YKpaiHu, pociicbkolo mMoBoOto, Bepcis 4.0 Big 23 nunHA 2021 poky Ha ocHoBi EZH-501
Fno6anbHa PI3, Bepcia 10.0, Big 19 nunHa 2021 poKy; [loCbe AOCNIAKYBAHOrO NiKApCbKOro 3acoby
(Tazemetostat Film-Coated Tablets), Bepcia 6.0, 29 ciuHa 2021, aHrnilicbKO0 MOBOLO; 3a/lyUYeHHS
[0AaTKOBOI BUPOGHUUOT AiNAHKN [OCNiAKYBaHOro flikapcbKoro 3acooy TaszemetocTar (Tazemetostat),
MIAS Pharma Limited, IpnaHpgisa; 3miHa agpecu BMpPOGHUUOI ginaHkn Catalent Germany Schorndorf
GmbH, HimeuuuHa (o6yno: Steinbeisstrasse 1 - 2, Baden-Wuerttenberg, Germany D-73614; ctano:
Steinbeisstr. 1-2, Schorndorf, Germany, 73614) [0 NPOTOKO/Y KIIHIYHOTO AOcCnimpKeHHA «[ofartkose
JocnipkeHHs npenapaty TasemeTocTar Yy NauieHTiB, SKMX 6yno nepesefeHo i3 OCHOBHOIO AOCAIAKEHHS
(TRuUST): BigkpuTe gopaTkoBe nepexigHe AoCAiMKEHHS», koA aocnimpkeHHa EZH-501, nonpaska 4.0 Big 18
notoro 2020 p.; cnoHcop - Enisum, IHk., CLUA (Epizyme, Inc., USA)

3anBHUK - TOBAPUCTBO 3 06MEXEHO0 BiANoBiAanbHICTI0 «MEAMENC YKPAIHA»

BYJIO CTANO
Steinbeisstrasse 1 - 2, Baden-Wuerttenberg, | Steinbeisstr. 1-2, Schorndorf, Germany, 73614)
Germany D-73614

55. MpoTtokon kniHiyHOro BuNpoGyBaHHA BAY 2757556 | 20289 Bepcia 11.0 Big 21 uepBHsa 2021 p.,
[ocbe aocnipxyBaHOro jlikapcbkoro 3aco6y Bepcisa 012 Big 07 nunuHA 2021 p., JocnigkeHHA 20289
IHcbopmauiiiHuin nuct Ta popma iH(hopMOBaHOI 3roan Ha yyacTb Yy nonepegHbOMY CKPUHIHIY nepeg,
BK/IIOYUEHHAM y4yacCHMKa B HayKoOBe KJliHiuHe pocnimxeHHs, Bepcia 2.0 Big 18 cepnHa 2021 p. ansa
YKpaiHu yKpaiHCbKOKO MOBOK Ha 6a3i OCHOBHOI Bepcii IHopmauyiiiHoro nucta Ta dopmum
iHhopmoBaHOi 3roAun Ha yyacTb y nonepefHbLOMY CKPUHIHTY nepej BKIIOYEHHAM YHYacHMKa B HAyKoBe
KniHiuHe gocnigkeHHs, Bepcisa 3.0 Big 20 nunHa 2021 p.; JocnigkeHHs 20289 IHopmaLiiiHWiA NUCT Ta
cthopma iHhopmOBaHOI 3roan Ha yyacTb y nonepegHbOMY CKPUHIHTY nepep, BK/IIOUEHHAM yyacHUKa B
HayKoBe KniHiuHe gocnimxeHHs, Bepcis 2.0 Big 18 cepnHA 2021 p. ans YKpaiHu poCiiCbKOK MOBOIO Ha
6asi ocHoBHoI Bepcii IHopmauiiiHoro nucta Ta cdopmu iHhopmoBaHOI 3rogM Ha y4vacTb Yy
nonepeaHbOMY CKPUHIHTY nepej BK/IIOUEHHAM yYaCHMKa B HayKOBe K/liHiuHe gocnimkeHHsA, Bepcia 3.0
Big 20 nunHsa 2021 p.; JocnipkeHHA 20289 IHopmauis onsa nauieHTa Ta popma iHpopmoBaHoiI 3roamn
Ha y4yacTb y HayKOBOMY pocnigkeHHi, Bepcia 2.0 Big 18 cepnHAa 2021 p. Ana YKpaiHU YKPaiHCbKOLO
MOBOIO Ha 6a3i OCHOBHOI Bepcii IHhopmauii gnA nayieHTa Ta popmu iHhopmoBaHOi 3rogu Ha yyacTb y
HayKOBOMY AOC/igKeHHi, Bepcia Big 20 nunHsa 2021 p.; AocnigpkeHHA 20289 IHchopMmauia ana nauieHTa
Ta hopma iHhopMmoBaHOI 3roau Ha y4acTb Y HQYKOBOMY AOCANifPKEHHI, Bepcis 2.0 Big 18 cepnHa 2021 p.
ANA YKpaiHM pocificbKolo MOBOK Ha 6asi ocHOBHOI Bepcil IHpopmauii gna nauieHta Ta chopmum
iHbopMOBaHOI 3roau Ha y4yacTb Y HAyKOBOMY AOCAigKeHHI, Bepcif Big 20 nunHA 2021 p.; NoaoBXeHHA
TepMiHy npugatHocTi AJ13 JTapoTPeKTiHiO, pO3UnH 2 % ANA BHYTPILWHBLOrO 3acTocyBaHHA Y chs1akoHi 50
MA 3 18 micAuis Ao 24 micALiB 40 NPOTOKO/Y K/IHIYHOMO AOCNIMKEHHS «KOLWMKOBE AOChifpKeHHA ha3n 2
3aCTOCYBaHHA nepopasibHoro iHribitopa TRK napoTpekTiHiGy y nauieHTiB 3 nyx/nMHamu, No3nTUBHUMU 3a
31uTTAM reHise NTRK», kog, gocnigkeHHsa BAY 2757556 | 20289, sepcis 10.0 Big 16 rpyaHa 2020; cnoHcop -
Baliep KoHcbiomep Kep A, LBeiiyapis

3anBHUK - TOB «baiiep», YkpaiHa
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