JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne16 Big 09.09.2021,
HTP Ne31 Big 09.09.2021, Ha siKi 6y/i1 oTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «BigkpuTe 6aratoLeHTpoBe paH4oMi30BaHe JocimpKeHHs 3-i ha3n nepLuoi NiHil Tepanii eHkopadeHi6om 3
LLeTYKCUMAGOM Y NoeaHaHHiI 3 XimioTepanieto abo 6e3 Hel B NOPIBHAHHI 3i CTAHAAPTHUM JlikyBaHHSAM 3 BBiHOHO
cha3oro Ans ouiHKM 6€e3NeYHOCTi 3aCTOCYBaHHA eHkopadeHiby Ta LeTykcumaoy 3 XimioTepanieto y nauieHTiB i3
MeTacTaTU4YHMM KONOPEKTa/TbHUM pakoM i3 myTauieto BRAF V600E», kog gocnigpkeHHs C4221015, nonpaBka
3 go npoTtokony BiA 24 nwotoro 2021 poky, cnoHcop - lMNMdaizep IHK., CLUA

®a3za - Il

3adABHuK - MNdpainzep IHk., CLUA

Ne MN.1.B. BignoBiganbHOro focniaHukKa,

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. | k.M.H. Agamuyk I".A.

KomyHanbHe nignpnemctBo «KprBOPi3bKMili OHKOMOTIYHMI AucnaHcep» [HiNponeTpoBCLKOT 061acHOT
pagu», XimioTepanesBTuyHe BigaineHHs, M. Kpusuii Pir

2. | K.M.H. JaueHko O.T.

KomyHanbHe HekomepujiiHe nignpuemcTBo «Micbka KniHiuHa nikapHs No2 imeHi npod.
0.0. UanimoBa» XapKiBCbKOi MICbKOI pasi1, NPOKTO/IONYHE BigaineHHsa, M. Xapkis

3. | A-M.H. Ckopwuia A.1.

KomyHasibHe HekomepLiiHe nignpruemcTBo «O61acHWi LLEHTP OHKO/IOTii», OHKOXIPYpPrivHe Bia4ieHHs
LLTYHKOBO - KMLLKOBOIO TPakKTy, M. Xapkis

2. «baraToueHTpoOBe, paHAoOMi30BaHe, MoABiHE cnine, nnayueb0-KOHTPO/SIbOBAHE AOCAIMKEHHA B
napanenbHux rpynax Ans OuiHKM edpeKkTMBHOCTI, 6e3neYyHOoCTi Ta nepeHocumocTi CoTiknectaty B SKOCTI
[0AaTKoBOI Tepanii y naujieHTiB AUTSY0ro BiKy Ta AOpOCnuX i3 cuHApoMoM JleHHokca-Iacto (C/MN)», kof
pocnipkeHHs TAK-935-3002, iHiyianbHa Bepcis Big 24 6epesHs 2021 poky, cnoHcop - Takega [eBenonveHT
CeHTep Amepikac, IHk. (TAC Amepikac) (Takeda Development Center Americas, Inc. (TDC Americas)), United
States of America

da3za - lll

3asaBHUK - ToBapncTBo 3 O6MexeHot BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHothapM-
YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHuka,

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOOYBaHHS

1 K.M.H. Jenbsa [.HO.

KomyHasibHe HekomepLiiHe nignpremMcTBO «lBaHO-PpaHKiBCbka 061acHa AuTaYva KniHivHa slikapHs
IBaHO-PpaHKIBCbKOT 06/1aCHOI paan», Bia4iieHHs ANs OiTei 3 ypaKeHHAMN LeHTPaslbHOT HEPBOBOT
CUCTEMW Ta NopYyLIEHHSIM (DYHKLiT ONOPHO-PYX0BOro anapary, M. IBaHO-®paHKiBCbK

2 0.M.H. KnpuyeHko A.l'.

KomyHasnlbHE  NigNpUMEMCTBO  «/[JHINPONEeTpoBCbka 06nacHa AuTAYa  K/AHIYHA  fiKapHs»
[HinponeTpoBCbKOi 06nacHOT paau», HelpoxipypriyHe BiAdiIEHHA 3 HEBPOMOMYHUMW NKKaMM,
M. [IHiNpo

3 K.M.H. MakefoHcbKa |.B.

KomyHanbHe HekomepuiliHe mignpueMcTBo «Micbka AnTAYa KiHivHa nikapHsa Ne5» [HINpPOBCLKOI
MiCbKOI paan, HeBpoorivyHe BigAiNeHHA MONOALIONO BiKy, M. [HINpo

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

JepxaBHuii 3aknag «YKpaiHCbkuiA MeanyHUA LeHTp peabinitauii giteli 3 opraHiyHUM ypaKeHHAM
HepBOBOI cucTteMu MiHICTEpCTBA OXOPOHM 340pPOB’S YKpaiHW», KOHCYNbTaTUBHO-AiarHOCTUYHE
BigAineHHs, M. Knis

5 K.M.H. XaputoHos B.I.

KomyHasibHe HekoMmepuiiiHe nignpuemcTBo «KniHiyHa nikapHsa «MNCUXIATPIA»  BMKOHaBYOro
opraHy KuiBcbkoi micbkol paan (KWIiBCbKOT MICbKOI AepaBHOI afMiHicTpauir), BiadineHHs Nell,
M. Kni




3. «MixHapogHe, paHJoMi3oBaHe, MoABiliHE cniNe, aKkTMBHO KOHTPO/IbOBaHe AOocC/imkeHHa 3 a3 ans
NOPIBHAHHA KNiHIYHOT edpeKTUBHOCTI, 6e3neYHOCTi, hapmMakoKiHETUKN Ta dhapmakognHaMikn AOCNigKyBaHOMo
noAiéHoro 6iosorivHoOro nikapcbkoro 3acoby EB1001 i3 3apeecTpoBaHuM y €C npenapatom Prolia® y XiHOK 3
0CTEeONnopo30oM B MOCTMeHonays3i», kog, gocnigkeHHss EB-CLIN-1001-03, sepcis 1.0 Big 24 TpaBHa 2021 poky,
cnoHcop - Eden Biologics, Inc., Taiwan / EgeH Baitonogxikc, IHk., TaliBaHb

®asza - Il

3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 O.M.H., npod bapHa O.M.

MeanyHWi LeHTp ToBapuCTBa 3 0OMEXEHOIO BigNoBiAa/IbHICTIO «[PEBEHTKNIHIKa», KOHCYNbTaTUBHO-
AiarHoCcTu4yHuiA Bigain, m. Knis

2 nikap JliToByeHko |.B.

MeaunyHWil LeHTp ToBapucTBa 3 06MeXeHOH BifnoBifasibHICTIO «Xenc KniHik», Bigain kapaionorii Ta
peBMaToorii MeguyHoro KNiHiYHoro A0CiAHNLBKOTO LEHTPY, M. BiHHMUA

4. «EdpekTuBHICTb Ta 6e3neyHicTb npenapaty SAR441344 npu NikyBaHHi CUCTEMHOrO YEePBOHOIO BOBYaka:
paHAoMi3oBaHe, NoAgiiiHe cnine, nnaueb0-KOHTPO/IbOBaHe AOCAIMKEHHS a3n 2 Ana NiaTBep4KEHHS
KoHuenuii», kog sunpobysaHHa ACT17010, sepcia 1 Big 31 TpasBHA 2021 poky, cnoHcop - sanofi-aventis
recherche & developpement, France (CaHoi-ABeHTic peluepLu e gesenonmad, ®paHLis)

da3za -l

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

No M.1.B. BignosiganbHOro gocnigHnkKa,

n/n HasBa Micus npoBefeHHS KAIHIYHOrO BUNPO6YBaHHS

1 | A.M.H., npodp. MTHunopn6os A.M.

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAASILHICTIO «IHCTUTYT peBMaTonorii», Bigain
KNiHivHMX gocnimpkeHb Nel, m. Kuis

2 | nikap KapneHko O.O.

Megn4yHmnii ueHTp «OK!KAiHiK+» ToBapuCTBa 3 06MEXEHOH0 BiANOBIAa/IbHICTIO «MibXHAPOAHWUIA IHCTUTYT
KNiHIYHUX AocnifXeHb», cTalioHapHe BigaineHHs, Bigain Tepanii, peBmaTonorii Ta kapgionorii, M. Kuis
3 | 3aB. Big. loronga IM.1.

MonikniHika LleHTpy MmeanyHux nocnyr Ta peabinitauii JepXaBHOT akLiOHEPHOT XOANHIOBOT KOMMNaHii
«ApTemM», BiAAINIEHHS AeHHOro cTauioHapy, M. Knis

4 | g.M.H., npoch. ApemeHko O.b.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «KuiBcbka Micbka KiHiYHa nikapHs Ne3» BMKOHaB4YOro
opraHy KuiBcbKoi Micbkoi paanm (KMIBCbKOI MICbKOT AepXaBHOi aaMiHicTpauil), kKapgionoriyHe
BiA4iNEHHA 3 MasiaTol IHTEHCUBHOT Tepanii, B T.4. 3 NbkKamy iH(hapKTHOro Ta PeBMaTosIoriyHoro
npocpinto, HauioHanbHWii MegnyHuin yHiBepcuTeT iMeHi O.O. Boromonbus, kadenpa BHYTPILLHLOT
MegmunHn Ne3, M. Knie

5 | 3aB. ueHTpy Nopgiexko O.B.

KomyHasibHe nignpuemcTBo «llonTaBcbka ob6nacHa KniHivHa nikapHA iM. M.B. CknidhoCOBCbKOro
MonTaBCcbKOi 06nacHOi paan», 061acHWl NiKyBaslbHO-AIarHOCTUYHUIA PEBMATOMNOTIYHUIA  LEHTP,
M. MNontaBa

6 | 4.M.H., npodp. CtaHichasuyk M.A.

KomyHaslbHe  HekoMmepuiiiHe nignpuemcTBo  «BiHHMUbka o06nacHa K/iHIYHA  JliKapHs  iMeHi
M.l. Muporoea BiHHMLbKOT 061acHOi Paan», BucokocnewjianizoBaHuii KAiHiYHWIA LileHTp peBMatosorii,
ocTeonopo3y Ta 6ionoriyHoT Tepanii, BiHHMUBKWMIA HaUiOHA/NIbHWIA  MeguuHWUiA  yHiBepcuTeT
iMm. M.l. Mnporoea, kagpeapa BHYTPILLIHLOT MegnunHn Nel, M. BiHHMUS

5. «barartoueHTpoBe, BigkpuTe pAocnikeHHA ha3nm 2a [/ OUiHKM  6e3neyHoCcTi, ed)eKTUBHOCTI Ta
thapmakokiHeTukn npenapaty PRAO023 y nauieHTIB i3 akTuBHOK XBOpo6oK KpoHa 3 cepefHiM Ta BaXKuUm
cTyneHem», koA pocnigpxeHHs PR200-103, sepcia 2.0 Big 18 uepsBHsa 2021 poky, cnoHcop - «[pomeTteyc
BaliocaiieHcis IHK.»/ Prometheus Biosciences, Inc., CLLUA

dasza - lla

3asaBHUK - TOB «biomanac», YkpaiHa



Ne M.l.6. BignoBigabHOro AocnigHmka

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHSA

1 | A.M.H., npodd. 3axapaw HO.M.

MeguuHnii LEeHTp ToBapuCTBa 3 OOMEXEHOK BiAMOBIAa/LHICTIO «[@pMOHIS Kpacu», BiAAiNEHHS
KNiHIYHUX BUNPOBYyBaHb, M. KuiB

6. «PaHpgomizoBaHe apanTvBHe noAgiliHe cnine nnaueb0-kOHTPO/IbOBaHe GaraToLEeHTPOoBe AOCAiAKEHHS
hasn 1b pgna BuBYEHHA 6e3NeyHOCTi, MepeHOCMMOCTi, (lapMakoKiHETUKM Ta hapmakoguHaMmiku
baraTopasoBux 03 npenapaty PT101 y nauieHTiB 3 aKTMBHUM BUPA3KOBUM KOMITOM», KOZ AOCNIIKEHHS
PT101-201, nonpaska 1 Big 11 TpasHa 2021 poky, cnoHcop - «[aHgioH TepanbioTUKE, IHK.», A0YipHA KOMNaHis,
LLIO 3HAXOAMUTLCA Yy NOBHIl BnacHocTi «Mepk eHg Ko., IHK.», KeHineopT, wtat Heto-Ixepci, CLUA (Bigomoi sk
«MC[» 3a mexamu CnonyyeHux LUtatiB AMepukn Ta KaHaan) /Pandion Therapeutics, Inc., a wholly-owned
subsidiary of Merck & Co., Inc., Kenilworth, NJ, USA (known as MSD outside the United States and Canada),
CWA

®aza-Ib

3asBHUK - TOB «biomanac», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNpPo6yBaHHS

1 O.M.H., npodp. 3axapaLl HO.M.

MeguyHnii LeHTp ToBapucTBa 3 OOMEXEHOW BiAMNOBIJaNLHICTIO «[@pMOHIS Kpacu», BiAAiNEHHS
KiHIYHUX BUNPOBYyBaHb, M. KuiB

7. «[JocnigpkeHHA dasu 3 ana ouiHk1M MoHoTepanii 3umoéepeniimaéom (AB122) nopiBHAHO 3i cTaHO4APTHOK
XimioTepanieto abo KombiHaLieto 3umbepeniMaba i npenapaty AB154 B skocTi Tepanii nepwoi fiHii PD-L1-
MO3UTMBHOIO, MICLLEBO-NOLIMPEHOTO abo MeTacTaTM4HOro HeApiOHOKNITMHHOTO paky JlereHiB», Kopg
pocnigpkeHHs ARC-10, sepcis 2.0 Big 18 nuctonaga 2020 poky, cnoHcop - Arcus Biosciences, Inc., United
States

®a3za - Il

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

No M.l.6. BignoBigabHOro AocnigHMKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 3aB. Bifg. Ko63es O.1.
KomyHanbHe HekomepLiiHe nignpruemcTBo «O6acHWIA LLEHTP OHKOJIOTiT», OHKOXIpYypriyHe BiggineHHs
opraHis rpygHoi MOPOXHUHK, M. XapKiB

2 K.M.H. BuHHMYeHko 1.0.

KomyHasnbHe HekomepuiiHe nignpnemctBo CyMcbKoi o61acHol paan CyMcbKuii 06/1acHUA KiHIYHWIA
OHKOJIOTIYHWIA AMcnaHcep, OHKOTOopPakanbHe BiggineHHs, CyMCbKUA AepXaBHWIA yHIBEpCUTET, kadegpa
OHKonorii Ta pagionorii, M. Cymu

3 nikap CiHenbHikos 1.B.
KomyHasibHe nignpuvemMcTBO «BOSIMHCBKMIA 06NACHWI MEeAWYHWUIA LEHTP OHKOJOTiT» BOMMHCBKOI
06/1aCHOI pasiv, OHKOJIOTiYHe XiMioTepaneBTUYHE BifAi/IeHHA, M. JyLbK

4 nikap Birypo M.C.
MegaunuHunii ueHTp TOB «Mpist Mea-Cepsic», Biggin KNiHiYHUX gocnigpkeHb, M. Kpmsnii Pir

5 K.M.H. Agamuyk I".A.
KomyHanbHe nignprMeMcTBO «KprBOpI3bKniA OHKOMOTiYHMIA AucnaHceps» [HinponeTpoBCbKoi 061acHOT
paau», XimioTepaneBTnyHe BigaineHHs, M. Kpusuii Pir

6 Nikap TapaceHko T.€.
MeguyHnii LeHTp ToBapucTBa 3 OOMEXEHOW BignoBigasibHICTIO «MeanyHa KhiHika «IHHOBaLis»,
BiAAineHHs ximioTepanii, KniBcbka 06/1acTb, BULWIropoAcbkuii paiioH, c. JIHoTiK

7 oupexTtop Cokyp |.B.

KomyHanbHe HekomepLiiiHe MignpUEMCTBO «XEPCOHCbKUA 06/1aCHUA OHKOMOTIYHUIA  AucnaHcep»
XepcoHCbKoi 061acHOT pagu, AeHHWI cTalioHap NOMIKIIHIKM 3 kabiHeToM ambynaTopHoil XimioTepanil,
M. XepCOoH, CMT. AHTOHIBKa

8 nikap BoHgapeHko KO.M.
Megaunuumnii ueHTp «Medical Plaza» ToBapuctBa 3 06MeXeHOW BignosiganbHicTio «EKOAHITMPO»,
GaratonpodisibHWIA XipypridHnii nigposgin, xipypriyde siggineHHa Ne 2, M. [IHiNpo




8. «PaHgomi3oBaHe nodgiiiHe cnine gocnigpkeHHs dasm 3 npenapaty BGB-A1217, aHtuTina go TIGIT, y
noefHaHHi 3 TucnenisymaboMm nopiBHAHO 3 nembponizymaboM y nauieHTiB i3 paHille HenikoBaHuM,
MiCLLeBOMOLLMPEHUM, HeornepabesibHYM abo MeTacTaTUYHUM HeAPIGHOKNITMHHUM PakoM NereHb i3 BUGpaHum
cTatycom ekcnpecii PD-L1», kog gocnigxkeHHss BGB-A317-A1217-302, 3 nonpaskoto 1.0 Big 23 rpygHa 2020
poKy , cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

®a3za - Il

3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs K/iHIYHOTro BUNPOGYBaHHSA

1 O.M.H., npody. boHaapeHko .M.

KoMyHasibHEe HekomepLiiiHe nianpuemMcTBo «Micbka KiHiuHa nikapHs Ned» [HINpOBCbKOT MICbKOI
pagu, XimioTepaneBTUYHE BiAdiNIEHHA 3 AEHHMM CTaLjioHapoM, [JHINPOBCbKNIA AepXaBHUA MegNYHWIA
YHiBEpCUTET, Kadpeapa OHKONOrii Ta MeanyHOi pagionorii, M. JHinpo

2 K.M.H. BuHHMYeHko 1.0.

KomyHasnbHe HekomepLiiHe nignpmemcTBo CymcbKoi o61acHoi paam CyMCbKUil 061acHWI KNiHIYHWIA
OHKOJIOTIYHWIA AMcnaHcep, OHKOTOpakasibHe BigAdineHHs, CyMCbKWIA [OepXaBHUA YHIBEpCUTET,
Katheapa oHkonoril Ta pagionorii, M. Cymu

3 nikap Birypo M.C.

MeauyHuii LeHTp ToBapuCTBa 3 06MeXeHOI0 BignoBiganbHicTio «Mpis Mea-Cepsic», Bigain KniHiYHUX
aocnigmkeHs, M. Kpusuia Pir

4 O.M.H., npod). FoTbKo €.C.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «LieHTpasibHa MicbKa KAiHIYHA NiKapHS» YXropoachbKoi
MiCbKOT paau, TepaneBTUYHe BigAiNEHHS, M. YXropos

5 3aB. Big. Ko63es O.1.

KomyHasibHe HekoMepLiiiHe MigNPMEMCTBO «OG1acHNIA LEHTP OHKOJIOTIi», OHKOXIPYPriYyHe BiA4i/TIeHHS
opraHis rpygHol MOPOXHUHKU, M. XapkiB

6 O.M.H., npodp. KonecHik O.I1.

MeanyHWii LeHTp ToBapucTBa 3 OOMEXEHOH BiANOBIAA/IBHICTIO «OHKOMang», AeHHNUIA cTauioHap,
M. 3anopixxs

7 K.M.H. MomiHuyk [.B.

MeanyHuii UeHTp ToBapucTBa 3 06MexeHOow BignosigancHicTio «K/1IHIKA BEPYM EKCIMEPT»,
M. Knis

8 O.M.H., npodd. PycuH A.B.

KomyHanbHe  HekomepLiiHe  nNignpueEMCTBO  «3akapnaTCbKUii  MPOTUMYXAIMHHUA  LIEHTP>»
3akapnartcbKoi 061acHoOl pagu, XimioTepaneBTUYHe BiAAINEHHS, M. YXXropop,

9 nikap CiHenbHikoB |.B.

KoMyHasibHE nignprMeEMCTBO «BONMHCLKMIA 06GNacHUA MeUUHWUIA LEHTP OHKOOTI» BOSIMHCLKOI
0611aCHOI paan, OHKO/IOrYHe XimioTepaneBTUYHe BigaineHHs, M. JTyLbk

10 | 3aB. Big. LWeBHsa C.IM.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «IMogiNbCbKNn perioHasibHW LEHTP OHKOOTIT BiHHWLbKOT
06n1acHOI paau», XimioTepaneBTUYHe BiAAiNeHHsA, M. BiHHMUA

9. «PaHgomizoBaHe, Bigkpute, 6aratoueHTpoBe, AocnimkeHHA asn Il ansa ouiHkM edekTMBHOCTI Ta
6e3neyHoCTi 3acTOCyBaHHA MOCYHeTY3ymMaoly y KoMOiHALT 3 1eHa1ifoMiA0M Y NOPIBHAHHI 3 pUTYKCUMMaboMm y
KOMOGiHaLii 3 fleHanigomigoM y nauieHTiB 3 (OAIKYNAPHOW NiMAIOMOI0 MICAS WOHaNMeEHLe OAHIeT AiHil
CUCTEMHOI Tepanii», ko4 agocnimpkeHHa GO42909, sepcis 2 Big 19 kBiTHA 2021 p., cnoHcop - ®. XoddmaHH-/15
Pow /14, WBeeiiyapis

®asza - Il

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

No M.1.6. BiANOBIA&LHOrO AOCMIAHMKA,

n/n HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOBYBaHHS

1 O.M.H., npod. Asarinb 1.C.

JepxaBHa ycTaHoBa «HauioHa/lbHWI HaykoBWIA LEeHTP pagiauiiiHoi meguumHn HAMH Ykpainu»,
BiAAINEHHS pajiauiiiHoT OHKOremMaTo oril Ta TpaHcnaaHTaLii CTOBOYPOBUX KNITWH BigA4iny reMaTonorii
i TpaHcnNaHTONOrIT IHCTUTYTY KNiHIYHOT pagionorii Ha 6a3i BiggineHHs pagialiliHoi reMaToorii KAiHiKu1
[JepxaBHoi ycTaHOBM «HauioHanbHUA HaykoBWiA UEHTp pagiauiliHoi meauuuHi  HauioHanbHoi
akafeMii HayK YKpaiHu», M. KuiB

2 O.M.H., npod). Kpsayok LA,




HauioHanbHWiA IHCTUTYT paky, HaykoBO-AoCAigHe BigAiNeHHs XimioTepanii remo6sacto3iB Ta
af'toBaHTHUX METOAIB NiKyBaHHs, BiAA4i/IEHHA OHKOreMaTosiorii 3 CEKTOPOM af’toBaHTHMX MEeTopAiB
NiKyBaHHs, M.KniB

3 K.M.H., 3aB. Bif. KyukoBa O.}O.
KomyHanbHe HekomMepLiiHe nignpuemcTBo «O61acHUA LEHTP OHKOJIOTiT», reMaTos1orivHe BigaineHHs,
M. Xapkis

4 O.M.H. NepexpecTteHko T.I.
ToBapnCcTBO 3 0OMEXEHOH0 BiANOBIAA/IbHICTIO «MeanyHMiA LEHTP iMeHi akagemika KOpis MNpokonosuya
CnikeHka», BigaineHHa rematonorii, KuiBcbka o06nacTb, KneBO-CBATOWMHCBLKMAI  paiioH,
c. KanitaHiBka

5 nikap PomaHok H.M.
KomyHaslbHe  HekoMepuiiiHe nignpuemMcTBO  «MukosaiBCbka o06n1acHa  KAiHIYHA  JliKapHS»
MukonaiBcbkoi 06/1aCHOT paau, remartosioriyHe BiggiieHHs, M. Mykonais

6 4.M.H. Camypa B.B.
KomyHasibHe HekomepuiiiHe nignpuemMcTBO «3anopisbka obnacHa KiHiyHa nikapHsa» 3anopisbKoi
061acHOi pagu, reMaTosIorivyHe BigAiIeHHS, M. 3anopiXoKs

10. «TACTI-003 («/[Ba aKkTMBHI iMyHOTEpaneBTUYHI 3ac06u»): baraToueHTpoBe, BiAKpUTe, paHAoMi3oBaHe
pocnimpkeHHs |l dpasm gnsa ouiHkn 3acTocyBaHHS PO3UMHHOro Ginka LAG-3, ehtunarimogy anbtha (ecptu;
IMP321), y KombGiHauii 3 nembponisymabom (aHTaroHictom PD-1) ans Tepanii nepwoi AiHii nauieHTiB 3
Hepe3ekTabesibHOK peuManBHOK abo MeTacTaTUYHOK M/IOCKOKAITMHHOK KapLMHOMOK TOfI0BM Ta Wi
(MKKrL)», kog gocnigxeHHss TACTI-003, Bepcia 1.1, Big 01 kBiTHA 2021, cnoHcop - Immutep S.A.S. / ImmyTen
C.A.C., ®paHuis

®a3za -l

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHuka,
n/n Ha3Ba micus npoBeAeHHs KNiHIYHOIro BUNPOGYBaHHS
1 | A.M.H., npod. Yewyk B.€.

ToBapncTBO 3 0OMEXEHOI0 BiANOBIAANBHICTIO «MeguyHuin LeHTp iMeHi akagemika Kopis MNpokonosuya
CnikeHka», Biggin kiiHivHUX gocnipkeHb Ne 1, KniBcbka 0651actb, KneBo-CBATOLMHCLKMIA paiioH,
c. KaniTaHiska

11. «[ocnigpkeHHs Il dasn ouiHkM edreKTUBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remaToNoriuHumMm
3/105KICHUMMW 3aXBOPIOBaHHAMU», KOA4 AocnimkeHHs MK-1026-003, 3 iHkoprnopoBaHoto nonpaskot 01 Big 05
nuctonaga 2020 poky, cnoHcop - «Mepk Wapn eHg Joym Kopn.», AodipHe nignpuemcTBo «Mepk eHg Ko., IHK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

®a3za -l

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

No . . .

Y I_'I.I.B. BIAMOBIAAILHOTO AOCANIAHNKA,

q Ha3Ba micusi npoBeAeHHS K/TiHIYHOrO BUNPOOYBaHHS

1. | 3aB. Bia. MenbHUK Y.I.
KomyHasibHe HekomepuiiHe nignpuemcTBo «KuiBCbka Micbka KiiHiYHa slikapHs Ne9» BMKOHaBYOro
opraHy KuiBcbkoi Micbkoi paan (KWMIBCbKOI MICbKOI AepXaBHOT agMiHicTpauil), remaTosiorivyHe
BigaineHHs Nel, M. KuiB

2. | nikap PomaHiok H.M.
KomMyHaslbHE  HEeKOMepUiiiHe  nignpueMcTBO  «MuKonaiBCbka oO6nacHa  KAiHiYHa  fliKkapHS»
MwukonaiBCbKOi 06/1aCHOI paau, reMaTosioriyHe BigaineHHs, M. Mukonais

3. | A4.M.H. Macnsk 3.B.
KniHika [epXaBHOT yCTaHOBW «IHCTUTYT NaTonorii KpoBi Ta TpaHcdy3iinHOT MmeanumHn HauioHanbHoi
akazeMii MeIMYHUX HayK YKpaiHu», BigfineHHsa remMaTonorii, M. J1bBiB

4. | 3aB. LEHTPOM YceHko I'.B.
KomyHasnibHe HekoMmepuiiiHe nignpnemcTBo «Micbka KniHiyHa nikapHa Ned» [HINPOBCbKOI MICbKOT
pagu, MiCbKuii reMaTos1orivyHuiA ueHTp, M. JHinpo

5. | o.M.H., npodh. Kpsayok I.A.

HauioHanbHUin  IHCTUTYT paky, HayKoBO-AOC/igHe BigdineHHs XximioTepanii remo6sacTosiB Ta
af'loBaHTHUX MEeTOfIB JliKyBaHHSA, BiAi/IEHHA OHKOreMartosiorii 3 CEKTOPOM af'toBaHTHUX MeTopiB
NikyBaHHs, M. Knis




12. «KniHiyHe gocnigpkeHHA 3 OLiHKN 6i0eKBiBaNIEHTHOCTI JlikapCbkux 3aco6iB «Mpaminekcon», TabneTkm no
0,25 mr, Bupo6HuuTtea NAT HBL, «BopuyariBcbkuin Xd3» Ta «Mirapexin®», Tabnetku no 0,25 mMr, BUpo6HMLTBA
Boehringer Ingelheim 3a yyacTio 340poBux A06poBONbLIB», KOA AocnipkeHHs BHFZ B-2003, Bepcis 01 Big
22.04.2021 p., cnoHcop - MAT HBL, «bopuyariscbkuin Xd3», YkpaiHa

JocnigpkeHHs1 6I0eKBIBaNIEHTHOCTI

3anBHuK - MAT HBL, «bopLyariscbkuin Xd3», YkpaiHa

No M.1.B. BignoBigasibHOro gocnigHnKa

n/n HasBa micus NpoBeAEeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npocp. 3ynaHeLpb |. A.

KniHiko-giarHOCTUYHWIA LeHTp HauioHanbHOro goapmaleBTMHHOIO yHIBEpCUTETY, kadeapa KiiHIiYHOT
thapmakonorii Ta KniHiYHOI dhapmaLii HalioHasibHOro hapmMaLeBTUYHOIO YHiBepcuTeTy, M. XapkiB
2. | k.6.H., 3aB. naboparopieto Cabko B.E.

BioaHanitnyHa nabopatopis TOB «KJTIHOAPM», M. IpniHb, KniBcbka 06/1acTb

13. OHoBneHui npotokon D5290C00005 iHkopnopoBaHuiA nonpaBKkoto 1 Big 31 G6epe3HAa 2021 poky,
aHrniicbKo MOBOIO; JINCT-YTOUHEHHSA WOAO Bi3UTIB goaomy nig yac naHgemii COVID-19, Bepcia V02
Big 15 KBiTHA 2021 poKy, aHrNiicbKo MOBOIO; Mepeknag ykpaiHCbKO MOBOH Big 09 uepBHa 2021
POKY INCTa-yTOUHEHHA WOoA40 AOMALIHLOrO Bi3UTY Nig vyac naHgemii COVID-19, Bepcis 02 Big 15 KBiTHA
2021 poky; Aocbe pocnimkyBaHoro nikapcbkoro 3daco6y MEDI8897 (Nirsevimab): Posgin «[aHi 3
AKOCTi», Bif, 6epe3Ha 2021 poky, aHrniiicbkolo MoBOMO; MoaoBXeHHA TepmiHy npugaTtHocTti AN13
MEDI8897 (Nirsevimab) go 48 micsiniB; 3MiHa Ha3BU NigNPUEMCTBA, WO 3Ail/iCHI0E BUNYCK Npenapary 1a
nikapcbkoro 3aco6y CiHaric (SYNAGIS) (Nanisisyma6) — 3 Medimmune Pharma B.V., Netherlands Ha
AstraZeneca Nijmegen B.V., Netherlands; CkopoueHe AoCbe OOCiAXyBaHOro JlikapCcbKoOro 3acooy
CiHaric (SYNAGIS) (ManiBisyma6), Bepcia 1.0 Big 01 kBiTHA 2021 pOKy, aHrNiliCbKOO MOBOK [0
NMPOTOKOMY KIHIYHOTO BMNPoOyBaHHA «PaHgomizoBaHe, noAgiiHe cnine, KOHTPOJ/IbOBaHe npenapaTroM
naniBisymab aocnigxeHHa a3 2/3 ans ouiHkM 6es3nedHocTi npenapaty MEDI8897, MOHOK/IOHaNbHOro
aHTUTINA A0 pecnipaTopHO-CMHUMTIaSTbHOrO BIpYyCY 3 NOAOBXEHWM MepiogoM HaniBBUBEAEHHS, Yy AiTen i3
BMCOKMM cTyneHem pusnky (MEDLEY)», kog gocnimkeHHs D5290C00005, dhiHanbHa Bepcis Big 05 KBITHS
2019 poky; cnoHcop - Medimmune, LLC, CLUA

3asBHUK - NignpremMcTBo 3 100% iHo3eMHOI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»

Byno Cmaso
Medimmune Pharma B.V., Netherlands AstraZeneca Nijmegen B.V., Netherlands.

14. OHOBNEHWI NPOTOKOJ1 KNiHIYHOrO BUNPOGYyBaHHA, Bepcia 2 Big 24 Gepe3Ha 2021 p.; dopma
iHhopmoBaHoi 3rogu, Bepcis 2.0 onA YKpaiHM yKpaiHCbKOIO Ta pociiicbKoto MoBamu Big 06 nunHa 2021.
Ha ocHoBi maiictep-Bepcii chopmu iHchopmoBaHoOi 3rogu ansa pgocnimkeHHs WA41937, Bepcia 2, 22
G6epe3HA 2021 [0 NPOTOKOJTY K/IIHIYHOMO AOCAiMKEHHA «PaHgomizoBaHe, BigkpuTe, 3 aKTMBHMM npenapaTom
MOPIBHSAHHA B SKOCTI KOHTPOJtO, GaraToueHTpose pocrimkeHHs asm Il gna ouiHki edheKkTMBHOCTI Ta
6€e3MeYHOCTi 3aCTOCyBaHHA 06GiHYTY3yMaly y MauieHTiB 3 NePBMHHOK MEMOPaHO3HOK HedbponaTiel», Koz
pocnipkeHHss WA41937, Bepcis 1 Big 17 cepnHs 2020 p.; cnoHcop - d.XodhdmaHH-/1s Pow JiTa, LWBeiuapis
3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

15. BKno4veHHs A0AATKOBUX MiCLb NpPoOBefeHHs1 KNiHIYHOro BUMPOOGYyBaHHA; 3pa3ok MapKyBaHHA
pocnigkysaHoro nikapcbKoro 3aco6y 3enBsiHa (neHanigomig), kKancynu Teepai, NepBMHHE NakKyBaHHS,
Bepcis 2 Big 25 6epesHsa 2021 p., aHrNilicbkolo MOBOI; 3pa3oK MapKyBaHHs npenapaTty CynyTHbOI
Tepanii Tpykcuma® (puTykcumat), KOHLUEHTpAT ANMA Po3uuHy ANA iHdysili, nepBUHHE NaKyBaHHSA,
Bepcia 2 Big 25 G6epe3HA 2021 p., aHrNiliCbKOIO MOBOK; YTOYHEHHA A0 3asABM NMPO NPOBEAEHHSA
KMIHIYHOTO BUMPOOGYBaHHSA JiIKAPCbKOro 3acoly: 3a/lyyeHHs KOMMaHii - noctada/ibHUKa Mocayr
«pincpainp IHk» (Greenphire Inc.) pna opraxisauii nogopoxeii NayieHTIB Nig Yac y4yacTi y K/liHiYHOMY
Bunpo6yBaHHi; INCMORO0208-301_IHchopmania ana nadieHta T1a ¢opma iHdopMoBaHOi 3rogu
_YKpaiHa_Bepcifi 2.2.0_27 kBiTHA 2021p., YKpPAiHCbKOIO Ta POcCiiicbKkolo moBamu; KapTka 3 KOHTaKTHUMM
AaHUMU ANna opradisauii nogopoxi komnaHii Greenphire, Bepcis 2.0- OHoBnieHa y nunHi 2016 poky,
YKpaiHCbKOI0 MOBOIO; KapTKa 3 KOHTaKTHUMM AJaHuMWU A1 opraHisauii BigpsmKeHHA B KOMMaHii
Greenphire, Bepcis 2.0. lata oCTaHHbOIr0 OHOBJIEHHA: NMNeHb 2016p., pocilicbKotlo MoBoto; floBigkoBe



KepiBHMLTBO WOA0 34iiCHEHHS NOAOPOXI Nig Yac KNiHiYHOro gocnimkeHHA komnaHii Greenphire gna
0ci0, Wo noaopoxyrTb, Bepcia 4.0- OHoBneHa 09 cepnHa 2021 poKy, YKpPaiHCbKOK MOBOIO;
KepiBHMUTBO KOMNaHii Greenphire no opraHisauii npoi3gy B pamMmkax KniHiYHUX AocnigpKeHb: 0CO0OM, AKi
nopopoXxyTb. Bepcia 4.0. [lata ocTaHHbOro OHOB/EeHHsA: 09.08.2021, pocilicbKOol0 MOBOIO; 3HIMKMK
€eKpaHy efleKTPOHHOro WoAeHHUKa: AHKeTa WoAo cTaHy 3f0poB’sa EQ-5D-5L, YkpaiHa (yKpaiHCbKOo
MOBOI0), Bepcisi 1.2; 3HIMKN eKpaHy eJ/IeKTPOHHOrO LoAeHHUKa: ONUTyBa/IbHUK NPO CTaH 340pOB’A
EQ-5D-5L, YkpaiHa (pociiicbkolo MOBO10), Bepcis 1.1; 3HIMKM eKpaHy eNeKTPOHHOro wopaeHHuka: FACT-
Lym (Version 4), ykpaiHCbKOIO MOBO0; 3HIMKU eKpaHy eneKTPoHHoro woaeHHuka: FACT-Lym (Version
4), pociiicbkolo MOBOI; 3HIMKM €eKpaHy eneKTpPoHHoro uwogeHHuka: EORTC Quality of Life
Questionnaire-C30 Group, Bepcia 3.0, YKpaiHCbKOKO MOBOI; 3HIMKM €eKpaHy eJfieKTPOHHOro
woaeHHuKa: EORTC Quality of Life Questionnaire-C30 Group, Bepcis 3.0, pocilicbkolo MOBOLO; KapTka
nauieHTa, Wo 6epe yyacTb Y KNiHIYHOMY AOCNiAKEHHI, A1 BAKOPUCTaHHA B eKCTPEeHNUX BUunagkax, Pepq.
2.0, 18 noToro 2021 p., yKkpaiHCbKOIO Ta pociiicbkolo moBamu; JIUCT A0 Nikaps 3arasibHOT NpakTuku B2.0
02 G6epe3Ha 2021 p., YKpPAIHCbLKOO MOBOK 0 MPOTOKO/Y KAIHIYHOrO AOoChifKeHHA «baraToueHTpoBe,
paHAgoMi3oBaHe, NoaBiliHe-crine, niaue60-KoHTPO/IbOBaHe AOCNIMKEHHS dha3n 3 AN OUIHKN edeKTUBHOCTI Ta
6e3neyHocTi koMbGiHaLii TadpacuTamadby Ta JsieHanigoMigdy B MOEAHAHHI 3 PUTYKCMMAaOOM MOPIBHAHO 3
NeHanigoMigoMm y MOeAHaHHI 3 puTykcMMaboMm Yy nauieHTiB i3 peungusytodoto/pedhpaktepHoro  (P/P)
honikynsipHoto nimdgoomoto Big 1 ao 3a ctyneHsa a6o P/P nimdomolo MapriHasibHOT 30HU», KOA, AOC/TIIKEHHS
INCMOR 0208-301, npoTokos1 Bepcis 3 3 iHKOpNopoBaHoK nonpaskor 2 Big 16 rpyaHa 2020p.; cnoHcop -
IHcaiiT KopnopeliwH [Incyte Corporation], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Ne MN.1.6. BiANOBIA&ILHOrO AOCiAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPOOYBaHHS

1. | o.M.H., npodp. Kpsayok I. A.

HaujioHanbHUA IHCTUTYT paky, HayKOBO-AOC/iAHE BiO4IIEHHSA XimioTepanii remobnactosiB Ta
af'toBaHTHUX MeTOAiB MiKyBaHHSA, BiAAiI€HHS OHKOremMaTosorii 3 CeKTOPOM aj'toBaHTHUX METOAIB
niKkyBaHHs1, M. Kni

2. A.M.H. Macnsk 3.B.

[epxaBHa ycTaHoBa «IHCTUTYT NaTonorii KPOoBi Ta TpaHCAY3iHOT MeaULUUHN HaljioHanbHOT akagemil
MeANYHNX HayK YKpaiHW», BiagineHHsa rematonorii, M. /1biB

16. OHoBneHwuii npoTokos DMB-3115-2, 3 iHKOpnopoBaHoo nonpaskolo 01 Big 04 uepBHsA 2021 poky;
Bpouwypa gocnigHuka DMB-3115 (YcTekiHymat), BugaHHs 04 Big 25 6epe3Hs 2021 poKy, aHrNilicbKoto
MoBoOl10; IHhopmauiiHuiA nucTok i popma iHchopmoBaHoi 3roau, Bepcia V2.0UKR(uk)1.0 Big 18 uepBHA
2021 poky, nepeknag yKpaiHCbKOK MOBOIO Bif 07 nunHsa 2021 poky; IHhopmauiiiHuii nucTokK i hopma
iHhopmoBaHoi 3roau, Bepcis V2.0UKR(ru)1.0 Big 18 uepBHs 2021 poKy, nepeknag, pocilicbKkoo MOBOLO
Big 07 nunHa 2021 poky; MNocioHUK i3 gocnigKeHHA AN nayieHTa, 27 TpaBHA 2021 poky [V02 UKR(uk)],
YKpaiHCbKO0 MOBO10; KepiBHULUTBO NauieHTa 3 yyacTi y AocnimkeHHi, 27 TpaBHA 2021 poky [V02
UKR(ru)], pociiicbkolo MoBO10; JIUCT [0 Nikapsa WoA0 HanpaB/ieHHsA nauieHTiB, 10 uepBHsA 2021 poky
[V02 UKR(uk)01], ykpaiHCbKOIO MOBOLO; BykneT i3 kputepiamu BigoGopy, 7 uepBHa 2021 poky [V02
UKR(uk)01], ykpaiHCbKOIO MOBOIO; Cnangm 3 iHchopmauietro npo gocnimKeHHs, 7 uepBHsa 2021 p. [V02
UKR(uK)], yKpaiHCbKOI MOBOIO A0 NPOTOKONY KNiHIYHOrO BUNpobyBaHHA «PaHaomizoBaHe, NoAgiHe cnine,
HaraToLeHTpPoBe JOCNIMKEHHA TepaneBTUYHOT eKBIBASIEHTHOCTI, LLIO MPOBOAUTLCA B NapasiesibHUX rpynax aas
NOPIBHAHHA ePEKTUBHOCTI, 6e3neYHoCTi Ta iMyHoreHHocTi npenapaty DMB-3115 g1 niglwkipHoro BBe4eHHs
Ta npenapaTy Ctenapa® BupobHuLTBa EC Y NALIEHTIB i3 XPOHIYHMM 6/IALLKOBUM NCOpia3om cepeHbLoro abo
TSKKOrO CTyneHs», ko gocnigxkeHHs DMB-3115-2, sBepcis Big 07 rpygHa 2020 poky; cnoHcop - Dong-A ST Co.
Ltd., Republic of Korea

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

17. OHoBneHa Bpolypa gocnigHnka AocnigKyBaHOro slikapcbkoro 3aco6y LY3471851 (NKTR-358) Bipg,
24 yepBHA 2021 p.; IHopmaunia gna nauieHTa gocnimxkeHHsa Ta Popma IHhopmoBaHoi 3roau gns
yJyacTi y gocnigpkeHHi gns BUKOPUCTAHHA B YKpaiHi, Bepcia 4.0 yKpalHCbKOKO MOBOIO Bif, 19 cepnHs
2021 p.; IHpopmauia ana naugieHta gocnigpkeHHA ta ®opma IHopmoBaHoi 3rogn Aansa ydacTti y
[OocnifKeHHi oNnA BUKOpPUCTaHHA B YKpaiHi, Bepcia 4.0 pocilicbkolo MoBoto Big, 19 cepnHsa 2021 p. Ao
MPOTOKO/ly  KAiHIYHOro BuMpobyBaHHA «PaHgomizoBaHe, noABiliHe cnine, nnaueb0-KOHTPONIbOBaHe
pocnimpxkeHHs 1l hasn 3 ouiHkM 3acTocyBaHHA npenaparty LY3471851 (NKTR-358) y popocnux nauieHTis i3
CUCTEMHUM YepPBOHVMM BOBYaKOM», kog, aocnimkeHHs J1IP-MC-KFAJ, 3 nonpaskoto (a) Big 19 cepnHa 2020
poky; cnoHcop - Eni Nlinni eHg Komnawi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis



18. BKMO4YeHHs AoAaTKOBUX Micub MpPOBeAeHHA K/iHIYHOro BuUNpPoOOyBaHHA; 306inblueHHA
3an/jlaHOBaHOI Ki/IbKOCTi NaLUieHTIB A1 BKAIOYEHHSA Y K/iHIYHe BUNpoGyBaHHA B YKpaiHi: 3 41 ao 130
ocio; AHKeTa «3arajibHe BpaXeHHA nauieHTa npo 3MmiHy (PGIC)», Bepcis 1.0 Big 26 kBiTHA 2021
pociiicbkoo MOBOIO; AHKeTa «3arasibHa OLjiHKa nauieHToM cTyneHs TshxkocTi (PGIS)», Bepcis 1.0 Big, 26
KBiTHA 2021, pocilicbKkoto MOBOI; BnaHk «BigknukaHHsa chopmu iHhopmoBaHOi 3roau», Bepcis Big 08
KBiTHA 2021 yKpaiHCbKOIO, POCil/iCbKOIO Ta aHrNifiCbKOK0 MOBaMM 0 NPOTOKOJY KAIHIYHOTO BUNPOBYBaHHS
«BigkpnTe baratoLeHTpoBe paHA4oMi30BaHe JocimpKeHHs 3-i ha3m nepLloi NiHii Tepanii eHkopadeHioom 3
LLeTYKCUMAGOM Y NoeaHaHHiI 3 XimioTepanieto abo 6e3 Hel B NOPIBHAHHI 3i CTAHAAPTHUM JlikyBaHHSAM 3 BBiHOHO
cha3oro Ans ouiHKM 6€e3NeYHOCTi 3aCTOCYBaHHA eHkopadeHiby Ta LeTykcumaoy 3 XimioTepanieto y nauieHTiB i3
MeTacTaTU4YHMM KONOPEKTa/TbHUM pakoM i3 myTauieto BRAF V600E», kog gocnigpkeHHs C4221015, nonpaBka
3 go npoTtokony BiA 24 nwotoro 2021 poky; cnoHcop - MNMdaizep IHK., CLUA

3asBHuK - MNdpainzep IHk., CLUA

Ne MM.1.B. BigNoBigaIbHOro AOC/iAHMKA

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1 O.M.H., npod). KpmxaHicbka A.€.

KomyHanbHe HekomepuiiHe nignprueMcTBo «lpukapnaTCbkmil KNiHIYHUIA OHKOMOTIYHWIA LLeHTp IBaHo-
®paHkiBCbKOi 061acHoi pagu», XipypriuHe BiggineHHs Neol, |BaHO-®PpaHKIBCbKWI HaLiOHas/bHUIA
MeNYHUIA YHiBEpCUTET, kadheapa OHKOOrIT, M. IBaHO-®PpaHKiBCbK

2 O.M.H., npod. BoHpapeHko .M.

KomyHasibHe HekomepuiiiHe MignpueMcTBo «Micbka KniHidHa nikapHA Ned» [HINPOBCLKOT MiCbKOT
paau, XimioTepaneBTUYHE BiAAI/IEHHA 3 IEHHUM CTalioHapoMm, M. IHInpo

3 K.M.H. Pucnaesa [.E.

JlikyBaNbHO-AiarHOCTUYHNIA LEHTP TOBapuCTBa 3 OOMEXEHOW BignoBigasibHICTIO «Megikc-pei
IHTepHewHn Mpyn» JlikapHsa i3painbCcbkoi oHKonorii «LISOD», BigfineHHa KIHIYHMX Ta HayKoBUX
pocnimpkeHb, c. MNaoTtn, OByXiBCbKUIA p-H, KniBcbka 0611.

19. Bpowypa gocnigHuka gocnigKyBaHoro nikapcbkoro 3aco6y AHicpponymao (MEDI-546), BugaHHsA
12 Big 02 cepnHsa 2020 poKy aHriicbKo MOBOIO; Bpoliypa gocnigHuka [ocifKyBaHOro slikapcbKoro
3acoby AHichponymat (MEDI-546), BupaHHsa 13 Big 22 6epe3HA 2021 poKy aHriicbKoo MOBOLO; 3MiHa
BiAnoBiganbLHOro AocnigHuka Ta HasBU Micusl NpoBeAeHHA K/iHIYHOro BUNPOOYBaHHA; 3MiHa
KOHTaKTHUX gaHux CnoHcopa A0 NPOTOKONY KIiHIYHOro BUNpobyBaHHS «baratoueHTpoBe, paH4oMi30BaHe,
noagiiHe cnine, naauebo-KOHTPO/IbOBaHE pPO3LIMpPEHe [OCAIMKEHHS a3n 3, 3 BUMBYEHHSA TpuBasOi
6e3neyHoCTi Ta NnepeHoCUMOCTi aHihponymMmaoy y A0pPOC/NX MaLieHTIB 3 CUCTEMHUM YepPBOHUM BOBYaKoOM B
aKkTUBHIN hasi», koa gocnigpkeHHs D3461C00009, sepcisa 3.0 Big 10 cepnHa 2017 p.; cnoHcop - AstraZeneca
AB, LWBeuis

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

BYNO CTANNO

A.M.H. Pekanos A.I'. K.M.H.PuHgina H.T.

KomyHanbHa yctaHoBa «3arnopisbka o6sacHa | KomyHanbHe HeKkoMepUiliHe nignpuemMcTeo
KMiHiYHa nikapHA» 3anopi3bkoi o6nacHoi paawn, | «3anopidbka obnacHa kiiHiyHa nikapHa» 3anopisbkoi
BiaAiNneHHs peBMaronoril 3 LeHTpoM | obnacHoi paau, BigAineHHA KAiHiYHOT iMyHONOTiil,
iMyHOGionoriyHoi Tepanii, M. 3anopixxs peBmaTonoril 3 LeHTpOM ximioTepanii,
M. 3anopixxs

BYNO CTANO
HalimeHyBaHHA topuanyHoi  ocobw/ T1. |. B. | HalimeHyBaHHS topugmnyHoi ocobu/ M. |. B. duianyHoi
thisnuHoOi ocobun: AstraZeneca AB, LLseu,is; ocobu: AstraZeneca AB, LUselis;
M. I. B. KoHTakTHOI oco6u: Clive Stringer; M. I. B. KOHTaKTHOI ocobu: Joanne Betts;
Micue3HaxoMKeHHs  lopuanYHOI  ocobu/micue | MicuesHaxoKeHHs OpPULNYHOT ocobu/micue

NpoXuBaHHA isnyHoi ocobu: Milstein Building, | npoxusaHHsa isnyHoi ocobu: 18, Forskargatan, 151
Cambridge, CB21 6GH, United Kingdom | 85 Sdédertdlje, Sweden (Micue3HaxomKeHHSA

(MicL.e3HaxoMKeHHsT KOHTaKTHOT 0cobn); KOHTaKTHOI 0cobn);

KoHTakTHui1 TenedioH: +44 (0) 7785 515 687, KoHTakTHWUi1 TenedooH: +46 73 367 70 12;
Afnpeca eneKkTpoHHOT NOLUTHU: Afnpeca eneKkTpoHHOT NOLUTHU:
clive.stringer@astrazeneca.com Joanne.Betts@astrazeneca.com




20. 3any4yeHHs [,0[ATKOBOro Micus NpoBeAeHHs KAiHIYHOro BUNPoOGyBaHHA [0 MPOTOKO/Y K/iHIYHOrO
pocnipkeHHa «baraToueHTpoBe, paHAoMi3oBaHe, Bigkpute pocnimkeHHa 1l pa3n nopiBHAHHA Tepanii
npenapatom CennepkartiHié 3 Tepanielo npenapatamMyv Ha OCHOBI MOXIGHUX NAATUHW B MNOEAHAHHI 3
nemeTpekcegom B abo 6e3 kombiHauii 3 npuiiomMoM nemb6posisymaba B AKOCTI MepLuol AiHii NikyBaHHSA
NOLUMPEHOro Y/ MeTacTasytuoro HegpibHOKNITUHHOIO paky NereHi 3 HasBHICTIO ribpuaHoro reHa RET», ko
pocnipkeHHs J2G-MC-JZJC, Bepcis 3 iHkopnoposaHoto nonpaskoto (d) Big 18 nuctonaga 2020 poky; CNoHCop
- Eni Ninni enp Komnawi, CLA / Eli Lilly and Company, USA

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KIiHIYHOrO BUNPO6yBaHHS

1 K.M.H. TpyxiH [.B.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «OpOecbkuii 06/1acHWUIA  OHKOJOFIYHWIA  AncrnaHcep»
Opecbkoi 06M1acHOi paau», CTauioHap [AEHHOro nepebyBaHHs AMCNAHCEPHO-MOAMIKAIHIYHOMO
BigAineHHs, m. Ogeca

21. BkOYEHHA A0AATKOBUX MiCLib NPOBeAEHHA KiHIYHOro BUNPOGYBaHHA [0 NPOTOKONY K/iHIYHOrO
pocnipkeHHsa «baraToueHTpoBe, paHAoMi3oBaHe, MOABiHe chnine, nnauebo KOHTPOSIbOBaHE KAiHiYHE
pocnipkeHHs 3b chasun Ans ouiHkM edpeKTUBHOCTI Ta 6e3ne4HOCTi NpU3HaYeHoro nigWwkipHo rycenbKymaoy y
nawuieHTiB 3 aKTUBHMM McopiaTUYHUM apTpUTOM, SKi paHie MaiuM He[oCTaTHI Bignosigb Ta/abo
HernepeHoCMMICTb NiKyBaHHA OAHWM 3 iHriGITOPIB hakTopy HEKPOo3y NyxJMH anbiax», Ko AOCNiIKEeHHS
CNTO1959PSA3005, Big 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTVKA HB», Benbrist

3asaBHUK - «<AHCCEH ®APMALEBTUKA HB», Benbris

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micL NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1. O.M.H., npod. ApemeHko O.b.

KomyHanibHe HekoMepuiiHe nianpruemcTBo «KuiBCbka MiCbka KiiHiYHA nikapHs Ne3» BMKOHaABYOro
opraHy KWIBCbKOT MicbKoi paan (KWIBCbKOT MICbKOI AepXaBHOI aaMiHicTpauil), KapgionoriyHe
BiAAINEHHS 3 NanaTol iHTEHCUBHOI Tepanii, B T.4. 3 fAbkkamu iHhapKTHOro Ta peBMaTosIorivYHOro
npocpinto, HauioHanbHWiA MmeagnyHnin yHiBepcuTeT iMeHi O.0. Boromornbus, kaceapa BHYTPILLHLOT
MeauumHm Ne3, M. Kuis

2. K.M.H. TkauyeHko M.B.

KomyHasnbHe nignpuemcTtBo «lontaBcbka o06s1acHa KniHidHa nikapHa iM. M.B.CknidpocoBcbkoro
MontaBcbkoi o6nacHoi pagw», O6nacHuii NikyBanbHO-4iarHOCTUYHUIA PEBMATOMONYHNA LIEHTP,
MonTaBCbkMl AepXaBHUI MeauyHWi yHiBepcuTeT, kadegpa ciMeiHol MeguumHu i Tepanii,
M. Montasa

3. A.M.H., npodp. Pekanos A.T.

MeanyHnin LeHTp ToBapucTBa 3 0OMEXEHOH BiAnoBigasibHICTI0O «CydacHa K/iHika», /iKkyBaslbHO-
AIarHOCTUYHWIA Nigpo34ia, M. 3anopixks

4. nikap Kynuk A.B.

KomyHasibHe HekomepuiiHe nignpremMcTBO «Yepkacbka o6sacHa siikapHa Yepkacbkoi 06s1acHol
pagun», KapAiopeBMaTtosoriyHe BigaineHHsi, M. Yepkacu

5. K.M.H. ¥pcon H.B.

KomyHanbHe HekomepujiiHe MignpueMCTBO «XMesfbHMLbKa 061acHa ikapHsa» XMeNbHULbKOT
061acHOi paau, peBMaTooriyHe BiagineHHs, M. XMebHULbKWNIA

22. OHoBneHui po3gin [locbe pocnigkKyBaHOro Jiikapcbkoro 3acoby 3iooTeHTaH: Po3gin «P.8
CrabinbHicTb MOTOBOroO slikapcbKkoro 3aco6y», Big 12 nunHa 2021 poky, Ansa YkpaiHu; NMoaoBXeHHs
TepMiHy NpuAaaTHOCTI AOCNiIMAKYBaHOro nikapcbKoro 3aco6y 3i60TeHTaH A0 18 MicsAuiB 40 NPOTOKO/Y
KiHiYHOrO BMNpoGyBaHHA «BaratoueHTpoBe, paHAOMi30BaHe, NoABiiHe chine, nnaue60-KOHTPONboBaHe
JocnimpkeHHa pasu 2b, Wo NpoBoANTLCA B NapasiesibHUX rpynax 3 MeTo BU3HAYEHHS Aiana3oHy 403, OLiHKN
edpekTBHOCTI, 6e3neyHocTi Ta nepeHocumocTi 3i6oTeHTaHy i Janarnidpo3vHy y nauieHTiB 3 XPOHIYHO
XBOPO6OK HMPOK 3 OLHIOBAHOK LUBUAKICTIO K1y6o4ukoBOi (hinbTpadil (olUK®) Big 20 mn/xs/1,73 M2 go 60
M/xB/1,73 M2», Kop pocnigpxkeHHs D4325C00001, sepcisa 1.0 Big 14 BepecHs 2020 poky; CroHcop -
«AcTtpa3eHeka Ab», LLBeuis / AstraZeneca AB, Sweden

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

23. Jopatok Ne2 Big uepBHAa 2021 p. o 6powypu gocnigHuka ansa anektuHioy (RO5424802), sepcia 11
Big BepecHs 2020 p. 40 NPOTOKOAMIB KNiHIYHMX AdocnigxeHb «PaHaomizoBaHe, baraToueHTpoBe, (hasum 3,



BiAKpUTE  [OOCNIMKEHHA @NeKTUHIOY Y MOPIBHAHHI i3  KPM3OTMHIGOM nNpW  JlikyBaHHI  NOLUMPEHOrO
HeAPiGHOKNITUHHOTO paky f1iereHb, NO3UTUBHOIO A0 KiHAa3W aHan/ acTUYHOT NiMoMu, 3 NPUBOAY KO0 paHille
He NpoBoAMIOCA NiKyBaHHSA», KO4 focnimkeHHs BO28984, sepcia 6 Big 04 nuctonaga 2019 p.; «BigkpuTe,
paHaomizoBaHe gocnigxeHHa I da3n ana ouiHku eekTMBHOCTI Ta 6e3neku anekTUHiGy B SKOCTI
a/'toBaHTHOI Tepanii B NOPIBHAHHI 3 8/, 10BAHTHOIO XiMioTepanieto npenaparaMmy Ha OCHOBI NNATUHWU Y NaLieHTIB
3 HEepApiGHOKTITMHHMM pakom siereHb ctagii 1B (nyxavHun = 4 cm) - [lIA, no3suTMBHMM LWO[0 KiHA3M
aHannacTuyHoi niMmomMK, 3 NMOBHOK pPe3eKUie Nyx/IMHU», Koa gocnimpkeHHs B0O40336, sepcia 6 Big 10
6epesHsa 2021p.; cnoHcop - «P. XodcpmaHH-/1a Pow /ta» (F. Hoffmann-La Roche Ltd), LWseiuapis
3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pol YKpaiHa»

24. 3miHa Ha3BM Ta MiCLUA NpoBeAEeHHA K/iHIYHOro BUNPOOYBaHHA B YKpaiHi A0 NPOTOKONY KAiHIYHOrO
pocnigxeHHsa «PaHgomisoBaHe, BigkpuTe gocnigpkeHHs 11l dhasn gns ouiHku nepionepawiiiHoro 3acTocyBaHHs
eHcopTymaby BeAOTUHY Yy KOMOGiHauii 3 nemoponisymaoom (MK-3475) nopiBHAHO 3 Heoan'tOBAHTHOM
Tepanieto reMuMTabiHoM Ta UWUCMIATUHOM Y YYyacHMKIB 3 M'AA30BO-iHBA3MBHUM pakoM CEYOBOro Mixypa,
npuaaTHux Ana nikysaHHa uymucnnatuHom (KEYNOTE-B15 / EV-304)», kog, pocnigxeHHs MK-3475-B15, 3
iHkopnoposaHoto nonpaskoto 01 Big 14 TpasHA 2021 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», AodipHe
nignpuemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

BYNO CTANO

O.M.H., npodp. Ctyck B.IM. A.M.H., npodp. Ctyck B.IM.

KomyHasibHe nignpuemcTBo «/[HinponeTpoBcbka | KOMyHasibHe  nignpuemcTBo  «[HIMponeTpoBChka

obnacHa KniHiyHa nikapHa M. LI.MeuHukoBa» | o6nacHa KiHiYHA nikapHA  iM.  |L.l.Me4yHukoBa»

[HinponeTpoBCbKOI 06/1acHOI paan», BiaAineHHs | AHINpONeTPOBCbKOT 06M1acHOi pagu», BigdiNeHHs

yponorii Ne2 (oHkon0riyHe), M. HINpo yponorii  Ne2  (oHKonoriyHe),  [AHINpPOBCbKWMii
OepXaBHUIA MeguMUYHWUIT YHiBepcuTeT, Kadeppa
yponorii, M. IHiNpo

25. 3any4yeHHs [0[ATKOBOro Micus NpoBeAeHHs KAiHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y K/iHIYHOrO
AocnipkeHHs «PaHgomizoBaHe, noAgiliHe-chine, 3 niauebo Ta akTMBHMM KOHTPOJIEM JliKyBaHHS AOCAIIKEHHS
2b pa3n ecbektmBHOCTI Ta 6e3neyHocTi MK-8189 y naLieHTiB 3 roctpum eni3ofom LWKn30dpeHii», Kog
pocnipkeHHs MK-8189-008, 3 iHkopnopoBaHoto nonpaskoto 02 Big 24 nuctonaga 2020 poky; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgovipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

No MN.1.6. BigNoBiga/IbHOro AOCNiAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | 4.M.H. Mopo3 C.M.
KomyHasibHe nignprMemcTBo «/[HiNponeTpoBcbka o6sacHa KhiHiyHa nikapHs iM. |1, MeyHukoBa»
[HinponeTpoBCcbkOi 061acHOi pagn», 06NaCHUA LEHTP MCMXOCOMAaTUYHMX po3fnadiB Ha 6asi
NCUXOHEBPO/IONYHOro BigaineHHs, M. HINpo

26. 3anyyeHHA [O[ATKOBUMX MiCUb NPOBefieHHA KMIHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOro
pocnipkeHHsa «MikHapogHe, paHAoMi3oBaHe, MoABiliHe crine, nnaueb0-KOHTPOsIbOBaHE [AOCAIMKEHHA 3
METOK OLiHKM BM/IMBY LMKNOCWUIIKATY LUPKOHIO HATPil0 Ha CepueBO-CYAUHHI Hacnigku, nos’a3aHi 3
apuTMIEl0 B Y4YacCHWKIB 3 peLuavBYHOUO rinepKaieMieto, fKi 3HaxoAATbCA Ha XPOHIYHOMY remofianisi
(DIALIZE-Outcomes)», kof pocnimkeHHs D9487C00001, sepcis 1.0 Big 13 ciuHa 2021 poky; CrnoHcop -
AstraZeneca, AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No MN.1.B. BignosiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Mopos T.I.

O6nacHe KOMyHas/lbHE HeKOMepUiiHe nignpueMcTBO «YepHiBelbka 06/s1acHa KiiHiYHA JliKapHS»,
nigpo3ain ambynaropHoro gianisy, M. YepHisui

2. | nikap ranywak O.B.

KomyHasibHe nignpuemMcTBO «[HinponeTpoBcbka ob6aacHa KiiHiYHa nikapHsa iM. 1. MedHukoBa»
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[HinponeTpoBCcbKOT 06/1acHOT paau, BiadineHHs gianisy (XpoHiYHOro remogianisy Ta ambynaTtopHoro
Aianisy), JHINpoBCbKWiIA aepXaBHWIA MeaMYHWA yHIBepcuTeT, kKadeapa ypororii, M. JHiNpo

27. JICcT-NOSICHEHHA [0 NPOTOKOJY KNiHiyHOro Bunpo6yBaHHA MK-3475-811 (Protocol Clarification
Letter — MK-3475 Protocol 811), Big 27 nunHAa 2021 poky, aHrailicbkoio mMoBolo; IHhopmauia Ta
[OKYMeHT npo iHpopMoBaHy 3rogy ANA nauieHTa, Bepcis 07 Big 02 cepnHA 2021 poky, Ans YKpaiHu,
YKpaiHCbKOI MOBO10; IH(hopMaLis Ta AOKYMEHT npo iHhopMmoBaHy 3roay Ans nauieHTa, Bepcis 07 Big,
02 cepnHAa 2021 poky, Ans YKpaiHu, pocCilicbKotlo MOBOIO; 3MiHa Ha3BW Ta MiCLIAA NPOBEAEHHS K/TiHIYHOTO
BUNpPoOOyBaHHSA; 3MiHa BignoBigasibHOro p[ocnigHUKa Yy Micli npoBefeHHs BUMPOOYBaHHA [0
NPOTOKONY KAiHIYHOro BMNpPOOYyBaHHA «PaHgomizoBaHe, Il dhasu, noAgiitHe cnine AocnigkeHHs KoMOGiHaLil
TpacTy3ymaby, ximioTepanii Ta nemo6posisymady y NOpiBHAHHI 3 KOMbiHaLi€lo TpacTy3yMaoy, ximioTepanii Ta
nnauebo sk Tepanii nepwoi AiHii y nayieHtiB 3 HER2-NO3UTVBHOK MeTacTaTUYHOK afeHOKapLMHOMOK
WyHKY abo LwayHKoBO-cTpaBoxigHoro 3'egHaHHA (KEYNOTE 811)», kog pocnipxkeHHs MK-3475-811, 3
iHKopnoposaHoto norpaskoto 07 Big 24 yepsHA 2021 poky; cnoHcop - «Mepk LWapn EHg Joym Kopn.», AoYipHE
nignpmemcTeo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

BYNO CTANIO
O.M.H., npod. BoHpapeHko .M. O.M.H., npod. BoHpapeHko .M.
KomyHanbHwuii 3aknag «[HinponeTposcbka Micbka | KOMyHasibHe HekomepuiiiHe nignpuemctBo «Micbka
GaratonpoqisibHa  KiHiYHA  JliKapHSA Ned» | kniHiYHa nikapHs Ned» [HINPOBCLKOT MiCbKOT paaw,
[HinponeTpoBCbKOi 06M1acHOi pagun, BiagineHHs | ximioTepaneBTUUYHE  BigAINIEHHA 3 AEHHUM
XimioTepanit, AepxaBHui 3aknap, | crayioHapom, JHinpoBCcbKuii LepXXaBHUM
«[JHinponeTpoBCbka MeguyHa aKkagemif | meguuHuii yHiBepcuTeT, kadpegpa OHKOMOrii Ta
MiHicTepcTBa OXOpPOHM 340pPOB’A  YKpaiHM», | MeanyHoi pagionorii, M. AHINpo
Kachegpa OHKonorii i MeauMyHol  pagionorii,
M. [HiNpo

BYNO CTAJIO
A-M.H. KonecHik 0.0. K.M.H. OctaneHko 10.B.
HauioHanbHuin  iHCTUTYT  paky, Big4ieHHs | HauioHanbHMiA iHCTUTYT paky, BigAiNeHHs
MasIOiHBa3MBHOI  Ta  eHAOCKOMIYHOT  Xipyprii, | Ma/IOiHBa3MBHOI  Ta  €HAOCKOMIYHOT  Xipypril,
iHTEpPBEHLAHOT pagionorii, M. Knis iHTEepPBEHLIHOT pagionorii, M. Kuis

28. bpouwypa gocnigHuka yonitykcumaoy, Bepcia 10.0 Big 19 nunHA 2021 poKy, aHIMiliCbKOKO MOBOIO
[0 NPOTOKONY KiHIYHOro BUNpobyBaHHA «BigKpuTe NogoBXeHe A0CNIMKEHHST YONiTYKCMMaoy Yy nauieHTiB i3
peunanBHUM PO3CISIHUM CKIepo3om», Kog, gocnigxkeHHs TG1101-RMS303, Bepcis 2.2 Big 29 uepBHA 2020
poKy; cnoHcop - Tikm TepanbtloTuke, IHK., CLUA (TG Therapeutics, Inc., USA)

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnosiganbHICTIo «OCT YKPAIHA»

29. Nuct nauieHTy «BiTaemo», Bepcis 1 Bif, 23 6epe3Ha 2021 poKy YKpPaiHCbKOI0 MOBOO; JIUCT NauieHTy
«JlackaBo npocumo», Bepcia 1 Big 23 G6epe3Ha 2021 poky pocilicbkoo MoBoto; JlucT-nogsaka Ans
nauieHTa, Bepcia 1 Bif, 23 6epesHs 2021 poKy yKpaiHCbKOIO MOBOIO; JTIUCT-noAsaka Ans nauieHTa, Bepcia
1 Big 23 Gepe3HA 2021 poKy pociiicbkolo MOBOIO; MOCIGHUK i3 Bi3UTIB i 0GCTEXEHb, NepeaGayeHnX
pocnipkeHHaM, Bepcia 2 Big 23 6epe3HA 2021 poKy YKpaiHCbKOK MOBOW; MOCiGHMK i3 Bi3uTIB i
06CcTeXeHb, NepeaGavyeHuxX focnimKeHHAM, Bepcifa 2 Big, 23 6epe3Ha 2021 poKy poCiiiCbKO0 MOBOIO;
Kaptka — Bi3ut go nikaps, Bepcia 1 Big 23 6epe3Ha 2021 ykpaiHCbKOIO MOBOIO; KapTka — Bisut go
nikaps, Bepcia 1 Big 23 6epe3HA 2021 pocificbkolo MOBOI; Byknet gnAa nauieHta, Bepcia 1 Big 23
GepesHA 2021 poKy yKpaiHCbKOI MOBOI; BykneTt AnAa nauieHta, Bepcia 1 Big 23 6epe3Ha 2021 poky
pociiicbkolo mMoBoto; IHhopMauiliHa Gpowypa Ans nauieHTa, Bepcia 1 Big 23 6epe3Hsa 2021 poky
YKpaiHCbKOK MOBOLO; IH(hopmauiiiHa Gpowypa ana nauieHTa, Bepcia 1 Big 23 6epe3Ha 2021 poky
pociiicbkoto MmoBo1o; JIUCT nauieHTy 3 6a3n gaHux, Bepcis 1 Big 23 6epe3HA 2021 poky yKpaiHCbKOIO
MOBOIO; JIuCT nauieHTy 3 6a3u pgaHux, Bepcisa 1 Big 23 Gepe3HA 2021 poKy POCIiCbKOKO MOBOIO;
IHhopMmauiiHa 6polwypa npo gocnimpkeHHs, Bepcia 1 Big 23 6epe3Hs 2021 poKy YKpaiHCbKOIO MOBOIO;
IHchopmauiiiHa Gpolwypa Npo gocnimKeHHs, Bepcia 1 Big 23 6epe3Hs 2021 poky pPOCiiiCbKOIO MOBOIO;
NucT po poguua um pgpyra nauieHta gocnimKeHHs, Bepcisa 1 Big 23 6epe3HA 2021 poKy yKpaiHCbKOLO
MOBOIO; JluCT [0 popuya uu gpyra nauieHta gocnigkeHHs, Bepcia 1 Big 23 6epe3HA 2021 poky
pocilicbkolo MOBOI0; IHCTPYKLiA WOoAO0 npoueaypu oTpMMaHHsA iHhopmMoBaHOiI 3rogu, Bepcis 1 Big 23
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6epe3Hsa 2021 poKy YKpaiHCbKOK MOBOR; IHCTPYKLUiA WoA0 npoueaypyu oTPUMaHHA iHhopmoBaHOI
3roam, Bepcia 1 Big 23 6epe3Ha 2021 poky pociiicbkoo MoBo; Mpuknag aHiMOBaHOro cueHapilo
OTPUMaHHA 3roAu nauieHTa Ha K/iHiuHe AOCNifKEeHHA aHINiACbKOI0 MOBOI; AHIMOBaHMII cueHapiii
OTPMMaHHA 3roAu nauieHTa Ha KAiHiYHe pocnipkeHHs, Bepcia 2 Big 23 6epe3Hs 2021 poky
YKpaiHCbKOI0 MOBOIO; AHIMOBaHUI CUeHapiii OTPUMaHHA 3rogu nauieHTa Ha KjiHidHe focnigKeHHs,
Bepcis 2 Big 23 6epesHA 2021 poky pocilicbkoto MoBoo; OHoBNeHa Bpolypa gocnigHuka 3 npenapary
RO7490677 (PRM-151; Recombinant Human Pentraxin-2) , Bepcif 14 Big uepBHs 2021 p., aHrnificbKoto
MOBOI0;3MiHa HaliMeHyBaHHA 3afABHUKA B YkpaiHi 3 TOB «KOBAHC KNIHIKAN AEBE/IONMEHT
YKPAIHA» Ha TOB «/IABKOPM KAMIHIKAZT AEBEJIONMEHT YKPAIHA» [0 NpOTOKOMY KAiHIYHOTO
OOCnNimKeHHs1 «BiakpuTe AocnimpkeHHs nNpoAoBXeHHs dhasn Il ans ouiHku A0BroTpmBanol 6e3neyYHoCTi Ta
edhektmBHOCTI npenapaty PRM-151 y naujieHTiB 3 igionaTuyHuMm nereHesum qoidbposom (I/1d)», kopg,
pocnipkeHHss WA42294, sepcida 2 Big 17 nuctonaga 2020 poky; cnoHcop - «®. XodmarH-/1a Pow Ta» [F.
Hoffmann-La Roche Ltd.], LLBeiiuapis

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

30. Bpowypa pocnigHuka AnAa [OCAIAXYBaHOro nikapcbkoro sacooy "ComartporoH", Bepcia 1.0
(Pfizer), Big 08 nunHsa 2021 (VV-TMF-199277), aHrniiicbkolo MOBOI; 3MiHa Ha3BM MicLil NPOBEAEHHA
KNiHIYHOrO BUNPOOGYBaHHA [0 NPOTOKO/Y KIIHIYHOMO AOCAIMKEHHA «JocnigkeHHs 6e3neku Ta MNoLyK
ONTUMAanbHOI 403U, MPU BUKOPUCTAHHI Pi3HUX A030BUX piBHIB MOD-4023 B MOpPIBHAHHI 3i CTaHOAPTHOO
LLloAeHHOLO Tepanieto p-nl3 y npenybepTaTHux Aitel 3 AediunuToM ropMoHy 3poCTy», KoA AocnigxeHHs CP-4-
004, lMonpaBka Ne9 go npotokony, VV-TMF-53886, Bepcis 1.0, Big 12-x0BTHS-2017; crnoHcop - OPKO
Biologics Ltd., (OINKO bionoaxwkc Jita), 13painb

3asBHUK - Akuenbciops JITa., YropuimHa

BYNo CTANO
npod., uneH-kop HAMHY Apsies M.J1. npod., uneH-kop HAMHY Apsies M.J1.
KomyHanbHa yctaHoBa «Opgecbka oGnacHa | KomyHasibHe  HeKoMepuiiiHe RNigNpPUEMCTBO
antava KNiHiYHa  nikapHA», BiagineHHs | «Opgecbka o6Gs1acHa AUTAYA KiiHIYHA NiKapHA»
Hedponorii 3 €HAOKPUHHUMU nixkamuy, | OgecbKoi o6nacHoi pagu, BigaineHHs
OpecbKuin HauioHanbHwuiA MeAUYHUiA | Hedpposorii 3 EHOAOKPUHHUMM  NbKKamu,
yHiBepcuTerT, Kadegpa negiatpii Nel, | OpecbKuii HauioHanbHwui MeAUYHUIA
HeoHaTosorii Ta 6ioeTukn, M. Ogeca YHiBepcuTer, Kacpeppa nepaiatpii Nel,
HeoHaToorii Ta 6ioeTukn, m. Ogeca

31. BK/1lOUYEHHA A0AATKOBOro Micus NMPOBEeAEHHSA K/1iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO
pocnimpkeHHs «PaHgomizoBaHe, noAgiiHe cnine, 6aratoueHTpoBe asu Il gocnimkeHHs 3acTocyBaHHS
aresonisymady (aHTu-PD-L1 aHTuUTINO) npoTtm nnauebo sk aa’toBaHTHOI Tepanii y nauieHTiB 3 M'SI30BO-
iHBA3MBHUM pakOM CEe4YoBOro Mixypa BMCOKOrO PU3NKY 3 HasBHOK LuMpkynowdow AOHK nyxavHu nicns
LMCTEKTOMII», Kog aocnimkeHHst BO42843, sepcis 3 Big 08 6epesHsi 2021 p.; cnoHcop - ®.XoddmaHH-/1s Pow
Ntp, Weeiiuapia

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNnoBiAas/IbHICTIO «PoL YKpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3Ba Micus npoBefeHH: K/1iHIYHOro BUNPo6yBaHHSA

1. | A-M.H., npoch. CTychb B.I.
KomyHasibHe nignpuemMcTBo «[HiNnponeTpoBcbka ob6siacHa KniHiYHa nikapHa iM. .1, MeyHukoBa»
[HinponeTpoBcbKoi 06sacHoi pagu», BiadineHHs yposorii Ne2 (oHkonoriyHe), [HinpoBcbKuii
JepXaBHWil Men4YHWiA yHiBepcuTeT, kaddeapa yposorii, M. [IHinpo

32. bpouypa gocnigHuka Somatrogon (MOD-4023, CTP Modified hGH), Bepcisa 1.0 (Pfizer) Big uepBHsa
2021 (MOD-4023 | CP-4-004 CP-4-006 CP-4-009 OLE | MOD-4023 Somatrogon Investigator's Brochure
08Jul2021 VV-TMF-199277 | Version 1.0 dated 13 Jul 2021) g0 NpOTOKOAY KAIHIYHOTO BMNPOBYBAaHHS
«BigkpnuTe paHaomizoBaHe OaraToueHTpoBe AOoC/impKeHHs ha3m 3, TpuBanicTio 12 MicAuiB, 3 OLHKM
edheKTMBHOCTI Ta 6€3Ne4YHOCTi 3acTocyBaHHA npenapaty MOD-4023 oguH pas Ha TMXAEHb, Y NOPIBHSIHHI 3
LLloAEHHOK Tepanieto FeHoTponiHOM®, Yy AiTeil y npenybepTtaTHOMY Bili 3 AediLUUTOM FOPMOHY POCTY», KOA
pocnipkeHHs CP-4-006, Monpaeka 2 Big 06 TpaBHA 2018; crnoHcop - OMNKO Baionomxikc Mta. (OPKO
Biologics Ltd.), I13painb

3asBHUK - TOB «KLIP YkpaiHa»
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33. llogeHHUK AOTPUMAHHA peXxumy AochifKyBaHoro npenaparty, sepcis 1.0 Big 28 TpaBHsa 2021p.,
YKpaiHCbKOI0 MOBOI0; LLIoAeHHUK AOTPUMaHHA peXumMmy nikyBaHHA B paMKax AOCNiAKEHHSA, pefaKuis
1.0 Big 28 TpaBHA 2021p., pociiicbkolo MOBO; CKpiHWOTU AogaTKy pochimkeHHA ACT16877 Ha
MoGinbHuii npucTpiii (IRB Screens), Bepcis Big 02 cepnHsa 2021 pokKy, yKpaiHCbKOIO MOBO0; CKpiHLLIOTH
popaatky pocnimkeHHAa ACT16877 Ha moGinbHuii npucTpiii (IRB Screens), Bepcis Big 02 cepnHAa 2021
POKY, POCIACbKOI0O MOBOI [0 NPOTOKO/Y KIIHIYHOrO BMNpobyBaHHA «PaHgomizoBaHe, noAgiliHe chine,
nnaueb0o-KOHTPONIbOBaHE [OCMIMKEHHSA d)asn 2 ANd OuiHkM edpeKkTUBHOCTI Ta 6e3nekm SAR441344,
MOHOK/IOH&/IbHOIO aHTuTiNa Ao aHtaroHicta CD40L, y nauieHTiB 3 peunamByroynM PO3CIAHUM CK/IEPO30M»,
koA gocnimpkeHHss ACT16877, 3 nonpaskoto 01, Bepcia 1 Big 20 TpaBHs 2021 poky; cnoHcop - sanofi-aventis
recherche & developpement, France (CaHodi-ABeHTIC peluepLul e gesenonmad, ®paHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

34. IHTepakTBHUI «[MOCIGHMK ANA nauieHTa», Bepcia 1.0 Big 23.07.2021p. yKpalHCbLKOK MOBOIO;
BykneT «lociGHUK ansa naudieHTa», Bepcia 1.0 Big 22.07.2021p. ykpaiHCbKOO MOBOI; ENneKTpoHHuMiA
LWOAEHHMK: 3BIiT 3 eKpaHy. HaBuanibHUii MOAy /b i3 KOPUCTYBaHHA NOPTAaTUBHUM MPUCTPOEM, BepcCis
1.00 Big 17 rpypHa 2020p. yKpaiHCbKOIO Ta aHIMilCbKO0 MoBamu; ENEeKTPOHHMI WOAEHHUK: 3BIT 3
eKpaHy. IHCTpyKLii Ta onuTyBasibHUKK, Bepcia 1.00 Big 19 nunHA 2021p. yKpaiHCbKOK Ta aHINiliCbKOLO
MoBamu; CTUcnnii NOCIGHMK AnA nauieHTiB. NMopTaTtuBHWUIA NpUCTpIii, Bepcia 1 Big 23 nunHa 2021p.
YKPaiHCbKOI0 MOBOIO; ENEKTPOHHMI LWOAEeHHUK: 3BIiT 3 eKpaHy. HaBuasbHe Bifeo ANA yyacHUKIB
(HeoGoB’A3k0oBe), Bepcia 1.00 Big 16 TpaBHA 2021p. YKPAiHCbKOK Ta AaHrNiACbKO MOBaMMu;
ENeKTPOHHUI WOAEHHUK: 3BIiT 3 eKpaHy. LLloAgeHHUK BUNOPOXHEHb KUlieyHuKa, Bepcia 1.00 Big 19
nmnHA 2021p. yKpaiHCBLKO Ta aHrNilicbKo MoBamMu; ENeKTPOHHMIA WOAEHHUK: 3BIT 3 eKpaHy. AHKeTa
cTaHy 3gopoB’s EQ-5D-5L, Bepcis 1.00 Big 19 nunHa 2021p. yKpaiHCLKOK Ta aHrAilicbko MoOBamMu;
ENnekTpOHHWIT WOAEHHUK: 3BIiT 3 eKpaHy. BeuipHiii wopeHHuk, Bepcia 1.00 Big 19 nunHa 2021p.
YKPaiHCbKOIO Ta aHIrNiiCbKO0 MoBaMu; ENeKTpoHHWIA WoaeHHWK: 3BIT 3 ekpaHy. FACIT LUkana BToMu
(BapiaHT 4), Bepcifa 1.00 Big 19 nunHa 2021p. yKpaiHCbLKOIO Ta aHINiNCbKOK MoBaMu; ENeKTpOHHUIA
WOAEHHMK: 3BIiT 3 eKpaHy. IHCTPyKuii [0 caMOCTIAHOro 3anoOBHEHHA aHKeTW Mo 3anajlbHOMY
3axBOpPIOBaHHIO KuweyHuka IBDQ, Bepcia 1.00 Big 19 nunHa 2021p. yKpPaiHCbKOK Ta aHr/iliCbKoKo
MoBamu; EneKkTpoHHMIA WoAeHHNK: 3BIT 3 eKkpaHy. HaragyBaHHsA «AstraZeneca D5271C00001 Reminder
Icon eCOA Handheld Screenshots», Bepcis 1.00 Big 19 nunHa 2021p. yKpaiHCLKOIO Ta aHr/1iiCbKO
MoBamu; ENeKTpoHHUIA WOAEHHMK: 3BIT 3 eKpaHy. 3araJibHe BpaXeHHs nauieHTa WwoAo 3MiHM oro
cTtaHy — XBopo6a KpoHa, Bepcis 1.00 Big 19 nunHa 2021p. yKpaiHCbLKOKO Ta aHriNCbKOO MOBamu;
ENeKTPOHHUI WOAEHHUK: 3BIiT 3 eKpaHy. 3ara/ibHe BpaXeHHS MaljieHTa WoA0 TAXKOCTI CMMNTOMIB —
XBopo6a KpoHa, Bepcia 1.00 Big 19 nunHa 2021p. YKpPaAiHCbLKOKO Ta aHrAiiCbKOW MoOBamu;
EneKTpoHHUIA WOAEHHUK: 3BIT 3 eKkpaHy. Bawe 3g40poB’s Ta camonouyTtsa SF-36v2, Bepcia 1.00 Big, 19
NvnHA 2021p. yKpaiHCbKOIO Ta aHMNilicbKO0 MoBaMM [0 MPOTOKO/TY KAIHIYHOMO AOCAIMKEHHS «52-TWXHEBE,
GaraToLeHTpoBe, paHAOMi30BaHe, NoAgiiiHe crine, nauebo Ta akTUBHO-KOHTPO/IbOBaHe AOC/iAKEHHS, dhasm
2b/3 B napanensHux rpynax iz 6esnepepBHUM nepexofom M dpaszamu, A1 OUiHKM eddeKTUBHOCTI Ta 6e3neku
Bpa3sukymaby y nauieHTiB 3 xBopo6oto KpoHa Bif cepefHboro A0 BaXKoro ctyneHs aktmsHocTi (INTREPID
Lead-In)», kog gocnigpkeHHs D5271C00001 (MonepepHin kog 3150-301-008), nonpaska 4, Bepcisa 5.0 Big 24
ntotoro 2021 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

35. Bpouwypa gocnigHuka Kctanpgi (Xtandi, EH3anytamipg, ezalutamide), BugaHHa 12.2 Big 24 uepBHA
2021 poKy, aHrNiACbKOK MOBOIO; YKpaiHa, MK-3475-641, IHchopmauisa Ta AOKYMEHT npo iHthopmMmoBaHy
3roay Ana nauieHTta, Bepcia 1.02 Big 10 cepnHs 2021 p., yKpaiHCbKOIO Ta pocCiiicbKOl0 MOBaMu [0
MPOTOKO/ly  KAiHIYHOro  gocnimpkeHHs «PaHgomizoBaHe, noggiiiHe cnine  gocnigkeHus 1l doasm
nem6ponisymady (MK-3475) y kombiHauil 3 eH3anyTamigom MOPIBHAHO 3 eH3anyTamigom 3 nnaue6o y
YyYaCHMKIB 3 MeTacTaTMYHUM KacTpaLliliHO- pe3UCTEHTHUM pakoMm nepeaMixyposoi 3ano3n (mCRPC)
(KEYNOTE-641)», kog pocnigpkeHHsa MK-3475-641, 3 iHkopnoposaHoto nonpaskoto 05 Big 14 TpasHa 2021
POKy; crnioHcop - «Mepk LWapn eHp Joym Kopn.», godipHe nignpuemctso «Mepk eHg Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

36. 30iNbLIEHHA 3an/1aHOBaHOI KiJIbKOCTi AOCAiAKyBaHUX A1 BK/OUEHHS Y K/liHiYHe BUNPOGyBaHHA B
YkpaiHi i3 50 go 60; JonaBaHHA BO41843, KepiBHULTBO ANnA nauieHTa, Bepcia 1.0, Big 23 ntotoro 2021
POKY YKpaiHCbKOIO Ta POCIACbKOIO MOBaMu [0 MPOTOKO/Y K/iHIYHOTO AOCAiMKEHHS «PaHAoMi3oBaHe
no/BiiiHe cnine naauebo-KOHTPO/IbOBaHe GaraToLeHTpoBe AOoCNimKeHHs dhas3u Il Ans ouiHKM edeKTUBHOCTI
Ta 6e3nevHocti GDC-9545 y komGiHauii 3 nandoumkniboMm MNOPIBHAHO 3 KOMOIHALEW feTpo3oy Ta
Nanbouukniby y nauieHTiB 3 eCcTporeH-peLenTop-no3nTneHnuM, HER2-HeraTMBHMM MiCLEBOMOLLUMPEHMM YK
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MeTacTaTU4YHMM PakoM MOJIOYHOI 3an03u», Kog AocnigxeHHs B0O41843, Bepcia 2 Big 08 nwtoro 2021 p.;
cnoHcop - d®.XoddpmaHH-/a Pow /114, LBeliyapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

37. OHOB/EHI poO3AinnM AOCLE [OCNIAKYBAHOIO NMiKapcbKoro 3aco6y heHe6pyTUHIO (S.2.2, S.2.3, S.2.4,
S.2.6,S.3.2,S.4.1,S.4.2,5S.4.3,S.4.4,5.45,5.5,S.7.1,S.7.3, P.3.1, P.5.2, P.5.3, P.8.1, P.8.3) Ta reHepuuHe
nnaue60 go cpeHeGpyTUHIOY (P.3.1, P.8.1, P.8.3) Big nunHAa 2021 p. 10 NPOTOKOY K/TIHIYHOMO AOCAIAKEHHS
«BAFATOLIEHTPOBE PAHAOMI30BAHE NOABIMHE CAINE AOCNIAXEHHA ®A3U 11l Y MAPANENbHNX
rPYNAX 3 NOABIMHUM KOHTPOJIEM M/ALEBO ONA OLIHKUM E®EKTUBHOCTI TA BE3MNEYHOCTI
®EHEBPYTUHIBY TMOPIBHAHO 3 OKPENI3BYMABOM Y AOPOC/NX NAUIEHTIB 3 MNMEPBUHHUM
MPOIrPECYHOUMM PO3CIAHVM CKNTIEPO30M», kog aocnimpkeHHss GN41791, sepcis 3 Big 09 BepecHst 2020
p.; cnoHcop - ®.XogcpmaHH-/1a Pow /114, LBeliyapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BiNoBiAa/IbHICTIO «PoL YKpaiHa»

38. bpowypa pAocnigHuKa, pA[OCAiAKYyBaHOro nikapcbkoro 3aco6y PRN1008/ SAR444671 -
Pun3a6pyTuHi6, BugaHHa 12 Big 14 uepBHA 2021 poKy, aHrNificbKOl0 MOBOK; YTOUHEHHS Ha3BU
pocnipxyBaHoro nikapcbkoro 3acooy PRN1008 (pun3a6pyTuHi6), y 3B’A3KY 3 AoAaBaHHAM OHOBJIEHOT
Ha3Bun SAR444671 o nNpOTOKOY KAIHIYHOIO AOCNimKeHHS «PaHgomizoBaHe, MoABiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe, GaraToLEHTPOBE AOCAIMKEHHS O/1S1 OLHKN e(eKTUBHOCTI Ta 6e3Me4YHOCTi nepopasibHOro
iHri6iTopa Tpo3unHkiHasn bpyToHa (TKB) — Pun3a6pyTtuHioa (PRN1008) ans nikyBaHHsi nemcirycy nomipHoro
Ta TSHKKOro CTyneHHsi», kog gocnipkeHHss PRN1008-012, sepcia 06 Big 06 TpaBHa 2021 poky; CMOHCOp -
Principia Biopharma Inc., CLLA

3adaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

39. bpouwypa gocnigHuka gna Pantoprazole (PF-05208751), Bepcis 4.0 Big uepBHA 2021 poky; ®opma
iHhopMOBaHOI 3roan Ha yyacTb Y HayKOBOMY AOC/i/KEeHHi Ana 6aTbKiB», Bepcia 3.0 Big 09 cepnHsA
2021 poKy, YKpaiHCbKOIO Ta POCICbKOK MOBaMW [0 MPOTOKO/TY K/HIYHOrO BMNPOOyBaHHS «Bigkpute
GaraTtoueHTpoBe AOC/IMKEHHS 3 OLiHK/ (hapMaKOKIHETMKM O4MHOYHNX Ta 6aratopa3oBux BHYTPILUHbOBEHHMX
[03 naHTonpasony y ABOX BIKOBUX KOropTax rocnitaniaoBaHux negiatpyuyHnx nauieHTis Big 1 Ao 16 pokis, Lo
€ KaHanmaaTamu 4051 KNC/I0TOCYNPEeCUBHOT Tepanii», kog gocnimpkeHHs B1791089, 3 nonpaBkowo 3, Bepcis Ans
YKpainu Big 16 ciuHa 2020 poky; cnoHcop - «®aiizep IHK.», CLUA / Pfizer Inc., USA

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

40. IHchopmaLiiiHMiA NMCTOK NnaujieHTa i popma iHhopmoBaHoi 3roan ana YkpaiHu, Bepcia 4.1 Big 30
nunHA 2021 poKy YKpaiHCbKOK Ta POCIICbKOK MOBamMu [0 MPOTOKO/Y KAIHIYHOTO BUNPOGYBaHHS
«baraToueHTpoBe, paHAOMi30BaHe, NoABiiHe crine, nnauebo-KoOHTPoNboBaHe AOCAiMKEHHA a3m 2b y
napanenbHuX rpynax ans ouiHk1 e(pekTMBHOCTI, 6e3NeYHOCTi Ta NepeHOCUMOCTI LieHepumoay y nauieHTiB i3
CVUCTEMHMM YepBOHMM BoBYakom (CYB) Big NOMIPHOro A0 BMCOKOIO CTYMEHsS! akTUBHOCTI», KOZ, AOCNIAKEHHS
ID-064A202, chiHanbHa Bepcia 4 Big 02 rpyaHa 2020 poky; crnioHcop - ldorsia Pharmaceuticals Ltd /lgopcis
dapwmacsbtoTikans J1g, Wseliyapis

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

41. MK8835-059_nepeknag TEKCTOBOro cynpoBoAy AO BifeoposiMky Ans nauieHTa, YKpaiHCbKOLo
MOBOIO A5 YKpaiHu, Bepcis «Patient Video Script_Ukrainian-UA»; MK8835-059 nepeknag TeKCTOBOro
cynpoBojy [0 BifieoposivKy AN nauieHTa, pocilicbkolo MOBOIO Ans YKpaiHu, Bepcia «Patient Video
Script_Russian-UA»; MK8835-059_Bigeoponuk Ans nauieHTIB, YKPAIHCLKOIO MOBOIO ANA YKpaiHu,
Bepcia «MSD_MK8835-059 Vertis Pediatric Patient Video_V1_ Ukrainian-UA.mp4»; MK8835-
059_Bigeoponvk ans nayieHTiB, POCiicbKOKO MOBOIO AJisi YKpaiHu, Bepcia «MSD_MK8835-059_Vertis
Pediatric Patient Video_V1_ Russian-UA.mp4»; MK-8835-059 ETukeTku ANA XypHany peecTpauii
BMICTY I/7110KO3U B KPOBi — iHTeHcuddikawia (Mmmonb/n), Bepcis 1 Big 19 6epesHsa 2021 p., ana YKpainum,
YKpaiHCbKOo MoBO10; MK-8835-059 ETUKETKU AN1A1 XXypPHa/ly peecTpaulii BMICTY [/1l0KO3M B KPOBi —
iHTeHcudpikauia (mMmonb/n), Bepcia 1 Big 19 G6epe3sHa 2021 p., Ana YKpaiHu, pocCilicbKoo MOBOIO [0
NPOTOKONY KIHIYHOTO AocnigxeHHs «baraTtoueHTpoBe, noABiMHE cnine, paHAoMi3oBaHe, nnauebo-
KOHTpO/IbOBaHe KiiHiuHe pocnimpkeHHs |l ha3m ansa ouiHkm 6e3nekn Ta edbekTnBHOCTI EpTyrnicnosiny
(MK-8835/PF-04971729) y nitei, Bikom Bif 10 40 17 pOKiB BK/IHOYHO, XBOPUX Ha LYKPOBWiA AiabeT 2 Tuny», K4
pocnipkeHHa MK-8835-059, 3 iHkopnoposaHoto nonpaskoto 01 Big 11 yepsHsA 2020 poky; cnoHcop - «Mepk
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Wapn EHg OoyMm Kopn.», godipHe nignpuemctso «Mepk EHZ Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

42. 36inblUEHHA KiNbKOCTI NaWieHTIB, AKi NPMAMATUMYTb YUYacTb Y KNiHIYUHOMY AOC/ifKEHHI B YKpaiHi 3
162 po 166 oci6; 3miHa HaliMeHyBaHHS 3asBHUKa B YKpaiHi 3 TOB «<KOBAHC K/NIHIKAN BEBENMOMNMEHT
YKPAIHA» Ha TOB «J/IABKOPM KANIHIKAZT AEBEJIONMEHT YKPAIHA» [0 NpOTOKO/Y KAiHIYHOTO
pocnimpkeHHs «loggiiHe cnine, paHAoOMi30BaHe MOAOBXEHe AOCMIMKEHHSA AN OUIHKA [A0BroCTPOKOBOT
edheKTMBHOCTI | 6e3MeyHOCTi NpenapaTy MiH3aronikc y nauieHTok 3 60/1eM, NOB’A3aHUM 3 €HA0METPIO30M>,
Koa gocnimkeHHs 19-OBE2109-006, Bepcis 2.0 Big 25 cepnHsi 2020 p.; cnoHcop - O6¢cEBa CA (ObsEva S.A)),
LLiBeiiyapis

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiaanbHICTIO «/TABKOPI K/NIHIKAT AEBE/IONMMEHT YKPAIHA»

43. 3miHa BignosiganbHOro gocnigHuka y Micui nposefeHHs1 BUNPOOYBaHHA [0 NPOTOKOJTY KMiHIYHOTO
pocnipkeHHs  «PaHgomizoBaHe nogpiliHe cnine  gocnigkeHHa  |ll ha3n, nopiBHAHHA  kOMOGiHaL,i
nemoponisymMady Ta ininimymaby 3 KombiHauiero nemoéponisymaby Ta nnauebo y paHile HesikoBaHux
nawieHTiB 3 MeTacTaTuyHUM HeApPiGHOKNITUHHUM pakoM fereHb 4 ctagii 3 PD-L1-no3uTtuBHUMY nyxavHamu
(TPS > 50%)(KEYNOTE-598)», koa pocnimpkeHHa MK-3475-598, 3 iHkopnopoBaHoto nonpaskoto 06 Big 11
rpygHs 2020 poky; crnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemcteo«Mepk EHA, Ko., [HK.»
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

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

BYNO CTANIO
A-M.H. KonecHik 0.0. K.M.H. OcTtaneHko HO.B.
HauioHanbHWii  IHCTUTYT  paky, BigaineHHs | HauioHanbHWiA IHCTUTYT paky, BigAiNeHHsI
MasioiHBa3MBHOI Ta  €HAOCKONiYHOI  Xipyprii, | ManoiHBasnMBHOI  Ta  €HAOCKOMIYHOT  Xipypril,
iHTepBEHLiAHOI paaionorii, M. Knis iHTepBEHLINHOI pagionorii, M. Knis

44. OHoBneHa Bpolwypa fJocnigHuka, nepopasibHuii cemarnytug, npoekt NN9924, niaéeT 2-ro Tuny,
BMAaHHA 13, ciHanbHa Bepcia 1.0 Big 12 nunHa 2021 poky, aHraiicbkoio Moot (Investigator's
Brochure Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 13; Final version 1.0; dated 12
July 2021) [0 NPOTOKONIB KIHIYHUX [OCNIMLKEHD: «JOCNIAXEHHS BNIMBY ceMarnyTuay Ha cepLeBO-CYANHHI
YCKNaJHEeHHA Yy NauieHTiB 3 LyKpoBUM fiabeTom 2-ro tuny (SOUL)»., Kof pocnipkeHHsa EX9924-4473,
thinanbHa Bepcia 3.0, Big 17 nuctonaga 2020 p.; «PIONEER 11, mixperioHasibHe KniHiYHe AoCiaKeHHS ans
Kutato: EchekTmBHICTb Ta 6e3neka npuinoMy nepopasibHOro ceMarayTuay y NopiBHSAHHI 3 niauebo y nauieHTiB
3 fiabetom 2-ro Tmny, Ski NikyrTbCA BUK/IOYHO AIETO Ta isMYHUMK BpaBaMm», Kog gocnimpkeHHss NN9924-
4338, ocTtatoyHa Bepcis 4.0 Big 15 ciuHa 2019 p.; «EcekTnBHiCTb Ta 6e3neka npuitoMy nepopasibHOro
cemarnyTmay y nopiBHSAHHI 3 nnauebo y Aitei Ta nignitkie 3 LyKPOBUM AiabeToM 2-ro Tumy, siki MiKytTbCs
MeTdopMiHOM Ta/abo 6a3asibHUM IHCYNIHOM.», kog, AocnigkeHHsa NN9924-4437, chiHanbHa Bepcis 1.0 Big 20
TpaBHs 2020 poky.; cnoHcop - Novo Nordisk A/S, Denmark

3asBHUK - TOB «HoBo Hopgaick YkpaiHa»

45. BK/11OYEeHHA [00aTKOBOro Micusl NpoBeieHHs1 BUNPOGYBaHHA [0 NPOTOKO/1Y KNiHIYHOro JOCNIAXEHHSA
«PRESERVE 1: ®asza 3, paHgomi3oBaHe, NoABiliHe chine AOC/iAKEHHS TPWUAAUMKIOY Yy MOPIBHSAHHI 3
nnaue6o y nauieHTiB, Ak OTPMMYIOTb Tepanito i3 3acTocyBaHHAM FOLFOXIRI/6eBaun3ymady ons sikyBaHHA
MeTacTaTUYHOro KOJIOPEKTA/ILHOrO paky», Ko aocnigpkeHHsa G1T28-207, sepcisa 2.0 Big 11 ciuHa 2021 poky;
cnoHcop - G1 Therapeutics, Inc., United States

3anBHuK - MignpremcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KiHIYHOTro BUNPOGYBaHHSA

1 | K.M.H. Tono6opogpko O.0.

KoMyHaslbHEe HeKOMepLiiiHe NigNPUEMCTBO «3anopi3bkuii pPerioHaIbHWii NPOTUMYX/IMHHUIA LEHTP>»
3anopisbkoi  obnacHoi paan, OHKOXiMioTepaneBTMUHE BiA4INEHHA 3  AEHHUM cTauioHapoMm,
M. 3anopixoks
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46. TAK-935-3001 dopma iH(hopmoBaHOi 3roau Aornsigada ans AOPOC/IOro nauieHTa Ha yyactb Yy
[ocnifKeHHi anAa YKpaiHu, aHrniiicbkoro MoBoto, Bepcisa 1.1 Big 29 nunHAa 2021 p.; TAK-935-3001
dopma iHpopMoOBaHOT 3roan gornspaya ons AOPOC/IOro nauieHTa Ha yyacTb Y AOCAIfKeHHI ansa
YKpaiHu, yKpaiHCbKOI MOBOIO, Bepcis 1.1 Big 29 nunHa 2021 p.; TAK-935-3001 ®opma iHthopmoBaHOi
3rogu pgornsigada Al 4OPOC/IOro MauieHTa Ha yyacTb Y AOCAiMKeHHI AnA YKpaiHu, pocCiificbKoo
MoBoOto, Bepcia 1.1 Big 29 nunHa 2021 p.; 3pas3ok iHopmauii, WO O6yae BuAaaHa NauieHTY Ha
enekTpoHHoMy Hocii eCOA «EQ-5D-5L PDA version, AHkeTa cTaHy 3po0poB’sa», [lepeknapg Ha
YKpaiHCbKy MOBY AJ1s YKpaiHu, Bepcisa 1.00 Big 23 uepBHsa 2021p.; 3pa3ok iHhopMaldii, Wwo 6yae BugaHa
nauieHTy Ha eneKTPOHHOMY Hocii eCOA «EQ-5D-5L PDA version, OnuTyBa/ibHUK NPO CTaH 3[,0POB’s»,
Bepcifa pociiicbkoto MOBOIO ans YKpaiHu, Bepcia 1.00 Big 23 uepBHA 2021p.; 3pa3ok iHchopmadii, wo
Oype BupaHa nauieHTYy Ha enekTpoHHoMy Hocii eCOA «C-SSRS BwuxigHi paHi agiteidlBig6ip»,
YKpaiHCbKOL0 MOBOLO, Bepcia 1.00 Big 27 nunHAa 2021p.; 3pa3okK iHopmaluil, wo oyae BugaHa nawieHTy
Ha efieKTPOHHOMY Hocii eCOA «OuiHKa BUXiAHOro CTaHy/CKPUHIHI AiTeldi 3a wWKaiow C-SSRS»,
pociilicbkoto moBoto, Bepcis 1.00 Big 15 uepsHsa 2021p.; 3pa3ok iHthopMmalLii, o 6yae BugaHa nauieHTy
Ha enekTpoHHOMy Hocii eCOA «C-SSRS [liteit 3 MOMEHTY OCTaHHbOTO Bi3UTY», YKPAIHCbKOIO MOBOIO,
Bepcia 1.00 Big 27 nunHAa 2021p.; 3pa3ok iHhopMmauil, Wwo oyae BuAaHa NauieHTy Ha eJIEKTPOHHOMY
Hocii eCOA «OuiHKa 3a WKano C-SSRS 3 MOMEHTY OCTaHHbOTO Bi3UTY AUTUHU», POCIliICbKOIO MOBOIO,
Bepcia 1.00 Big 15 uepBHA 2021p.; 3pa3ok iHhopmauii, Wo 6yae BuaaHa NawiceHTY Ha efIeKTPOHHOMY
Hocii eCOA «HaB4YasibHUiA MOAYJIb i3 KOPUCTYBAHHA NOPTATUBHUM MPUCTPOEM», YKPATHCHKOKO MOBOLO,
Bepcia 1.00 Big 17 rpygHAa 2020p.; 3pa3okK iHhopMmaduii, wo 6yae BugaHa nayieHTy Ha eNeKTPOHHOMY
Hocii eCOA «HaBuYanbHUiA Mogynb MO PoGOTi 3 NOPTATUBHUM MPUCTPOEM», POCIVICbKOIO MOBOIO,
Bepcia 1.00 Big 11 rpyaHa 2020p.; 3pa3ok iHopmadii, wo 6yae BugaHa nayieHTy Ha efIeKTPOHHOMY
Hocii eCOA «OnNUTyBaJIbHUK O[O0 AKOCTI XUTTA: OLiHKa iHBanign3ayii», yKpaiHCbKOI0 MOBOLO, Bepcis
1.00 Big 04 cepnHAa 2021p.; 3pa3ok iHchopmauil, wo 6yae BMAaHa NauieHTy Ha efIeKTPOHHOMY HOCII
eCOA «OnUTyBa/IbHUK AJ151 OLiHKU SIKOCTI XXUTTA NpU 0OMeXeHHi fie3[aTHOCTi», PpoCiliCbKOlo MOBOIO,
Bepcia 1.00 Big 27 nunHAa 2021p.; 3pas3ok iHhopMmauil, Wo 6yae BuAaHa NaUi€eHTY Ha e/IEKTPOHHOMY
Hocil eCOA «OnutyBasibHUK CareGl-l gns 3acTtocyBaHHA Micnsi BUXIAHOrO PiBHA», YKPAIHCbLKO
MoBotlo, Bepcia 1.00 Big 04 cepnHa 2021p.; 3pasok iHcopmauii, Wwo O6yae BugaHa NauieHTY Ha
eneKTpoHHOMY Hocil eCOA «OuiHKa 3a wkaioto CareGl-l nicns BUXigHOro piBHA, pOCiiCbKOI0 MOBOIO»,
Bepcia 1.00 Big 27 nunHa 2021p.; 3pa3oK iHopmauii, wo 6yae BuaaHa nauieHTy Ha e/IeKTPOHHOMY
Hocii eCOA «llkana CGI-l woao iHTEHCUBHOCTI Ta TPUBAJIOCTI eninenTUYHUX HanaAis nicns BUXigHOro
pPiBHA», yKpaiHCbKOIO MOBOIO, Bepcif 1.00 Big 04 cepnHsa 2021p.; 3pa3okK iHhopmauii, wo 6yae BugaHa
nauieHTy Ha eNIeKTPOHHOMY Hocii eCOA «OuiHKa IHTEHCUBHOCTI i TpMBaNoCTi CyAOMHOro Hanaay nicns
BUXigHOro piBHA 3a wWkanotw CGl-I», pocilicbkolo MoBoto, Bepcia 1.00 Big 27 nunHAa 2021p.; 3pas3ok
iHchopmauil, wo Gyae BugaHa nayieHTy Ha efieKTPOHHOMY Hocii eCOA «lHchopmauis npo 3acToCcyBaHHA
npenapary npu Bi3uTi B KNiHiKy», YKpaiHCbKOIO MOBOt0, Bepcia 1.00 Big 04 cepnHa 2021p.; 3pa3ok
iHpopmauii, wo Gyae BugaHa NauieHTY Ha efeKTPOHHOMY Hocii eCOA «lHcdhopmauis npo npuiiom
npenapariB B X0 Bi3UTiB B paMKax K/liHIYHOro focnifgKeHHs», pocilficbKkolo MoBolo, Bepcis 1.00 Big, 27
nunHsa 2021p.; 3pasok iHopMmadii, Wwo 6yae BuAaHa NaLlieHTY Ha efleKTPOHHOMY Hocii eCOA «Takeda
TAK-935-3001 Reminder Icon eCOA Handheld Screenshots», ykpaiHCbKOI0 MOBOIO, Bepcia 1.00 Big 04
cepnHAa 2021p.; 3pasok iHopmadii, Wwo 6yae BugaHa nauieHTy Ha enleKTpoHHoMy Hocii eCOA «Takeda
TAK-935-3001 Reminder Icon eCOA Handheld Screenshots», pociiicbkolo moBoto, Bepcis 1.00 Big, 27
nnnHa 2021p.; 3pasok iHchopmauii, Wwo Oyae BupaHa MauieHTy Ha efleKTPOHHOMY Hocii eCOA
«lUlopeHHUK peecTpauil 3acToCyBaHHSl Nnpenapartis HeBiAKNaAHOI Tepanii», YKpPaiHCbKOK MOBOIO,
Bepcia 1.00 Big 04 cepnHsa 2021p.; 3pa3okK iHthopmauil, Wo oyae BugaHa nayieHTy Ha eNeKTPOHHOMY
Hocii eCOA «LLoaeHHUK npuilomy npenaparTiB HEBIAKMAaAHOI Tepanii», pocilicbkolo MoOBoOto, Bepcis 1.00
Big 27 nunHAa 2021p.; 3pa3ok iHhopmauii, Wo oyae BupaHa nayieHTy Ha efIeKTPOHHOMY Hocii eCOA
«LlLloaeHHUK eninenTUYHUX HanagiB», yKpaiHCbKOK MOBOIO, Bepcia 1.00 Big 04 cepnHAa 2021p.; 3pa3ok
iHpopMmauii, Wwo O6yae BuAaHa nauieHTy Ha enekTpoHHoMy Hocil eCOA «LloAeHHUK cypoMHUX
HanagiB», pocilicbKoto MoBoto, Bepcis 1.00 Big 27 nunusa 2021p.; 3pasok iHhopmauii, Wwo oyae BugaHa
nauieHTy Ha efnneKTpoHHomy Hocii eCOA «llogeHHUMK peecTpauil 3acTOCyBaHHA AOCNiIAKYBaHOro
npenapary», yKpaiHCbKOI0 MOBO0, Bepcis 1.00 Big 04 cepnHsa 2021p.; 3pa3ok iHhopMmauii, wo oyae
BuAaHa NawieHTy Ha eNnekTpoHHOMY Hocii eCOA «LlogeHHUK npuiiomy gocnigpKyBaHOro npenapaty»,
pociiicbkolo mMoBoto, Bepcia 1.00 Big 27 nunHA 2021p. A0 NPOTOKO/Y KAIHIYHOTO AOCHIAKEHHS
«BbaraToueHTpoBe, paH4OMi30BaHe, NoABiliHe crine, nnaue60-kOHTPOIbOBaHe AOC/IAKEHHS B NapanesibHuX
rpynax g/is ouiHk1 edpekTMBHOCTI, 6e3neyHOCTi Ta nepeHocMMocTi CoTiknecTaTty B SKOCTi 4OAATKOBOI Tepanii
y nauieHTiB AUTAYOro Ta MOJIOLOrO BiKy i3 cuHgpomom [pase (CL)», kog pocnipkeHHs TAK-935-3001,
iHiluianbHa Bepcis Big 23 6epesHst 2021 poky; cnoHcop - Takega JesenonmeHT CeHTep AMepikac, IHk. (TAC
Awmepikac) (Takeda Development Center Americas, Inc.(TDC Americas))

3asiBHUK - ToBapncTBO 3 O6MexeHo BignosiganbHICTIO «KOHTpakTHO-[ocnigHnubka OpraHisauis IHHothapM-
YkpaiHa»
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47. BKNoveHHs [o[aTKOBUX Miclb NpoBeAeHHA BUNPOOGYBaHHA A0 NPOTOKOY KNiHIYHOTO AOCNIAKEHHS
«[lMoggiliHe cnine, paHAOMI30BaHe AOCAIMKEHHS Y NapasiefibHKX rpynax, Lo NpoBoAMTLCS i3 3aCTOCYBaHHAM
KBeTianiHy nNpOJIOHroBaHol Aii AK npenaparty MOPIBHAHHA, AN1A OUiHKM edeKTUMBHOCTI Ta 6e3neyHocTi
cenTopekcaHTy B 03i 20 Mr AK A04aTKOBOI Tepanii f0 NliKkyBaHHA aHTuAenpecaHTaMum B AOPOC/INX NALEHTIB i
naLieHTiB JIITHLOro BiKY 3 BEIMKUM AeNpPeCcyBHUM PO3N1agoMm i3 CUMNTOMaMu 6e3COHHSA, Y AKX Byna BigcyTHSA
ajlekBaTHa BiAnNoBiAb Ha Tepanito aHTuAaenpecaHTamu», Kof [ocnimpkeHHA 42847922MDD3005, 3
iHKoprioposBaHoto nonpaskoto 3 Bif 13 ciuHa 2021 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

No MN.1.6. BignosiganbHOro gocnigHnka
n/n Ha3Ba MicLs NpoBeAEeHHS KNiHIYHOro BUNPOoOyBaHHS
1 K.M.H. [leHncosB €.M.

KomyHasnibHe HekomepuiiHe nignpuemctBo «O6nacHa KAiHiYHA  ncuxiaTpyuyHa  nikapHs
KipoBorpaacbkoi o61acHoi pagu», NCUXOHEBPOOrNiYHE AUCNaHCEepHe BiadinieHHs, cMmT Hose,
M. KponuBHULbKWI

2 K.M.H. Bnaxesuy HO.A.

KomyHasnibHe HekomepuiiHe nignpuemctBo «KniHiyHa nikapHsa «MNCUXIATPIA» BUKOHABYOro
opraHy KuiBcbkoi MicbkoT pagy (KUIBCbKOT MICBKOT AepXaBHOT agMiHicTpaLil), LeHTp NepBUHHOTO
MCMXOTUYHOTO eni3oay Ta Cy4YacHUX MeTofiB NikyBaHHA, M. KniB

48. 36inbLUeHHs KiNbKOCTI ocnifKyBaHUX B YKpaiHi Big nonepeAHbO 3ansaHoBaHoi 3 153 Ao 175 ocib;
NOAOBXEHHA TPUBANOCTI K/iHIYHOro BUNpPoOyBaHHA B YKpaiHi Ao 31 rpyaHAa 2022 poky [0 NpOTOKOy
KMIHIYHOTO JocnigpkeHHs «PaHgomisoBaHe, noggiliHe criine, nnaueb0-kOHTpONboBaHe, GaraTtoueHTpoBe
OOC/iMKEHHS, WO NPOBOAUTLCA B MapasiefibHUX rpynax, i3 3acToCyBaHHAM (PIKCOBAHUX [03 AN OLiHKK
ehekTMBHOCTI Ta 6esneyHocTi npenapaty SEP-363856 y nauieHTiB i3 LWM30MpEHIED Yy TrOCTPOMY
NCUXOTUYHOMY €eni3ofi», koa agocnigxkeHHs SEP361-302, Bepcis 3.00 3 iHKOpNopoBaHOK CYyTTEBOK NOMNPAaBKO0
2.00 Big 26 civyHa 2021 poky; cnoHcop - «CyHoBioH ®apmackioTikanc IHK.» (Sunovion Pharmaceuticals Inc.),
CWA

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

49, IHCTpyKLUisa 3 fo3yBaHHsA, Bepcis 3.0 Big 09 uepBHsA 2021 poKy, YKpaiHCbKOI MOBOIO; KepiBHULTBO 3
[o3yBaHHs, Bepcis 3.0 Big 09 uepsHs 2021 poKy, pociiicbkor MOBOIO; [lOBiAHMK NPO KNiHiYHe HayKoBe
pocnipxkeHHs, sepcia 3.0 Big 09 yepBHA 2021poOKy, YKPAIHCLKOIO MOBOI0; KepiBHULITBO Npo KiiHi4YHe
pocnimpkeHHs, Bepcis 3.0 Big 09 uepBHA 2021 pokKy, pocilicbkolo MoBoOtO; [loBigHUK Bi3uTiB, Bepcis 3.0
Big, 09 uepBHsA 2021 poky, YKpaiHCLKOI MOBOIO; KepiBHULTBO no Bisutax, Bepcia 3.0 Big 09 uepBHA
2021 poky, pociiicbkolo mMoBot; [Mepenik 3axopiB, nepepGavyeHUX Mig Yac KOXHOFO BiI3UTY
pocnipkeHHs, Bepcia 3.0 Big 09 uepBHA 2021 poKy, YKPaiHCbKOIO MOBOIO; PekoMeHAauii woao Aiv nig,
yac KOXHOro Bi3UTy B MeXax AocigKeHHs, Bepcia 3.0 Big 09 uepBHA 2021 poKy, POCIiiCbLKOIO MOBOIO;
IHCTPYKUiA wopo AocnimkeHHs, Bepcia 4.0 Big 14 nunHa 2021 pokKy, YKPAiHCbKOKD MOBOIO;
KepiBHMUTBO wWopo AocnigxeHHA, Bepcia 4.0 Big 04 cepnHa 2021 poky, pocilicbkold MOBOK [0
MPOTOKO/TY KNiHiYHOro gocnimkeHHs «PROCLAIM: PaHgomisoBaHe, nnaLeb0-koHTPoiboBaHe, NOABIHO crine
JocnimpkeHHa 3 dpasu AN OLiHK1 pOMINAOCTUMY NPW NiKyBaHHI BUK/IMKAHOT XimioTepanieto TPOMOOLMTONEHITy
nawieHTiB, AKMM NPOBOAATL XiMioTepanito AN NiKyBaHHA HeApiGHOKNITUHHOTO paky flereHb, paky SeYHVKIB a60
paky MOJIOYHOI 3a71031», ko4 AocnimkeHHs 20170770, iHkopnopoBaHuii nonpaskoto 7 Big 08 yepsHsA 2020
POKY; CnoHcop - «AMxeH IHK.» (Amgen Inc.), CLUA

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

50. BKNOUYEeHHA A0AAaTKOBOIro Micus NpoBeAeHHA BUNPOOYBaHHA A0 NPOTOKO/Y K/IHIYHOIO AOCAIMKEHHS
«PaHgomizoBaHe, nofgiiiHe cnine, nnaueb0-KOHTPONbOBaHe 52-TMXXKHEBE [AOCMIMKEHHS ANS OUIHIOBaHHS
edheKkTMBHOCTI Ta 6e3neyYyHOCTi 3aCTOCyBaHHSA eTpaciMogy B MaUiEHTIB i3 aKTVBHUM BUPAa3KOBUM KOJITOM
NMOMIpPHOrO CTYMNeHs TSHKKOCTI», ko agocnipkeHHs APD334-210, sepcis 0.0 Big 20 nunHsa 2020 poky; CnoHCcop -
«ApeHa PapmacbloTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

3asBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNpPo6yBaHHSA

1. 3aB. Big,. MaciyHa M.O.

KomyHanbHe HekomepuiliHe MeAuuHe nignpueMCcTBO «KpemeHuyubka neplia Micbka fikapHs
iM. O.T. boraescbKoro», TepanesTuyHe BigaiieHHsa No2, M. KpemeHuyk
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51. 3miHa HaliMeHyBaHHs 3asiBHMKA B YKpaiHi 3 TOB «KOBAHC K/MIHIKAN AEBEJ/IONMMEHT YKPAIHA»
Ha TOB «JIABKOPIM KNIHIKAN AEBENOMNMEHT YKPAIHA» [0 NpPOTOKOMY K/IHIYHOTO [AO0CAiAKEHHS!
«JlocnimkeHHs hasn 3 i3 NigBULLEHHAM 403U B AiTEN i3 rinepkaslieMieto BiKOM Bif, HApPOMKEHHS A0 18 pokis ans
OLiHKM BNAMBY MiABULLEHHS 003 LUKAOCUAIKaTy LMPKOHIito HaTpito (LULH) i3 npuiiomom Tpudi Ha aoby asis
KOpUryBaHHS rinepkastiemii, a Takox A1 OUiHKM edpekTUBHOCTI Takoi X Ao3m LILIH i3 npuitomom oguH pas Ha
[06y [na nigTpYMaHHA HOPMasibHOTO PIBHIO Kaild B OPraHiaMi nauieHTiB, ski NOTpebylTb TPUBasIOro
NikyBaHHs», koA, gocnimpkeHHs D9481C00001, sepcis 5.0 Big 05 6epe3Hsa 2021pokKy; cnoHcop - AcTpa3eHeka
AB, WBeujs

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

52. 3miHa HaliMeHyBaHHsA 3asiBHMKA B YKpaiHi 3 TOB «KOBAHC K/MIHIKAN AEBE/IONMMEHT YKPAIHA»
Ha TOB «JIABKOPI KMIHIKAN AEBE/ONMEHT YKPAIHA» [0 NpPOTOKOMY K/IHIYHOTO [AOCAiMKEHHS
«PaHpomizoBaHe, noAgiliHe crine AocaigxeHHs ha3n 3 3 aKTUBHUM KOHTPO/IEM 415 OLIHKM | MiATBEPAKEHHS
He MeHLUOT edpeKkTUBHOCTI, 6e3nekun i nepeHocumocTi npenapaty Liedpenim/VNRX-5133 Hix npenapaty ans
aKTMBHOIO KOHTPO/IK0 Y AOPOCUX i3 yCKNagHEHNMU IHPEKLiAMU CeYOBUBIAHUX LUNAXIB, Y TOMY UMCAi 3 TOCTPUM
nienoHedputom», kog, nocnimkeHHs VNRX-5133-201, 3 nonpaskoto 2, Bepcia 3.0 Big 10 rpygHa 2019 poky;
crnoHcop - VenatoRx Pharmaceuticals, Inc., CLUA

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

53. KapTka naujieHTa gns eKcTpeHuX cutyauiii, Bepcisa 3.0 Big 27 nunHa 2021 p., yKpaiHCbKOK Ta
pocilicbkolo moBamu; LLlogeHHUK nauieHTa ana peectpauii npuiiomy /1M Bepcis 8.0 BUMNpaBieHHSA
noMwuoK Bif 28 uepBHA 2021 p., aHrNINCbKOK Ta yKpaiHCbKOW mMoBamu; LLlogeHHUK nauieHTa gns
peecTtpauii npuiiomy AJIMN, Bepcia 8.0 BMNpaBneHHs NOMWU/IOK Big 28 uepBHA 2021 p., pociicbKOK
MOBOIO [10 MPOTOKO/Y K/iHIYHOrO BMNPo6byBaHHA «PaHaomizoBaHe, noagiiHe cnine gocnimkeHHa 3 asu gns
BMBYEHHA ed)eKTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepudyHoMigom
(Ob6apxio®) B yyacHuUKiB 3 peLuamByouMmMmn oopmamu poscisHoro ckneposy (GEMINI 1)», ko focnifpkeHHs
EFC16033, 3 nonpaskoto 04, Bepcis 1 Big 14 kBiTHA 2021p.; cnoHcop - Genzyme Corporation, USA ([xeH3aiim
KopnopeiiwH, CLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

54. 3anpoBagkeHHA NiKapCcbKOro 3acooby, o0 BUKOPUCTOBYETLCA AAK PO3UMHHUK AN AOCNiHKYBAHOIo
nikapcbKoro 3aco6y mapsenTtakor anba (akTusoBaHuii) [npenapatr MarzAA]: CtepunbHa Boga Ans
iH €KL, PO3UYNHHMK AN1A NapeHTePasIbHOro 3acTocyBaHHs, 10 M, BUpoGHUK — "Pfizer Healthcare India
Private Limited", IHgisa; 3pa3ku eTuKeTOK (MapKyBaHHA) (ANA hnakoHy Ta KOPOOKU) ANA CTepusibHOI
BOAW ANA iH’EKUiii, PO3UMHHUK ANA NapeHTepasibHOro 3acTocyBaHHA, 10 M/, ocTaTouHa pegakuis 2.0
AN YKpaiHuv Big 04 uepsHsa 2021 p., ocTaTOUHMI Nepeknag 3 aHrNificbKoi MOBU Ha YKPaiHCbKY MOBY Bif,
30 imnHsA 2021 p. 40 NPOTOKOJTY KAIHIYHOIO gocaimpkeHHs «JocnimkeHHs I/l pasu, Wo NnpoBoANTLCS 3 METOH
BMBYEHHS (DAPMakoKiHETUYHUX | (hapMakogUHaMIiYHUX BNacTMBOCTEW, a TaKOX OLiHKM 6e3neyvyHocTi i
eheKkTMBHOCTI Map3enTakory anba (akTMBoBaHOI0) Npu JlikyBaHHI eni30ANYHUX KPOBOTEY Y NaLieHTIB 3i
CMaaKoBMMW NOPYLUEHHSIMW 3rOPTaHHA KPOBI», Kog, aocnimkeHHs MAA-202, pegakuis 3rigHoO 3 nonpaskoto 1
Big 02 ntotoro 2021 p., nokanbHa nonpaeka 1.1 40 NPOTOKONY KNiHIYHOrO BMNPO6YBaHHSA (nwwe Ans YKpaiHn)
Big 26 6epesHst 2021 p.; cnoHcop - «KeTenicT banocaieHcn3 IHkopnopeinTen» [Catalyst Biosciences, Inc.],
CLUA

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

55. KapTka nauieHTa Ans eKCTpeHux cutyauiii, Bepcia 3.0 Big 27 nunHa 2021 p., yKpaiHCbKOIO Ta
poCiicbKOl0 MOBaMuW [0 MPOTOKO/Y K/IHIYHOrO Aoc/imkeHHs «PaHpomizoBaHe, MOABiiHE chine
JocnimpkeHHs 3 dpasn ons BMBUEHHSA epekTUBHOCTI Ta 6e3neydHocTi npenapaty SAR442168 y nopiBHSHHI 3
TepudpnyHomigom (O6axio®) B yHaCHUKIB 3 peunausyroumMmm popmamm po3scisHoro ckneposy (GEMINI 2)»,
koA pocnimpkeHHs EFC16034, 3 nonpaskoi 04, Bepcia 1 Big 14 ksiTHA 2021p.; cnoHcop - Genzyme
Corporation, USA (xeH3anm KopnopeliwH, CLLUA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

56. IHchopmauia ana nagieHta Ta dpopma iHopmoBaHOT 3rogu, octatovHa pegakuia 1.1 gna YkpaiHu
Bif 06 cepnHsa 2021 p., ocTaToOUuHMIT Nepeknag 3 aHrNificbKOi MOBU Ha YKpaiHCbKY MOBY Big 13 cepnHA
2021 p., ocTaTO4HMiI Nepeknag 3 aHrNiNCcbKOi MOBU Ha pociiicbKy MoOBY Big 13 cepnHsa 2021 p.;
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IHpopmauiiiHuiA nuctok i chopma iHchopmMoBaHOT 3rogM ANA BariTHOI NapTHEPKM YyuyacHUKa
[OCNiKeHHA, ocTaTouHa peaakuia 1.1 ana YkpaiHu Big 06 cepnHA 2021 p., ocTaTOUHUIA nepeknag 3
aHrnificbKoi MOBM Ha YKpaiHCbKy MOBY Bif 16 cepnHsa 2021 p., ocTatouHuii nepeknag 3 aHrnincbKoi
MOBM Ha pocilicbKy MoBY Big 16 cepnHs 2021 p.; CKpiHIWOTU WOAEHHUKA ANA WOAEHHOI peecTpauil
cumnToMmiB (4711 3aMOBHEHHSA HA €NeKTPOHHOMY MPUCTPOI), pefakuia YKpaiHCbKOIO MOBOKO ANA
YKpaiHu Big, 27 TpaBHsa 2021 p., pedakuis pocCiiicbkolo MOBOIO A/is YKpaiHu Big, 27 TpaBHa 2021 p.;
YTOUHEHHA wWoao BupoobHuka CmaptdoHy "Apple iPhone 6S" (mogenb A1688) (eneKTpoHHWiA
onuTyBasJibHUK, WO BUKOPUCTOBYETbLCA 3 MeTOow peecTtpauii cumntomie BK nauieHTiB): Byno:
CmapTtcoH "Apple iPhone 6S" (mogenb A1688) (eNIeKTPOHHWMIA ONUTYBa/TIbHUK, WO BUKOPUCTOBYETbLCS 3
MeTolo peecTpauii cumntomiB BK nauieHTiB). Bupo6Huk: "Apple Inc.”, CLLUA; Ctano: CmaptcoH "Apple
iPhone 6S" (Mogenb A1688) (eneKTPOHHUITI ONUTYBaJIbHUK, LLLO BUKOPUCTOBYETbLCA 3 METOIO peecTpauii
cumntomiB BK nauieHTiB). BupoGHuk: "Apple Computer Trading (Shanghai) Co. Ltd.", Kutaii g0
NPOTOKONY K/IHIYHOrO BUMPOBYBaHHA «JocnimpkeHHs |l dasu 3 MeTol OUuiHKM  eddeKTUBHOCTI Ta
[OBrocTpokoBoi 6e3neyHocTi npenapaty SHR0302 gns iHAyKUiiHOT Ta nigTpUMYyoYOi Tepanii nauieHTiB i3
CepeaHbOTHKKMM | TSXKKMM MepebiroMm B1pa3koBOro KONITY B akTUBHIW dhasi», kof gocnimpkeHHs RSJ10135,
pepakuin 1.0 Big 22 6epe3Hs 2021 p.; cnoHcop - «PelictoyH Baiochapma KomnaHi Jlimitea» [Reistone
Biopharma Company Limited], Kutai

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

byno Crano
CmapmdpoH "Apple iPhone 6S" (modesnb | CmapmehoH "Apple iPhone 6S" (mModesnb A1688)
A1688) (enekmpoHHUl onumysasibHUK, WO | (e/1eKMpPOoHHUl onumysasibHUK, wo

BUKOpUCMOBYEMbLCSI 3 Memoro peecmpayii | sBukopucmosyembcsi 3 Memoro peecmpayii
cumnmomis BK nayieHmis). Bupo6Huk: | cumnmomis BK nayienmisg). Bupo6Huk: "Apple
"Apple Inc.", CLLA Computer Trading (Shanghai) Co. Ltd.", Kumalt

57. BKIOYEHHA A,0AATKOBUX MicLb MPOBeAEHHS BUNPOOYBaHHA [0 NMPOTOKONY K/IiHIYHOrO AOCNigKEeHHA
«OujiHIOBaHHA ed)eKTUBHOCTI Ta 6e3neyHocTi o4yHuX kpanesb T4030 nopiBHAHO 3 04HOL030BMM NpenapaTom
MaHdopT® y NauieHTIB i3 O4HOIO rinepTeHsiel abo rnaykomor», Koa aocnigkeHHs LT4030-301, sepcia 1.0 Big,
21 BepecHs 2020 poky; cnoHcop - Laboratoires THEA, France

3anBHuK - MignpremcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micLi NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1. A.M.H., npod. /lyueHko H.C.

KomyHanibHe HekomepujiliHe MignpueMcTBO «3aropi3bka o0b6nacHa KriHiYHa NikapHs» 3anopisbkoi
ob6nacHoi pagu, BigdineHHA MiKpoxipyprii oka, JepxaBHuUin 3aknaj «3anopisbka MeauyHa akagemis
nicnSaMnAOMHOI OCBITM MiHiCTEpCTBa OXOPOHWU 340POB'A YKpaiHu», Kadeapa O4YHUX XBOpPOO,
M. 3anopixxs

2. 4.M.H., npodp. HoBurubkuii 1.4,

MeamyHWin LEHTP TOBapUCTBa 3 06MEXEHOI BignoBiganbHicTio «lMonimes 3axig», M. JIbBiB

58. Bpoluypa gocnigHuKa AoCniAKyBaHOro slikapcbKoro 3acoo6y Ikcasomi6 (Ixazomib), BugaHHs 14 Bipg,
24 TpaBHA 2021 poKy, aHrMiNCbKOK MOBOI [0 MPOTOKOMY KNiHIYHOrO BMNPOGYyBaHHA «PaHaomizoBaHe,
nnaue60-KOHTPOIbOBaHEe, MOABIiHE criine AOoC/iMKeHHSA ha3n 3 MiATPMMYYOro sikyBaHHs IkcasomiGom
Uutpatom (MLN9708) nns nepopasibHOro 3acTOCYBaHHA Y MaLi€HTIB 3 MHOXWHHOK MIENOMOK nicns
TpaHcnIaHTauil ayTo/oriyHMX CTOBOYPOBMX K/IITWMH», KOA JocnimpkeHHs C16019, 3 nonpaskow 03 Big 28
ntotoro 2019 p.; cnoHcop - Millennium Pharmaceuticals, Inc., USA (CLLA)

3asaBHUK - ToBapncTBo 3 O6MeXeHOo BignosiganbHiCcTio «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

59. OHoBneHuii MpoTokon KniHiuHoro pocnigmkeHHA TACTI-003, Bepcia 1.2 Big 07 uepBHa 2021,
aHrnificbkord MoBOK. 3MiHa Ha3BU K/iHIYHOrO pocnimkeHHA: Byno: TACTI-003 («[Ba aKTUBHiI
iMyHOTepaneBTU4YHi 3aco06u»): BaratoueHTpoBe, BigKpuTe, paHaoMisoBaHe aocnimpkeHHs Il asm gna
OLiHKM 3aCTOCYBaHHA pO3unMHHOro 6inka LAG-3, edptunarimoay anbcpa (ecptn; IMP321), y KoMmGiHaL,ii 3
nemo6ponisymadom (aHtaroHictom PD-1) ansa Tepanii nepLuoi NiHii nauieHTiB 3 Hepe3eKkTabe/IbHOO
peungmMBHOIO a0 MeTacTaTUHHOK MJIOCKOKAITUHHOK KapuuHoMoto ronoBu Ta wwui (MKKr); Crano:
TACTI-003 («JBa aKTUBHI iMyHOTepaneBTUYHi 3aco6u»): BaratoLueHTpoBe, BigKpUTe, paH4O0Mi30OBaHe
pocnipxeHHs Il pa3m Ana oLiHKM 3aCTOCYBaHHA PO3UMHHOrO riopugHoro 6inka LAG-3, ecbtunarimogy
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anbda (ecbtn; IMP321), y KkomGiHaLil 3 nemoponisymadéom (aHTaroHictom PD-1) ans neploi NiHii
Tepanii nauieHTiB 3 HepeseKTabe/IbHOW pPeuugUBHOK aGo MeTacTaTUYHOM MJIOCKOKMITUHHOO
KapuuHomoto ronosu Ta wui (MKKrr). Jocebe aocnigxysaHoro nikapcbkoro 3acooy Eftilagimod Alpha
(IMP321) Bepcia 5.3, Big 04 uepBHA 2021 p., aHIIIACbKOW MOBOI. 3pasku MapKyBaHHS
pocnipxysaHoro npenaparty Eftilagimod alpha Ecprinarimog, anbcpa, 25 mr / mn, ykpaiHCbKOI0 MOBOIO:
Byknet ®iHanbHa Bepcia 3 Bif, 04 yepBHA 2021 poky; dnakoH 3 6ykneTtom PiHanbHa Bepcia 3 Big, 02
yepBHs 2021 poKy. 3pa3ku MapKyBaHHs gociigxyBaHoro npenaparty Pembrolizumab Mem6ponizyma6,
25 wmr | mn, ykpaiHCcbKolo moBoto: Byknetr ®iHanbHa Bepcia 3 Bifg 04 yepBHA 2021 poky; dakoH 3
o6yknetom ®iHanbHa Bepcis 3 Big 02 uepBHA 2021 poky. IHhopmauiiiHnii NIMCTOK aNnsA nadieHTa i oopma
iHcbopmoBaHoi 3rogu, Bepcia 1.1 Big 08 nunHa 2021 poky, anA YKpaiHW, HA OCHOBI MaiicTep-Bepcil
IHcbopmauiiiHoro nucTka gnsa nauieHrta i popmum iHcpopmoBaHoi 3rogu, Bepcis 1.1, Big 07 uepBHAa 2021
pPOKy, Ha ocHoBi MpoTtokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcia 1.2, Big 07 uepBHs
2021 poky, aHrNificbKoo Ta yKpaiHCbKoo MoBamMu. floaaTok o IHhopmauiiiHoro iMcTka Ans nagieHTa i
cthopmu iHpopmoBaHoi 3roau, Bepcisa 1.1 Big 08 nunHA 2021 poky, AnA YKpaiHu, HA OCHOBI MaiicTep-
Bepcii IHhopmauiiiHoro nucTka aAns nauieHTa i popmu iHpopmoBaHoi 3rogu, Bepcis 1.1, Big 07 uepBHA
2021 poky, Ha ocHoBi MpoTtokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcia 1.2, Big 07
uepBHA 2021 poKy, aHIiiICbKOIO Ta yKpaiHCbKOK MoBamMu. OnutyBasibHUK EORTC QLQ - H&NA43,
yKpalHCbKOl0O MoOBOl0. OnutyBasibHMK EORTC QLQ-C30, (version 3), YyKpaiHCLKOIO MOBOIO.
IHhopMauiliHi MaTepiasim CTOCOBHO BUNPOGYBaHHA 4/ mepgiapecypcis, Bepcisa 1.0 Big 13 nunHa 2021
POKY, YKpaiHCbKOIO MOBOIK [0 MPOTOKONY KAiHiYHOro pocnigpkeHHs «TACTI-003 («[Ba akTuBHI
iIMyHOTEpaneBTUYHI 3aC00M»): BaraToLeHTpoBe, BiAKpUTE, paHAoMi30BaHe AocnimkeHHs Il dpasn Anst OUiHKK
3aCcToCyBaHHA po3unHHoro 6Ginka LAG-3, edtunarivogy anbtha (edptn; IMP321), y KombGiHauii 3
nemobponizymabom (aHtaroHictom PD-1) agns Tepanii nepwoi AiHii nauieHTiB 3 HepesekTabenbHOoH
peunavMBHOlO abo MeTacTaTMYHOK MNJIOCKOKMITUHHOK KapuuHomolo ronosu Ta wwui  (MKKILW)», kog
pocnipkeHHa TACTI-003, Bepcia 1.1, Big 01 kBiTHA 2021; cnoHcop - Immutep S.A.S. / Immyten C.A.C.,
PpaHLis

3aaBHUK - TOB «ApeHcisa Ekcnnopatopi MegiciH», YkpaiHa

BYNO CTA/O
TACTI-003 («[Ba akmusHi imyHomeparnesmuy4Hi | TACTI-003 («[sa akmusHi iMmyHomepanesmuyYHi
3acoo6u»): BazamoyeHmpose, BiOKpume, | 3acobu»): BazamoyeHmpose, BiOKpume,
paHoomizosaHe 0ocnioxeHHs1 Il ¢hpasu 0515 | paHOOMi3oBaHe OOcC/iOXeHHsT Il ¢pa3u 0Ons
OYiHKU 3acmocyBaHHSI PO34YUHHO20 6i/Zlka | OUiHKU 3acmocyBaHHSs1 PO3YUHHO20 2i6pUdHOo20

LAG-3, epmunazimody anbgpa (epmu; IMP321),
y KOoMOGiHayii 3 nemoéponizymabom
(aHmazoHicmom PD-1) 0711 mepanii nepwori niHii
nayieHmig 3 Hepe3eKmMa6esibHOK pPeyuousHOIO
abo mMemacmamuyHOK  M/10CKOK/TIMUHHOKO
KapyuHomor 20/108U ma wui (MKKILl);

6inka LAG-3, epmunazimody anbgha (ecpmu;
IMP321), y kom6iHayii 3 nem6posnizymaéom
(aHmazoHicmom PD-1) 0ns nepwoi niHii mepanii
nayieHmis 3 Hepe3eKkmabe/ibHOIO peyuouBHOIO
abo MemacmamuyHOK  /IOCKOK/TIMUHHOO
KapyuHomor 20/108U ma wui (MKKIL).

60. OHOBNEHUII NPOTOKO KAiHIYHOro BUnpo6yBaHHA TACTI-002, Bepcisa 4.1 dyiHanbHa, Big 8 uepBHA
2021 poky, aHrniiicbkoo MoBol; OHoOBeHa Gpolulypa fAoc/igHuKa AA JliKapcbKoro 3acoby
nemo6ponisymab, Bepcia 20 Big 08 Gepe3HA 2021 poKy, aHriliCbKOlO MOBOK; OHOBNeHe AOCbLE
pocnipKyBaHOro nikapcbKoro 3aco6y edtunarimop anbda, Bepcia 5.3 Big 04 uepBHs 2021 poKy,
aHrNiicbKol MoOBOK; 3MiHa HaliMeHyBaHHA 3afABHUKA B YKpaiHi 3 TOB «KOBAHC K/IHIKAN
DEBENOMMEHT YKPAIHA» Ha TOB «/IABKOPIN KNIHIKAN AEBENOMNMEHT YKPAIHA»; OHOBeHwMii
npuKnag BTOPUHHOINO MapKyBaHHA /1A NikapCbKoro 3acoly edptinarimog anba, piHanbHa Bepcis 5
Big 22 nunHa 2021 poky; OHOBNEHWI NpUKIag BTOPUHHOIO MapKyBaHHSA A1 NMiKapCbKOro 3acooy
nemoponisymao, chiHanbHa Bepcifa 3 Big 19 nunHa 2021 poKy; OHoBAeHnii iHchopmauiliHuii NUCTOK AnA
nauieHTa Ta dpopma iHchopmoBaHOI 3roau anA YKpaiHu, Bepcia 2.0 Big 02 cepnHsa 2021 p. aHrnilicbKowo
MoBoto; OHoBneHuii iHthopmauiliHuii nucTok pgnAa nauieHTa Ta ¢hopma iHchopmoBaHoi 3rogu ansA
YKpaiHun, Bepcia 2.0 Big 02 cepnHa 2021 p., nepeknageHo Ha YKpaiHCbKy MOBY ANA YKpaiHu 05 cepnHsa
2021 p. [o npoTokony KAiHIYHOro pgocnimkeHHs «TACTI-002 (Two ACTive Immunotherapeutics):
BaraToueHTpoBe, BigkpuTe gocnimpkeHHa asn Il y nauieHTiB 3 paHille HenikoBaHUM HeonepabensHum abo
MeTacTaTU4HUM HefPiGHOKMTITUHHUM pakoM nereHi (HAP/), a6o peungusytounm PD-X pedpaktepHum HAP/,
abo peuuavByHUMM YM MeTacTaTUYHUM MIOCKOKAITUHHUM pakom ronosu Ta wui (MPrLW), aki oTpumyoTh
PO34YMHHUIA pekoMbiHaHTHWI 6inok LAG-3 edpTunarimop, anbcpa (IMP321) y kombiHauii 3 nem6ponisymabom
(aHTaroHict PD-1)», kon pocnigpxeHHa TACTI-002, sepcis 3.1.1 diHanbHa, Big 11 6epe3Hsa 2021 poky;
crnoHcop - Immutep S.A.S., ®paHuis

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

| BYNO | CTANO |
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TOB «KOBAHC KNIHIKAN AEBENOMNMEHT | TOB «J/IABKOPM KNIHIKANT AEBE/NOMMEHT
YKPAIHA» YKPAIHA»

61. OHOBJ/IEHMIA NPOTOKOJ1 KAiHIYHOrO BUNpo6yBaHHA MK-3475-426, 3 iHKOpnopoBaHOoI0 nonpaskoto 20
Bif 13 nunHA 2021 poKy, aHrNiNCbKOK MOBOK A0 NPOTOKO/Y KAIHIYHOro AOCAimpKeHHs «PaHAoMi30BaHe,
Bigkpute gocnimkeHHsa Il a3 gna ouiHkm ediekTMBHOCTI Ta 6e3nekn nemoponisymady (MK-3475) B
KOMOiHaL,i 3 aKCiTiHiGOM B NMOPIBHAHHI 3 MOHOTEpPANIE CYHITIHIOOM K NiKyBaHHA NepLoi NiHii y nawieHTiB 3
JNIOKa/1IbHO MPOrpecyoyoro abo MeTacTasyuok CBIT/IOKNITUHHOW kapumHoMoro HUpKN (KEYNOTE-426)», kop,
pocnipkeHHs MK-3475-426, 3 iHkopriopoBaHot nonpaskoto 18 Big 02 rpyaHa 2020 poky; cnoHcop - "Mepk
LWapn Exg Joym Kopn.", goyipHe nignpuemctso"Mepk EHA Ko.,IHK." (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc.), CLLA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

62. OHOBneHWii nNpoTtokon khiHiuHoro BunpoGyBaHHA LCKHIGPTIPK, Bepcia Ne3 Big 01.06.2021;
IHguBigyanoHa peecTpauiiiHa chopma, Bepcis Ne3 Big 01.06.2021; IHchopmauis gna 3[0poBOro
po6poBonbusa. Popma iHPOpMOBaHOI 3roau 340pOBOro A06poBoObLUA, Bepcia Ne3 Big 01.06.2021
YKpaiHCbKOIO Ta pociiicbKoto MoBamu; KopoTkuii Buknag amicty (cuHoncuc) npotokony LCKH/IGPTIPK,
Bepcis Ne3 Big 01.06.2021; NMoaoBXeHHs1 TPUBAIOCTI NPOBEAEHHS KNIHIYHOro BUNPOOYBaHHA B YKpaiHi
Ao 31 rpypgHa 2022 p.; 36iNblEeHHs 3anaaHOBaHOI KiNbKOCTI AocAifkKyBaHUX Al BKAIOYEHHS Y
BUNPOGYBaHHA B YKpaiHi 3 22 o 44 oci6 [0 NpOTOKO/TYy KNiHIYHOro BUNpoOyBaHHA «KniHiYHE [OCTiIKEHHS
hapmakokiHeTKKM, 6e3nekn i nepeHocumocTi npenapaTy FinepTpun, po3uvH pnsa iH'ekuin 5 mr/mn,
BUpoGHMUTBa MpAT «Jlekxim-XapkiB» 3a ydacTio HBO «®apmaTpoH», Yy 340p0BUX A06GPOBO/SIbLIB», KOA
pocnipkeHHs LCKHIGPTIPK, Bepcia Ne 2 Big 12.02.2021; cnoHcop - NpvBaTHe akuioHepHe ToBapuCTBO
«Jlekxim-XapkiB», YkpaiHa

3aaBHUK - MNMpuBaTHe akLUioHepHe TOBApUCTBO «J1ekxim-XapkiB», YkpaiHa
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