JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne18 Big 07.10.2021,
HTP Ne35 Big 07.10.2021, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHgowmizoBaHe noggiliHe cnine nnauebo-kOHTPONbOBaHEe AOCNIMKEHHS 3 dlasM 3  BUBYEHHSA
HaBITOK/IAKCY B MOEAHAHHI 3 PYKCOIITUHIOOM MOPIBHAHO 3 PYKCONITUHIOOM Yy MauieHTIB i3 Mienodioposom
(TRANSFORM-1)», koa gocnigxeHHs M16-191, Bepcia 4.0 Big 27 TpaBHSA 2021 poky, crnoHcop - «E66BI
IHK», CLUA / AbbVie Inc., USA

®asza - Il

3aaBHUK - «<E66BI biothapmachloTikans 'm6X», LLseliuapis

Ne M.1.6. BignoBigabHOro gocnigHuka

n/n Ha3Ba MicLs NpoBeAEHHS K/iHIYHOro BUNPOBYBaHHS
1 K.M.H. Knucenbosa O.A.
MegnuHunini ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOH BifnoBigasIbHICTIO «MiKHapoaHWUiA
IHCTUTYT K/iHIYHWUX AOCNifKeHb», cTauioHapHe BigAiNeHHs, Bigain remaronorii, M. Kuis
2 K.M.H. Kyukosa O.10.
KomyHanbHe HekomepujiiHe nignpnemcTBo «O6NACHUIA LeHTP OHKOJOri», remMaTosoriyHe
BiAJiNEeHHs, M. XapkKiB
3 4.M.H. Macnsak 3.B.
[JepxaBHa ycTaHoBa «IHCTUTYT naTtonorii KpoBi Ta TpaHcysiiHOT mMeauumHu HauioHasbHOT
aKageMii MeMYHNX HayK YKpaiiux», BiadineHHs remaTonorii, M. JIbBiB
4 A.M.H. Camypa B.B.
KomyHasibHe HekomepLiiHe NigNPUEMCTBO «3anopidbka 061acHa K/liHiYHa NikapHsa» 3anopi3bkoi
061acHOl pagu, reMaToorivyHe BigAiNeHHs, M. 3anopixks

2. «baraToueHTpoBe paHaoMi30BaHe nnaueb0o-KOHTPOIbOBaHE AOC/IiAKEHHST 6araTopasoBo 3pocTatoumx 403
nepopasibHOro npoTM3ananbHOro 3acoby BTO51 y nauieHTiB i3 akTMBHUM BupaskoBuM Konitom (BK) Big,
MOMIPHOTO A0 BaXKOro CTYMeHs», koA pocnimpkeHHa BT051-1-002, sepcia 1.0 Big 04 6epesHs 2021 p. ,
crnoHcop - «bakaiHH TepanbHoTike, IHK.»/Bacainn Therapeutics, Inc., CLLUA

da3za- Ib

3asBHUK - TOB «biomanac», YkpaiHa

Ne : . .
n/ M.1.6. BignosigasbHOro AocnigHuka
n Ha3sa Micus npoBefeHHs K1iHIYHOro BUNPOGYBaHHA

1 O.M.H., npody. 3axapawl FO.M.

MeanyHWii LEeHTP TOBapucTBa 3 OOMEXEHOK BiAMNoBigasIbHICTIO «[@pMOHIS Kpacu», BigaineHHs
KNiHIYHUX BUNPOoByBaHb, M. Kuis

2 K.M.H. faueHko O.T.

KomyHasibHe HekomepuiiHe nignpuemMcTBo  «Micbka K/iHIYHa nikapHAa Ne2 imeHi  npod.
0.0. Wanimoa», XapKiBCbKOi MICbKOI paZi1, NPOKTO/IONYHE BiaaiIeHHsA, M. XapkiB

3. «baraToLEeHTpOBE BigKpUTE AOCNIMKEHHS, SIKE NPOBOANTLCS 3 METOH OLiHKM 6e3neYHOCTi i edheKTUBHOCTI
3aCTOCyBaHHA npenapary aBaTpomoonar i BU3Ha4YeHHS 4acTOTK peMicii B OPOCMX NALEHTIB 3 iMYyHHOIO
TpombouuToneHieto (ITM) TpuBanicTio He 6inbwe 6 MICALB 3 MOMEHTY MNOCTAHOBKW [AjarHo3y», Kop,
pocnipkeHHsa AVA-ITP-306, pepakuis 1.0 Big 21 uepsHA 2021 p., crnoHcop - «[oBa ®PapmacbloTikans
InkopnopeliTea» [Dova Pharmaceuticals, Inc.], CLUA

®a3za - llIb

3aaBHuK - TOBAPVCTBO 3 OBMEXXEHOHO BIAMOBIAALHICTHO «MI EC AN-YKPAIHA»

Ne M.1.6. BignoBigasibHOro AocnigHMKa
n/n Ha3Ba Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS
1 K.M.H. KncenboBa O.A.
MegunuHnin ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BiAMOBIgaNbHICTIO «MikHapogHWI
IHCTUTYT K/TIHIYHMX JOCNIIXEHb», CTalioHapHe BigAiNeHHs, Biaain rematonorii, M. Kuis
2 A.M.H. CtacuwmH O.B.




JepxaBHa ycTaHoBa «IHCTUTYT naTonorii KpoBi Ta TpaHCcdy3iiHOI MeguuuHK HaujioHanbHOoI
akagemii MeanyHMx Hayk YKpaiHm», BigAiNeHHs 3arasibHOi Ta reMaTonorivyHoil xipyprii, M. J/IbBiB

4. «Bigkpute, HEKOHTPO/IbOBaHEe AOC/IIXKEHHA ha3n 2 3 3aCTOCyBaHHAM O4HOPAa30BOI A03U A1 OLHKM
6e3MeyHoCTi Ta MepeHOoCMMOCTi, (DapMakoKiHETMKM Ta MOSABWM aHTUTII A0 npenapaTty HipceBimad Yy
IMYHOJ/TOTIYHO CKOMMNPOMETOBaHUX fAiTell BIKOM < 24 wMicAuiB», Kog pocnimkeHHs D5290C00008, 3
iHKopriopoBaHoto nonpaskoto 3 Bif 23 uepsBHa 2021 poky, cnoHcop - AstraZeneca AB, LLiBeLis

Pa3za -l

3asBHYK - MignpremcTBo 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC Ykpaina»

Ne . . .
n/ MN.1.6. BignoBigasbLHOro gocnigHuka
q HasBa micus npoBeAeHHs KNiHIYHOIro BUNPOOYBaHHSI

1 | K.M.H. MakegoHcbKa |.B.

KoMyHasibHe HekomepujliHe nignpuemMcTBo «Micbka AnMTAYa KniHivHa nikapHa Ne 5» [HINPOBCLKOI
MiCbKOI paan, KOHCYNbTATUBHO-AiarHOCTUYHE BigaiNeHHsA, M. [Hinpo

2 | pg.M.H., npoch. MakeeBa H.I.

KomyHanbHe HekomepuiiHe nignpuemcTBo «Micbka K/iHiuHa guTada nikapHa Ne 16» XapKiBCbKOl
MICbKOT pafm, remartosioridyHe BiffiieHHsl, XapKiBCbKUA HaLiOHa/IbHUIA MeAWYHWIA YHiBEpCUTET,
Katheapa negiatpii Ne2, M. XapkiB

5. «baraToueHTpoBe, paHAoMi30BaHe, NOABIHe chine, niauebo KOHTPONbOBAHE KAiHIYHE AOCMIMKEHHS 2a
hasn Ana  OuiHKM  edeKTMBHOCTI Ta 6e3MneyHOCTi Npu3HaYeHoi NiAWKIpHO KOMGIHOBaHOI Tepanii
rycesibkymady Ta rosiimymadby y nauieHTiB 3 akTUBHUM MCOpiaTUYHMM apTPUTOM», KOA, AOCAIAKEHHS
CNTO1959PSA2003, Big 08.06.2021 p., cnoHcop - «AHCCEH ®APMALLEBTUKA HB», Benbrist

da3za - lla

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

Ne . . .
n/ MN.1.b. BignosiganbHOro AocnigHuKa,
0 HasBa micus npoBeAeHHs KNiHIYHOTro BUNPOOYBaHHS

1. | K.M.H. TkaueHko M.B.

KomyHanbHe nignpuemcTBo «llontaBcbka obnacHa kiiHivHa nikapHa iM. M.B. CknidhocoBCLKOro
MontaBcbkoi 06nacHoi pagm», O6nacHUin NikyBaslbHO-AiarHOCTUYHUIA PEBMATOSONYHUIA LEHTP,
MonTaBCbkMil AepxaBHUA MefuuHWiA  YHIBEpCUTET, Kadegpa cimeliHoi MeauumHu | Tepanii,
M. MNontasa

2. | K.M.H. KnebaH A.1.

KuiBcbka K/liHIYHA NikapHA Ha 3anisHUYHOMY TpaHcnopTi Ne2 dinii «LleHTp OXOpOoHU 340pOB’'A»
AKLIOHEPHOro TOBapUCTBa «YKpaiHCbKa 3aJ1i3HMLUA», BiAJINEHHS IEHHOro cTauioHapy, M. Kuis

3. | K.M.H. lapmiw O.0.

[JepxaBHa ycTtaHoBa «HauioHanbHWii HaykoBWii LEHTP «IHCTUTYT Kapgionorii iMeHi akagemika
M.[A.CTpaxecka» HauioHanbHOT akagemii MeguyHuxX Hayk YKpaiHu, Bigfisl1 HEKOPOHapPHMX XBOPOO
cepug Ta pesmarosorii, M. Kuis

4. | K.M.H., foueHT Tpuninka C.A.

KomyHasnibHe HekomepuiiiHe nignpuemMcTBO XapkiBCbkOi 06nacHoi pagm «O6nacHa KhiHiyHa
NiKapHs», KOHCY/IbTaTUBHA NOAIKMIHIKA, M. XapkKiB

5. | A.M.H. Pekanos A.I'.

MeaunuHnii LeHTp ToBapucTBa 3 0OMEXEHOI BIAMNOBIfANLHICTIO «CydyacHa KiiHika», NikyBaslbHO-
AiarHOCTUYHWIA Nigpo3ain, M. 3anopixxs

6. | A.M.H. TonoB4yeHko O.I.

MeanyHuii LeHTp ToBapucTBa 3 06MEXeHOH BignoBifanbHICTIO «Xenc KniHik», Bigain kapgionorii
Ta peBMaToorii MegnyYHOro KNiHiYHOro AOCAIAHNLBKOIO LLEHTPY, M. BiHHMUA

7. | A.M.H. CmisH C.I.

KomyHanbHe  HekomepuiiHe  NigNPUMEMCTBO  «TepHOMiflbCbka  YHIBEpPCUTETCbKa  MikapHs»
TepHoNiNbCbLKOI 06/1acHOI pagun, peBMartosioriyHe BiggiieHHs, TepHOMINbCbKWI HauioHabHWIA
MeanYHUIA yHiBepcuTeT imeHi .. TopbayeBcbkoro MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu,
Kadpepa BHYTPiWHbOT MeanumHn Ne2, M. TepHoninb




6. «PaHaoMi3oBaHe, NoggiiHe cnine, nnaueb0-KoHTposiboBaHe, 12-TuxKHeBe A0CNIMKEHHS, WO NPOBOAUTLCS
B napanefibHux rpynax 3 MeTor niarsepmkeHHs koHuenuii (MK), 418 ouiHkM edpekTUBHOCTI, 6e3neYHocTi Ta
NepeHoCUMOCTi pUN3abpyTUHIOY B yYacHUKIB i3 GPOHXia/IbHOK acTMOK CepefHbOro Ta BaXKOro CTYMNeHs
TSDKKOCTI, SIKi He4OCTaTHbO J06pe KOHTPO/IOKTLCS Tepanieto iHransyiiHummn koptukoctepoigamm (IKC) nntoc
6eTa-2-anpeHeprivHMMu aroHictamun Tpusanoi aii (BATA)», kon pocnimpkeHHs ACT17208, sepcis 1 Big 16
yepBHA 2021 poky, cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABeHTIC peluepLu
e AesenonmaH, dpaHLis)

Pa3za -l

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

Ne MM.1.6. BiANOBiAa/IbLHOrO AOCMIAHMKA

n/n HasBa MicLs NpoBeAeHHS KiHIYHOTO BUNPOOYBaHHS
1 O.M.H., npodd. AHgpeiumnH C.M.
KoMyHas/lbHEe HeKoMepLjiiiHe NiANpPUEMCTBO «TepHOMiNIbCbKa KOMYHaslbHa MiCbka nikapHst Ne 2»,
TepaneBTMYHE BiAAINEHHS, TepHONINIbCbKUI HaUioOHaIbHWUIE MeAuYHWUIA  YHIBEPCUTET iMEeHi
.. Fopb6ayeBcbkoro MiHicTepcTBa OXOPOHM 300POB'A  YKpaiHu, kadenpa nponenesTUKM
BHYTPILUHLOI MeAMUNHY Ta pTusiaTpii, M. TepHoninb
2 K.M.H. JobpsHcbkuin [.B.
MeauyHuii LeHTp ToBapucTBa 3 0OMEeXeHO BiAMOBiAa/IbHICTIO «MeanyHa KniHika «bnaromen,
NiKyBa/IbHO-AIarHOCTUYHMIA Nigpo3ain, M. Kuis
3 O.M.H., npodp. Kosanexko C.B.
O6nacHe KOMyHaslbHE HEKOMepUjiliHe MigNpPMEMCTBO «UepHiBelbka o61acHa KniHiYHa slikapHs»,
nigpo3ain nysibMoHosorii, M. YepHiBuj
4 A.M.H. OcTpoBcbkuii M.M.
KomyHasibHe HekomepLUinHe nignpueMCTBO «|BaHO-PpaHKIBCbKMiA obnacHuii
hTM3iONYyILMOHOMOTIYHUIA  LEeHTP IBaHO-PpaHKiBCbKOI 06M1acHOi  pagn», LEHTP JIereHeBUX
3axXBOpPKOBaHb, BigdiNeHHa nynbMoHosorii Ne2, IBaHO-®paHKIBCbKMIA HauiOHaNbHUIA MeanyHWiA
yHiBepcuTeT, kadegpa dtumsiaTpii i Ny IbMOHOMOrT 3 KypcoM NPogeciiHux xBopob, M. IBaHoO-
®paHKiBCbK

7. «[locnigxeHHa ZEUS - Bnnue 3inTiBekiMaby MOpPIiBHAHO 3 nnauebo Ha CepueBO-CyAMHHI HacnigkM B
YYaCHWKIB 3 AjjarHOCTOBAHUM aTepOCK/IePOTUYHNM 38XBOPHOBAHHAM CepLeBO-CYANHHOI CUCTEMU, XPOHIYHOH
XBOPOOOI HUPOK | CUCTEMHUM 3anasieHHsAM», Kog focnimkeHHs EX6018-4758, sepcia 1.0, dhiHasbHa, Big 16
KBIiTHS 2021 poky, crnioHcop - Novo Nordisk A/S, Denmark

da3za - llla

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

Ne MN.1.6. BignoBiganbHOro gocnigHuka,
n/n Ha3Ba micusi NpoBeAEHHS K/1iHIYHOrO BUNPOOYBaHHS

1 yneH-kop. HAMH Ykpainu, a.Mm.H., npod. MNapxomeHko O.M.

[JepxaBHa ycTaHoBa «HauioHanbHWi HayKOBWI LEHTP «IHCTUTYT kapgionorii iMeHi akagemika
M.O. Crpaxecka» HauioHanbHOT akagemii MeauyHUX HayK YKpaiHuw», Biggin peadimauii Ta
iHTEeHCMBHOI Tepanii, M. KuiB

2 | 3aB. Big. PyaeHko J1.B.

KomyHanibHe HekoMepLiiHe nianprMemMcTBo «KuiBCcbka Micbka K/iHIYHA AiKapHS LWBUAKOT MeauyYHoi
[OMOMOr» BUKOHaBYOro opraHy KuiBcbkoi Micbkoi pagn (KWiBCbKOT MiICbKOT AepXaBHOI
aZMiHicTpauii), kapgionoriyHe BigaineHHs (418 XBOPUX Ha iHhapKT miokapay), M. Kuis

3 | K.M.H. MuwianHny I 1.
KuiBcbka KkiiHiuHa nikapHa Ha 3anisHMYHoMy TpaHcnopTi Ne 2 doinii «LleHTp oXopoHu 340p0B’sA»
aKUiOHEPHOro TOBApUCTBA «YKpaiHCbKa 3aUTi3HMUS», BifAiNIEHHS IEHHOro cTauioHapy, M. K1is

4 | nikap Togoptok J1.A.
MegnuHnii ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOW BiANOBifaNbHICTIO «MikHapoaHWUIA
IHCTUTYT K/IHIYHMX OCNIMKEHb», CTalioHapHe BigaineHHs, M. Knis

5 K.M.H. PewoTsko [.0.
MeaunuHnii ueHTp ToBapucTBa 3 OOMEXEHOI BigNoBiganbHICTI0O «MeauuHuii LeHTp «KoHcuiym
Megikan», KNiHiKo-KOHCY/IbTaTUBHE BigAineHHsa, M. Kuis

6 | A.M.H., npocp. KonecHuk M.HO.

HaBua/ibHO-HayKOBUIA MeAVNYHUIA LIeHTP «YHiBepcuTeTCbka K/iHika» 3amnopi3bkoro AepxaBHOro
MEAUYHOTO YHIBEPCUTETY, KapAionoriyHe Big4iIeHHS, 3anopisbknii  AepXaBHUIA  MegUYHUIA
yHiBepcuTeT, kadhegpa cimeriHOT MeguuuHu, Tepanii, kapgionorii Ta HeBposorii akynbteTy
nicNaANNI0MHOT OCBITU, M. 3anopixoks




7 | a.m.H., npodh. Lienyiiko B.W.
KomyHasibHe HekomepuiiiHe nianpueMcTBo «Micbka KniHiYHa nikapHsa Ne8» XapKiBCbKOT MiCbKOI
pagw, KapAionorivyHe BigAiNeHHsa AN XBopux Ha iHapkT Miokapaa Ne3, M. Xapkis

8 O.M.H. lcaeBa I'.C.
[epxaBHa ycTaHoBa «HauioHanbHWiA IHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHOT akagemii
MeANYHMX HayK YKpaiHW», BiAA4iN1 KOMMMEKCHOrO 3HWKEHHS PU3UKY XPOHIYHUX HeiHdIEKLinHMX
3axXBOplOBaHb Ha 6a3i BiAfiNIeHHA racTpoOeHTeposorii Ta Tepanii, M. Xapkis

9 | nikap MeTpoBcbkuid T.P.
KniHiyHWiA  nikyBafibHO-AJarHOCTUYHUIA  LEeHTP TOoBapucTBa 3 OOMEXEHOH  BifnoBigasIbHICTIO
«Cimefrpyn», M. IBaHO-PpaHKiBCbK

10 | nikap AoHeub O.A.
MeanyHWin LEeHTP TOBapuCTBa 3 OOMEXEHOK BiAMOBIAAIBHICTIO «Mepaoya-KniHik», nikyBanbHO-
NpogiNIaKTUYHWIA Nigpo3gin, M. Knis

8. «PaHgowmizoBaHe nnauebo-KoHTpo/iboBaHe 6a30Be KNiHiYHe gochnimkeHHs Il da3m ans  oujiHkm

edheKkTMBHOCTI Ta 6e3nekn Bepiyiryaty | MK-1242, ctumynaTopa po34MHHOI ryaHinatumknasn, y Aopocnmx 3
XPOHIYHOIO CEPLEBOID HEAOCTATHICTIO 3i 3HWKEHOK pakuielo BUKMay», Kog pocnimpxkeHHs MK-1242-035,
Bepcia 00 Big 14 nunHa 2021 poky. , cnoHcop - «Mepk Wapn EHA Ooym Kopn.», AOYipHE NiANPUEMCTBO
«Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

®a3za - Il

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBiAasbHICTIO «MC/[, YkpaiHa»

No MM.1.6. BignoBigaLHOro gocnigHuKa

n/n Ha3Ba MicLs NpoBeAEHHSA K/iHIYHOTO BUNPOBYBaHHSA

1. | A.M.H., npodh. Bakantok ..
KomyHanbHe  HekoMmepuiiHe  nignpuemcTBOo  «IBaHO-PpaHKiBCbKMIA  06M1acHUA  KiHIYHWIA
KapaionioriyHnin  LueHTp |BaHO-PpaHKiBCbKOi 06/1acHOT paaw», BiAAINIEHHS XPOHIYHOT iLeMivHOol
XBOpPO6YU cepus, IBaHO-PpaHKiBCbKWI HaLOHaNbHUIA MeANYHWA YHIBEpCUTET, Kadeapa BHYTPILLIHBLOT
MeauumHu Ne2 Ta MefiCeCTPUHCTBA, M. IBaHO-PpaHKiBCbK

2. | A.M.H. [leByeHko O.M.
KomyHasnibHe HekomepuiiHe nignpuemctBo «Ogecbka o065acHa KiiHiYHA nikapHs» OgecbKoi
06n1acHoi paau, nonik/iHiyHe BiagineHHsa, M. Oageca

3. | K.M.H. Pewotbko A.0.
MeanyHnin LeHTp ToBapucTBa 3 OOMEXEHOH BifgnoBifasIbHICTIO «MeanuHuiA LeHTp «KoHcwsiym
Megikan», KNiHiKo-KOHCY/IbTaTUBHE BigAineHHsa, M. Kuis

4. | nikap MeTpoBcbkuii P.B.
KniHiyHnii  nikyBanbHO-AiarHOCTUYHWIA  LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAANBHICTIO
«CIMEAIPYT», M. IBaHO-®PpaHKIBCbK

5. | KM.H. Cteup P.B.
KomyHanbHe HekomepuiiHe nianpuemctBo «Micbka nikapHs Ne6» 3anopi3bKoi MiCbKoi pagw,
TepaneBTMYHE BiA4iIeHHS, M. 3anopixKs

6. | nikap Mpoxopos O.B.
KomyHasilbHe HeKoMepuiiiHe MNignpueMcTBO «Micbka KniHiYHa NikapHSA Ne27» XapKiBCbKOT MiCbKOT
pagu, KapAionoridyHe BiaAiNeHHA A5 XBOPUX Ha iIHPAPKT MioKapAay , M. XapkiB

7. | unen-kop. HAMH Ykpainu, g.M.H., npod. MapxomeHko O.M.
KniHika pepxaBHOI ycTaHOBM «HauioHaslbHUI HayKOBUA LEHTP «IHCTUTYT Kapgionorii iMeHi
akagemika M.[. Crpaxecka HauioHanbHOI akagemii MeAuyHUX Hayk YKpaiHu», BiggineHHs
peaHimauii Ta iHTeHCMBHOI Tepanii, M. Kuis

8. | A.M.H. MiweHko J1.A.
KniHika pgepxaBHOI ycTaHOBM «HauioHa/lbHWIA HayKOBUA LEHTP «IHCTUTYT Kapgionorii iMeHi
akagemika M.[. Crpaxecka HauioHanbHOI akagemii MeAuyHUX Hayk YKpaiHw», BigdineHHs
apTepiasibHOI rinepTeHsii Ta KoMop6igHoT nartosorii , M. Knis

9. | K.M.H., 3a@B. Big. KameHcbka E.IM.
XapkiBcbka KfiHiYHa nikapHa Ha 3anisHn4HoMy TpaHcnopTi Nel cinii «LleHTp 0XOpoHU 340pOB A
aKLioOHepHOro ToBapucTBa «YKpaiHCcbKa 3ani3HuUsa», 2 KapAiosioriyHe BigaineHHs, M. Xapkis

10. | nikap Tpy6iHa C.HO.
KomyHasibHe HekomepuiiiHe nignpremMcTBO «KOHCYNbTaTUBHO-A4iarHOCTUYHNIA LEHTP» Neyepcbkoro
pavioHy MicTa Knesa, TepaneBTuyHe Big4iIeHHsS, M. Kui




9. «PaHpomisoBaHe, Bigkpute, 6GaratoueHTpoBe pa3u Il AoCnifpKeHHA HeMeHWOol edeKTUBHOCTI Y
napanencHUX rpynax [Ansa  BUBYEHHA  bapMakoKiHEeTWKKW,  hapMakogvHamiky,  6e3neyHocTi Ta
PEHTIEHOMOMNYHMX | KNiHIYHUX epekTiB 3acToCyBaHHA NiAWKIpHOI dhopMu OKpenisymady y MOpPIBHAHHI 3
BHYTPILUHLOBEHHOIO (POPMOI0 OKpenisymady Yy nauieHTiB i3 PO3CIAHUM CKepo30M», KoL, [OCHiIKEHHS
CN42097, Bepcis 1 Big 21 ciuHs 2021 p., cnoHcop - ®.XodhdmaHH-/1a Pow 114, Lseliyapis

®a3za - Il

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

No M.1.B. BignoBigasibHOro AocnigHNKa
n/ HasBa micus npoBefeHHSs KiHIYHOrO BUNPO6YBaHHS
n

1. | 3aB. Big. KagiHa /1.3.

KoMyHasibHE HekomepuiiHe nignpueEMCTBO «YepHiriBCbka Micbka nikapHsa Nod» UepHiriBCbKoi
MICbKOT paau, HEBPOJIOTiYHe BigAaineHHs 3 pisnyHow peabinitauieto, M. YepHiris

2. | A.M.H., npod. MiweHko T.C.

[epxaBHa ycTaHoBa «IHCTUTYT HEBPONOrii, ncuxiaTpii Ta Hapkonorii HauioHanbHOI akagemii
MeAMYHNX HayK YKpaiHW», BiaA4in CyAMHHOT NaTosorii ro/I0OBHOrO MO3KY, M. XapkKiB

3. | nikap MNenewok C.P.

MeguyHuii LeHTP ToBapucTBa 3 OGMEXEHOK BiAgMNoBiAaNbHICTIO «MeanyHa KniHika «bnaromen,
NiKyBasIbHO-AIarHOCTUYHMIA Nigpo3ain, M. Kuis

4. | p.M.H., npod. Wkpobor C.I.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «TepHoninbCcbka 06n1acHa KaiHiYHa NCUXOHEBPOJIOTivHA
nikapHsa» TepHoNiNbCbKOT 06/1acHOT paan, neplle HeBposoridHe BiadifieHHs, TepHOMINbCbKUiA
HauioOHa/IbHWII MeaudHuin  yHiBepcuteT imeHi |.A. TopbauyeBcbkoro MO3 YkpaiHu, kadegpa
HeBpoJiorii, M. TepHonifb

5. | nikap AronbHuk B.M.

MeanyHuii LeHTpP ToBapucTBa 3 OOMEXEHOK BiAMOBiganbHICTIO «MeguuHuini LeHTp «KniHika
CIMEVHOT MeaMUMHW», cTalioHapHe Bi4IIeHHS, BigAin HeBponorii, M. [HINpo

10. «PaHgomizoBaHe gocnimkeHHs Il ha3n ans ouiHkm edekTMBHOCTI Ta 6e3neyHocTi nem6ponisymady
(MK-3475) y komb6iHauii 3 neHBaTuHioom (E7080/MK-7902) i XimioTepani€ed NOPIBHAHO 3i CTaHAAPTHUM
NiKyBaHHSIM B SIKOCTi NepLUOi MiHIT Tepanii gna y4acHUKIB 3 MeTacTaTUYHOK KapuMHOMOK CTPaBOXoady», KOA
pocnipkeHHs MK-7902-014 (E7080-G000-320), sBepcis 01 Big 24 6epe3Hsa 2021 poky , cnoHcop - «Mepk
LWapn eHg Aoym Kopn.», aodipHe nignpneMmctBo «Mepk eHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

da3za - Il

3anBHUK - TOBapMCTBO 3 0OMEXEHO BiANoBigasbHiCcTI0 «MC/L YkpaiHa»

No M.I.6. BignoBiganbHOro gocnigHuka
n/ HasBa micua npoBeAeHHs KNiHIYHOIo BUNPOOYBaHHS
n

1. | o.M.H., npodp. JinceHko C.A.

KomyHaslbHe HekoMepuiiiHe MignprMeMcTBO  «[MOAINbCbKWIA  perioHa/IbHUIA  LLEHTP  OHKOJOTIT
BiHHMUbKOT 06nacHoi Pagn», XximioTepaneBTU4YHe BIA4IIEHHS, BIiHHUUBKMIA  HaLiOHaNbHWUIA
MeanYHWIA yHiBepcuTeT iM. M.I. Muporosa, kadeapa NPOMeEHEBOT AiarHOCTUKK, MPOMeHeBOol Tepanii
Ta OHKO/OriT, M. BiHHMUSA

2. | A.M.H., npod. AyaHivyeHko O. C.

[epxaBHa ycTaHOBa «lHCTUTYT 3arasibHOI Ta HeBigknagHoi Xipyprii imeHi B.T. 3aiueBa
HalioHanbHOT akageMii MeAndYHUX HayK YKpaiHu», BiAAiNeHHs THiHOT Xipyprii Ha 25 Nikok 3
nasaTot IHTEHCUBHOT Tepanii Ha 6 /IKOK, XapKiBCbka MeAnyHa akajeMisa nicnsaamniomMHol ocBiTwy,
Kadhepa OHKONOril Ta ANTAY0T OHKONOTIT, M. XapkiB

3. | KM.H. Ajamuyk A,

KomyHanbHe nignpveMcTBO «KpuBOPI3bkUiA  OHKOMOFiYHWIA  gucnaHcep»  [HINPONeTpoBCbLKOI
ob61acHoi pagu», ximioTepaneBTUYHe BiaadiNeHHs, M. Kpusuia Pir

4. | 3aB. Big. Ko63es O.I.

KomyHanbHe HekomepujiiHe nignpuemcTBo «O6MacHUA  LEHTP  OHKOSOrii»,  OHKOXipypriuHe
BifAi/IEHHS OpraHis rpyAHOI NOPOXHUHK, M. XapKiB

5. | K.M.H. OcTtaneHko 0. B.

HaujoHanbHuii  iHCTUTYT paky, BIAAINEHHS MasOiHBa3WBHOI Ta  eHAOCKONiYHOI  Xipypril,
iHTEPBEHLIHOT pagionorii, M. Knis




6. | nikap CiHenbHikos I.B.

KoMyHasnbHe nignpuMemcTBo «BOMMHCBKUIA 06GNACHWUIA MeAMYHWIA LeHTP OHKOMOrii» BOAMHCHKOI
061aCHOI paaM, OHKOJIOTYHE XimioTepaneBTUYHE BigaiNeHHs , M. JIyLbK

7. | ampextop Cokyp 1.B.

KomyHanbHe HekomepuiiiHe MignpueEMCTBO «XEepPCOHCbKW 06/1aCHW OHKOMOTYHWI AucnaHceps
XepcoHCbKOi 06/1acHOi  paau, [OEHHWIA cTauioHap NOAIKAIHIKM 3 KabiHeTOM ambynaTopHOT
ximioTepanii, M. XepCcoH, CMT. AHTOHiBKa

8. | nikap 3y6 O.B.

KomyHanbHe HekomepLiiHe NignpueMCTBO «YepHIriBCbknii MeAUYHUIA LLEeHTP Cy4acHOi OHKOMOriT»
YepHiriBCcbKOi 06/1aCHOT paaiu, BiAAi/IEHHA KIiHIYHOT OHKONOTIT Ta rHEeKo10rii, M. YepHiris

11. «PaHpomisoBaHe, BigKpuUTe, OGaraToLEHTpoBe AochimkeHHs dasn Il 3 ouiHkM edekTUBHOCTI Ta
6e3neYyHoCTi af’toBaHTHOI Tepanii ripeAecTpaHTOM NOPIBHAHO 3 af’t0BaHTHOK €HAOKPUHHOK MOHOTEepanieto
3a BMOOPOM flikapsl B MauUiEHTIB 3 eCTpOreH-peuenTop-no3nTnBHMM, HER2-HeraTMBHMM pakoM MOJSIOYHOT
3a/1031 Ha paHHili cTagii», kog gocnigpkeHHs G0O42784, sepcis 2 Big 30 yepBHs 2021 poky, cnoHcop - ©.
XohbcbmaHH-1s Pow T4, Weeiuapis (F. Hoffman-La Roche Ltd., Switzerland)

®a3za - Il

3aaBHUK - ToBapuctBo 3 O6MexeHO BignosiganbHiCTIO «KOHTpakTHO-AOCNIAHULBKA OpraHizauis
IHHO®apM-YKpaiHa»

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3Ba Micug npoBeAeHHA K/TiHIYHOro BUNPO6GYBaHHSA

1. | nikap CiHenbHikos I.B.

KomyHasnbHe nignpueMcTBO «BOAMHCHKMIA OGMACHW MeAWYHWIA LEHTP OHKOJMOri» BOMMHCLKOT
0611aCHOI paan, OHKOJIOrYHe XimioTepaneBTUYHE BigdiNeHHs, M. JTyLbk

2. | nikap OnekcieHko A.O.

NikyBanbHO-AjarHOCTNYHMWIA LeHTp ToBapucTBa 3 0O6MeXeHo BiAgnoBigasbHICTIO «ChelianizoBaHa
KNiHiKa «[J06puii NPOrHO3», OHKOMOrYHe BiadiNneHHs, M. Knis

3. | K.M.H. NomiHuyk [1.B.

MegunuHnin LEeHTp ToBapucTBa 3 0OMexeHow BignoBigasibHicTO «K/IHIKA BEPYM EKCMEPT»,
XipypriyHe BigaineHHs, M. Kuis

4. | nikap MenbHuK H.B.

MeanyHnin LEeHTp ToBapucTBa 3 OOMEXEHOH BigNOBIAAIBLHICTIO «Xenc KhiHik», MeanyHuii
KNIHIYHWIA AOCNIAHULBKUIA LEHTP, BiAAiA OHKOAOTIT, M. BiHHMUSA

5. [ 3aB. Big. NMoneHkos C.E.

KomyHasilbHe HeKoMepUiiHe NignpUEMCTBO «UYepHIriBCbKUii MeguyYHWiA LLEHTP CydYacHOT OHKOJIOriT»
YepHiriBcbkoi 06nacHoi pagn, MamMo/oriyHe BIiAAdINEHHA 3 PEKOHCTPYKTUBHO-MIACTUYHOK
Xipyprieto, M. YepHiris

12. OHOBNEHWA NPOTOKO/N KANiHiYHOro Bunpo6yBaHHA MK-7902-014 (E7080-G000-320) 3
iHkoprnopoBaHol nonpaBkoto 03 Big 05 cepnHA 2021 pokKy, aHrNicbKoO MOBOH; YKpaiHa, MK-7902-
014 (E7080-G000-320), IHchopmaLia Ta AOKYMEHT Npo iHopmoBaHy 3roay ANA nauieHTa, Bepcia 1.00
Bif 26 cepnHsa 2021 p. yKpaiHCbLKOIO MOBOO; YKpaiHa, MK-7902-014 (E7080-G000-320), IHchopmauis Ta
LOKYMEHT npo iHhopmoBaHy 3rogy A/s nauieHTta, Bepcia 1.00 Big 26 cepnHa 2021 p. pociiicbKoto
MoBoto; MK-7902-014 (E7080-G000-320) IHCTpPyKUiA ANS1 YYACHUKIB AOC/iAKEHHA i3 3aCTOCYBaHHS
NneHBaTUHIOY y chopmi cycneHsil. MpurotyBaHHA cycrneHsii y ctakaHuuky, Bepcia 2 (Big 24 uepBHA
2021 poky), nepeknag yKkpaiHCbKOO MOBOI AnA YKpaiHu; MK-7902-014 (E7080-G000-320) IHCTpyKLis
OANA y4yacHUKIB AOCNISKEHHA i3 3acTOCyBaHHA NeHBaTUHIOY y cpopmi cycneHsii. MpurotyBaHHA
cycneHsii y ctakaHuuKy, Bepcia 2 (Big 24 uepBHA 2021 poKy), nepeknajg pPoCiiCbKO MOBOK Ans
Ykpainn; MK-7902-014 (E7080-G000-320) IHCTpyKLisa ANA yYaCHUKIB AOCNIMKEHHA i3 3aCTOCYyBaHHA
NeHBaTUHIOY y chopmi cycneHsii. 3acTocyBaHHA CycneHs3ii 3a AONOMOrol 30HAY ANA roAyBaHHS,
®diHanbHa Bepcia 2.0 (Big 29 nunHAa 2021 pokKy), nepeknajg YKpaiHCbKOO MOBOK ANnA YKpaiHu; -
MK-7902-014 (E7080-G000-320) IHCTpyKUWiAa p[nA ydyacHUKIB AOCAiMKEHHA i3 3acTocyBaHHSA
neHBaTUHIOY y dopMi cycneHsii. 3acTocyBaHHA cycneHs3ii 3a [ONOMOrol 30HAY ANS rofayBaHHA,
diHanbHa Bepcia 2.0 (Big 29 nunHAa 2021 poky), nepeknajg pPOCiiCbKOIO MOBOK AN YKpaiHu;
MK-7902-014 (E7080-G000-320) IHCTpyKUWiAa p[nNA ydyacHUKIB AOC/AiMHKEHHA i3 3acToCcyBaHHS
NneHBaTUHIOY y cpopMi cycneHsii. 3acTocyBaHHs CycneHsil 3a AONOMOrol nepopasibHOro Wnpuua,
®iHanbHa Bepcia 2.0 (Big 29 nunHA 2021 poky), nepeknaj yKpaiHCbKOI MOBOI ANA YKpaiHu;
MK-7902-014 (E7080-G000-320) IHCTpyKUisi ANs Yy4yaCHUKIB AOCAIMKEHHSs i3 3acTocyBaHHA
NeHBaTUHIOY y hopMi cycneHsii. 3acTocyBaHHA CycneH3il 3a AONOMOrol NnepopasibHOro wnpuya,



diHanbHa Bepcia 2.0 (Big 29 nunHA 2021 poky), nepeknag pociicbKolo MOBOIO ANA YKpaiHu; AHKeTa
wono crtaHy 3gopos’as EQ-5D-5L, nepeknag Ha ykpalHCbKy MOBY pAns YKpaiHW, TeKCT Ans
TenecoHHOro iHTepB’l0; ONUTYBa/IbHUK LWOA40 cTaHy 340poB’s EQ-5D-5L, Bepcisi Ha pocilicbKii MoBi
ANA YKpaiHu, TeKCT AN TesiePOHHOro iHTeps’to; ONUTYBaJIbHUK AJ1S1 OLHKM AAKOCTi XuTTa — Core 30,
Bepcia 3 (QLQ-C-30), CueHapiii npoBegeHHA Tened)OHHOro iHTEpPB’lo, Bepcia 2.0, yKpaiHCbKOIO
MOBOI0; ONUTYBa/IbHUK A1 OLiHKM SIKOCTI XuUTTA i3 30 nutaHb, QLQ-C-30 (Bepcia 3), CkpunT Ans
NpoBeAEeHHA ONUTYBaHHA No Tened)oHy, Bepcia 2.0, pocCilicbKOl0 MOBOIO; ONUTYBa/IbHUK AN1A OLiHKU
AKOCTIi XXUTTA Npu paky cTpaBoxopy (QLQ-OES18), TumuacoBuii cueHapii npoBeaeHHs TenetoHHOro
iHTepB’t0, Moaynb o QLQ-C30, Bepcisa 1.0, yKpaiHCbKOK MOBOI0; ONUTYBa/IbHUK AN OLHKN AKOCTI
XUTTA Npu paky ctpaBoxogy (QLQ-OES18), MonepepHiii ckpunT gna npoBefeHHSAs ONMUTYBaHHA Mo
TenecoHy, Mogynb QLQ-C30, Bepcia 1.0, pociiicbkolo moBot; KanbuiymconiHat “EGeBe”
(Calciumfolinat “EBEWE”), po3uuH gns iH ekuin, 10 mr/imn, 20 mn y cpnakoHi Nel; Bupo6Huk: EBEBE
®dapma lec.mM.6.X.Hdr.KI, Asctpia (EBEWE Pharma Ges.m.b.H.Nfg.KG, Austria); OkcaninnaTuH
“E6eBe” (Oxaliplatin “EBEWE”), KOHUEeHTpaT A1 PO3uuHy ansa iHdysiii, 5 mrimn, 20 mn (100 wmr) y
conakoHax Nel; Bupo6Huk: EBEBE ®apma [ec.m.6.X.Hdpr.KI, Asctpin (EBEWE Pharma
Ges.m.b.H.Nfg.KG, Austria); 5-®Topypauyun “E6eBe” ( 5-Fluorouracil “EBEWE”), KOHUeHTpaT Ans
posunHy ana iHdysiin, 50 mrimn, 10 mn (500 mr) y chnakoHax Nel; Bupo6Huk: EBEBE dapma
Fec.m.6.X.Hdpr.KI, ABctpis (EBEWE Pharma Ges.m.b.H.Nfg.KG, Austria); LucnnatuH “EGeBe”
( Cisplatin “EBEWE”), KOHUeHTpaT ANA PO3UYuHy Ans iHysiin, 1 mr/mn,100 mn (100 mr) y dhnakoHax
Nel; Bupo6Huk: EBEBE ®apma ec.m.6.X.Hdr.KI, ABctpia (EBEWE Pharma Ges.m.b.H.Nfg.KG,
Austria) 0o NpoTOKOMy KIIHIYHOrO AocnimkeHHs «PaHgomizoBaHe pgochimkeHHs 1l dasm gnsa oujiHkm
edheKTMBHOCTI Ta 6e3neyHocTi neméponisymady (MK-3475) y kom6iHauii 3 neHBaTuHi6om (E7080/MK-7902)
i XimioTepanied NOPIBHSAHO 3i CTaHO4APTHUM JiKyBaHHSIM B SIKOCTi NepLuoi AiHil Tepanii gnsi y4yacHukKiB 3
MeTacTaTUYHOK KapuMHOMOI CTpaBoxoay», kKog, gocnimpkeHHs MK-7902-014 (E7080-G000-320), sepcis 01
Bif 24 6epesHsa 2021 poky ; cnoHcop - «Mepk Wapn eHp doym Kopn.», AodipHe nignpueMmcTBo «Mepk eHf
Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

13. OHoBNeHuii NPOTOKON KNiHiYHOro gocnimpxkeHHs BBT401-UC-005, Bepcia 5 Big 02 cepnHa 2021
POKy, aHriicbKolo MOBOI; 3MiHA HaliMeHyBaHHs 3asiBHUKa B YKpaiHi 3 TOB «KOBAHC KNIHIKAN
DEBENIOMNMMEHT YKPAIHA» Ha TOB «/IABKOPI KMIHIKAN AEBENOMMEHT YKPAIHA» [0 npoTokosny
KMiHIYHOro  gocnimpkeHHs «PaHgomisoBaHe, nofgiiHe chnine, naueb0-KOHTPONbOBaHE [AOCNIAKEHHS
npenapaty BBT-401-1S npu nepopasibHOMY 3aCTOCYBaHHi Yy Naui€HTIB i3 BUPA3KOBUM KOMITOM CepeaHbLOoro
Ta BaXKKOro CTyMeHs, L0 BK/IKOYAE BiAnoBiab-aAanTUBHY NOABINHY cAiny a3y NoAOBXEHOr0 fiKyBaHHS», KOA,
pocnipkeHHss BBT401-UC-005, sepcia 4 Big 14 rpyaHa 2020 p.; cnoHcop - Bridge Biotherapeutics, Inc.,
Pecny6nika Kopes

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTI0 «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»

14. OHOBEHUIA MPOTOKOJ K/iHIYHOrO BUNPOGYBaHHSA 3 iHKOpNoOpoBaHOLo nonpaskoto 3 Big 02 cepnHsA
2021 p., aHrniiicbkolo MoBOIO; OHOBJ/iIeHUIT CUHOMCUC NPOTOKO/Y KMAiHIYHOTO BUMPOOGYBaHHA 3
iHKopnopoBaHoto nonpaBkoto 3 Big 02 cepnHA 2021 p., yKpaiHCbKOIO MOBOIO; OHOB/IEHUI PO34in
2.1.P.3.1. Jocbe pocnigKyBaHOro nikapcbkoro 3aco6y (TRC101) ta nnaue6o, Bepcia 6.2.1 Big 16
cepnHaA 2021p., aHrNiNCbKO MOBOIO [0 NPOTOKO/Y KiHIYHOro BMNpobyBaHHsS «PaHaoMizoBaHe, noAgiiiHe
cnine, nnaue6o-KOHTpPONibOBaHe AO0CAimMKeHHS dpa3n 3b ansa ouiHkM edpekTUBHOCTI Ta 6e3nekn npenapary
TRC101 y BnoBiSIbHEHHI NPOrpecyBaHHs XPOHIYHOrO 3axXBOPKBAHHSA HUPOK Yy MNAUEHTIB 3 MeTaboniyHuM
aumaosom», kog gocnigxkeHHs TRCA-303 (VALOR-CKD), 3 iHKoprnopoBaHOw nornpasBko 2 Big 18
nnctonaga 2020 p.; cnoHcop - «Tpaiiciga, IHK.» (Tricida, Inc.), USA.

3assHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

15. OHoBneHe [locbe Ha AocnigkyBaHuii nikapcbkuii 3acié (PRA023) Bepcisa 3.0 Big 05 cepnHa 2021,
aHrNiNCcbKO MOBOIO; MOAOBXEHHA TepMiHy NpPUAATHOCTI [OCAIgKYBaAHOroO MiKapCbKOro 3acoby
PRAO023, KOHUeHTpaT AnAa pos3uuHy ansa iHdysiii 500 mr/8.4 mn (60 mr/mn) y dhnakoHi 3 18 go 24
micauiB; Jopatok o IHdopmauii Ana yyacHuka pocnimxkeHHs Ta copmu iHopmoBaHOI 3roau,
Bepcia 02 Big 03 BepecHs 2021 p., YKpPAIHCLKOIO Ta poOcCilicbkolo moBamu; lgeHTudpikayiiiHa KapTka
yyacHuKa pocnigxeHHs Bepcia 02 Big 05 tpaBHA 2021 p. yKpaiHCbKOK Ta POCIACLKO MOBamu;
3asyuyeHHA A[O0AATKOBUX MicUub MPOBEAEHHA KIiHIYHOrO BUNPOOYBAHHA [0 MPOTOKO/Y K/iHIYHOIO
BMNPO6YBaHHA «baraToueHTpoBe, BigKpUTE AOCNiMKEHHS dhasn 2a ANns OuiHKM 6e3neyvyHOoCTi, e(peKTUBHOCTI
Ta thapmakokiHeTukn npenapaty PRA023 y nauieHTiB i3 akTUBHOK XBOP00O0t0 KpoHa 3 cepefHiM Ta BakKKUM
cTyneHem», kog, pocnigxeHHs PR200-103, sepcia 2.0 Big 18 uepBHsA 2021 poky; cnoHcop - «[pomeTteyc
BaiiocalieHcis IHk.»/ Prometheus Biosciences, Inc., CLLA



3asBHUK - TOB «biomanac», YkpaiHa

No M.1.6. BignoBigansLHOro focnigHuka

n/n Ha3ga Micus npoBefeHHs K/iHIYHOro BUNpPo6yBaHHSA

1 4.M.H. Mununuya K.M.

KomyHanbHe HekoMmepuiiHe nignpuemcTBo «Micbka nikapHsa Ne9» 3anopi3bkoi MiCbkoi paaw,
racTpoxipypriyHe BigfifeHHs, M. 3anopixoks

2 K.M.H. HewrTa B.B.

MeamnyHnin LEeHTP TOBapMCTBa 3 0OMEXEHO BiAnoBiAaIbHICTIO «/[ialeHTp», raCTPOEHTEPO/IONiYHE
BiAZiNEHHs, M. 3anopiXxs

3 O.M.H., npodp. CTaHicnasuyk M.A.

KomyHasibHe HekomepuiiHe nignpUeEMCTBO «BiHHMUbka oO6M1acHa KiHiYHa JlikapHs M. M.l
MuporoBa  BiHHMUBKOI ~ o6nacHoi  pagw», O6nacHwui criewianizoBaHwii KMIHIYHWIA
raCTPOEHTEPOIONIYHUIA LIEHTP, M. BiHHMUSA

16. 3MiHa HaliMeHyBaHHSA 3asBHUKa B YKpaiHi 3 TOB «<KOBAHC KNIHIKAN AEBE/TONMEHT YKPAIHA»
Ha TOB «JIABKOPN K/IHIKAN AEBE/IONMEHT YKPAIHA»; OHOBneHa Gpolypa AocrigHuKa Ha
pocnigpkyBaHuii nikapcbkuii 3acié Onanapié (Olaparib), BugaHHa 20 Big 21 ciuHa 2021 poky;
OHoBneHuit po3gin 2.3 Clinical Study and Previous Human Experience Data (Clinical Pharmacology,
Clinical Pharmacokinetics, Human Exposure, and Benefit/Risk) Jocbe npenaparty nopisHAHHA (IMPD)
Olaparib, BugaHHa 19 Big 08 nitotoro 2021 poky; OHoBneHe focbe npenapary nopisHAHHA (IMPD)
Olaparib (Dossier Doc ID-004396866, Version 2.0); 3anny4eHHs1 AOAATKOBUX BUPOOHNYUNX AiNAHOK ANs
npenapary nopiBHAHHA Onanapi6 (Olaparib), TabneTkn BKpUTIi NNiBKOBOIO 060/10HKOK no 100 mr Ta
150 mr Ta Mnaue6o po Onanapidy (Olaparib), Ta6neTkn BKPUTI NNIBKOBOKWO 060M0HKOW: Fisher
Clinical Services UK Ltd., Benuka BputaHis; Fisher Clinical Services GmbH, LUBeiiuapifa; Fisher
Clinical Services Inc., CLLA; Fisher Clinical Services Inc., CLUA; 3any4yeHHs [0[4aTKOBOI BUPOOHNYOI
BiNAHKN onA npenaparty nopiBHAHHA Onanapi6 (Olaparib), Ta6neTkn BKpUTi NNiBKOBOIO 0G0/IOHKOKO
no 100 mr Ta 150 mr: AstraZeneca AB, LllUBeudifa; IHdopmauia npo gocnimkeHHAa Ta Popma
iHcbopmoBaHoOi 3rogu ana gopocnux, sepcia 7.0 Big 31 cepnHsa 2021 poKy aHrNificbKoKo, YKPaiHCbKOIO
Ta pOCIACbKOIO MOBamMu [0 MNPOTOKO/y KAiHIYHOrO BMNpobyBaHHA «PaHAoOMi3oBaHe, GaraToLeHTpoBe,
nofBiiHO cnine, MiXHapoaHe pAochimkeHHs |l dasm ans BMBYEHHS edpekTMBHOCTI Ta 6e3neyHoCTi
KoMO6iHOBaHOT Tepanii gypBasiyMadom i3 onanapioom y nopiBHAHHI 3 MOHOTepanielo AypBaiyMabom y AKOCTI
nigTpMMyBaNbHOT Tepanii y nauieHTiB 3 HeApiOHOKNITMHHUM pakoM nereHis IV cTagii, aki oTpumyBann
Tepanilo nepwoi fiHil, B AKMX XBOpoba He nporpecysana Micnd crtaH4apTHOI XiMioTepanii npenaparom
nnatmHu 3 gypsanymabom (gocnimkeHHs ORION)», koa pgocnimpkeHHs D9102C00001, sepcia 4.0 Big 14
nunnHa 2020 poky; cnoHcop - AstraZeneca AB, LLBelis

3asnBHUK - TOBAPUCTBO 3 0GMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TONMMEHT YKPAIHA»

17. Locbe pocnimKyBaHoro nikapcbkoro 3acooy ARGX-113 with rHUPH20, po3uuH gna nigwkipHux
iH’eKuiii, Bepcisa 4.0 Big 28 TpaBHA 2021p., aHINiINCbKOI MOBOLO; [loCbe [OCMIMKYBAHOIO NMiKaAPCbKOro
3acoby ARGX-113 with rHUPH20, po3unH ans nigwkipHux iH’ekuivi, po3gin Appendices rHuPH20,
Bepcisa 4.0 Big 28 TpaBHA 2021p., aHrNiliCbKO MOBOIO; 3a/ly4eHHA 4,0AATKOBOI BUPOGHUYUOT AiNAHKU
JocnimpxyBaHoro nikapcbkoro 3aco6y ARGX-113 with rHuPH20, po3uuH ans nigwkipHux iH’eKuii:
Vetter Pharma-Fertigung GmbH & Co. KG, HimeuunHa ARGX-113-1902 IH¢popMaLis AnAa naudieHTa Ta
¢opma iHdbopmoBaHOI 3roan Ans pornsgadis ans YkpaiHu, Bepcia 3.0 Big 24 uyepBHA 2021 p.,
aHrniicbKko moBoto; ARGX-113-1902 IHchopmauis gna nayieHta Ta popma iHchopmoBaHoi 3rogu gns
pornapadis ansa YkpaiHu, sepcis 3.0 Big 24 yepBHA 2021 p., yKpaiHCbKOIO MoBol; ARGX-113-1902
IHcbopmauia ansa nauieHTa Ta popma iHPopmoBaHOI 3rogun Ansa gornsagadie ans YkpaiHu, sepcia 3.0
BiA 24 yepBHsA 2021 p., pociiicbkolo MoBOK; ARGX-113-1902 PekomeHaauii WoA0 TPaHCNOPTYBaHHSA,
36epiraHHA, MiAroTyBaHHA Ta MNiAWKIPHOrO BBeAEHHA AociigKyBaHoro npenapaty (165 mr/imn)
BAOMa, Bepcifa 5.0 Big 29 uepBHA 2021p., aHrAiicbKoo MoBO; ARGX-113-1902 PekomeHAau,ii Wwoao
TpaHCNOpPTYBaHHSA, 36epiraHHA, NigroTyBaHHA Ta NigLWKIPHOro BBeAEHHA A40CNIgKYBaHOro npenapary
(165 mrimn) Bpoma, Bepcia 5.0 Big 29 uepBHA 2021p., yKpaiHCbKO MoBOK; ARGX-113-1902
PekomeHpauii WoOA[A0 TpaHCNOPTYBaHHA, 306epiraHHs, NiArotyBaHHA Ta NIAWKIPHOrO BBeAEHHA
pocnimpxyBaHoro npenapaty (165 mr/mn) Bgoma, Bepcia 5.0 Big 29 uepBHA 2021p., pociiicbKoto
MoBolo; ARGX-113-1902 PekomeHpauil WoAO0 TPAHCNOPTYBaHHsA, 36epiraHHA, MNiArotyBaHHA Ta
nigWwKipHoro BBeAeHHA paocnigpkysaHoro npenapaty edrapririmogy PH20 (180 mr/mn) Baoma, Bepcis
6.0 Big 29 uepBHA 2021p., aHrnificbkold ™oBot; ARGX-113-1902 PekomeHpauii wWoAo
TpaHCNOPTYBaHHS, 36epiraHHA, NigroTyBaHHA Ta NiAWKIPHOro BBeAEHHA AOCAIAKYBaHOro npenapary
edorapririmogy PH20 (180 mr/imn) Bgoma, Bepcia 6.0 Big 29 yepBHA 2021p., YKpPATHCLKOIO MOBOIO;
ARGX-113-1902 PekomeHpgauii Wo0[0 TPAaHCNOPTYBaHHA, 36epiraHHA, NigroTyBaHHA Ta NigLWKipHOro
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BBeAeHHsA AocnigxyBaHoro npenapaty edpraptirivogy PH20 (180 mr/mn) Bgoma, Bepcia 6.0 Big 29
uepBHA 2021p., pociiicbkoto MoBoto; ARGX-113-1902 CKpiHWOT JoAAaTKY-IHCTPYKLii A1 NPOBeAEHHA
TeneBisuTiB anA nauieHTa Bepcia 1 Big 25 TpaBHA 2021p., yKpaiHCbKO MoBOH; ARGX-113-1902
CKpiHWOT AopaTKy-iHCTPYKUiT Ans npoBeaeHHs TeneBisvTIiB AN1A nNauieHTa Bepcia 1 Bifg 27 TpaBHA
2021p., pocilicbkolo MOBOIO; MoOAOBXEHHA TepMiHy NpPUAATHOCTI AOCAIAKYBAHOIO JiKapCbKOro
3aco6y ARGX-113/[rHUPH20, po3uuH Ana NigWKipHUX iH’ €Ki, 165 mrimn, no 24 micAuiB 40 NPOTOKOTY
KNiHIYHOrO  [OCNiMKEHHA «BigkpuTe MpoAoBXeHHsA pocnimpkeHHA ARGX-113-1802 Ans  BUBYEHHS
[LOBroCTPOKOBOI 6€e3MeYHOCTi, MepeHOCMMOCTi Ta edekTuBHOCTI npenapaty Ecdpraprtirimog PH20 pns
NiALWKIPHOrO BBEAEHHS Y NALEHTIB i3 XPOHIYHOIK 3anasibHOK AEMIENiHI3y0Ho0 nosiHeliponartieto (X341M)»,
koa pocnigpkeHHs ARGX-113-1902, sepcis 4.0 Big 07 ciuHa 2021 p.; cnoHcop - argenx BVBA, Belgium/
apapxeHkc bBBA, benbris

3asBHNK - ToBapuctBo 3 O6MexeHow BignosiganbHicTio «KoHTpakTHO-ocnigHuubka OpraHizauis
IHHOhapM-YKpaiHa»

18. OHOBNEHUiA NPOTOKON KNiHiYHOro gocnimkeHHAa CT-P43 3.1, Bepcisa 2.0 Big 05 nunHa 2021 poky,
aHrNINCbKOK MOBOKO A0 MPOTOKONY KAIHIYHOrO A0CNifjKeHHs «PaHaomi3oBaHe, akTMBHO KOHTPO/IbOBaHe,
noAgiviHe cnine gocnigxeHHsa gasn 3 Ana NopiBHAHHA ePeKkTMBHOCTI Ta 6e3neyHocTi CT-P43 3 npenapartom
Crenapa y nauieHTiB i3 615WKONOAIGHMM MCopia3oM Bif MOMIPHOTO A0 TSXKKOTO CTYMEHS TSHXKKOCTI», KO,
pocnigpkeHHACT-P43 3.1, Bepcia 1.1 sig 10 cepnHa 2020 p.; cnoHcop - CELLTRION, Inc., Republic of Korea
(South Korea)/ CENTPIOH, IHk, Pecny6nika Kopes (MiBgeHHa Kopes)

3aaBHUK - ToBapuctBo 3 O6mexeHow BignosigasbHicTio «KOHTpakTHO-JocnigHuubka OpraHisauis
IHHOGhapM-YKpaiHa»

19. OHOB/IEHUIA NPOTOKOJ K/iHIYHOrO BUNPOGyBaHHA GS-US-417-0304, nonpaBka 6 Big 11 uepBHA
2021 poky aHrnificbkoro MoBOI0; 3MiHa CMOHCOpa NPOTOKOAMY K/iHIYHOro BUNpoGyBaHHA GS-US-417-
0304 3 Gilead Sciences, Inc., CLUA Ha Galapagos NV, Benbrisi; IHchopmauiiiHuii nucTok Ta dpopma
iHbopMoBaHOi 3rogn nauieHTa gna YkpaiHu, Bepcia 10.1 Big 24 uepBHA 2021 poKy YKpalHCbKOK Ta
pociiicbkolo MoBamu; Popma iHpopMOBaHOI 3rogu MapTHEPKU Ha nojasiblue CNOoCTepeXeHHA 3a
BariTHICTIO Ansa YKpaiHu, Bepcia 3.1 Big 24 yepBHA 2021 poKy YKpPaiHCbKOIO Ta POCiliCbKOI0 MOBamu;
IHhopMauiiHa KapTKa nauieHTa, opuriHasibHa Bepcia 3.0 Big 24 uepBHA 2021 poKy YKpPaiHCbKOI Ta
pocilicbkolo MoBamMu; OHOBieHa eTUKeTKa AA AOCiAKyBaHOro JliKapCcbKoro 3acody dinroTiHio
(GS-6034) 100 mr, TaGneTKW, BKPUTI MIiIBKOBOD O0GOJ/IOHKOK, YKPAiHCbKO MOBOIO; OHOBJ/ieHa
eTUKeTKa ANAa AO0CNIfKYBAHOrIo J1iKApCbKOro 3acoty dinroTiHio (GS-6034) 200 mr, TaGneTKU, BKPUTI
NiBKOBOIO 060/IOHKOIO, YKPATHCLKOKO MOBOIO [10 NPOTOKOJY KMIHIYHOTO AOCNiMKEHHS «baraToueHTpoBe,
BigKpuTE, [OBrOoTpMBasie NOAOBXKEHE AOCAIMKEHHSA ANSA OUiHKM 6e3neYHOCTi Ta e(PeKTMBHOCTI 3aCTOCYBaHHS
hinroTiHiGy B NavLieHTIB i3 peBMaToigHUM apTpuTOoM», KOA AocnimkeHHs GS-US-417-0304, nonpaska 5 Bif
24 kBiTHA 2020 p.; cnoHcop - Gilead Sciences, Inc., CLUA

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJAMBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

20. Bpowypa pgocnigHuKa [OC/ifAKYBaHOro Jiikapcbkoro 3aco6y E7080, neHBaTuHi6 (LENVIMA®,
KISPLYX®), pepakuis 18 Big 30 uepBHA 2021 poKy, aHrniicbkoio moBow; Po3gin 3.2.P [ocbe
[ocnipKyBaHOro siikapcbkoro 3acooy MK-3475 (Pembrolizumab), Bepcia 05RG5J Big 31 GepesHs
2021 poKy, aHrNiNCbKOK MOBOK [0 NPOTOKO/Y KAIHIYHOro BUNPOOYBaHHA «PaHgoMizoBaHe A0CAIIKEHHS
Il dasn pna ouiHkM edekTMBHOCTI Ta 6e3neyvyHocTi nemo6ponisymady (MK-3475) y komb6iHauii 3
neHBatuHioom (E7080/MK-7902) i ximioTepani€to NOPIBHAHO 3i CTaHAAPTHUM NiKyBaHHSAM B SKOCTI nepLuol
NiHIT Tepanii 418 yyacHWKIB 3 MeTacTaTMyYHO0 KapLMHOMOKO CTpaBOXo4y», koA gocnimkeHHs MK-7902-014
(E7080-G000-320), sepcia 01 Big 24 6epe3Ha 2021 poky; cnoHcop - «Mepk LWWapn eHg Joym Kopn.», Ao4ipHeE
nignpmemcteo «Mepk eHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

21. 3anyyeHHA p[oO[aTKOBOI oOpraHiszauii, AIKii CNoOHCOp AeneryBaB CBOi 0GOB’A3KU Ta (PYHKUIT,
noB’A3aHi 3 NpoBeAEHHAM KAiHiYHOro Bunpo6yBaHHA, — TOB «IMI-/loricTuka YKkpaiHa»; BkitoueHHs
[OAAaTKOBOro MiCUA NpoBeAeHHSA K/iHIYHOro BMNPOGYBAHHA [0 NPOTOKOAY KIHIYHOrO AOCAIAKEHHS
«PaHgomizoBaHe noAgiiiHe cnine nnaueb60-KoOHTPOoIboBaHe A0CiMKEHHS 3 (ha3n 3 BUBYEHHS HaBITOKNAKCY
B MNOEOHAHHI 3 PYKCONITUHIOOM MOPIBHAHO 3 PYKCOJITMHIOOM Yy MauieHTiB i3 Mienodidbpo3om
(TRANSFORM-1)», kop, pocnigxeHHs M16-191, sepcia 4.0 Big 27 TpaBHA 2021 poky; cnoHcop - «E66BI
IHK», CLLA / AbbVie Inc., USA



3asBHUK - «E66BI BioghapmacktoTikans FTM6X», LLseliuapis

Ne MN.1.B. BignoBiganbHOro gocnigHuka

n/n HasBa Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHSA

1. | A.M.H., npodh. KnumeHko C.B.

KniHivHa nikapHa «deodpaHisa» [epxaBHOro ynpasniHHA cnpaBamu, LleHTp remaTonorii,
ximioTepanii remo6,1acTo3iB Ta TpaHCcnIaHTaLji KicTKOBOro Mo3ky, M. KuiB

22. MK1242-035_300paXeHHSA1 Ha e/IeKTPOHHUX WoAeHHUKaxX ansa naudieHTa (Instrument Screenshots;
EQ-5D-5L; KCCQ); Standard Application Screenshots; Version History), Bepcisa 1 Big 16 cepnHa 2021
POKyY, yKpaiHCbKO MOBOI; MK1242-035_3006paxeHHs1 Ha eNIeKTPOHHUX LoAeHHUKAaX AN nauieHTa
(Instrument Screenshots; EQ-5D-5L; KCCQ; Standard Application Screenshots; Version History),
Bepcia 1 Big 17 cepnHA 2021 poKy, poCiliCbKOIO MOBOIO; BK/1lOUEHHA A0A4aTKOBUX MiCcLb NPOBeAEHHSA
KNiHIYHOTO BUNPOOYBaHHA [0 MNPOTOKO/lY KAIHIYHOrO AochigpkeHHs «PaHgomizoBaHe nnauebo-
KOHTpO/IbOBaHe 6a30Be KiHibYHe gocnimkeHHs Il ha3un gna ouiHkm edhekTMBHOCTI Ta 6e3nekn Bepiuiryarty /
MK-1242, ctumynsaTopa po3vmMHHOT ryaHinaTumkiasu, y Aopocsimx 3 XPOHIYHOK CEepLEBO HEAOCTATHICTHO 3i
3HMKEHOK (hpakuieto Buknay», kog pocnimpkeHHs MK-1242-035, sepcis 00 Big 14 nunHa 2021 poky. ;
cnoHcop - «Mepk LWapn EHg Joym Kopn.», godipHe nignpueMmctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp
& Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

No M.1.b. BignosigansHoOro gocnigHuka

n/n Ha3Ba Micug npoBeAeHHSA K/1iHIYHOro BUNPO6GYBaHHS

1. | K.M.H. Kynb6auyk O.C.

KomyHanbHe HekomepuiliHe nignpuemctBo «Micbka nikapHsa Ne9» 3anopi3bkoi MiCbKOi paaw,
BigdineHHs Tepanii 1, [epxaBHuii 3aknag «3anopisbka meauyHa akagemist nicnsamnioMHol
ocBiTM MiHiCTepcTBa OXOpPOHM 340pO0B'A  YkpaiHu», Kadpegpa 3arasibHOi NPakTUKM-CiMeRHOI
MeVLVHY, lepMaTOBEHEPO/IOriT 3 KYpCOM ncuxiaTpii, M. 3anopixksa

2. | K.M.H. MywaHny .1,

KuiBcbka KniHiYHa nikapHa Ha 3ai3HUYHOMY TpaHcnopTi Ne2 dinii «LleHTp OXOpOoHW 340pO0B’'A»
aKLjioOHepHOro ToBapucTBa «YKpaiHcbKa 3ani3H1UA», BiA4I/IEHHA AeHHOro cTtauioHapy, M. Kuis

3. | ronosHwuii nikap >Xyp6a C.B.

KomyHasibHe HekomepuiiHe nignpueMcTBO «YepkacbkniAi 061acHWin  KapAionorivyHniA  LEeHTP
Uepkacbkoi 06nacHoi pagv», BiA4INEHHA IWEeMIYHOI XBOpoOOWM cepus Ta HEKOPOHAPOreHHUX
3aXBOPIOBaHb Miokapay, M. Yepkacu

4. | nikap Kynuk A.B.

KomyHasibHe HekoMmepuiiHe nignpueMcTBO «Yepkacbka ob6nacHa nikapHa YUepkacbkoi 061acHoT
pagu», KapAaiopeBMaTtosioriyHe BigaineHHs, M. Yepkacu

23. BK/IIOUEHHA A0AATKOBUX MiCLb NpoBeAeHHs1 KNiHIUHOro BUNPOGYBaHHA [0 NPOTOKOJ/Y KAiHIYHOTO
JocnipkeHHs «MikHapogHe, paHAoMi3oBaHe, MoABiliHE Crline, aKTMBHO KOHTPOJ/IbOBaHE AOC/iMKEHHSA 3
ha3n [19 NOPIBHAHHA KMIHIYHOT edIeKTUBHOCTI, 6e3neyvyHocTi, papMakoKiHETUMKM Ta dpapmakofnHamikm
LocnigpKyBaHOro nogibHoro 6ionorivHoro sikapcbkoro 3acoby EB1001 i3 3apeectpoBaHum y €C npenapartom
Prolia® y xiHOK 3 0CTE0onopo3oM B NOCTMeHonay3i», ko fgocnimkeHHsa EB-CLIN-1001-03, sepcia 1.0 Big 24
TpaBHs1 2021 poky; cnoHcop - Eden Biologics, Inc., Taiwan / EgeH balionogxikc, IHK., TanBaHb

3aaBHUK - ToBapuctBo 3 O6MmexeHow BignosigasibHicTio «KOHTpakTHO-JocnigHuuybka OpraHisauis
IHHOGhapM-YKpaiHa»

Ne M.l1.6. BignoBigabHOro AocnigHmka
n/ Ha3sBa micus npoBefeHHs K1iHIYHOro BUNPOBYBaHHSA
n

1 | A-M.H., npocp. M'purop'esa H.B.

KniHika gepxaBHOI YyCTaHOBM «IHCTUTYT repoHTonorii imeHi O.®. YeboTapboBa HaLlioHanbHOT
akageMil MeanYHUX Hayk YKpaiHuw», Bigfin KNiHiYHOI oidionorii Ta nartonorii onopHO-pyxoBOro
anaparty, BiffineHHa BikOBOI NaTosiorii ONopHO-pyxoBoro anapary, M. Kuis

2 | K.M.H. ['puueHko .M.

KomyHanbHe HekomepuiliHe nignpMeMCTBO «4-a Micbka K/iHiYHA NikapHa M. JlbBOBa»,
peBmarosoriyHe BigaineHHs, M. JIbBiB

3 | o.M.H., npoch. Hapawkesny O.H.

MeanyHWii LEHTP TOBapucTBa 3 0OMEXEHOK BiANOBIAA/ILHICTIO «AKaJeMiYHa MefuyHa rpyna»,
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M. J/IbBiB
4 | A.M.H., npod. LeBuyk C.B.
KniHika HaykoBO-AOCNIAHOrO IHCTUTYTY peabinitauii ocié 3 iHBanigHICTIO (HaBYas/lbHO-HayKOBO-

NiKyBa/IbHWI  KOMM/IEKC) BIHHUUBKOIO HauioOHa/IbHOTO  MEeAMYHOro  YHiBepcuTeTy iM.  M.L.
Muporoea, BigAin Tepanii Ta KIiHIYHOT peBmatosorii, BiHHWMUBKWI HaLiOHa/IbHUIA MeauYHNiA
yHiBepcuTet iM. M.I. MnporoBsa, kadyegpa BHYTPILWHbOT MeanUMHU Ne2, M. BiHHUUSA

24. bpowypa paocnigHuka ans RO7121661 (PD1-TIM3), Bepcia 4 Big uepBHA 2021 p. Bpowypa
pocnigHuka ana RO7247669 (PD1-LAG3), Bepcia 3 Big 4vepBHA 2021 p.; OCHOBHi 3HIMKW eKpaHy
nnadHweTa 3 eNIeKTPOHHOIO Bepcieo onutyBanbHUKa EORTC IL97, Bepcia 1.0 Big 22 nunHa 2021 p.
YKPaiHCbKOIO Ta POCilficbKolo moBamn. OCHOBHi 3HIMKU eKpaHy MJjlaHweTa 3 e/1IeKTPOHHOIO BepCi€eto
onutyBasibHUKa EORTC QLQ-OES18, Bepcis 1.0 Big 22 nunHA 2021 p. yKpaiHCbLKOIO Ta POCiiiCbKOIO
MoBaMu. OCHOBHi 3HIMKM eKpaHy n/laHLeTa 3 e/1IeKTPOHHOL0 Bepcielo onuTyBasibHUKa EORTC QLQ-
C30, Bepcia 1.0 Big 22 nunHa 2021 p. yKpaiHCbKOK MOBOK Ta Bepcia 1.0 Big 27 nunHa 2021 p.
pociiicbkolo MOBOI. OCHOBHI 3HIMKM eKpaHy n/aHlieTa 3 efleKTPOHHOI0 Bepcielo onuTyBaslbHUKA
NCI PRO-CTCAE, Bepcia 1.0 Big 22 nunHa 2021 p. yKpalHCbKOK Ta pocilficbkoo moBamMmu. OCHOBHi
3HIMKN eKkpaHy nnaHuwerta 3 efIeKTPOHHOI0 Bepcielo ONUTYBa/iIbHUKA 3ara/ibHOro BpaXKeHHA nauieHTa
npo 3MiHy ctaHy Ta ii Baxxnusictb (PGI-Cl), Bepcia 1.0 Big 22 nunHa 2021 p. yKpaiHCbLKOIO MOBOIO Ta
Bepcia 1.0 Big 27 nunHAa 2021 p. pociiicbkolo MOBOIO. OCHOBHi 3HIMKM €KpaHy n/aHweTta 3
€/IeKTPOHHOI0 BepcCiclo ONMUTYBaJ/IbHUKA 3arajibHOro BPaXEHHA MauieHTa NPo CTYMNiHb TSXKOCTI
3axBoptoBaHHA (PGI-S), Bepcia 1.0 Bif 22 nunHa 2021 p. ykpaiHCbKOO MOBOIO Ta Bepcis 1.0 Big 27
nnnHa 2021 p. pocilicbKolo MOBOK. OCHOBHI 3HIMKM €KpaHy nnaHweTa 3 e/1eKTPOHHOK BepCiero
onuTyBaJ/IbHUKA A/15 OLIHKM KNLIKOBOI MiKpOGiOoTU Ha nigcTaBi xapuoBux nepesar, Bepcia 1.0 Big 22
nnnHsA 2021 p. ykpaiHCbKOIo MOBOIO Ta Bepcis 1.0 Big 27 nunHA 2021 p. pocilicbKolo MOBOK. OCHOBHi
3HIMKM eKpaHy MJiaHwWeTa 3 iHWWUMKM MaTepianaMmn A8 y4acHUKIB BUNpooyBaHHs, Bepcia 1.0 Big 15
Gepe3HA 2021 p. yKpaiHCbKOO MOBOLO Ta Bepcia 1.0 Big 11 6epe3HA 2021 p. poCiiCbKOO MOBOO. [0
MPOTOKO/TY KNIHIYHOrO AOCNiMKEHHA «PaHAoMi3oBaHe, chine, KOHTPO/IbOBaHe akTVBHWUM nNpenapaTtom
pocnimkeHHs gasn I, Wo npoBoAnNTLCA Y TPbOX rpynax, 3acTocyBaHHsS npenapaty RO7121661, PD1-TIM3
6icneuyudpiuHoro aHTUTING, Ta RO7247669, PD1-LAG3 6icneuudiyHoOro aHTuTifIa, Y MNOPIBHAHHI 3
HiBONlyMaboM Yy MaLieHTiB i3 nowmnpeHo abo MmeTacTaTUYHOK NSIOCKOKNITUHHO KapLMHOMOK CTPaBOXoay»,
kon pocnigpkeHHsa BP42772, sepcia 1 Big 08 rpyaHa 2020 p.; cnoHcop - ®.XodpmaHH-1a Pow fiTa,
Lseiiuapis

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

25. IHchopmauiiiHuiA nucTok nauieHta Ta popma iHPOPMOBAHOI 3rogu Ha y4vacTb Yy K/iHIYHOMY
pocnipkeHHi, Bepcia 05 Big 03 cepnHa 2021 p. gns YKpaiHW aHIMiiCbKOK, YKPAiHCbKOK Ta
pociiicbkolo moBamu; MOCIOHMK 3 KOPUCTYBAHHA AOMALUHIM OHMAlH-LWO00eHHUKOM 3[,0POB’fA, Bepcis
1 Big 26 kBiTHA 2021 p. AoNna YKpaiHW yKpaiHCLKOKO MOBOIO Ta Bepcia 1 Big 18 TpaBHA 2021 p. anA
YKpaiHu pociiicbkolo MOBOIO; 3BiT eKpaHHMX NOBigOMNEeHb nauieHTy, Bepcis 1 Big 09 kBiTHA 2021 p.
AN YKpaiHu yKpaiHCbKOIO MOBOK Ta Bepcis 1 Big 26 kBiTHA 2021 p. ansa YkpaiHuM pociiicbKowo
MOBOI0; JIUCT Npo agMiHICTPATUBHI 3MiHU A0 NPOTOKONY KNiHiYHOro BMNpooyBaHHA Big 30 yepBHSA
2021 p.; Kaptka HaragyBaHHsi HacTynHoro Bi3uTy, Bepcias 01UKRO1 Big 25 niwotoro 2020 p.
YKpaiHCbKOIO Ta pociiicbkolo MoBawmu; loaska nayieHTy 3a BHECOK Ta y4yacTb Yy K/iHiYHOMY
pocnimkeHHi, Bepcia 01UKRO1 Big 27 6epe3Hsa 2020 p. yKpaiHCbKOIO Ta pocilicbkoto moBamu; Mogsaka
nauieHTy 3a NPOXO[)KEeHHA NMOJIOBUHU TepPMiHY yyacTi Y KniHiYUHOMY gocnigkeHHi, Bepcia 01UKRO1
Big 27 G6epe3HA 2020 p. yKpaiHCbKOK Ta pociiicbkolo moBamMu; lMNopAka nauieHTy 3a 3aBepLUEHHSA
yyacTi y KniHiuHOMy pgocnimkeHHi, Bepcia 01UKRO1 Big 27 Gepe3Hsa 2020 p. yKpaiHCbKOK Ta
pocilicbkolo moBamu; MocCiGHUK Ana naujieHTiB, Bepcia 01UKRO1 Big 25 ntotoro 2020 p. yKpaiHCbKOIO
Ta pocilicbkolo moBaMu; 300paXeHHA OpeHAO0BaHOI CYMKU Ans nauieHTiB, Bepcia 01 Big 07 KBiTHA
2020 p. A0 NPOTOKOMY K/iHIYHOrO AoChigKeHHs «baraTtoueHTpoBe, paHAoOMi30BaHe, NO/BiiHE crine,
nnauebo-KOHTPO/IbOBaHE [OCAIMKEHHA a3 26 3 nigdopom ONTUMasIbHUX [A03 A4/  OLiHIOBaHHA
edhekTBHOCTI, 6e3neyHocTi W hapmakokiHeTukM npenapaty PF-06480605 y [0pOC/MX YYacHWKIB i3
BMPA3KOBMM KOJIITOM MOMIPHOTO abo BaXKKOrO CTYMeHs TSXKKOCT», KoA AocnimjkeHHs B7541007, octaTtoyHa
Bepcisi npoTtokosy, MNonpaeka 2 Big, 1 BepecHst 2020 poky; cnoHcop - Mdpaiizep IHk., CLUA

3anBHuK - Mdaiizep IHk., CLUA

26. bpowypa pocnigHuka ana AZD5718, BugaHHA 6.1 Big 08 nunHa 2021 poky; Matepianu ans
nauieHTiB: IHopmauia npo pgocnigpkeHHa Ta Popma iHopmoBaHoi 3rogn, Mogenb gns YkpaiHu,
Bepcia 4.0 Big 23 cepnHa 2021 poKy, YKpaiHCbKOKO Ta pociicbKoo moBamMu; IHdopmaudia npo
HeOOOB’sI3KOBe FeHeTU4YHe AochnimKeHHsa Ta dopma iHchopmoBaHOi 3rogn, Mogenb ans YkKpaiHu,
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Bepcisa 3.0 Big 30 cepnHa 2021 poKy, YKpPaAiHCbKOIO Ta POCiACbKOIO MOBaMW. A0 NPOTOKOJTY KMiHIYHOTO
pocnigxeHHa «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-koOHTPO/IboBaHe, GaraToLeHTPoBe AOC/iLKEHHS
2b dhasu 3 nigbopy fo3u npenapaty AZD5718 y nauieHTiB 3 XPOHIYHOK XBOPOOOK HUPOK 3 NMPOTETHYPIEID»,
ko4, pocnimxkeHHa D7551C00001, sepcia 3.0 3 iHkopnopoBaHot norpaskoto Ne2 Big 25 ciuHa 2021 poky;
crnoHcop - «AcTpa3eHeka Ab», LLiBeuisa / AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

27. ®opma A03BOJ1y BariTHOI NapTHEPKM Ha nepegavy AaHux, Bepcia 1.0 ana YkpaiHu Big 25 cepnHs
2021 poKy, YKpaiHCbKOIO Ta pocilicbkolo MoBamu; KapTka npuiiMaHHA npenaparty, Bepcia 1.0 Big 14
TpaBHA 2021 poOKy, YKPAIHCbKOIO Ta POCIliCbKOI0 MOBaMu;3pa3kun 300paXeHb eKpaHy e/1eKTPOHHOro
NPUCTPOIO AN1I1 BUKOPUCTAHHA: OnuTyBaJibHUKA A1A OLiHKM AKOCTI XuTtTa EORTC QLQ-C30, Bepcii 3;
Bepcis yKpaiHCbKOIO MOBOIO Bif, 20 cepnHsa 2021 poKy, Bepcif pocilicbkoto MoBoto Big 30 nunHsa 2021
pPOKy; AHKeTn WwoAao0 ctaHy 3gopoB’a EQ-5D-5L y nepeknagax yKpaiHCbKOKO MOBOK A1 YKpaiHuM Ta
pociiicbkolo MOBOIO AN YKpaiHu; Bepcis yKpaiHCbKOK MOBOM Big 20 cepnHA 2021 poky, Bepcis
pociiicbkoto moBol Big 30 nunHa 2021 poky; OnutyBasibHMKa «BToma - KopoTka dopma 7a»
(PROMIS Fatigue SF 7a), Bepcii Big 30 ciuHs 2018 poky; Bepcisi yKpaiHCbKOIO MOBOIO Bif, 20 ceprnHaA
2021 poky, Bepcisa pociiicbkolo Moot Big 30 nunHa 2021 poky; PopMu OLiHKA CUMMTOMIB
Mienodpiopo3y (wopeHHuKa), pegakuii 4.0 (MFSAF v4.0 Diary); Bepcisi yKpaiHCbKOO MOBOIO Big 20
cepnHA 2021 poKy, Bepcia pociiicbkoto MoBoto Big, 30 nunHA 2021 poky; onuTyBa/ibHUKA «3arajibHe
BpaXeHHsA nauieHTa npo 3miHn (PGIC)»; Bepcis yKpaiHCbKOl MOBOK Big 20 cepnHs 2021 poky,
Bepcifa pociiicbkoto moBoto Big, 30 nunHA 2021 poKy; onuTyBaJibHUKA «3arajibHe BPaXeHHs nauieHTa
WoAo TAXKKOCTI iioro ctaHy (PGIS)»; Bepcis ykpaiHCbKOO MOBOLO Big 20 cepnHsa 2021 poky, Bepcis
pociiicbkolo MoBoto Big 30 nunHa 2021 poKy [0 NPOTOKOY K/iHIYHOrO AO0CNiAKEHHS «PaHaomi3oBaHe
noAgiviHe cnine naaueb0-KOHTPONIbOBaHe AOCAIMKEHHA 3 ha3n 3 BMBYEHHS HaBITOKNAKCY B MOEAHAHHI 3
PYKCOMITUHIOOM MOPIBHAHO 3 PYKCOMITUHIOOM Yy nauieHTiB i3 Mienodioposom (TRANSFORM-1)», kopg
pocnipkeHHa M16-191, sepcisa 4.0 Big 27 TpasHA 2021 poky; crnoHcop - «E66BI IHk», CLUA / AbbVie Inc.,
USA

3anBHuK - «EB6BI BiothapmachkoTikani3 TM6X», LLseliuapis

28. Nopatok po IHchopmauiiiHoro nucTka nauieHta i ®opmu iHhopmoBaHOi 3rogu, maiictep-Bepcis
1.0 Big 08 nunHa 2021 p., Bepcia gna YkpaiHm 1.0 Big 18 cepnHa 2021 p. (4O OCHOBHOrO
IHcbopmauiiiHoro nuctka nauieHta i Popmu iHhopmoBaHoi 3rogu, maiictep-Bepcia 5.0 Big 22 rpygHA
2020 p., Bepcia gna Ykpaiiu 3.0 Big 13 ciuHA 2021 p.) YKpaiHCbKOIO, POCIViICbKOI Ta aHrMiliCbKo
MOBamMu [0 MPOTOKO/Y K/IHIYHOTO BMNpPObyBaHHA «baraToueHTpoBe, BIAKPUTE, [OOBrOCTPOKOBE
pocnimpkeHHa 3-1 dasmn gnsa ouiHku 6esneyvHocTi Ta edpekTMBHOCTI Npenapaty edrapturimog (ARGX-113) 10
MI/KI 0151 BHYTPILLHLOBEHHOIO BBEAEHHSA Y IOPOCNNX NaLEHTIB i3 NEPBUHHOK iIMYHHOK TPOMOOLIUTOMNEHIE,
koa pocnipkeHHs ARGX-113-1803, chiHanbHa Bepcis npotokony 6.0 Big 22 rpygHa 2020 p.; cnoHcop -
Argenx BVBA, Belgium/ ApxxeHkc BBBA, berbris

3asBHuK - TOB «KniHiuHi gocnigkeHHs1 AKOH», YKpaiHa

29. 36inblIEHHSA 3an/IaHOBaHOI Ki/IbKOCTi AOCAIfKYBaHNX ANA BK/IOYEHHSA Y K/liHiUHE BUNPOGYBaHHA
B YKpaiHi 3i 150 go 200 [0 nNpOTOKO/MY K/iHIYHOrO BMNpobyBaHHs «BbaraToueHTpoBe, paHLOMI30BaHe,
noagiiHe cnine, KOHTPO/bOBaHe AocnimkeHHs dasn lllb gna ouiHkM edekTMBHOCTI, 6e3neyHocTi Ta
hapmMakoOKIHETMKN BULLMX [03 OKpenisymady Yy [O0poc/iMx 3 MepBMHHMM MNPOrpecyrounm pPo3CisHUM
CKepo3om», kog gocnimpkeHHss BN42083, Bepcia 2 Big 29 6epesHsa 2021 p.; cnoHcop - ®.XoddmaHH-/15
Pow N1a, WBeiiyapis

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

30. 3anyueHHss A0JAaTKOBUX MicUub NpoBeAeHHS KNiHIYHOro BUMNPOOGYBaHHA [0 MNPOTOKOMY KMiHIYHOIo
JocnipkeHHs «PaHaomizoBaHe, BigkpuTe, 6aratoueHTpoBe gocnigpkeHHsa dpasu Il 3 ouiHkn ehekTMBHOCTI Ta
6e3MeyYHOCTi a'loBaHTHOI Tepanii ripeAecTpaHTOM NOPIBHAHO 3 af l0BAHTHOK EHAO0KPUHHOK MOHOTEpaniew
3a BMOOPOM Nikaps B MauieHTIB 3 €CTPOreH-peLenTop-no3ntneHnM, HER2-HeratvBHMM pakoM MOJIOHHOI
3aU1031 Ha paHHili cTagii», kog gocnigpkeHHss GO42784, Bepcis 2 Big 30 uepBHs 2021 poky; cnoHcop - ©.
XodhdpmaHH-J1a Pow fita, Weenuapisa (F. Hoffman-La Roche Ltd., Switzerland)

3anaBHMK - ToBapuctBo 3 O6MexeHow BignosigasbHiCcTIo «KOHTpPaKTHO-4OCMIAHMLbBKA —OpraHisayis
IHHO®apm-YKpaiHa»

Ne M.l1.6. BignoBigabHOro gocnigHmka
n/ Ha3Ba Micus npoBeAeHHs K/1iHIYHOro BUNPOBYBaHHS
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1 O.M.H., npody. boHgapeHko .M.
KoMyHasibHe HekoMepuiiiHe nignpuemMcTBO «Micbka KiHiYHa nikapHs Ned» [OHINPOBCLKOI MiCbKOT
pagun, ximioTepaneBTWYHE BiAAINEHHA 3 [EHHUM CcTauioHapoMm, [HIMPOBCbKUIA AepXaBHUIA
MeAVYHWIA YHIBEPCUTET, kacheapa OHKOAOrIT Ta MeanyHoi pagionorii, M. [IHinpo

2 K.M.H. ¥pcon .M.
MpuBaTHe niANPMEMCTBO NpuBaTHA BUPOGHMYA hipMa «ALUHYC», NiKyBaslbHO-AiarHOCTUYHWIA
LeHTp, M. KponuBHULbKNI

3 | nikap Bep3oii O.A.
KomyHanbHe HekomepuiliHe nignpvemctBo «Opecbka o6nacHa KiiHiYHa sikapHsa»  OpecbKoi
06n1acHOI paau», BigaiNeHHsa TopakanbHOT Xipyprii, M. Ofeca

4 K.M.H. Agamuyk ".A.
KomyHanbHe nignpveMcTBo «KpuBOPI3bkUiA  OHKONOFiYHWIA  gucnaHcep»  [HINPONeTpoBCbKOI
06/1aCHOT pagu», XimioTepaneBTUYHE BiaAiNeHHs, M. Kpyusuia Pir

5 nikap Kynsta A.M.
Meanuunii ueHTp ToBapucTBa 3 O0OMEXEHOH BiAMNOBIAASILHICTIO «ACKNEMIOH», CTaliOHapHWiA
nigposgin, c. Xogociska (Kneso-CBATOLWMHCLKMIA p-H, KniBcbka 06/1.)

6 O.M.H., npodp. M'oTeKo €.C.
KomyHasnibHe HekomepuiiHe nignpuemcTBo «LleHTpasibHa MiCbka KAiHIYHA JliKapHS» Y)XXropoacbKoi
MiCbkOT pagn, MICbKWIA OHKO/OTYHUIA LEHTP, TepaneBTW4YHe BigAiNeHHs, [epXaBHWUiA BULLAN
HaBYaNbHUI 3aknag «Y)XXrOPOACbKWIA HauioHaNbHUIA  YHIBEPCUTET», Kadeapa OHKoMoril Ta
pagjonorii hakybTeTy NicAsAMNIOMHOI OCBITM Ta A0OYHIBEPCUTETCLKOI NiArOTOBKU, M. YXXropop,

7 nikap Migsep6eubka A.B.
O6nacHe KOMyHas/lbHE HEKOMepLUiiiHe nignpUEMCTBO «BYKOBMHCBKUIA  KAIHIYHWIA  OHKOAOTIYHWIA
LEHTP», CTPYKTYPHUIA Nigpo34ia AeHHOro ctauioHapy, M. YepHisLi

8 Nikap boHaapeHko HO.M.
MepguHunii LeHTp «Medical Plaza» ToBapucTBa 3 06MeXeHow BignoiganbHicTio «EKOAIHMPO»,
xipypriyHe BiggineHHa Ne2 6araTonpodinibHOro XipypriyHoro nigposainy, M. AHinpo

9 3aB. ueHTpom byxTees [.C.
KomyHanbHe HekomepuiiHe nignpueMctBo «O6NACHUIA LEHTP OHKOAMOri», 06nacHuii LeHTp
Mamosorii, M. Xapkis

10 | A.M.H., npodp. AyaHiveHko O.C.
[JepxaBHa ycTaHoBa «lHCTUTYT 3aranbHOi Ta HeBigknagHoi xipyprii imeHi B.T. 3aliuesa
HauioHanbHOT akagemii MeanyHMX Hayk YKpaiHu», Big4INEHHS THIRHOI Xipyprii Ha 25 NbkoK 3
nanartor IHTEHCMBHOT Tepanii Ha 6 NixXoK, XapkiBCbka MeAnyHa akazemis niciaamnioMHOI OCBITH,
Kadhepa OHKONOrIT Ta ANTAYOT OHKONOTIT, M. XapkiB

11 | k.M.H. 'pnbay C.M.
KomyHasnibHe HekoMmepuiiiHe nignpruemcTBo KuiBCcbkoi o6nacHoi pagu «KuiBCcbkuiA  06niacHuii
OHKOJI0TYHWIA AncnaHcep», MaMosiorivyHe BigaineHHs, M. Kuis

12 | nikap Ickimxm A.1.
KomyHanbHe HekomepuiliHe nignpueMcTBo  «O6GMACHUA  KMIHIYHWIA  OHKOMOFIYHWIA  LEHTP
KipoBorpaackoi o6nacHoi pagn», ximiotepaneBTUYHe BiggineHHs, M. KponnBHULbKWI

13 | nikap Maspuntok I.C.
KoMyHaslbHEe HeKOMepUiiHe MigNPUEMCTBO «TEPHOMINIbCbKMIA 06/1aCHWI KNIHIYHWIA OHKOSOTIYHWIA
ancnaHcep» TepHoNifibCbKOT 06/1aCHOIT paau, XimioTepaneBTUYHE BigAiIeHHs, M. TepHonisb

14 | a.M.H., npodh. KpmxaHiBcbka A.€.
KomyHanbHe HekomepuiiHe NignprueMcTBO «IMpukapnaTcbkuii KNiHIYHWIA OHKOMOTYHWIA LeHTpP IBaHO-
®paHkiBCbKOI 06/1aCHOT paau», XipypriyHe BigaiieHH Ne3 ropMOHO3aIeXHUX MYX/IUH Y XKIHOK,
IBaHO-PpaHKIBCbKUIA HauioOHaNbHUI  MeaMYHWA  yHiBepcuTeT, kadpegpa OHKosoril, M. IBaHo-
P paHKiBCbK

15 | nikap KypoukiH A.B.
KomyHanbHe HekomepuiiiHe nignpuemctBo Cymcbkoi o6nacHoi pagn CyMcbkuii  06/acHuil
KNIHIYHWIA  OHKOJIOTIYHWMIA  gucnaHcep, AUCNaHCEpHe BIAA4INEHHA 3 [OEHHWM  CcTauioHapom
XimioTepaneBTU4HOrO npodiisito, CyMCbKWii AepxaBHWIA yHIBEpPCUTET, kadegpa OHKoorii Ta
pagionorii, M. Cymu

16 | K.M.H., gou. Hedpcpa M.1O.
KomyHasibHe HekomepuiiHe nignpueMcTBO XapKiBCbKOT 06n1acHOi pagn «O6nacHWii KNiHiYHWiA
cneujianizoBaHuii  gucnaHcep pagiauiiiHoOro 3axucTy HacefneHHs», XipypriyHe BigAineHHa 3
OHKOJIOTIYHMMUM DKKaMK, M. XapKiB

17 | nikap MNepenagsa C.B.

[epxaBHa ycTaHoBa «IHCTUTYT MeAuMyHol pagionorii Ta oHkonorii im. C.IM. [purop’eBa
HalljioHanbHOT akagemii MeinyHuX Hayk YKpaiHu», BiAfineHHs1 KNiHiYHOI OHKO/Orii Ta remMartonoril,
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M. XapkiB

18 | k.M.H., gou. Pucnaesa [.E.

NikyBanbHO-AjarHOCTUYHMIA LEeHTP TOoBapucTBa 3 OOMEXEHOHK BiAnNOBidaslbHICTIO «Megikc-peit
IHTepHewH Tpyn» JlikapHA i3painbebKoi OHkoMOrT «LISOD», BigdiNeHHA KAIHIYHUX Ta HayKOoBUX
gocnigxeHsb, c. MnoTtn, (O6yxiBCcbkMil p-H, KniBcbka 0611.)

19 | a.m.H. Wampaii B.A.

KomyHanbHe HekoMepuiiiHe MignpMeEMCTBO  «[l1OAINbCbKWIA  perioHaslbHUIA  LLEHTP  OHKOJIOTiT
BiHHVUbKOT 06n1acHoi Paam», BigaineHHsa ximiotepanii, M. BiHHMUA

20 | K.M.H., gou,. lWnapuk A.B.

KomyHasibHe HekoMepujiiHe nignpuemcTBO JIbBIBCbKOI 06/1acHOT pagn «J/1bBiBCbKWIA OHKO/OTIHYHWIA
perioHanIbHWIA NiKyBasIbHO-AiarHOCTUYHWIA LLEHTP», BigdiNeHHs ximioTepanii, M. J1bBiB

21 | pupekTop Cokyp I.B.

KomyHasnibHe HekomepuiiHe MiANPUEMCTBO «XEPCOHCBHKUA 06/IAaCHUA OHKOJOTIYHWI gucnaHcep»
XepcoHcbKoi 06M1acHOi  pagW, AEHHWIA cTauioHap MOJiKAiHIKM 3 KabiHeToM amMOynaTopHOi
ximioTepanii, CMT. AHTOHIBKa, M. XepCoH

22 | K.M.H. TpyxiH A4.B.

KomyHaslbHe HekoMepuiiiHe MignpMEMCTBO «OfeCbKMili 06/1acHUA  OHKOJMOMIYHUIA - gUcnaHcep»
Opecbkoi obnacHoi pagw», CTauioHap [AeHHOro nepebyBaHHSA AMCNaHCepPHO-NONIKMIHIYHOIO
BigaineHHs, M. Ogeca

23 | 3aB. Big. Bontko H.J.

KoMyHasibHEe HekoMepUiiHe NiANPUEMCTBO «KUIBCbKMIA MICbKWIA KAIHIYMHWIA OHKOMOTIYHWUIA LIEHTP»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi paan (KuiBCbKOT MICbKOT AepXaBHOT afMiHicTpauir),
XiMioTepaneBTunyHe BigaineHHs Ne 2, M. Kni

24 | nikap Xonypgesa /1.0.

KomyHanbHe  HekomepuiiiHe  nignpuMeEMCTBO  «3akapnaTCbkuii  MPOTUMYX/IMHHWA  LEeHTp»
3akapnartcbkoi 061acHOT pagu, XimioTepaneBTUYHe BigAINEHHS, M. YXXropoa,

25 | nikap 3y6kos O.0.

[JepxaBHa ycTtaHoBa «HauioHasbHWIA IHCTUTYT Xipyprii Ta TpaHcnnanTosorii iM. O.0. LWanimosa»
HaLjioHanbHoT akagemii MeanyHNX HayK YKpaiHu, BigaiieHHs oHkonorii, M. Kuis

26 | meanyHunin anpekTop fleseHko O.l.

KomyHanbHe HekomepLiiiHe MignpueEMCTBO «3anopi3bKUii perioHasIbHUA NPOTUMYX/IMHHUIA LEeHTP>»
3anopi3bkoi 06/1aCHOT paau, BiafisIeHHA OHKOXiMiOTepanii 3 AeHHVM CTauioHapoM, M. 3anopiXxks
27 | aupekTop MNapamoHos B.B.

KomyHasnibHe HekomepuiiiHe MignpUMEMCTBO «Yepkacbknii 06nacHWiA  OHKOJIONIYHMIA - AycnaHcep
Uepkacbkoi 06s1acHoi pagm», O6nacHWii LeHTP KAiHIYHOT OHKoAOrii (OHKOXIMIOTepaneBTUYHWA),
M. Yepkacu

31. fJopatok Nel Big 28 kBiTHA 2021 poKy ao Bpowypu gocnigHuka gna HLX10, Bepcia 4.1 Big 25
XOBTHA 2020 poky; Popma iHthopMoBaHOi 3rogu Ana yyacti y HAyKOBOMY K/1iHIYHOMY [OCiAKEHHI,
Mogenb ansa YKpaiHm, Bepcisa 4.0 Big 25 cepnHA 2021 poKy (YKpaiHCbKOIO Ta POCilicCbKolo MoBaMu) A0
NPOTOKONY KiHIYHOrO AocnimkeHHsA «PaHAomisoBaHe nofgiiHe cnine 6araToueHTpose asn Il KniHiuHe
pocnipkeHHss HLX10 (pekomMGiHaHTHOro ryMaHi3oBaHOro MOHOK/IOHa/IbHOrO aHTuTina go PD-1 (aHTu-PD-1)
Ansa iH'ekuid) + ximioTepania (kapbonnatuH + 3B’A3aHUI 3 afibOYMIHOBUMYK HAaHOYACTMHKaMWU Mak/liTakcesn
(Hab- nakniTakcen) ) y MNOpPIBHAHHI 3 xiMmioTepanieto (kapbonnatnH + Hab-naksiTakcen) B SKOCTI Tepanil
nepLUoi NiHii Npy MicueBo-NoWMPeHOMY abo MeTacTaTUYHOMY MJTIOCKOK/TITUHHOMY HefpiGHOKTITUHHOMY paky
nereHi (HAKP)», kog, pocnigpkeHHa HLX10-004-NSCLC303, sepcis 4.0 Big 08 nunHa 2020 poky; CroHcop -
Shanghai Henlius Biotech, Inc., China / LWaHxai XeHniyc BaiioTek, IHk., Kutaii

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

32. fJopatok Nel Big 28 kBiTHA 2021 poKy ao Bpowypu gocnigHuka gna HLX10, Bepcia 4.1 Big 25
XOBTHA 2020 poky; Popma iHhopMoBaHOI 3rogn Ana yyacti y HAyKOBOMY K/1iHIYMHOMY [OC/iAXEHHI,
Mogenb AnAa YkpaiHu, Bepcis 6.0 Big 26 cepnHA 2021 poKy (YKpaiHCbKOK Ta pociiicbkoo MoBamMu) 10
MPOTOKO/TY KNiHIYHOrO AocnimKeHHs «PaHgomizoBaHe noggiliHe chine 6araToueHTpoBe AOCAiMKEHHS dha3n
[l oNA NOPIBHAHHA KNiHIYHOT ediekTMBHOCTI Ta 6e3neyHocTi HLX10 (pekoMO6iHaHTHOro rymMaHi3oBaHoro
MOHOK/TOH&/TbHOTO aHTuTINa fo PD-1 (aHTn-PD-1) ansa iH'ekuiin) B kombiHauii 3 ximioTepanieto (kapb6onnatuH
+ eTonosuji) y paHille HenikoBaHWX NauieHTiB 3 MOLMPEHO0 DOPMOK APiOHOKMITUHHOIO paky JereHi
(OKP)», ko pocnigxkeHHs HLX10-005-SCLC301, sepcis 4.0 Big 05 ntotoro 2021 poky; cnoHcop - Shanghai
Henlius Biotech, Inc., China / laHxai XeHniyc baiioTek, IHk., KuTai

3aasHuK - TOB «MAPEKCEJT YkpaiHa»
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33. Bk/IIOYEHHA A0AATKOBUX MiCLib NPOBEeAEHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOMNY K/iHIYHOrO
pocnipkeHHa «baraToueHTpoBe, paHAoMi3oBaHe, MOABiNHe chnine, nnauebo KOHTPO/SIbOBaHE KAiHiYHE
pocnimpkeHHa 4 dasun 4Nna ouiHkM edyeKTUBHOCTI Ta 6e3MeYHOCTi NPU3HAaYeHoro NiAWKIpHO rycenbKymMmaoy y
naLieHTiB 3 aKTUBHMUM akcCia/lbHUM NcopiaTMyHUM apTPUTOM, K HIKONN He OTPUMYBaU/IM Bi0/I0TiIYHY Teparnito»,
koA pocnigpxkeHHs CNTO1959PSA4002, Big 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

3aaBHuK - «AHCCEH ®APMALIEBTVKA HB», benbris

No MN.1.B. BignoBiganbHOro gocnigHnkKa
n/n HasBa Micus npoBeAeHHs K/iHIYHOTO BUNPOOYBaHHS

1. | kM.H. Cngop H.A4.
KomyHasibHe mignpueMcTBo «BosiMHCcbka obnacHa KhiHiYHa fikapHa» BonmHebkoi ob6nacHoi pagw,
peBmartosnoriyHe BigfifieHHs, M. Jlyubk

2. | p-M.H., npocp. CmisH C.I.

KomyHaslbHe  HekomepuiliHe  MigNpUMEMCTBO  «TepHOMiNIbCbKa  YHIBEPCUTETCbKA  JliKapHA»
TepHonMiNbCbkoi 06/1acHOT paan, pPeBMaTtosioriyHe BigdiNeHHs, TepHONINbCbKWIA  HaLiOHabHWIA
MeanYHNA yHiBepcuTeT iMmeHi .. TopbayeBcbkoro MiHicTepcTBA OXOPOHW 340POB'S  YKpaiHu,
Kaheapa BHYTPILUHLOT MeanumHn Ne2, M. TepHoninb

3. | A-M.H., npoc. Ky3bmiHa I".I1.
KomyHasibHe nignpuemcTBo «KpmnBopisbka Micbka KiiHiYHa nikapHa Ne2» KprBOpi3bKOT MiCbKOT paau,
KapgiosioriyHe BigaineHHs, M. Kpusuii Pir

4. | K.M.H. HaliwTeTik I.M.
ToBapncTBO 3 OOMEXEHOI BIiAMOBIAANBHICTIO  «IHCTUTYT peBMatonorii», Big4in  KNiHIYHMX
gocnimpkeHb Nel, M. KuiB

34. bpouwypa gocnigHuka JNJ-73841937 (lazertinib, YH25448), BuaaHHsa 9 Big 16.07.2021 p.; bpowypa
pocnigHuka JNJ-61186372 (amivantamab), BuaaHHA 6 Big 16.07.2021 p.; IHchopmaunia ana nauieHTa Ta
®dopma iHchopmoBaHoi 3rogu — TpoTtokon 73841937NSC3003, Bepcisi YKpAiHCLKOIO MOBOKO Anf
YkpaiHu Big 06.09.2021 p., Bepcia 3.0; IHdopmauia ana nauieHta Ta dopma iHcphopMoBaHOi 3rogn —
MpoTtokon 73841937NSC3003, BepciA pociicbkolo MOBOlo A1 YKpaiHu Big 06.09.2021 p., Bepcis 3.0
[0 MPOTOKONY K/HIYHOTO BUMPOOYBaHHA «PaHAoMi3oBaHe K/iHiYHe aocnigxeHHs da3n 3 KoMO6iHOBaHOI
Tepanii AMiBaHTaMa6oM Ta Jla3epTiHiIGOM y NOpPiBHAHHI 3 OCMMEPTUHIOOM Ta Yy MNOPIBHAHHI 3 Jla3epTiHi6oMm
SIK MepLoi NiHii Tepanii y nayieHTiB 3 MiCLLEBO-NOWNPEHNM ab0 MeTacTaTUY4HUM HeApPiOHOKMNITUHHUM pakoMm
nereHb 3 MyTauielo peuenTopiB enigepmanbHoro gaktopa pocty (EGFR-myTaui€o)», Koa A0CNiAKEeHHS
73841937NSC3003, 3 Monpaskoto 1 Big 22.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEEBTUVKA HB»,
Benbris

3asBHuK - «AHCCEH ®APMALIEBTUKA HB», besnbris

35. bpowypa gocnigHuka ETponizyma6, Bepcia 15 Big yepBHA 2021 poKy, aHrNilicbKo MOBOIO;
IHhopMauiiHMii NMcTOK NauieHTa i oopma iHchopmoBaHoi 3rogu ana yactuim 1 (BPA) i yactuHm 2
(MB NMMN) pocnigxeHHs, Bepcia V12.0UKR(uk)1.0 Big 04 cepnHsa 2021 poky, nepeknag yKpaiHCbKOIo
MoBoto Big 08 BepecHs 2021 poky; IHhopmauiiiHnii NUCTOK nauieHTa i popma iHchopmoBaHOI 3rogun
Ana vactuiu 1 (BPA) i yvactuim 2 (MB NMMJ) pgocnigxkeHHs, Bepcia V12.0UKR(ru)1.0 Big 04 cepnHsa
2021 poky, nepeknapg pocilicbkolo mMoBOK Bif 08 BepecHs 2021 poky; IHopmauiiiHMi NUCTOK
nauieHTa Ta Popma iHhopMmoBaHOI 3rogM ANMA YacTUHU 2 (MOHITOpPUHI Ge3neku 3 npusogy MM/)
pocnipkeHHs, V10.0UKR(uk)1.0 Big 04 cepnHAa 2021 poKy, nepeknaj yKpaiHCbKO MoBO Big 08
BepecHs 2021 poKy; IHpopmauiiiHMii TnCToK NauieHTa Ta Popma iHthopmoBaHOi 3rogu ANns YacTuUHU 2
(MoHiTOpUHr G6e3nekn 3 npusogdy MM/) aocnipxeHHs, V10.0UKR(ru)1.0 Big 04 cepnHa 2021 poky,
nepeknag pociiicbkoro MoBow Big 08 BepecHs 2021 poKy [0 MPOTOKO/Y KAIHIYHOrO AOCAIMKEHHS
«BigkpuTe po3wrpeHe AOCNiMKEHHS Ta MOHITOPUHI 6e3nekn y nauieHTiB 3 BUPa3KOBUM KOJTITOM cepefiHboro
abo BaXXKOro CTyMneHsl, ki paHiwe 6panu yyacTb y gocnigpkeHHsx cdasm /Il npenapaTy eTponisymaté», kog
pocnimpkeHHa GA28951, sepcia 9 Big 12 notoro 2019 poky; crnoHcop - «®. XodhdpmaHH-/1a Pow JTo» (F.
Hoffmann-La Roche Ltd), Lseiiuapis

3asBHYK - MignpremcTBo 3 100% iHo3eMHot0 iHBeCTULje «ANK'IOBIA PAC YkpaiHa»

36. IHCTpYKUiA gnsa mMeguUHOro 3actocyBaHHA AHihponyma6 a6o nnaue6o 120 mr / 0,8 mn (150
Mr/mn), yKpaiHCbKO MOBOIO; IHCTPYKLUis ANA MefUYHOro 3actocyBaHHA AHichponymaé a6o nnaue6o
120 wmr / 0,8 mn (150 mr/ms), pPOCIiCbKOIO MOBOI; BK/IIOUEHHA [0[ATKOBUX MicUb NpPOBeAEeHHS
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BMNPOGYBaHHA [0 NPOTOKOY KAiHIYHOro BMNpPOOGyBaHHA «BaratoueHTpoBe, paHAOMi3oBaHe, NoagiiHe
cnine, nnauebo-KOHTPONbOBaHe AOCNiMKeHHA a3 3 A8 OUiHKA  edeKTUBHOCTI Ta 6e3neyHoCTi
nigwkipHoro BBeAeHHA aHihponymady [0pPOC/IMM NauieHTam 3 CUCTEMHUM YEPBOHUM BOBYAKOM», KOZ
pocnipkeHHs D3465C00001, sepcisa 2.0 Big 16 rpyaHs 2020 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

No M.1.B. BignoBigasbHOro A4ocnNigHNKa

n/n HasBa Micusi NnpoBeAEeHHS K/IHIYHOrO BUNPO6GYBaHHS

1. | A-M.H., npocp. LeBuyk C.B.

KniHika HaykoBO-A0CNIAHOrO HCTUTYTY peabinitauii oci6 3 iHBanigHICTIO (HaBYa/lbHO-HAYKOBO-
NiKyBaUTbHWIT KOMMNIEKC) BIHHMLBKOrO HaLiOHa/IbHOTO MeAMYHOro yHiBepcuteTy iM. M.l. Muporosa,
BigAiN Tepanii Ta KNiHiYHOT peBmMaTooril, peBMaTo/orYHe BigdiNneHHs, BiHHMLUbKWIA HaUioOHaNbHWIA
MeanYHWUIA yHiBepcuTeT iM. M.I. MNMuporosa, kadeapa BHYTPILLIHLOT MeanumHn Ne2, M. BiHHMUSA

2. | nikap NetmaHeup O.B.

KomyHasibHe HekomepujiiHe nignpuemMcTBo «KpurBopidbka Micbka nikapHs Ne9» KpuBOpi3bKOi
MICbKOT pagu, peBMartonoriyHe BigaineHHs, M. Kpusuii Pir

37. 36inblUeHHs 3an/1IaHOBaHOI KiIbKOCTi AOCNIMKYBaHUX AN BKAOYEHHSA Y K/liHiYHEe BUNPOGYBaHHA
B YKpaiHi 3 50 go 100 f0 nNpoTOKO/Y KNiHIYHOro JocnimkeHHs «PaHaomizoBaHe, 6araToueHTpoBe, dhasu
IB/IIl pocnipxeHHA hapMakoKiHETUKM, edeKTMBHOCTI Ta 6e3MeyHOCTi 3acToCyBaHHA MigLWKipHOI dhopmm
aTe3onisaymadby Yy MOpPIBHSAHHI 3 BHYTPILUHBOBEHHOK (QOPMOK aresosnizymaby y naujieHTiB i3 paHiwe
NiKOBaHMM MICLLEBOMOLUMPEHNM abo MeTacTaTUYHUM HeApPiOHOKNITUHHUM PakoM fiereHb», KOA, AOCNIMKEHHS
BP40657, Bepcis 5 Big 10 nitoToro 2021 p.; cnoHcop - ®.XoddmaHH-/1a Pow /T4, LBeiiyapis

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

38. Bpowypa pocnigHuka ETponisyma6, Bepcis 15 Big uvepBHs 2021 pOKy, aHriliCbKOO MOBOIO;
IHpopmauiiiHuii nncToK nauieHTa Ta hopma iHchopmoBaHoi 3rogu (HactuHa 1 (BPA) i uactuHa 2 (MB
Ha npegmet MM/)), Bepcia V7.0UKR(uk)1.0 Big 04 cepnHsa 2021 poky, nepeknaj yKpaiHCbKO MOBOIO
Big 07 BepecHAa 2021 poky; IHcopmauiiiHuii nucTok nauieHTa Ta ¢hopma iHhopmoBaHOi 3roau
(HactuHa 1 (BPA) i vactuHa 2 (MB Ha npegmet MMA)), Bepcia V7.0UKR(ru)1.0 Big 04 cepnHsa 2021
POKy, nepeknap, pociiicbkoto moBolto Big 08 BepecHA 2021 poKy; IHchopmauiiiHnii INCTOK NauljieHTa Ta
thopma iHopmoBaHoi 3roau (Tinbku pna 4dYactuHu 2, MMJ/1 (MOHITOpUHr Gesneku)), Bepcia
V6.0UKR(uk)1.0 Big 04 cepnHa 2021 poky, nepeknas yKpaiHCbKOI0 MOBOIO Bif 07 BepecHs1 2021 poKy;
IHbopMauiiHMi NCTOK nauieHTa Ta dopma iHchopmoBaHoi 3rogu (Tinbkn Ana dactuHu 2, MM
(MoHiTOpUHr Ges3neku)), Bepcia V6.0UKR(ru)l.0 Big 04 cepnHa 2021 poky, nepeknag PoOCificbKoto
MoBoto Big 07 BepecHs 2021 poKy [0 MNPOTOKONY KiHIYHOrO BUMPOOYBaHHA «BigkpuTe pos3wmnpeHe
OOCiMKEHHS i3 CNOCTEPEXEHHAM 6e3nekn NalieHTiB 3 XBOPOOOoH KPOHa B akTUBHIN diasi Big cepeHboro Ao
TSDKKOrO CTYMNEHs1 BXKKOCTI, SIKi paHiwe npuiiMann ydyacTb y NPOTOKOsi eTponisymab chasa Il gocnigxeHHs
GA29144», kop, pocnimkeHHa GA29145, Bepcisa 6 Big 29 kBiTHA 2019 poky; cnoHcop - «P. XoddmaHH-/15
Pow N1a», Weeliyapis (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHVK - NignpuemcTso 3 100% iHo3eMHol0 iHBecTULjeo «ANK'HOBIA P/IC YkpaiHa»

39. bpowypa gocnigHuka ETponisyma6, Bepcisa 15 Big uepBHA 2021 poKy, aHIMiACbKOK MOBOIO;
IHhopMmauiiHuii nucTok nauieHTa i ¢hopma iHpopmoBaHoi 3rogu, Bepcia V8.0UKR(uk)1.0 Big 24
cepnHA 2021 poky, nepeknap yKpaiHCbKo MoBoto Big 03 BepecHA 2021 poky; IHcopmauiiiHwnii
nUCcToK nauieHta i ¢popma iHcpopmoBaHoi 3rogn, Bepcia V8.0UKR(ru)1.0 Big 24 cepnHa 2021 poky,
nepeknag pociicbkolo moBolo Big 03 BepecHs 2021 poKy A0 MNPOTOKO/Y K/IHIYHOMO AOCMIAKEHHS
«baraTouUeHTpoBe, paHAoMi3oBaHe, NoABiHe-caine, nnauebo-KOHTPo/IboBaHe AocnimkeHHs dasn Il gna
OLiHKN eDEKTMBHOCTI Ta 6e3MeYHOCTI npenaparty eTponisymad B SKOCTI iHAYKUIT i NiATPUMYOUOro flikyBaHHSA
nauieHTiB 3 xBOpo60l KpoHa B akTMBHIi pas3i Bif cepefHbOro A0 TSXKOTO CTYMEHS BaXKKOCTI», KOp,
pocnipkeHHa GA29144, sepcia 7 Bifg 24 kBiTHA 2019 poky; crnoHcop - «®. XOPPMAHH-NA POLWU NTAO»,
LWeeiyapia (F. HOFFMANN-LAROCHELTD, Switzerland)

3asBHYK - MignpueMcTBO 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

40. 3a51yyeHHA [O[ATKOBOrO MiCLs NMPOBEAEHHA KMiHIYHOrO BMNPOOGYBaHHA 40 NPOTOKO/Y KAiHIYHOIO
JocnipkeHHs «PaHpomizoBaHe, nogpiliHe-cniine, 3 nnauebo Ta akTMBHUM  KOHTPOMEM  JliKyBaHHS
pocnipkeHHss 26 dasm edoekTMBHOCTI Ta 6e3neyHocti MK-8189 y nauieHTiB 3 rocTpum enizofom
Lum3odppeHii», ko gocnigxeHHs MK-8189-008, 3 iHkoprnopoBaHoo nonpaskoto 02 Big 24 nuctonaga 2020
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poKy; crnoHcop - «Mepk Wapn EHA Joym 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»

No MM.1.6. BignoBigansLHOro gocnigHuka
n/ Ha3sa micus npoBefeHHs K1iHIYHOro BUNPOBYBaHHA
n

1 | nikap Mynuk M.I.

KomyHasibHe HekomepuiiHe nignpuemcTBo  «llpukapnatCbkniAi  06G/IACHUIA  KAIHIYHUIA  LEHTP
MCUXIYHOTO 300pOB'A IBaHO-PpaHKiBCbKOT 06M1acHOi pagn», BigdineHHsa Nel Kpu30BUX CTaHiB Ta
NEePBMHHOIO MNCUXOTUYHOIO eni3ofy, M. IBaHO-PpaHKiBCbK

41. BK/IIOUEHHA 00A4ATKOBOro MicusA NMPOBeAEHHA KNiHIYHOro BMNPOGYBaHHA B YKpaiHi A0 NPOTOKONy
KniHiyHOoro BunNpobyBaHHA foresiGHt: bBaratoueHTpoBe, paHAoOMi30BaHe, 3 Mapasie/ibHUMKU rpynamu,
nnauebo-koHTpo/iboBaHe  (NOABiMHE Cfine) Ta aKTUBHO-KOHTPO/SIbOBaHe  (BiAKpUTE)  OOCAIMKEHHS
edheKTMBHOCTI Ta 6e3nekn LWOTMXKHEBOrO 3aCTOCYBaHHA /IoHanercoMmarponiHa B MOpiBHAHHI 3 nniaue6o, a
TaKoX B MOPIBHSAHHI 3 COMATOTPONIHOM LLOAEHHOT0 3aCTOCYBaHHS Y fOPOC/AMX 3 AediLUTOM rOPMOHY poCTy.,
kon pocnimpkeHHa TCH-306, Bepcia npotokosny 2.0, Big 06 cepnHa 2020; crnoHcop - AcueHgic ®apma
EnpokpiHonomku AisixH A/C, faHia (Ascendis Pharma Endocrinology Division A/S, Denmark)

3asaBHUK - AKuensciops /1T4., YropwuHa

No M.I.6. BignoBigabHOro AocnigHuka

n/n HasBa Micusi npoBeAeHHS KIIHIYHOrO BUNPO6GYBaHHS

1. | &.M.H., npodh. bonbwosa O.B.

[JepxaBHa yctaHoBa «IHCTUTYT eHOOKPUHOSOriT Ta 06MiHYy pedoBuH iM. B.IM. KomicapeHka HAMH
YKpaiHu», HayKOBO-KOHCY/IbTaTUBHWIA Bigdin ambynatopHO-NpodisiakTMYHOT AOMOMOMM XBOPUM 3
E€HA0KPWHHOI naTonorietn, M. Kuis

42. fopatoK Ao iHcopmauii Ta dopmu 3roaum ANA AOPOCNX YUYACHUKIB AOCAiIMKEHHS, JIoKa/bHA
Bepcia Homep 1.0 AnA YKpaiHM YKpaiHCbKOK Ta pOCiliCbKO MoBaMu, gaTta Bepcii 14 BepecHs 2021
poOKy Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 16 Gepe3Hsa 2021 pokKy [0 MPOTOKOAY KAiHIYHOro
pocnimpkeHHs «PaHgomizoBaHe, Bigkpute, OGaraToueHTpoBe pocnimpkeHHsa 1l dhasm AypsBanymady Ta
Tpemenimymady B SAKOCTI NepLloi AiHil NiKyBaHHA NauieHTIB 3 MOLWMPEHUM renartoue/iofISPHUM Pakom
(HIMALAYA)», kog gocnigpkeHHs D419CC00002, sepcia 6 Big 20 cepnHa 2019 p. ; cnoHcop - AstraZeneca
AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

43. bpowypa pocnigHuka Bepcia 13.0 Big 10 cepnHA 2021p.; MoAOBXeHHS TepPMiHY TPUBaNoCTi
KNiHIYHOrO BUNPOOyBaHHA B YKpaiHi Ao 30 KBiTHA 2023p. A0 NPOTOKOY KAiHIYHOTO AochimkeHHs «daza
[ll, paHaoomi3zoBaHe, NoagiliHe cnine, naauebo KOHTPO/IbOBaHE AOCAIMKEHHS BU3HAUYEHHST epeKTUBHOCTI Ta
6e3neyHoCTi KonaHnicioy B koMbGiHaLil 3 pUTYyKCiMaboM Yy NauieHTiB 3 peunanBoM iHAONEHTHOI B-KAiTUHHOT
HeXomKKIHCbKOT nlimcpomun (iIHX/T) — CHRONOS-3», koa gocnigxeHHs No. BAY 80-6946 | 17067, sepcis 7.0
3 iHTerpoBaHoto nonpaskoto 11 Big 22 TpaBHA 2020 p.; cnoHcop - «baliep Al», HimeuunHa

3anBHUK - TOB «baliep», YkpaiHa

44. Moci6GHUK i3 pgocnimxeHHsa Ana naudieHta, 30 nunHa 2021 poky [V02 UKR(uk)], ykpaiHCbKoOIO
MoBolo; KepiBHULTBO nauieHTa 3 y4yacTi y gocnigpkeHHi, 30 nunHa 2021 poky [V02 UKR(ru)],
POCIACbKOIO MOBOKO [0 MPOTOKOMY K/IHIYHOrO JocnimpkeHHs «PaHgomisoBaHe, noggiiHe chine,
GaraTtoueHTpoBe AOC/IMHKEHHSA TepaneBTUYHOI EKBIBa/IEHTHOCTI, WO MPOBOAUTLCA B NapasiesibHUX rpynax
AN NOPIBHSIHHA e(eKTUBHOCTI, 6e3neYyHOCTi Ta iMyHOoreHHocTi npenapaTy DMB-3115 ans niglikipHoOro
BBeAEHHSA Ta npenapaty Crenapa® BUpoO6HMUTBA €C Yy NaUieHTIB i3 XPOHIYHUM OMSLLKOBMM MCOpia3oMm
cepeaHboro abo TSHKKOro CTyneHs», ko gocnigxkeHHs DMB-3115-2, 3 iHkopnopoBaHot nonpaskoto 01 Bif
04 yepBHA 2021 poky; cnoHcop - Dong-A ST Co. Ltd., Republic of Korea

3aaBHUK - NignpremcTso 3 100% iHo3emMHoI iHBecTULicio «AK'IOBIA PAC YkpaiHa»

45. Nlocbe pocnipxyBaHOro sikapcbkoro 3aco6y Kocuoenimao (CK-301), Bepcis 6.0, cepneHb 2021
POKy, aHIrMiicbKO MOBOIO; MoAOBXEHHA TEPMiHY NMPUAATHOCTI NikapcbKoro 3acoby Kocu6Genimat
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(CK-301) 3 36 ao 48 micAuiB [0 NPOTOKOMIB KNiHIYHUX BUNPOOGYyBaHb: «Bigkpute 6araTouLeHTpoBe
pocnimpkeHHa | dasm 3 eckanauieto gosu npenapaty CK-301 npu BHYTPILUHEOBEHHOMY BBEEHHI B PEXUMI
MOHOTepanii nauieHTam i3 3anyweHumu dopmMamy paky», kog pgochnimkeHHs CK-301-101, Bepciga 3
iHKopnoposaHoto nonpaskoto Ne 5 Bif 14 cepnHa 2020 pok ; PaHaoMizoBaHe BigkpuTte gocnimkeHHs Il dpasu
3actocyBaHHA npenapaty kocuoenimad (CK 301) y noefHaHHi 3 XiMmioTepanield nemeTpekceioMm Ta
npenapaTom naaTtvHW Yy SAKOCTI Tepanii nepLlloi NiHii y nauieHTiB i3 MeTacTaTUYHUM HEenI0CKOKIITUHHUM
HeApiOHOKNITUHHUM pakoM nereHi, kon pocnigxkeHHs CK-301-301, sepcia 1.0 Big 12 ciuHa 2021 poky;
cnoHcop - YeknoitHT Tepan'toTike, IHK., CLUA (Checkpoint Therapeutics, Inc., USA)

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BianoBigasibHiCTIo «OCT YKPAIHA»

46. TeKCT eneKTpoOHHOro onutyBasibHMKa_Bnnues 6ono PROMIS, Bepcia v1.00 Big 13 nunHa 2021
POKY, YKpalHCbKOKO MOBOI; TEKCT e/IleKTPOHHOro onutyBaJibHUKa_Bnnue 6onto PROMIS, Bepcis
v1.00 Biag 01 dJepBHA 2021  poky, pociiicbkolo  MOBOK;  TeKCT  €e/IeKTPOHHOro
onutyBasibHUKa_lMopyweHHa cHy PROMIS, Bepcisa v1.00 Big 13 nunHa 2021 poky, YKpaiHCbKOKO
MOBOI0; TEKCT e/IEKTPOHHOro onuTyBasibHUKa_lMopyweHHs cHy PROMIS, Bepcia v1.00 Big 01 yepBHA
2021 poKy, pOCifiCbKOO MOBOI [0 NPOTOKO/Y KMIHIYHOrO AOCAiMKEHHA «52-TuKHeBe, GaraTtoueHTPOBE,
paHAoMi30oBaHe, NoAeiliHe criine JocnimpkeHHs ha3u 3 419 OuiHKM eDEKTUBHOCTI Ta 6€3Me4HOCTi npenaparty
GSK3196165 y kombiHaLii 3 MeTOTpekcaToM Yy MOPIBHAHHI 3 nnauebo i TohaunTnHiboM y nauieHTiB 3
aKTUBHVWM pPEeBMAaTOIAHUM apTPUTOM CepefHbOro Ta TSXKKOro CTYMNeHs, siki Masiu HEAOCTATHIO BiANOBiAb Ha
NiKyBaHHs1 METOTPEKcaToM», KoA AocnigxeHHs 201790, 3 nonpaskoto 02 Big 21 ciuHA 2020 poky; CNoHcop -
GlaxoSmithKline Research & Development Limited, United Kingdom

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

47. 3MiHa Micus NnpoBeAeHHA KNiHIYHOro BUNPOOGYBaHHSA [0 NPOTOKOY KNiHIYHOro BUNpobyBaHHA «®a3a
1, pocnigpxkeHHs 6e3nekn, nepeHocMmMocTi Ta thapmakokiHeTukn INCMGAO00012 (konuwHA Hazga MGAO12) y
nawieHTiB 3 CONIAHUMN NyX/IMHAMW Ha Ni3HIX CTagiax po3BuUTKy xsopobu (POD1UM-101)», kog, AOCNioKEHHSA
INCMGA 0012-101, nonpaBka 9 Big 09 uepBHA 2020 p.; cnoHcop - «lHcailT KopnopeiiwH» (Incyte
Corporation), CLLA

3aaBHUK - TOB «KLIP YkpaiHa»

BYJIO CTAJIO

O.M.H., npody. KpuxaHiBcbka A.€. O.M.H., npody. KpuxaHiBcbka A.€.
KomyHanbHuin 3aknag «[MpukapnaTcbkuii KNiHiYHUA | KOMyHasibHe  HekomepuiiiHe nignpuemMcTBO
OHKOJTOTNYHWIA LEHTP», OHKOrIHEKOOriYHe BiaaineHHs, | «MpukapnaTtCbknid KMiHiYHWIA OHKONOTiIYHWIA LIEHTP

[epxaBHuin BUWMIA HaBYa/lbHUIA  3aknafg «lBaHo- | IBaHO-PpaHKIBCLKOT oGnacHoi paawn»,
dpaHKiBCbKNiA HauioHanbHwi MeanyHuiA | XipypriyHe BigaineHHA Ne3 ropmMoHO3a1eXXHUX
yHiBEpPCUTET, Kahegpa OHKO/10Til, M.IBaHO- | NyX/uH y XIHOK, IBaHO-PpaHKIBCbKUA
®paHKiBCbK HaLioOHa/TbHUIA MeauYHUiA yHiBepcuTeT, Kadegpa

OHKOJ10ri1, M. IBaHO-®PpaHKiBCbK

48. bpowypa pgocnigHuka OnikanoHy (BIA 9-1067), Bepcia 13.0 (enekTpoHHa Bepcia 3.0) Big 23
uepBHA 2021 poKy, aHrNificbKOK MOBOK [0 MNPOTOKO/Y KAIHIYHOrO AOCHimKeHHs «PaHgomizoBaHe,
noZgiiHe cnine, niayeb0-KOHTPO/IbOBaHe AOC/iMKEHHS ha3u Il B mapanenbHux rpynax ansi OUiHIOBaHHS
ehekTMBHOCTI Ta 6e3neyHOCTi OmiKanoHy SK JofaTka 40 cTabisbHOI Tepanii nesogonotw (L-gonow) B
KoMbiHaLii 3 iHribiTopom pona-gekapbokcmnasn (I440K) y nauieHTiB i3 noyaTkoBOK CTagieto igionaTnyHoi
XBOpO6M lMapKiHCOHA; 3 BIAKPUTUM A0AATKOBMM AOC/iMKEHHSAM», ko4 AocnimkeHHs BIA-91067-303, Bepcis
2.0 3 iHKopnopoBaHoto nonpaskot 1 Big 16 nwotoro 2021 poky; cnoHcop - BIAL — Portela & Ca, S.A,,
Portugal

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

49. 306paXXeHHs1 eKpaHy eNleKTPOHHOrOo WoAeHHUKa, Bepcis 01 Big 25 cepnHAa 2021 poKy yKpaiHCbKOIO
Ta POCIfiCbKOIO MOBamMu [0 MPOTOKOMY K/HIYHOrO AOC/iMKEHHS «PaHAoMi3oBaHe afanTUBHE NoABiViHE
cnine nnauebo-KOHTPO/IbOBaHe OaraTtoueHTpoBe JocnimkeHHs dasu 1b ana BuBYEHHSA 6e3neyYHOoCT,
NnepeHoCMOCTIi, hapMakoKiHETVKM Ta dhapMakoanHaMiku 6aratopa3oBux fo3 npenapaty PT101 y nauieHTis
3 aKTMBHUM BMPa3KOBMM KOJIITOM», KoA, pgocnimkeHHA PT101-201, nonpaska 1 Big 11 TpaBHA 2021 poky;
cnoHcop - «MaHgioH TepanblTUKC, IHK.», A0YIpHSA KOMMNaHisg, WO 3HaxXoAnTbCA Y MOBHIA BAacHOCTI «Mepk
eHn Ko., IHk.», KeHinsopT, wrat Heto-Oxepci, CLUA (Bigomoi sk «MC[l» 3a mexamn CnonydeHux LTatis
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Amepukn Ta KaHapgu) /Pandion Therapeutics, Inc., a wholly-owned subsidiary of Merck & Co., Inc.,
Kenilworth, NJ, USA (known as MSD outside the United States and Canada), CLLA
3asBHuK - TOB «biomanac», YkpaiHa

50. Bpowypa pocnigHuka MK-3475, BugaHHa 21 Big 02 BepecHs 2021p., aHrNificbKO MOBOIO;
YkpaiHa, MK-7902-014 (E7080-G000-320), IHchopmauiss Ta AOKYMeHT npo iHcpopmoBaHy 3rogy AN
nauieHTa, Bepcia 1.01 Big 21 BepecHA 2021 p. yKpailHCbKOIO MOBOIO; YKpaiHa, MK-7902-014 (E7080-
G000-320), IHhopmauia Ta AOKYMEHT npo iHhpopMoBaHy 3rogy ANA nauieHTa, Bepcia 1.01 Big 21
BepecHa 2021 p. pociiicbkolo MoBow; MK-7902-014 03_Bpowypa pns naudieHTa_yKpaiHCbKOH
MOBOIO_AnA YKpaiHu_5 cepnHa 2021 p.; MK-7902-014_03_Moctep p[ns nauieHTa_yKpaiHCbKOK
MOBOIO_ANA YKpaiHM_5 cepnHA 2021 p. A0 NPOTOKO/Y KAiHIYHOrO BUNpob6yBaHHS «PaHgomizoBaHe
pocnipkeHHs 11l dhasu onsa ouiHkM edpekTUBHOCTI Ta 6e3neyHocTi nemoponisymady (MK-3475) y kombiHaL,i
3 neHBatuHi6om (E7080/MK-7902) i ximioTeparnieto NOpiBHAHO 3i CTaHAAPTHUM JliKyBaHHAM B SIKOCTi MepLuof
NiHIT Tepanii 418 yyacHWKIB 3 MeTacTaTMyHO0 KapLMHOMOKO CTpaBOXo4y», koA pocnimkeHHs MK-7902-014
(E7080-G000-320), Bepcia 01 Big 24 6epe3Ha 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», Ao4ipHe
nignpmemcteo «Mepk eHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

51. OHOBNEHWIA NPOTOKOAN KiiHiYHOro BMNpo6yBaHHA MK-3475-866, 3 iHKOPNOpPOBaHOO NMOMNpPaBKOKO
03 Big 01 nunHA 2021 poKy, aHrNiCbKOK MOBOIO; OHOBJIEHI 3pa3ku MapKyBaHHA NiKapCbKMX 3aco0iB
FemyntabiH (Gemcitabine), Uucnnatun (Cisplatin): Cisplatin_Kit, Bepcia 2.0 Big 18 uepBHa 2020
POKy, aHrfificbkol Ta ykpaiHcbKkolo moBamu; Cisplatin_Vial, Bepcia 2.0 Big 18 uepBHa 2020 poky,
aHrnificbkol Ta yKpaiHcbkolo MoBamu; Gemcitabine_Kit, Bepcia 2.0 Big 01 nunHa 2021 poky,
aHrnificbKko Ta yKpaiHCcbKo MoBamu; Gemcitabine_Vial, Bepcia 2.0 Big 01 nunHa 2021 poky,
aHrnificbkoro Ta ykpaiHcbkoo MoBamu; Gemcitabine_Kit, Bepcia 2.0 Big 20 cepnHa 2021 poky,
aHrnificbKkol Ta yKpaiHCbKol MoBamu; Gemcitabine_Vial, Bepcia 2.0 Big 20 cepnHsa 2021 poky,
AHINIACBbKOIO Ta YKPAiHCbKOIO MOBaMu. 3MiHa Ha3B Ta MiCLb NPOBEAEHHSA KNiHIYHOrO BUNPOGYBaHHA
[0 NPOTOKOJTY KAIHIYHOTO JOCNiMKEHHST «PaHgomizoBaHe, noAgiviHe cnine gocnimkeHus |l dasn gns ouiHkm
nepionepayiiHoro 3acTtocyBaHHs nemoposisymady (MK-3475) y kombGiHauii 3 Heoan'toBaHTHO
ximioTepanieto MOpIiBHAHO 3 nepionepaujiiHuM 3acTOCyBaHHAM Miauebo y Komb6iHauii 3 Heoaj'toBaHTHOM
ximioTepanieto B y4yacCHMKIB 3 M'SI30BO-iHBA3VBHUM pPakKOM CEYOBOro Mixypa, npugaTtHuxX Ansa fikyBaHHS
uucnnatuHom (KEYNOTE-866)», kog, gocnigpkeHHss MK-3475-866, 3 iHkopnopoBaHo nonpaskoto 02 Big 15
rpyaHs 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe nignpuemctso «Mepk EHA, Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO
O.M.H., npodp. BoHaapeHko |.M. O.M.H., npod. BoHaapeHko |.M.
KomyHanbHuii 3aknag «Micbka KniHiuHa nikapHa | KomyHanbHe  HeKkomepuiiiHe  nignpuemMcTBO
Ned» [OHINPOBCbKOI MiCbKOI pagwu, BigaineHHA | «Micbka KiiHiYHa nikapHa Ned» [OHINPOBCLKOT
ximioTepanii, AepxaBHui 3aknapg | micbKoi paau, ximioTepaneBTUUHe BiffiNIeHHA 3
«HinponeTpoBChLKa MeAn4yHa akagiemisi | AE€HHUM cTauioHapom, [HinpoBcbkKuiA
MiHicTepcTBa OXOpPOHM 3[0pPOB’A YKpaiHu», | AepXXaBHUA MeaUYHUI YHiBepcuteT, Kadeppa
kacpepgpa oOHKonorii i MeguuHoi pagionorii, | OHKonorii Ta MeguUYHoOI pagionorii, M. fJHinpo
M. JHinpo
O.M.H., npodp. Ctyck B.IM. O.M.H., npodp. Ctyck B.IM.
KomyHanbHuii  3aknag  «[iHinponeTpoBcbka | KOMyHasibHe nignpruemcTBo «HinponeTpoBCbKa
o6nacHa KniHiyHa nikapHsa im. LlL.MeuyHuKoBa», | o6/acHa KniHiyHa nikapHA iM. LI. MeuHukoBa»
BiaggineHHs yponorii Ne2, [epxaBHuii 3aknag | AHinponeTpoBCbKOI o6nacHoi paau»,
«AHinponeTpoBCbKa MeguuHa akapewmisn | BigaineHHa  yponorii  Ne2  (oHKonoriuHe),
MiHicTepcTBa OXOpPOHU 340pPOB’A  YKpaiHu», | JHINPOBCbLKUIA OepXaBHUIA MeAUYHUIA
Kadpegpa yponorii, M. JHinpo yHiBepcuTeT, Kacheapa yponorii, M.

[Hinpo

52. OHoBneHwuii npotokon 3 MonpaBkow 1 Big 20.05.2021 p.; Bpowypa gocnigHuka JNJ-61186372
(amivantamab), BugaHHsa 6 Big 16.07.2021 p. [O NPOTOKOJTY K/IIHIYHOrO BUMNPOOYyBaHHA «PaHfomi3oBaHe
BigKpuUTE K/iHIYHEe pocnigkeHHsa da3m 3 kKombiHauii AmMiBaHTamalOy Ta Tepanii KapbonnatvHom Ta
MemeTpekceaoM Yy MNoOpiBHAHHI 3 KapbonnatuH-INemeTpekceaoM y MauieHTiB 3 MiCLEBO-MOLWMPEHNM abo
MeTacTaTU4YHMM HeAPIOHOKNITUHHM PakoM fiereHb 3 MyTali€lo peLenTopiB enigepmMasibHOro hakropa pocTy
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(EGFR) 3i BctaBkamu B ek30Hi 20 (Exon 20ins)», kog, gocnimpkeHHs 61186372NSC3001, sig 17.07.2020 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

53. OHoBneHuii NpoToKon KniHiuHOro BunpoGyBaHHA MK-3475-033, Bepcia 3 iHKOpNoOpoBaHOIO
nonpaBkoto 05 Big 14 nunHa 2021 poKy, aHIMiNCbKOK MOBOIO; 3MiHa BignoBiganbHOro gocnigHuka
00 MPOTOKONY K/IiHIYHOrO BUNpPObyBaHHA «baraToHauioHasibHe, 6araToueHTpPoBe, paHAOMI30BaHe BigKpUTe
pocnigpkeHHs [l dha3n, nemoponiaymady B NMOpiBHSIHHI 3 AOLETAKCE/IOM Y NaUieHTIB 3 HEeAPIOHOKAITUHHUM
pakoM fiereHb, WO paHile nikyBanucsa», kog aocnimkeHHsa MK-3475-033, 3 iHKopnopoBaHot nonpaskoto 04
Big 01 oBTHA 2018 poky; cnoHcop - «Mepk LWapn EHg Ooym Kopn.», godipHe nignpmemctso «Mepk EHf,
Ko.,IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

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

BYNo CTANO
BA.M.H. KonecHik O.O. K.M.H. OctaneHko H0.B.
HauioHanbHWii  IHCTUTYT  paky,  BigAaineHHsa | HauioHanbHwuii IHCTUTYT paky, BifAiIEHHSA
Ma/0iHBa3MBHOT Ta  €HOOCKONIYHOI  Xipyprii, | MasoiHBa3MBHOI Ta €eHO0CKoNIYHOT Xipyprif,
iHTepBeHUiliHOI pagionorii, Kuis iHTepBeHUiiHOT pagionorii, M. Kuis

54. OHOBMEHUA NPOTOKOJ KjliHiYHOro Bunpo6ysaHHA MK-7339-009 3 iHkopnopoBaHoto nonpaskoto 01
Bif 02 uepBHsA 2021 poKy, aHrNilicbKoo MOBOLO; YKpaiHa, MK-7339-009, IHchopmaLis Ta 4OKYMEHT Npo
iHcbopmoBaHy 3roay AnA nauieHTa, Bepcis 1.00 Big 31 cepnHsa 2021 p. yKpaiHCbKOID MOBOIO; YKpaiHa,
MK-7339-009, IHchopMmaLis Ta AOKYMEHT Npo iHhopMoBaHy 3roay A/A nauieHTa, Bepcia 1.00 Big 31
cepnHA 2021 p. poCilicbKO MOBOI A0 MPOTOKOJY K/iHIYHOrO AOCNigkeHHs «PaHaoMizoBaHe Bigkpute
pocnimpkeHHs asm 2 Ta 3 Onanapnby y KombiHauii 3 Nemo6ponisymabomM y MOPIBHAHHI 3 XiMioTeparniet y
koMb6iHaLii 3 lMem6ponisymabom nicnsa iHAYKUiT KNiHIYHOT nepeBarv 3 MepLliok JiHier XimioTepanii y
KOMOiHauii 3 [lembponisymabom Yy nauieHTiB 3 MicueBo-peumanByouuM  HeonepabenbHUM  abo
MeTacTaTU4HVM  MOTPIAHO-HeraTMBHMM pakoM MosovHoi  3ano3n  (TNBC) (KEYLYNK-009)», «kog
pocnipkeHHa MK-7339-009, Big 24 nunHa 2019 poky; crnioHcop - «Mepk Wapn EHg Joym Kopn.», fodvipHe
nignpmemcteo «Mepk EHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI BiAMNOBIAaUIbHICTIO «MC/], YkpaiHa»

55. OHoBneHuii NMpotokon (Bepcia 1.3 Big 17.09.2021); OHoBNeHuniA CuHoncuc go npotokony (Bepcis
1.3 Big 17.09.2021); 3miHa Ha3BW nikapcbkoro 3acoby 3 IMYHOI/IOBY/IIH AHTUPE3YC RhO (D)
NHOAUHN (Anti-D (rh) immunoglobulin) Ha Pe3sorno6iH(Rhesoglobin); 3miHa Ha3BW KniHiuHOro
pocnipkeHHA 3 «Bigkpute GaratoueHTpoBe MiXHapogHe AocCniAKeHHs e(eKTUBHOCTI Ta Ge3neku
nikapcbkoro 3aco6y IMYHOITOBY/IH AHTUPE3YC RhO (D) NIOAUNHW (Anti-D (rh) immunoglobulin)
Bupo6HuuTBa TOB «BIO®APMA TJ/IA3MA», YKpaiHa, y BariTHUX XIHOK B aHTeHaTa/lbHOMY Ta
nocTHaTa/IbHOMY NepioAi B PYTUHHIN KNiHiYHi/ npakTuuli gna npodinakTMku pesyc-ceHcuoGinisauii, 3
nigrpynoto AochnifjxeHHA AeAkMX napamMmeTpiB hpapMakokiHeTUKU» Ha «Bigkpute 6GarartoueHTpoBe
MiXXHapoaHe AocC/imKeHHA e(PeKTUBHOCTI Ta 6e3NeYyHOCTi flikapcbkoro 3aco6y Pe3orno6iH (Human
Anti-D (rh) immunoglobulin) Bupo6HuuyTBa TOB «Biochapma Mnasma», YKpaiHa, y BariTHAX XiHOK B
aHTEeHaTa/IbHOMY Ta MOCTHaTa/IbHOMY MepioAi B PYTUHHIA KAiHIUHIA npakTuli Ansa npodinakTtukm
pe3yc-ceHcuGinisauii, 3 Nigrpynoro focnifKeHHA AeAKMX napameTpiB hapMaKOKiHETUKNY; 3alyyeHHsA
[0AAaTKOBMX MicLb NMpoBeAeHHA; 30iNblueHHA KiNIbKOCTI AOoCNimKyBaHMX B YKpaiHi Ta CBiTi: B YKpaiHi
- 3 180 go 265 naujieHTOK, y cBiTi - 3 200 go 281 nauieHTKM; 3MiHa odiliiHOro npepcTaBHUKA
cnoHcopa; OHoBneHa lHauBigyanbHa PeecTtpauiiiHa ®opma (Bepcia 1.3 Big 17.09.2021); OHoBeHa
®dopma IHhopmoBaHOT 3rogM Ha y4vyacTtb y KniHiuHOMy aocnigxeHHi (Bepcia 1.3 Big 17.09.2021)
YKpaiHCbKOK Ta pocilicbkolo MoBow; OHoBneHa ®opma IHopmoBaHOi 3rogum Ha 0OGpPOOKY
pesynbTaTiB PYyTUHHOrO OGCTEXEHHs AUTMHU B paMKax KniHiyHoro gocnimxkeHHA (Bepcis 1.3 Bipf,
17.09.2021) ykpaiHCbKOI Ta pocilicbkolo mMoBoto; OHoBneHa Bpouwypa gocnigHuka NikapcbKoro
3aco6y Pesorno6iH (Rhesoglobin) (Bepcisa 1.3 Big 17.09.2021) 10 NpOTOKOY KNiHIYHOrO AOCNILKEHHSA
«BigkpuTe 6araToueHTpOBe MibKHapOAHe [O0C/iMKEeHHSA e(eKTUBHOCTI Ta 6e3nekn ikapcbkoro 3acoby
IMYHOIMOBYNIH AHTUPE3YC Rh0 (D) NHOAUHWU (Anti-D (rh) immunoglobulin) Bupo6Huutea TOB
«BIO®APMA TNA3MA», YKpaiHa, Yy BariTHMX XIHOK B aHTeHaTa/lbHOMYy Ta MNOCTHaTa/lbHOMY nepiofi B
PYTVHHI KMiIHIYHIA npakTuui Ans npodinaktukm pesyc-ceHcmnbinisauii, 3 miagrpyno AOCMAIMKEHHSA AesKUX
napameTpiB hapmakokiHeTUKM», koa gocnigkeHHs 1901-RH-BF, Bsepcis 1.1 Big 15.01.2020; cnoHcop - TOB
«BIODPAPMA MNA3MA», YkpaiHa

3aaBHUK - TOB «BIOPAPMA TJTA3MA», YKpaiHa
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IMYHOINMOBY/NIH AHTUPE3YC RhO (D) NMOAVNHU | Pesorno6iH(Rhesoglobin)

(Anti-D (rh) immunoglobulin)

Byno

Crano

«Bigkpute  GaratoueHTpoBe  MiKHapogHe
pocnipkeHHA ed)eKTUBHOCTI Ta 6Ge3neku
NiKapcbKoro 3acooy IMYHOIrnosyniH
AHTUPE3YC Rh0 (D) MHOANHU (Anti-D (rh)
immunoglobulin) BUPOOGHULTBa TOB
«BIO®APMA MNIA3MA», YKpaliHa, y BariTHuUx
XIHOK B aHTeHaTa/IbHOMY Ta NOCTHaTa/ibHOMY
nepiogi B PYTUHHIA KNiHIYHIA npakTuui gns
npodpinakTukm pesyc-ceHcubinisauii, 3
niarpynoro AocniKeHHs1 OesiKuX napameTtpiB
cthapmakoKiHETUKN»

«Bigkpute OGaraToueHTpoBe MiXkHapogHe
pocnipkeHHA edq)eKTUBHOCTI Ta 0Ge3neyvyHocCTi
nikapcbkoro 3acoGy Pesorno6iH (Human Anti-D
(rh) immunoglobulin) BUpoGHUUTBa TOB
«biocapma Mnasma», YkpaiHa, y BariTHUX XiHOK B
aHTeHaTa/lbHOMY Ta MOCTHaTa/ibHOMY nepioai B
PYTUHHIA KNiHIYHIA npakTuuyi ana npodinakTukm
pes3yc-ceHcuGinisauii, 3 Niarpyno AocnigkKeHHS
pesikux napameTpiB papMaKOKiIHETUKU»

No MN.1.6. BignoBiganbHOro gocnigHnKa MpuMiTKK

n/n Ha3Ba Micus npoBeAeHHS KiHIYHOrO BUNPO6YBaHHS

1 O.M.H., npodp. Yeuyra C.b.

3HATO 3

MeguuHnii UEeHTp ToBapuCTBa 3 OOMEXEHOK BiAMNoBiAaNbHICTIO «IHHOMEA-LEHTP | po3rnagy
eHAOoXIpYyprii», XipypriuHe BigadineHHs, M. BiHHMUSA 3a

pilLeHHAM
cnoHcopa.

2 K.M.H. Manbuesa O.1.

BifAiTIEHHS, M. [JHinpo

KomyHanbHe nignprmemMcTBo «[HiNponeTpoBCbkuii 06nacHiA NnepuHaTasibHUA LEeHTp 3i
cTauioHapom» [lHINponeTpoBCLKOI 061aCHOi pagyn, KOHCYNbTaTMBHO-AiarHOCTUYHE

3 O.M.H., npody. Makapuyk O.M.

KomyHanbHe HekomepuiiiHe nignpuemcTBo  «lBaHO-  ®paHKiBCbKMi  06acHwui
nepuvHaTanbHUiA LeHTp IBaHO- ®paHKiBCbKOI 061acHoi paam», LieHTp nnaHyBaHHS CiM',
IBaHO-®paHKIBCbKMNIA HaLiOHaNIbHMIA MegnYHWA YHIBEPCUTET, kachegpa akylepcTea i
riHekonorii NicgAMnNI0MHOT OCBITU, M. |IBaHO-PpaHKIBCbK

4 nikap Mitesa T.M.

KomyHasnibHe HekomepuiiHe nignpuemcTBo «KipoBorpagcbka o6nacHa JflikapHs
KipoBorpafcbkoi 06/1aCHOT pagmn», NepuHaTagbHU LeHTP, M. KponnBHULIbKWI

5 K.M.H. Wypyk H.B.

nonikNiHivyHe BigaineHHs, M. JIyubK

KomyHanbHe nignpuemctBo  «BonvHcbke obnacHe TepuTopiasibHE  Mefu4yHe
06’'eHaHHA 3axucTy MaTepuHCTBa | [AWTUMHCTBa» BOMMHCBKOT 06nacHoi  paaw,

6 K.M.H. ManaunHcbka M..

Ta nnaHyBaHHs ciM’i, M./1bBiB

KoMyHasibHE HeKoMepuiiiHe nignpueMcTBO JIbBIBCbKOT 06/1acHOi paan «J1bBiBCbKMi
o6nacHWUiA KniHiYHWIA NepuHaTaNbHUA LEHTP», BiAAiNeHHS penpoayKTUBHONO 3[10pPOB'S

7 nikap KaHgaypos O.A.

KomyHasnbHe HekomepLiiHe nignpuemMcTBo «MukonaiBcbka o6/1acHa KiHiuHa slikapHs»
MukosaiBcbkoi o6nacHoi paawn, MepnHaTtanbHuUiA LeHTp, M. Mykonais

8 nikap BaueHko B.J1.

M. MonTtaBa

KomyHasibHe nigNpPUeEMCTBO «[lonTaBcbka obnacHa KniHiYHa nikapHs
iMm. M.B. CknicdhocoBcbkoro MontaBcbkoi 06nacHOi pagw», lMepuHatanbHWUiA LEeHTp,

9 nikap LliniHcbka M.I

KomyHanbHe mignpuemMctBo  «QO6acHuii
obnacHoi pagun, O6nacHWii LEHTP N1aHyBaHHSA CiM'i Ta penpoayKuil 1lavHu, M. PiBHe

nepuHaTasibHWii  LUEHTP»  PIBHEHCLKOI

10 | A.M.H., npodp. Ky3abomeHcbka M.J1.

KNIHIYHWIA  nNepuHaTasibHUi  LIEHTP»,
(nonikniHika), M. Cymu

KomyHanbHe HekomepuiiiHe nignpuemctBo Cymcbkoi 06s1acHoi pagn «O6nacHuii
KOHCY/IbTaTUBHO-AiarHOCTUYHE  BiAA4iIeHHA

11 | nikap Psi6okoHb A.O.

LIeHTp nnaHyBaHHSA CiM'i, M. XepCOoH

3HATO 3

MeguuHnii LEeHTpP ToBapuCTBa 3 0OMEXeHOK BignosigasbHicTio «MEAUKIPYI», | po3rnagy

3a
pilLeHHAM
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CMoOHCOopa.

12 | nikap MNyxnskosa O.0O.

KoMyHaslbHe HekoMepuiiiHe nignpueEMCTBO  «XMeJfibHULUbKa oO6n1acHa  NikapHSa»
XmenbHuLpKoi obnacHOi pagn, O6nacHWii LEeHTp nfiaHyBaHHA CiMT — )kiHoua
KoHcy/bTauis XOrL, M. XMe/IbHULIbKWi

13 | 3aB. Big. MNounHok B.A.

KomyHasnibHe HekoMepLiiiHe MiANPMEMCTBO «Yepkacbka obsiacHa fikapHa Yepkacbkol
obnacHoi pagu», BigAiNeHHs naTonorii BariTHOCTI Ta eKcTpareHitasibHOI naTonorii,
M. Yepkacu

14 | K.M.H. Punxyk B.€
KomyHanbHe HekomepLuiiHe MigNpMEMCTBO «YepHiBeLbKMii 061acHWii NepuHaTasIbHWiA
LEeHTp», BiAAI/IEHHA AEeHHOro cTauioHapy 3 NpeHaTa/lbHOK AiarHOCTUKO, M. YepHiBLj

15 | nikap TpukawHa O.U.
KomyHasnibHe HekomepuiiHe nignpuemctBo «lMosorosuii  GyaMHOK»  YepHiriBCbKoi
MICbKOT paaym, XiHo4a KoHcynbTauisg Ne2, M. UepHiris

Bbyno Crano
KepiBHUK YKBMC Puoakos A.P. KepiBHUK YnpaB/liiHHA Megu4YHOro cynpoBoay
K.MeA.H., aou. XXeGeneHko HA. I'.
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