Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 03 Big 19.01.2023, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHe [locbe pocnigKyBaHOro siikapcbkoro 3acooy MK-7684 (Biooctonimab), Bepcis 084YSS,
Big 05 oBTHA 2022 p., aHrNiicbKOK MOBOLO; Bpoulypa gocnigHuka pocnigkyBaHOro JlikapCcbKoro
3aco6y Pembrolizumab (MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 p., aHrNilicbKko MOBOK [0
MPOTOKO/Y KNiHIYHOTrO BUNPOBYBaHHA «Bigkpute JocnimKeHHA dasun 2 o118 OUiHKM 6e3nekn Ta eDeKTUBHOCTI
MK-7684A (kombiHauis MK-7684 [Bi6ocTonimab] 3 MK-3475 [nem6ponizymat]) y y4acHUKIB 3 peuuanByroummm
abo pedpakTepHMMU remaTonorivYHMMM 3M10SKICHUMI HOBOYTBOPEHHAMW», KOg, AocnimpkeHHs MK-7684A-004,
3 iHKopnopoBaHoto nonpaskoto 04 Big 05 cepnHA 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiAnoBiganbHICTI0O «MC/, YKkpaiHa»

2. OHoBnNeHI ceKuii flocbe gocnigKyBaHOro fiikapcbkoro 3aco6y: Cekuia «Bctyn» (approved on 01-
Dec-2022); Cekuii gna Cyo6cTaHuii Avibactam Sodium: S.7.1 «BUCHOBKM WOA[AO0 CcTaGinbHOCTI ANnA
cy6cTaHuii» (approved on 11-Nov-2022); S.7.3 «[aHi woa0 ctabiibHOCTI ANA cyocTaHuii» (approved on
11-Nov-2022); Cekuii ana nikapcbkoro 3acody Avibactam Lyophilisate (Concentrate for Solution for
Infusion, 600 mg)»: P.3.1 «Bupo6Huk(u)» (approved on 11-Nov-2022; Cekuii Ana NikapCbKOro sacooy
Drug Product (METRONIDAZOLE 500 MG/100 ML SOLUTION FOR INFUSION (5 MGIML), CO-
MEDICATION) (approved on 10-Nov-2022): P.1 «Onuc Ta cknapg npoaykty» ta P.3 «BUpoGHULTBO»:
P.3.1 «Bupo6Huk(n)»; Cekuii ana nikapcbkoro 3aco6y Drug Product (MEROPENEM 1G POWDER FOR
CONCENTRATE FOR SOLUTION FOR INFUSION, COMPARATOR) (approved on 10-Nov-2022): P.1
«Onuc Ta cknap npopykty» Ta P.3 «Bupo6HuytBo»: P.3.1 «BupoGHUK(K)»; Cekuii ana nikapcbKoro
3aco6y Drug Product (COLISTIMETHATE SODIUM POWDER FOR CONCENTRATE FOR SOLUTION
FOR INFUSION, COMPARATOR) (approved on 01-Dec-2022): P.1 «Onuc Tta cknag npoaykry» ta P.3
«BupoGHuyreo»: P.3.1 «BUPOGHMK(M)» [0 NPOTOKONY KIHIYHOrO AOCAIMKEHHSA «[1pOCNeKTUBHE
paHaoMi3oBaHe OaraTtoueHTpoBe BiAKpUTE MOPIBHAMbHE AOCNiMKeHHA ha3n 3, WO MpoBOAMTLCA B
napanenbHUxX rpynax i3 3acninieHuM LeHTPaslbHUM OUHIOBAHHAM 3 METOK BU3HA4YeHHs edeKTUBHOCTI,
6e3MneyHoCTi Ta nepeHocumocTi kombiHauii a3TpeoHam-aBi6aktam (ATM-AVI) tmetpoHigason (MTZ) y
MOPiBHAHHI 3 MeponeHemikonictuH (MERZCOL) pana nikyBaHHS CEepRO3HMX IHEKLiR, 3yMOB/IEHMX
rpaMHeraTMBHMMM GakTepisiMu, BK/IHOYHO 3i CTiiKUMM [0 6araTOKOMMNOHEHTHUX NiKapCbKMX 3aco6iB
30yHMKaMK, WO NpoAyKyloTb MeTano-6eta-naktamasy (MBL), 4519 SKMX BapiaHTu JlikyBaHHA OOMEXeHI abo
BIACYTHI», Ko4 gocnigpkeHHs €3601002, 3 nonpaBkow 2 Big 18 TpaBHS 2022 poky; CnoHcop - «daiizep [HK.»,
CLA / Pfizer Inc., USA

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

3. OHoBneHi po3ainu Jocbe pocnigKyBaHOro nikapcbkoro 3acooy Mosunetuzumab (RO7030816),
CTepuIbHUI PO3UNH ANA iH eKuiid, 5 mr/0.5mn, 45 mrimn; P.8.1 -RIM-REGQUAL-091787 v3.0, P.8.3 - RIM-
REGQUAL-093938 v3.0, S.7.1 - RIM-REGQUAL-109504 v3.0, S.7.3 - RIM-REGQUAL-110409 v3.0 Big 09
rpyaHa 2022 poKy, aHrliicbKol MOBOLO; MpPOAoOBXeHHA TepMiHy npugaTHocTi MocyHeTy3ymaly
(RO7030816) ctepunbHWii po3uuMH Ana iHv’ekuin, 5 mrl0,5 mn, 45 mrimn go 36 wmicayiB; LWkana
3ara/ibHOro BpaXXeHHs nauieHTa npo ctyniHb BaxkocTi (PGI-S), ana pgocnipxkeHHa GA43191 sepcis 2.0
Big 23 rpyaHa 2021, ykpaiHCbKOK MOBOKO [0 [MPOTOKOJY KAiHIYHOro pgocnigpkeHHs «®PA3A 1B,
BAFATOLUEHTPOBE, BIOKPUTE AOCHIMDKEHHA 3 ECKANAUIED [A03M 3 METOKO OUIHKA
BE3MEYHOCTI, MEPEHOCUMOCTI, ®APMAKOKIHETUKN | SAPMAKOAVHAMIKA MIAWKIPHOIO
BBEAEHHA MOCYHETY3YMABY B YYACHUKIB 3 CUCTEMHMM YEPBOHVM BOBYAKOM», koA
pocnipkeHHss GA43191, Bepcis 2 Big 12 cepnHs 2021; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland / ®.
XothdhmaHH-/15 Pow /114, LBeiyapis

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

4. OHOBMEHUiA NPOTOKO/N 3 IHKOPNOPOBaHOK MNOMNpaBKol 7 Big 22 cepnHa 2022 poky; Bpouwypa
pocnigHuka: TochaunTnHi6 Big cepnHa 2022 p., Bepcia 18.0; A3921165 IHchopmauisa ana 6aTbKiB Ta
thopma iHchopMmoBaHOI 3roan Ha yyacTb Yy AOoCNifKEeHHi, HA OCHOBI Bepcii Ha piBHi AgocnimKeHHs Big 20
BepecHs 2022 p., Bepcia ana YkpaiHu 11.1.0 Big 12 »oBTHA 2022 p., aHIiACbKOI, YKPAIHCBLKOIO,
pociiicbkolo moBamu; A3921165 IHdhopmauisa ansa nauyieHTa 1a popma iHpopMOBaHOT 3roau Ha yvyacTb
y AocnifKeHHi, Ha OCHOBI Bepcii Ha piBHiI gocnimkeHHA Big 20 BepecHA 2022 p., Bepcia Ana YKpaiHu
11.1.0 Big, 12 >xoBTHA 2022 p., aHIMiNCbKOIO, YKPAIHCbKOLO, pociiicbKolo moBamun; A3921165 IHchopmauia
ANA nagieHTa Ta popma 3rogu Ha yyacTb Y AOCNiAKEHHi ANA nauieHTIB BikoM 14-17 pokiB, HA OCHOBI



Bepcii Ha piBHI gocnimxeHHsA Big 20 BepecHs 2022 p., Bepcis ansa YkpaiHu 11.1.0 Big 12 oBTHA 2022 p.,
aHrNiucbKo, YKpaiHCbKOM, pociiicbkoo moBamu; A3921165 IHdopmauia ansa nauieHTa 1a chopma
3roAu Ha yyacTtb y fOC/ifAKeHHi ansa giteii Bikom 11-13 pokiB, Ha OCHOBI Bepcii Ha pPiBHI gocnigKeHHs
Bif 20 BepecHs 2022 p., Bepcia ansa Ykpaidu 9.1.0 Big 12 xx0BTHA 2022 p., aHINMiACbKOIO, YKPAIHCLKOHO,
pOCiiicbKOIO MOBaMM [0 MPOTOKO/Y KIIHIYHOTO AOCIMKEHHS «E(eKTUBHICTb, 6€3MNEYHICTb, NEPEHOCUMICTD |
thapmakokeHeTuka TohayMTUHIOGY NpK NiKkyBaHHI CUCTEMHOIO KOBEHISILHOrO igionatnyHoro aptputy (clOIA) 3
aKTMBHMMMW CUCTEMHUMW MPOSiBaMU y AiTeR Ta NigniTkiB», kog focnimkeHHs A3921165, 3 iHKOPNOpPOBaHOK
nonpaskoto 6 Big 09 ntoToro 2022 poky; cnoHcop - Mdpaiizep IHk, CLUA [Pfizer Inc, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

5. Bpowypa gocnigHuka RO6889450 Ralmitaront (TAAR1(4) Partial Agonist), Bepcis 8 Big xoBTHA 2022
POKY, aHrNificbKOl0 MOBOK [0 MPOTOKOMY KMIHIYHOTO AOCHiAKeHHs «PaHgomizoBaHe, noAsiiiHe chine,
nnawue6o- KOHTPO/IbOBaHe gocnimkeHHsA dasm Il gnsa ouiHkm edpekTiB npenapaty RO6889450 (PanmiTapoHT) y
nawuieHTiB i3 wWu3opeHielo abo 3 WM30adekTUBHUM pPo3NafoM Ta HeratMBHUMU CUMMNTOMaMMU», KOZ
pocnipxeHHs BP40283, Bepcis 6 Big 27 BepecHs 2021 p.; cnoHcop - @. XoddmarH-/1a Pow /T4, LLBeiiuapis
(F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHUK - ToBapncTBo 3 O6MexeHoto BignosiganbHicTio «kKOHTpakTHO-JocnigHnubka OpraHisauis IHHothapM-
YkpaiHa»

6. Bpowypa gocnigHuka JocnigKyBaHOro nikapcbKoro 3acoéy Pembrolizumab (MK-3475), BugaHHA 23
Bif, 26 XOBTHA 2022 p., aHINiACbLKOIO MOBOLO; YKpaiHa, MK-3475-811, IHchopmaLia Ta OKYMEHT nNpo
iHcbopmoBaHy 3roay ANnA nayieHTa, Bepcia 11 Big 05 rpygHAa 2022 p., yKpaiHCbKOK MOBOIO 40 NPOTOKO/Y
KniHiYHOro gocnigpkeHHs «PaHaomizoBaHe, Il ha3n, noagiHe cnine gocnimkeHHs KoMoGiHauil TpacTy3ymaoy,
ximioTepanii Ta nem6poisymady y NopiBHAHHI 3 KOMGiHaUiE TpacTy3ymaby, XimioTepanii Ta nnauebo sK
Tepanii nepwoi NiHii y nagieHTis 3 HER2-NO3MTUBHOKO MEeTacTaTUYHOK a[eHOKapLUMHOMOK LUYHKY abo
LUTYHKOBO-CTpaBoxigHoro 3'eaHaHHa (KEYNOTE 811)», kog gocnimkeHHs MK-3475-811, 3 iHKOPNopoBaHOHo
nonpaskoto 09 Big 08 BepecHsa 2022 poky; crnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

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

7. OHOB/IEHUI NPOTOKOAN KJiHIYHOro Bunpoo6yBaHHa M19-944, Bepcifa 6.0 Big 27 OBTHA 2022 poKy;
IHdhopmauia ana naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HAyKOBOMY AOC/igXeHHi Ta
He06O0B’sAI3KOBOMY AOCNIMKEHHI, Bepcia 6.0 gnsa YkpaiHu Big 25 nuctonaga 2022 poky, yKpaiHCbKOIO Ta
pociiicbkolo MoBaMu; 3MiHa Ha3BM MicUus NPOBeAEHHs K/iHIYHOro BUMPOGYBaHHA [0 NPOTOKO/Y
KMiHiYHOro  gocnigpkeHHs «lporpama  paHAoMi30oBaHuX, Miaueb0-KOHTPObOBaHNX MOABIMHMX — CAINKX
pocnipkeHb asn 3 AN OuiHKM edeKTUBHOCTI Ta 6e3neyHOCTi YnagauuTuHioy y A0poC/vMX NauieHTIB 3
aKcia/IlbHUM CMOHAMM0apTPUTOM i3 NogasbLUMM NepiogoM MPUNUHEHHA NiKyBaHHA NPU OOCATHEHHI peMicii»,
koA, JocnipkeHHa M19-944, sepcisa 5.0 Big 12 nunHa 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc.,
USA

3anBHuK - «EB6BI BiothapmachkioTikani3 TM6X», LLseliLapisa

BYNno

CTANO

K.M.H. TkayeHko M.B.

KomyHanbHe nignpremcteo «lMonTaBcbka o6nacHa
KniHivHa nikapHa iMm.  M.B. CknidhocoBcbkoro
MonTaBCbKOI 06/1acHOI pagu», peBMaTosoriyHe

K.M.H. TkayeHko M.B.

KomyHasnbHe nignprvemctBo «llontaBcbka obnacHa
KNiHiyHa nikapHa im.  M.B. CknichocoBcbKoro
MontaBcbKOi  0GnacHoi  paaw», O6nacHuii

NiKyBa/IbHO-AiarHOCTUYHUIA  peBMaTOJIOrYHUNIA
ueHTp, MonTtaBCbKuii AepXaBHUA MegUUHWIA
yHiBepcuTeT, kadegpa CimMeliHOi MeguuuHK i
Tepanii, M. NonTasa

BigAineHHs, YKpaiHCbKa MeguuHa
cTomaTtosioriyHa akapgemisa, kKadegpa cimeiiHol
MeAuUMHM | Tepanil, M. NonTtasa

8. Bpowypa aocnigHuKa [OCNiAKyBaHOro fikapcbkoro 3acody Pembrolizumab (MK-3475), BugaHHA 23
Bif 26 XOBTHA 2022 p., aHrNiiicbkolo MOBOLO; 3MiHa HasBM MicLA NPoBeAeHHA BUNPOGYBaHHA [0
NPOTOKONY K/IHIYHOro JocnimkeHHs «baraToueHTpoBe, Biakpute, poswupeHe pocnimkeHHa Il dasm ana
BMBYEHHS [OBrOCTPOKOBOI 6e3nekn Ta eDEKTUBHOCTI Y yYaCHMKIB 3 PO3MNOBCHOMKEHVMU MyXAIMHAMU, SKi Y
OaHuil yac nepebyBatoTb Ha JlikyBaHHIi ab0 Mg CNOCTEPEXEHHSAM Y AOCAIMKEHHI i3 3aCTOCyBaHHAM
nemoponisymady», koa aocnimkeHHst MK-3475-587, Bepcisi 3 iHkopnopoBaHo nonpaskoto 03 Big, 19 KBiTHSA
2021 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»



BYNO CTAJIO

K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.
KomyHanbHe HekoMepLUiiHe nignpuemcteo | KomyHanbHe HekomepLUiiiHe nignpuemMcTBo
«Opecbkuin oGnacHuii OHKONOTiYHUI | «Ofecbkuit perioHanbHUii KNiHIYHWIA

aucnaHcep» Opfecbkoi ob6nacHoi pagv», | NPOTUNYX/INHHWUI UeHTp» Opgecbkoi obnacHol
cTauioHap AieHHOro nepedbyBaHHA AUCNAHCEPHO- | paju, BiaaineHHs ximioTepanii, M. Ofeca
nonikniHiyHoro BigAaineHHs, M. Ogeca

9. Jopatok Nel, Big XOBTHA 2022 po Gpowypu pgocnigHuka ana atesonisymady (TECENTRIQ®,
R0O5541267, MPDL3280A), Bepcisa 19 Big cepnHa 2022 p.; Jopatok Ne2, Big nucrtonaga 2022 po
Gpowypu gocnigHuka ana aresonisymady (TECENTRIQ®, RO5541267, MPDL3280A), Bepcia 19 Big,
cepnHAa 2022 p. A0 NPOTOKOAMIB KAIHIMHUX AocnigpkeHb: «baratoueHTpoBe paHAoMi3oBaHe nnauebo-
KOHTponiboBaHe gocnimpkeHHs Il dha3n aresonizymady (aHTU-PD-L1 aHTUTINIO) B peXxuMi MOHOTepanii Ta B
noefHaHHi 3 XimioTepanield Ha OCHOBI NMaTUHW Yy Naui€HTIB i3 HENikoBaHOK MICLLEBO-MOLUMPEHOD abo
MeTacTaTUYHOK ypoTeniasibHO KapLMHOMOK», KoZ gocnimkeHHss WO30070, sepcisa 10 Big 10 ciuHa 2022 p.;
«baraTtoueHTpoBe, paHAoMi3oBaHe, MaLeb0-KOHTPONbOBaHe, NoAgiiiHe cnine pgocaigxkeHHa Il dasu
aTesonisymady (aHTU-PD-L1 aHTWTI/IO) B AKOCTI af’toBaHTHOI Tepanil y MauieHTiB 3 HUPKOBO-KNITUHHOIO
KapuuHOMOIO 3 BMCOKMM PU3NKOM PO3BUTKY MeTacTasiB nicnis HeddpekToMmii», Kof gocnigpkeHHs WO039210,
Bepcis 10 Big 12 nuctonaga 2021 p.; «lMoggiiiHe cnine nnaue60-kOHTPoNbOBaHe paHAoMizoBaHe hasu
JocnimpKeHHs inaTacepTidy y KomGiHaUil 3 nakiitakcesom B AKOCTI NiKyBaHHA ANA MaLi€HTIB 3 FeHHUMN
nopyweHHsmn PIK3CA/AKT1/PTEN B rpyni MicueBONowWMpPeEHOro abo MeTacTaTWyHOro, MNoTpiliHO-
HeraTMBHOIO paky MOJIOYHOI 3a/1031M abo B rpyni rOPMOH-MO3NTMBHOIO, HER2-HEratmuBHOro paky MOI04HOI
3a1031», koa gocnimkeHHs CO40016, sepcia 11 (Koropta C) Big 17 ntotoro 2022 p.; «bararoueHTpose,
paHAomi3oBaHe, NoAgiiiHe cnine, niauebo-KoOHTpPoNboBaHe gocnimkeHHs Il pasn ate3onisymady (aHTU-PD-
L1 aHTUTINO) B SIKOCTi a4’toBaHTHOI Tepanii nicns paankasibHOro flikyBaHHSA Y NauieHTiB 3 MiCLLEBO-NOLLMPEHOI0
NAOCKOKAITUHHOK KapLUMHOMOI rO/10BU Ta LUNT BUCOKOTO pU3KKY», KOoA AocnimpkeHHss W0O40242, sepcia 11 Big
04 nuctonaga 2021 p.; «MoagiiiHe cnine, 6aratoueHTPoOBE, paHAoMi3oBaHe gocaigpkeHHs Il dhasm Ans ouiHkm
edheKkTMBHOCTI Ta 06e3neku Heoaj'toBaHTHOI Tepanii ares3onidymaéom ab6o nnauebo B KoMOiHauii 3
ximioTepanieto Ha OCHOBI NpenaparTiB NAaTUHN y NauieHTiB 3 onepabesibHUM HeApiGHOKNITUHHUM paKkoM flereHb
I, A i BuGipkoBo IIB cTagji», Koa gocnimkeHHs GO40241, sepcisa 9 Big 28 notoro 2022 p.; «PaHgomi3oBaHe,
noggiiHe cnine, nnaueb6o-KoHTposiboBaHe a3u Il gocnigpkeHHa Tiparonymaby (aHTW-TIGIT aHTuUTiNo) B
KoMGiHaL,i 3 aTe30Mi3yMabom y NOPIBHSHHI 3 Ns1aueb0 B kOMOGiHaUi 3 aTe30s1i3ymMabom y nauieHTiB i3 paHilwe
HenikoBaHMM  MICLEBO-MOLIMPEHNM  Hepe3ekTabenbHMM abo  metactatudyHum  PD-L1-cenekTMBHUM
HeApPIOHOKNITMHHUM pakoM JfiereHb», Kog pocnimkeHHs GO41717, sepcis 4 Big 03 nuctonaga 2021 p.;
«PaHgomizoBaHe, noggiiiHe cnine, nnauebo-koHTposiboBaHe ha3m Il gocnimkeHHss aTesonisymady B
noeAHaHHi 3 Tiparonymabom (aHTU-TIGIT aHTMTINI0) abo 6e3 Tiparonymaby y naujieHTiB i3 Hepe3ekTabeibHOo
NJIOCKOK/ITUHHOK  KapLMHOMOK CTpPaBOXOA4y, 4YMA KapumHOMa He nporpecysana nicnis pagvkasbHOI
ximionpomeHeBoT Tepanii», Koa aocnimkeHHss YO42137, Bepcisa 5 Big 27 cepnHa 2021 p.; «PaHaomisoBaHe,
no/BiiiHe cnine, nnaue60-KOHTPOIbOBaHe, dasu Il AocnigKeHHS 3aCTOCYBaHHS aTe30/1isyMmady y NoeaHaHHi
3 feBaunsymadbom abo 6e3 6eBaumsymady y koMbGiHaUii 3 uucniaTMHOM Ta reMmumtabiHOM y naujieHTiB i3
paHille HenikoBaHNM MOLUMPEHUM pakoM GiniapHOro TpakTy», ko4 AocnimkeHHAa GO42661, sepcia 5 Big 23
yepBHa 2022 p.; «PaHgomizoBaHe, 6GaratoueHTpoBe, da3n IB/IIl  pgocnigxeHHa dhapMakoKiHeTUKN,
edpekTvBHOCTI Ta 6e3neyHoCTi 3acTOCyBaHHA MNiAWKIpHOT )opMy  aTe30s1isymMady Yy MOPIBHAHHI 3
BHYTPILLUHLOBEHHOK (POpMOI0 aTe3onizymaby y nNauieHTIB i3 paHille ikoBaHUM MicLeBONOWMPeHM abo
MeTacTaTU4HUM HeAPIGHOKNITUHHMM PakoM fiereHb», Kog gocnimxkeHHs BP40657, sepcia 6 Big 25 nwoToro
2022 p.; «PaHpomizoBaHe, noggiiHe cnine, 6GaratoueHTpoBe pasm |l gocnigpkeHHA 3acTocyBaHHSA
aresonisymady (aHtTu-PD-L1 aHTuUTINO) npoTu nnauebo siK af’toBaHTHOI Tepanii y nauieHTiB 3 M'S30BO-
iHBa3MBHUM paKOM CEe4YOBOro Mixypa BMCOKOrO PU3NKY 3 HasBHOK Lupkynowdo OHK nyxavHu nicns
LMCTEKTOMIT», Kog gocnimpkeHHss BO42843, sepcisi 4 Big 06 ciuHa 2022 p.; «PaHaomioBaHe, NoAgiiHe cnine,
nnaueb0-KoOHTPoIboBaHe AochigxeHHa da3m Il gna ouiHkM edeKTMBHOCTI Ta 6e3neyvyHoCTi af’toBaHTHOI
Tepanii aresoniisymabéom a6o nnauebo y kombiHauii 3 TpacTtysymaboMm eMTaHCUMHOM Y navjieHTiB i3 HER2-
MO3UTVBHMM PakoM MOJIOHYHOI 3a/1031 3 BUCOKMM PU3MKOM PeLMavBy Nicas nepegonepauinHoi Tepanii», kog,
pocnipkeHHa WO042633, Bepcia 3 Big 23 nwotoro 2022 p.; cnoHcop - d.XoddmaHH-/19 Pow it
(Wseiuapis)

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

10. Bpowypa gocnigHuka Somatrogon (MOD-4023, CTP Modified hGH), Bepcis 2.0 (Pfizer) Bia BepecHA
2022 (MOD-4023 | MOD-4023 Somatrogon Investigator's Brochure PFE v2_20220915_VV-TMF-199277 |
Version 2.0 dated 12 Oct 2022); MpoTtokon CP-4-006_Jiuct Ne3 npo agmiHicTpaTuBHi 3MiHU A0
npotokony, Big 13 BepecHA 2022 p. (MOD-4023 | CP-4-006 | CP-4-006_Protocol Administrative Letter
3_VV-TMF-214654 | Version 1.0 dated 18 Sep 2022) no npoToKo/y K/iHIYHOrO BUNPOOYyBaHHsA «BigkpuTe
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paHaoMi3oBaHe GaraToueHTpoBe Aoc/iMKeHHs chasu 3, TpmBanicTio 12 micAuiB, 3 OLUiHKM eddeKTUBHOCTI Ta
6e3neyHoCTi 3acTocyBaHHA npenapaty MOD-4023 o4uH pa3 Ha TVXAEHb, Y MOPIBHAHHI 3 LLOAEHHO0 Tepanieto
eHoTpoNiHOM®, y AiTei y npenybepTaTHOMY BiLli 3 AeilMTOM rOpMOHY POCTy», koA aocnigkeHHs CP-4-006,
Monpaska 2 Big 06 TpaBHA 2018; cnoHcop - OMNKO Bbaionomxike JIta. (OPKO Biologics Ltd.), I3painb
3asaBHUK - TOB «KLIP YkpaiHa»

11. bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 poky,
aHrniicokoto moBoto; MK-3475-585, YkpaiHa, IHthopmauisa Ta AOKYMeEHT nNpo iHhopMmoBaHy 3rogy Anas
nauieHTa Bepcisa 06 Big 30 nuctonaga 2022 p. yKkpaiHCbKOIO MOBOIO; 3MiHAa Ha3BU MicLA NPOBeAeHHA
KNiHIYHOrO BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO AochifpkeHHs «PaHgomiszoBaHe, noggiiHe-chine
KniHiuyHe gocnigkeHHs 1l ha3n nem6ponisymady (MK-3475) ta ximiotepanii (XP a6o FP) B NMOpIBHAHHI 3
nnaue6o Ta ximiotepanieto (XP a6o FP) B AKOCTi Heoa'toBaHTHOro / afi'toBaHTHOrO JlikyBaHHA NauieHTiB 3
afieHoKapLUMHOMOK LUYHKY Ta LWIYHKOBO-CTpaBoxigHoro 3‘egHaHHsa (WWC3) (KEYNOTE-585)», kof
pocnipkeHHa MK-3475-585, 3 iHkoprnoposaHoto nonpaskoto 09 Bif, 24 cepnHa 2022 poky; croHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTAJ/lIO

3aB. Big. BoiTko H.J1. 3aB. Big. BoiTtko H.J.

KniBCcbKnii MiCbKUii KMiHIYHMIA OHKONOriYHUiA | KOMyHanbHe  HeKoMepuiiiHe  NigNPUEMCTBO

LeHTp, BigaineHHsA ximiotepanii Ne2, m. Kuis «KWIBCbKUIA MICbKUIA K/iHIYHWIA OHKOJIOriYHUMIA
LLeHTP» BUKOHABYOro opraHy KuiBCbKOi MiCbKOT
pagu (KniBcbkoi MiCbKOI AepxaBHOT
agMmiHicTpauii), XximiotepaneBTUYHe BiAAiNEeHHSA
Ne2, M. Kuis

12. OHoBneHa Gpouypa gocnigHuka Tirzepatide [LY3298176], BugaHHA Bifg 28 »OBTHA 2022 poky,
aHrNifcbKOK MOBOIO 0 NPOTOKO/TY KAIHIYHOTO AoC/imxeHHs «JocnimpkeHHs BnauBy npenaparty Tipsenartipg,
B MOPIBHSAHHI 3 npenapaToM [ynarnytug Ha pPO3BUTOK 3HAYHWUX HECNPUAT/IMBMX CEPLLEeBO-CYANHHUX NOgil y
nauieHTiB 3 uykposum piabetom 2 Tuny (SURPASS-CVOT)», kog pocnigpkeHHs I8F-MC-GPGN, 3
iHKoprioposaHoto nonpaskoto (d) Big 14 rpyaHs 2021 poky; cnoHcop - Eni Jlinni eng Komnani, CLUA / Eli Lilly and
Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

13. Bpouypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHA 21.1 Big 14 yepBHA
2022 poky, aHrnilicbkoo MoBot; Bpolwypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436),
BMAAHHA 21.2 Big 04 )XOoBTHA 2022 poKy, aHrNilicbKkolo MOBOIO; YKpaiHa, MK-7339-009, IHdopmauisa Ta
OOKYMEHT npo iHhopmMmoBaHy 3rofy A/s nauieHTa, Bepcis 2.01 Big 09 rpyaHa 2022 p. yKpaiHCbKOO
MOBOIO [0 MPOTOKO/Y KNiHIYHOTO AOCNIMKEHHA «PaHAoMi30BaHe BigkpuTe AocnifkeHHA ca3n 2 Ta 3
Onanapuby Yy KombGiHauil 3 T[Membponizymabom Yy MOPIBHAHHI 3 XiMmioTepanielo y koMOGiHauii 3
Mem6ponisymabom nicnsa iHAYKUiT KNiHIYHOT nepeBarv 3 MepLUok JliHiElD XimioTepanii y koM6iHauii 3
Mem6ponisymabom y nauieHTiB 3 MiCLLEEBO-peLUANBYUNM HeonepabesibHMM abo meTacTaTUYHUM NOTPIAHO-
HeraTMBHUM pakoMm MosiouHoi 3a103n (TNBC) (KEYLYNK-009)», kog pocnigkeHHs MK-7339-009, 3
iHKopriopoBaHoto nonpaskoto 02 Big, 18 TpaBHA 2022 poky; cnoHcop - TOB Mepk Wapn eHp, Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»

14. fopatok Ne3, JlokanbHa Bepcis Homep 3.0 yKpaiHCbKOIO Ta pocilficbkolo MoBamu, gata Bepcii 12
rpygHa 2022 poky, Ha ocHoBi MacTep Bepcii Big 17 nuctonaga 2022 poky ao IHdopmauii Ta coopmu
3roau Ans AOPOCINX YYACHUKIB AoCNiMKEHHS, JIoKa/ibHA Bepcia Homep 4.1 ansa YKpaiHu YKpaiHCbKO
Ta pociiicbkolo moBamu, gaTta Bepcii 08 kBiTHA 2022 poky, Ha ocHoBi MacTep Bepcii Homep 5.0 Big 24
nunHAa 2018 poKy [0 NPOTOKOMY KIHIYHOro AO0CNifKeHHSA «Bigkpute, paH4oMi30BaHe, MOpiBHIOBasIbHE,
baraToLeHTpoBe KiHIYHe AocnimkeHHA ha3u 3 ouiHKM eheKTUBHOCTI Ta 6e3nekn CaBONITIHIOY B MOPIBHAHHI
3 CyHiTiHIGOM Yy nauieHTiB 3 MET-NO3WTUBHOW, HeonepabenbHoW Ta JIOKaSIbHO-MOWMPEHOD, abo
MeTacTaTUYHOK ManisIiPHO HNUPKOBO-K/TITUHHOK KapuuHomo (NHKP)», kog pocnimpkeHHs D5082C00003,
Bepcis 6.0 Big 19 rpyaHs 2018 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



15. Bpouypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BupgaHHsA 21.1 Big 14 yepBHA
2022 poky, aHrniicbkoto MoBoto; Bpolypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436),
BugaHHAa 21.2 Big 04 xoBTHA 2022 poKy, aHriicbkolo MoBOW; Bpouwypa pgocnigHuka MK-3475,
BuAaHHA 23 Bif 26 )XoBTHA 2022 p., aHrnilicbkolo MOBOIO; IHhopmauis Ta JOKYMEHT npo iHpopMoBaHy
3roAy AN nauieHTa, YKpaiHa, MK-7339-008, Bepcis 6.02 Big, 12 rpyaHs 2022 p., yKpaiHCbKOK MOBOIO [0
MPOTOKOMY KAIHIYHOTO AochimkeHHs «JocnimkeHHs 1l dasm gna nem6ponisymady y kombiHauii 3
kapbonnaTuHom / TakcaHom (MakniTakces abo Hab-nakiTakcen) 3 No4asibLUMM BBEAEHHAM NeMoponizymady y
KOMOiHaL,i 3 NiATPUMYHOUYMM NiKyBaHHAM osianapmbom abo 6e3 Heoro B AKOCTI Tepanii nepLuoi AiHil y nayjieHTIB
i3 MeTacTaTMYHMM MNIOCKOKAITUHHUM HeApPiGHOKNITUHHUM pakom nereHiB (HAKPJ1)», kod AocAimKeHHS
MK-7339-008, 3 iHkopnopoBaHoto nonpaBkoto 06 Big 09 BepecHst 2022 poky; cnoHcop - TOB Mepk Lapn eHp
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

16. YkpaiHa, MK-3475-B68, IHhopmaLis Ta JOKYMEHT npo iHhopmoBaHy 3rogy A/s nauieHTa, Bepcis
2.02 Bip, 07 rpypHa 2022p. ykpaiHCbKOIO MOBOl1o; Bpoulypa aocnigHuka MK-3475, BugaHHa 23 Big 26
XOBTHA 2022 p., aHrMiiCbKOK MOBOK A0 NPOTOKOAY KAIHIYHOTO AOCNiMKeHHs «JocnigpkeHHs 1l dasm
nemo6ponisymady (MK-3475) KOxHi 6 TWXHIB y NaLieHTiB 3 peuuanByoHo abo pedhpakTepHO K1aCUYHO
nimdhomotro XomkkiHa abo y nauieHTiB 3 peLmanByoyoo abo pedpakTepHO NePBMHHOK MeaiacTUHaIbHOK B-
KPYMHOKMITUHHOK NiMd)oMOt0o», Kog, aochnimkeHHsa MK-3475-B68, 3 iHkoprnioposaHot nornpaskoto 03 Big 16
BepecHsi 2022 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

17. YkpaiHa, MK-3475-867, IHchopmauis Ta AOKYMeEHT npo iHchopmoBaHy 3rofy A5 nauieHTa, Bepcis
4.01 Big 16 rpyAaHs 2022 p. yKPaAiHCbKOK MOBOIO [10 NPOTOKOJTY KNiHIYHOIO AOoCNimKeHHA «PaHooMi3oBaHe,
nnaue60-KoOHTPOIboBaHe KNiHiYHe gocnigxeHHs 11l hasmn 3 ouiHkM 6e3nekn Ta ePEKTUBHOCTI CTEPEOTaKCUYHOI
pagiotepanii (SBRT) y noegHaHHi 3 Memo6ponisymadoom (MK-3475) abo 6e3 HbLOro y nauieHTiB 3
HeonepabenbHUM HefpiGHOKNITMHHUM pakom nereHiB (HAKPJ/1) ctagii | a6o 1l (KEYNOTE-867)», kog
pocnimpkeHHa MK-3475-867, 3 iHkopriopoBaHoto nornpaskoto 05 Big 07 yepsHA 2022; cnoHcop - TOB Mepk
Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

18. OHoBneHa Bpowypa gocnigHuka (HDM SLIT-tablet), pepgakuis 17 Big 10 nuctonaga 2022 p. go
NPOTOKONY KiHIYHOrO AochimkeHHs «OgHOopiYHe nnauebo-KoHTPoNboBaHe AdochigxeHHs Il dha3m 3 ouiHkK
edheKTMBHOCTI Ta 6e3nekn TabneTkn na cyoniHreanbHOI iMyHoTepanii (SLIT-tablet) npu aneprii Ha kniwa
JoMalUHboro nuy y aiteit (5—-11 pokiB) 3 pPUHITOM/PUHOKOH'FOHKTUBITOM, BUK/IMKAHUM KAilleM AOMAaLlHbOro
nuny, 3 abo 6e3 actMu», Ko gocnimxkeHHs MT-12, sepcisa 5.0 Big 19 6epe3Ha 2021 p.; cnoHcop - AJTIK-A6enno
A/C, faHisa (ALK-Abello A/S, Denmark)

3asaBHUK - TOB «MB KBecT», YkpaiHa

19. bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 poky,
aHrniicbKkoo MoBoO10; YKpaiHa, MK-3475-A86, IHthopMaLis Ta AOKYMEHT npo iHhopmoBaHy 3roay Ans
nauieHTa, Bepcia 1.01 Big 09 rpygHa 2022 p. yKpaiHCbKOK MOBOK; OHOBneHuid posgin 3.2.S.2.1
Manufacture pocbe pocnigxyBaHOro nikapcbkoro 3acoby MK-3475 Pembrolizumab SC, Bepcis
086LGZ Big, 08 rpypHs 2022 poKy, aHriicbKold MOBOK; 3MiHA MapKyBaHHS [OCiKYBaHUX
nikapcbkux 3aco6iB: CLP_MK-3475-A86-05-M1_Ukrainian_MK-3475 Syringe Kit MANUAL_V2.0_R,
Bepcisa 2.0 Big 25 0BTHA 2022 poKy, aHINIiCbKOK Ta yKpaiHCbKoo MoBamu; CLP_MK-3475-A86-05-
M1_Ukrainian_MK-3475 Syringe_ MANUAL_V2.0_R, Bepcis 2.0 Big 25 »x0BTHA 2022 poKy, aHIiliCbKOIO
Ta yKpaiHcbKoto moBamu; CLP_MK-3475-A86-05 M1_Ukrainian_MK-3475 Kit_ MANUAL_V2.0_R, Bepcisa
2.0 Big 23 BepecHs 2022 poKy, aHrAilicbkow Ta YKpaiHCbKow mMoBamu; CLP_MK-3475-A86-05
M1_Ukrainian_MK-3475 Vial_MANUAL_V2.0_R, Bepcis 2.0 Big 23 BepecHs 2022 poKy, aHI/iACbKOIO Ta
yKpaiHcbKoo moBamu; CLP_MK-3475-A86-01_(M1)_Ukrainian_ Pemetrexed Kit_ MANUAL_V2.0_R,
Bepcia 2.0 Big 08 kBiTHA 2022 poOKy, aHrNICbKOK Ta yKpaiHCbKOw moBamu; CLP_MK-3475-A86-
01_(M1)_Ukrainian_ Pemetrexed Vial_ MANUAL_V2.0_R, Bepcia 2.0 Big 08 kBiTHA 2022 poky,
aHrniicbkold Ta YyKpaiHCcbKow MoBaMu; CLP_MK-3475-A86-05-(M1)_Ukrainian_ Nab Paclitaxel
Kit_ MANUAL_V2.0_R, Bepcia 2.0 Big 25 xoBTHA 2022 poOKy, aHIiACbLKOIO Ta YKPaAiHCbKOI MOBaMWu;
CLP_MK-3475-A86-05-(M1)_Ukrainian_ Nab Paclitaxel Vial MANUAL_V2.0_R, Bepcia 2.0 Big 25
XXOBTHAI 2022 pOKy, aHI/MIACbKOIO Ta YKpPaiHCbKOK MoBamMu; 3pa3oK CrMpOLEHOro MapKyBaHHA
3apeecTpoBaHOro B YKpaiHi nikapcbKoro 3aco0y, AKMii 3aCTOCOBYETLCA B K/liHIMHOMY BUNPOGYBaHHi
MK-3475-A86, Bepcisa 2.0 Big 09 nuctonaga 2022 p., yKpaiHCbKOKO MOBOK [0 NPOTOKO/Y KAiHIYHOro
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JocnipkeHHa «Bigkpute, paHgomizoBaHe pocnimkeHHs I dhasn gns BMBYEHHA (DapMakokiHETUKM Ta
6e3neyHocTi nemoponizymady 408 nNigWkKipHOro BBeAEHHS TMOpPIBHAHO 3 nembponizymabom ans
BHYTPILUHLOBEHHOIO BBEAEHHSA, B KOMOiHaLLl 3 4BOXKOMINOHEHTHOI XiMioTepanielo npenaparaMu naaTuHU, B
AKOCTI mepLloi fiHiT Tepanii ANA yyacHUKIB 3 MeTacTaTUYHUM M/IOCKOKNITUHHUM ab0 HenOCKOKMITUHHUM
HeAPiGHOKNITUHHUM pakoM NereHiB», ko gocnimpkeHHs MK-3475-A86, Bepcisa 3 iIHKOPNOpoOBaHOK NOMpPaBKo
05 Big 21 nunHa 2022 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme LLC,
USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

20. OHOB/EHUI NPOTOKON KiiHiYHOro pgocnipkeHHa MOR208C310, octatouHa pepakuia 7.0 Big 28
YXOBTHA 2022 p.; CMHONCUC OHOBJ/IEHOIO MPOTOKONY AOCAiAKEeHHA, OocTaTOuHa pepakuis 7.0 Big 28
XOBTHA 2022 p., nepeknag 3 aHrNiiicbkoi MOBM Ha YKpaiHCbKy MOBY Big 23 nuctonaga 2022 p.;
IHcbopmauiiiHuiA IMCcTOK nauieHTa i hopma iHhopmoBaHoi 3roau (Ha ocHOBI pegakuii 7.0), ocTaTouHa
pepakuin 4.0 aHrnificbkoo MOBOK AnA Ykpaihu Big 30 nuctonaga 2022 p., octatouHa peaakuia 4.0
YKpaiHCbKOI0 MOBOLO A5 YKpaiHu Big 30 nuctonaga 2022 p., octatouHa pegakuis 4.0 pocilicbKoto
MOBOI0 AnA YKpaiHu Big 30 nuctonaga 2022 p.; bpowypa ana gocnigHuka 3 npenapary tacpacutamao
(MORO00208), pegaxuist Nel17 Big 07 )xoBTHA 2022 p.; /INCT-PO3’ACHEHHS 0,0 NPOTOKONY AOCiAKEHHS Bij,
08 rpyaHsa 2022 p., nepeknag 3 aHriicbKOI MOBM Ha yKpaiHCbKY MOBY Big 14 rpygHa 2022 p. go
NPOTOKOMY  KAIHIYHOTO  JOChifpKeHHs «baraToueHTpoBe paHgoMi3oBaHe, MOABIMHO cnine, nnaueb6o-
KOHTpo/siboBaHe pgocnimkeHHs Il asm 3 MeTol OuiHKM edEKTMBHOCTI Ta 6e3Me4YHOCTi JiKyBaHHS
TatpacutTamadom y NoegHaHHi 3 neHanigomigom AoaaTkoBo Ao ximioTepanii 3a cxemoto R-CHOP y nopiBHSIHHI
3 ximioTepanieto 3a cxemoto R-CHOP y naujeHTiB 3 yneplue BUSIBMIEHO ANGY3HO B-KpYNHOKAITUHHOK
nimcoomoto (ABKJ), ki paHile He NpoXoAnnaun MikyBaHHA 3a LM MOKa3aHHSM | BXOASATb A0 rPynu BUCOKOMO
NPOMIXXHOIr0 abo BUCOKOrO pu3nKy», kog aocnimpkeHHs MOR208C310, octaTtoyHa pefakuia 6.0 Big 12 nunHs
2022 p.; cnoHcop - «MopdoCuc Alr» [MorphoSys AG], HimeyuunHa

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I1I EC A-YKPATHA»

21. Bpowypa gocnigHuka Enpatoran (M5049), Bepcis 6.0 Big 15 nuctonaga 2022 poky, aHriiCbKOK
MoBoto; IHhopmauiiHMi nncTok Ta chopma 3roam Bepcis 5.0 ana YkpaiHu Big 03 cepnHAa 2022 poky,
ajantoBaHa Ha OCHOBi MaiicTep-Bepcii OcCHOBHOI ®I3, Bepcii 5.0 Big 18 nunHA 2022 poky, «Mepk
Xenckea KraA», Mpotokon MS200569 0004, aHrniicbKol Ta YKpaiHCbKO MoBamu; [logaTtoK Ao
IHcbopmauiiiHoro nuctka ta c¢opmu 3rogu Bepcia 5.0 gna YkpaiHu Big 03 cepnHa 2022 poky,
ajantoBaHa Ha OCHOBiI MaiicTep-Bepcii ocHoBHOI PI3, Bepcii 5.0 Big 18 nunHa 2022 poky, «Mepk
Xenckea KraA», MMpotokon MS200569 0004, aHrnificbkod Ta YKpaiHCbKOW MoBamMu; [ocbe
pocnipKyBaHOro nikapcbkoro 3acoo6y Enpatoran (M5049), Bepcia 15.0 3a XoBTeHb 2022 poOKy,
aHrnificbKko MoBOH; 3MiHa MicLA NpoBeAeHHA KMIHIYHOro BUNpPoOyBaHHA; MpPoAOBXeHHS TepPMiHY
npoeefieHHs K/iHIYHOro BMNpoo6yBaHHsa MS200569_0004 B ycix kpaiHax, Ae NPOBOAUTLCA KMiHiYHe
BUNPOGYBaHHA Ta B YkKpaiHi o 02 pokiB 06 MicAUWiB [0 NPOTOKOMY KMIHIYHONO AOCHiAKEHHSA
«PaHgomizoBaHe, noggiiHe cnine, nnauebo-kOHTPOIboBaHe AochigkeHHs |b ha3n gnsa ouiHkn 6e3neyHOCTi
Ta hapmakokiHeTuku npenapaty M5049 npu nepopasibHOMY 3aCTOCyBaHHI Yy 6araTokpaTHWX 3poCcTarumnx
[03ax B y4aCHMKIB 3 CUCTEMHMM YEPBOHWM BOBYAKOM Ta 3 LUKIPHAM YEPBOHUM BOBYAKOM, SKi OTPUMYIOTb
CTaHZapTHe NikyBaHHsS», KoA, focnimkeHHs MS200569_0004, sepcis 4.0 Big 21 XoBTHA 2021 poky; CNoHcop -
Merck Healthcare KGaA, Darmstadt, Germany / «Mepk Xenckea KraA», JapmwTtaar, HimeyunHa

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

BYNO CTANIO
K.M.H. KoBaneHko C.O. K.M.H. KoBaneHko C.O.
MeguuHuiA LEHTP ToBapucTBa 3 OOMeXeHOK | MeguuHuiA LEHTP TOBapucTBa 3 OOMEXEHOH
BignoBiganbHICTIO «FapMOHisn Kpacu», | BignoBiganbHicTio «ApeHcia  Ekcnnoparopi
BigAiNneHHA KNiHiYHUX BUNpoo6yBaHb, M. K1is MegiciH», Biaain KNiHiuHUX gocnigkeHb, M. Kuis

22. bpouwypa paocnigHuka Pembrolizumab (MK-3475), BugaHHA 23 Bif 26 XOBTHA 2022 poOKy,
aHrniicbKo MOBOIO; YKpaiHa, MK-3475-859, IHchopmalis Ta JOKYMEHT nNpo iHchopmoBaHy 3rogy Ans
nauieHTa, Bepcisa 14 Big 13 rpyaHAa 2022 p., yKpaiHCbKOIO MOBOIO 10 NPOTOKO/Y KNiHIYHOTO AOC/iAKEHHS
«PaHpomizoBaHe, noggiiHe chine kiHiuHe gocnimxeHHs asun 3 neméponisymady (MK-3475) y kombiHau,i 3
ximioTepanielo y MOPiBHAHHI 3 Maue6o y KoMb6iHaLii 3 XimioTepanielo B AKOCTI JliKyBaHHA MepLUOoi NiHii Y
nauieHTisB 3 HER2-HeraTvBHOW0, nonepefHbO HenikoBaHOW, HeonepabesbHOW abo MeTacTaTu4yHOK
afeHoKapLMHOMOK LWYHKY abo ractpoesodpareansHoro 3'egHaHHsa (KEYNOTE-859)», koa AocnigpKeHHs
MK-3475-859, 3 iHkopnopoBaHoto nonpaskoto 06 Bif 28 BepecHs 2022 poky; cnoHcop - TOB Mepk LWapn eHp
Joym, CLUA (Merck Sharp & Dohme LLC, USA)



3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

23. bpowypa gocnigHuka AB-729, Bepcia 6.0, Big 09 nuctonaga 2022 poKy, aHrNilicbKOO MOBOIO [0
NPOTOKOY KNiHIYHOTO AocnimkeHHa «PaHaomizoBaHe, Bigkpute, 6araToueHTpoBe OOC/IMKEHHS 3 BUBUYEHHS
NikyBaHHA npenapatom AB-729, aHanorom Hykneo3(T)UAiB Ta neriiboBaHUM iHTepdepoHoM anbda-2a y
nawieHTIB 3 XPOHIYHOK iHbekuie Bipycy renatuty B», kog gocnigpkeHHs AB-729-201, sepcia 3.0 Big 17
yepBHa 2022 poky; cnoHcop - ApbyTtyc Biochapma KoprnopeiiwH, CLUA/ Arbutus Biopharma Corporation,
USA

3aaBHuK - TOB «APEHCIA EKCIJIOPATOPI MEAICIH», YkpaiHa

24. Bpouwypa gocnigHuka MK-3475, BuaaHHA 23 Big 26 XOBTHA 2022 p., aHriiCbKOIO MOBOIO [0
NPOTOKONY KNiHIYHOIO JOCNiMKEHHA «PaHAoMi3oBaHe, BigKpuTe KiHivHe gocnigpkeHHsa |1l dha3n nopiBHAHHA
nemoposnisymady Ta OpeHTykCumabdy BeAOTMHY Y NauieHTIB 3 peunanByoyold abo pPe3nCTEeHTHOK [0
NiKyBaHHA Kacu4Hoto Nimchomoro XomkkiHax», Ko gocnigxkeHHs MK-3475-204, 3 iHKOpnopoBaHO0 NOMNPaBKoo
06 Big 24 yepsHAa 2022; cnoHcop - TOB Mepk Wapn eng Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

25. OHOBEeHMIA NPOTOKON KJliHiYHOro gocnimkeHHs P3-IMU-838-RMS-02, octatouHa pegakuis 3.0 Big,
22 BepecHA 2022 poKy, aHrNiACbLKOO MOBOK; CUMHOMNCUC NMPOTOKOJ/Y KNiHIYHOrO AocnigpxkeHHsa P3-
IMU-838-RMS-02, octatouHa pepakuia 3.0 Big 22 BepecHA 2022 poKy, YKpaiHCbKOD MOBOIO;
IHcbopmauia gna nayieHta Ta hopma iHchopmoBaHoi 3roau, Bepcia 3.1 gnsa YkpaiHu Big 05 )xoBTHA 2022
p., aHrNiNCbKOIO MOBOIO, MepeKnag, yKpaiHCbKOI Ta pocilicbKkoto moBamu; Bpolwypa ansa gocnigHuka 3
npenaparty IMU-838 (Bigocnygumyc kanbuito), Bepcia 7.0 Big 10 6epe3Ha 2022 p., aHIiiCbKOK
MoOBOI0; 3MiHa BigNOBifa/IbHOIo AOC/iAHMKA Ta HA3BU MicLsl MPOBeAEHHSs KNiHIYHOro BUNPoGyBaHHS;
3asyueHHs1 AOAATKOBOro Micusl MpoBefEeHHA K/iHIYHOro BUMPOOGYBaHHA [0 MPOTOKOMY K/IiHIYHOrO
BMNpobyBaHHs «baraToueHTpoBe paHAoMi30BaHe NoABiiHO cine gocnigkeHHs |l dhasun, wo npoBoanTbCA 3
METOI0 OLHKM edheKTMBHOCTI, 6e3neyHocTi Ta nepeHocuMocTi npenapaTy IMU-838 y nopiBHsAHHI 3 nnaue6o
npyv NiKyBaHHI AOPOCANX MauieHTIB i3 peunamnBytoumMM po3CiSHUM  Cckepo3oM (KO4OBe MO3HAYeHHS:
ENSURE-2)», kog, pocnimkeHHa P3-IMU-838-RMS-02, octatouHa pepakuia 2.0 Big 16 cepnHa 2021 poky;
CrnoHcop - «IMmyHik Al» [Immunic AG], HimeuunHa

3anBHuK - TOB «BOPABANA KNIHIKAM TPAISIC YKP»

BYNO

CTANNO

O.M.H., npod. JloraHoBcbKuii K.M.

[epxaBHa ycTaHoBa «HauioHasbHUA  HayKOBWiA
LEeHTp pajiauiinHoi MeguumHn HauioHanbHoi akagemii
MeQUYHUX HayK YkpaiHu», Bigain papgiayiiHoi
NCUXOHeBpPoJIorii IHCTUTYTY KNiHiYHOT pagionorii
Ha 6asi BigaineHHA pagiauiiiHOI NCMXOHEBPOJOTiT,
M. KuiB

K.M.H. KonocuHcbka O.0.

[epxaBHa ycTaHoBa «HauioHa/lbHUII  HayKOBWiA
LLeHTp pagiauiiiHoi MeanumHy HauioHansbHoi akagemii
MeOUYHUX HayK YKpaiHu», Bigain papgiayiiHol
ncuxoHeBposoril IHCTUTYTY KAiHiIYHOT pagionorii
HHUPM, m. Knis

Ne MN.L.B. BignoBiganbHOro gocnigHuka

Has3Ba micusa npoBeAeHHs KiHIYHOro BUNpoGyBaHHA

nikap MoTpiuyk O.0.

BigAiNeHHs, M. Yepkacu

KoMyHasibHEe HeKoMepuiiHe nignpuemcTBo «lleplia Yepkacbka Micbka NikapHs», HEBPOJOriYHe




