Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 01 Big 05.01.2023, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. Inchopmaunis ana nauieHTta i popma iHhopMoBaHOi 3rogu Ans YactuHm 2 gocnimKeHHs, Ana YKpaiHu,
Bepcis 6.0 Big 08 nuctonaga 2022 poKy; Ha ocHoBi Maiictep-Bepcii 7.0 ana YacTtuHn 2 gocnigxeHHs
BiA 21 »oBTHA 2022 poKy, aHrNificbKol Ta yKpaiHCbKOK MoBamu; JopaTok ao IHdopwmauii gns
nauieHTa i popmMmu iHhbopMoBaHoI 3rogu ana YactuHm 2 pocnigkeHHs, ana Ykpaiiu, sepcis 6.0 Big 08
nuctonaga 2022 poKy, Ha ocHoBiI MavicTep-Bepcii 7.0 ansa YactnHu 2 gocnigpkeHHA Big 21 )XoBTHA 2022
POKY, aHrniicbKow Ta YKpaiHCbKOIO MoBamu; JIMCT-po3’sicHeHHsA Big CrnoHcopa LWoA40 OHOBJ/IEHHS
TEKCTY 3pa3ka MapKyBaHHA A/1s1 NepPBUHHOI i BTOPUHHOI YNakOBKW npenapary, Kancysm 3 nopoLiKom
AZD1402 pnsa iHranauii 1 mr a6o 3 mr a6o 10 mr a6o nnaue6o, Big 22 nuctonaga 2022 poky,
aHrniicobkoto moBoto; Llucposa peknama gnsa gocnimkeHHa APATURA, Bepcis 1.0 Big 24 cepnHsa 2022
POKY, YKpaiHCbKOIO MOBOI0; OrosioweHHs gnsa gocnipkeHHa APATURA, Bepcis 1.0 Big 24 cepnHa 2022
POKY, YKpaiHCbKOIO MOBOI0; MoCiGHMK ansa nauieHTa ana fJocnigpkeHHa APATURA: BuBueHHA meToAiB
NiKyBaHHA acTmu, Bepcis 2.0 Big 15 cepnHa 2022 poky, yKpaiHCbKOK MOBO1O; IHchopmauiiiHuii nuct go
nikapsa woao HanpaeneHHA nauieHTiB y flocnipkeHHa APATURA YactuHy 2, Bepcis 2.0 Big 20 BepecHsA
2022 poky, yKpaiHCbKOI MoBoOto; PeknamHuii nnakat gna focnimkeHHa APATURA, Bepcis 2.0 Big 20
BepecHs 2022 poKy, YKPaiHCbKOK MOBOK [0 MNPOTOKOJY KNiHIYHOTO [OCNIAXEHHA «PaHOoMmi3oBaHe,
noAgiiHe cnine, nnauyebo KOHTPO/SbOBaHe, 6GaraToueHTpoBe JochigpkeHHs dasn lla 3 BM3HAYEHHS
ONTMMasIbHOT [03M, Y ABOX YacTUHaX, 4S5 OUiHKM edeKTMBHOCTI i 6e3neYHoCTi iHransuiiHoro npenapary
AZD1402, w0 npuitMaeTbCs y hOpMi CyXoro NOpoLLIKY ABiYi Ha 406y NPOTAroM 4 TWXHIB, Y AOPOCNX NAUEHTIB
3 OPOHXIa/IbHOK acTMOM, SKI OTPUMYKOTL CepefHi abo BUCOKI [03U iHFa/IAaLiiHNX KOPTUKOCTEPOIgiB», KOA
pocnipkeHHs D2912C00003, sepcia 7.0 Big 03 cepnHa 2022 poky; cnoHcop - AcTpa3eHeka Ab,
LLBeuisi/AstraZeneca AB, Sweden

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

2. OHOBNEHMIA nNpoOTOKON KhiHiYHOro Bunpo6yBaHHA MK-3475-A18/ENGOT-cx11/GOG-3047, 3
iHkopnopoBaHoto nonpaBkolo 04 Big 08 nuctonaga 2022 poKy, aHrnilicbkoro MoBolo; Bpolwypa
pocnigHuka Pembrolizumab (MK-3475), BugaHHs 23 Big, 26 )X0BTHA 2022 poKy, aHI/iACbKOIO MOBOIO;
YkpaiHa, MK-3475-A18/ENGOT-cx11/GOG-3047, IHchopMaLis Ta AOKYMEHT npo iHpopmMoBaHy 3roay
Ans  nauieHta, Bepcia 3.03 Big 23 nucronaga 2022 p., YKpPaiHCbKOK MOBOIO; YKpaiHa,
MK-3475-A18/ENGOT-cx11/GOG-3047, IHcdopmaLissi Ta AOKYMEHT npo iHdopMoBaHy 3roay Ans
nauieHTa, Bepcia 3.03 Big 23 nuctonaga 2022 p., POCIfiCbKOKO MOBOIK [0 NPOTOKO/Y KAIHIYHOrOo
BMNpobyBaHHa «PaHgomizoBaHe, noggiiiHe cnine gocnimkeHHs Il dhasm ximiopagiotepanii y kombiHauii 3
nemoposnisymadom abo 6e3 HbOro A5 flikyBaHHS /TOKa/IbHO PO3MNOBCH/AKEHOMO paKy UMK MaTK/ 3 BUCOKUM
ctyneHem pusnky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», kog aocnigxkeHHs MK-3475-A18/ENGOT-
¢cx11/GOG-3047, 3 iHKoprniopoBaHoto nonpaskoto 03 Big 18 6epesHsa 2022 poky; cnoHcop - TOB Mepk Lapn
eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

3. bpouwypa pocnigHuka Niraparib (Zejula), BugaHHa 14 Big 21.06.2022 p.; Bpouwypa gocnigHuka
JNJ-212082 3UTIIA (aGipaTepoHa aueTtar), BugaHHa 17 Big 17.06.2022 p.; OHoBeHe CnpolieHe A0CbLE
pocnipkyBaHoOro ikapcbkoro 3aco6y 6a3oBoi Tepanii AGipatepoHa auertar, 250 mr, TabneTku, Big
03.05.2022; OHoBneHui po3gin 3.2.P Jocbe aocnigKyBaHoro nikapcbkoro 3aco6y CINJ-67652000-22Z
(Niraparib/Abiraterone acetate) chikcoBaHa kKomGiHauis go3u 50/500 mr (G009) Tta 100/500 mr (G010),
TabneTkn, BKpUTi 0GOMOHKOW, Big 12.05.2022; 3any4yeHHA HOBOI BMPOGHWYOI AinaHku gna ON3
6a3oBoi Tepanii AGiparepoHa auetar, 250 mr, Ta6netku: Catalent Germany Schorndorf GmbH,
HimeuuuHa; 3asiyueHHA HOBMX BUPOOHUUMX QAINAHOK ANA AOCNIMKYBAHOIO J1iKapCbKOro 3acooy
CJINJ-67652000-ZZZ (Niraparib/Abiraterone acetate) chikcoBaHa koMGiHaLis go3n 50/500 mr (G009) Ta
100/500 mr (G010), TabneTkn, BKpUTi 06oso0HKoto: Catalent Germany Schorndorf GmbH, HimeuuuHa;
SGS India Private Limited, Maharashtra, IHgisi; 36inblweHHs TepMiHYy NpugaTHOCTI AOCAiAXyBaHOro
nikapcbkoro 3aco6y CINJ-67652000-ZZZ (Niraparib/Abiraterone acetate) chikcoBaHa KOMGiHaLisi f,03U
50/500 mr (G009) Ta 100/500 mr (G010), Ta6neTkn, BKpUTi 060110HKOIO, A0 30 micAuiB; 3MiHa Ha3BU
MicLil NpoBefeHHA K/iHIYHOro BUNPOOGYBaHHA [0 NPOTOKOJ/TY KNiHIYHOIO AOCNigKeHHA «PaHOooMi3oBaHe,
nnaue60o-KOHTPOIbOBaHE, NOABIVHE Cine KiHivHe gocnimkeHHs 3 chasn npenapaty Hipanapun6 y kom6iHau,i
3 AbipaTtepoHa Auetatom Ta [NpefHi30HOM Yy MOPIiBHAHHI 3 AGipaTepoHa AueTtatom Ta lNpegHizoHOM anis
NiKkyBaHHA  nNauieHTiB 3 MeTacTaTMyHUM  pakoM  nepeaMixXypoBOi  3an03u», KoL, — AOCHIIKEHHSA
64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p.; cnoHcop - «<AHCCEH ®APMALIEBTVKA HB», benbrisi
3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris



BYNO

CTANNO

A.M.H., npody. BoHaapeHko |. M.

KomyHanbHuii  3aknag  «JHinponeTpoBCbKa
Micbka 6araTonpodinbHa KniHidHa nikapHA Ned»
[HinponeTpoBCbKOI 06NacHOI pagu, BiaaineHHs

O.M.H., npody. BoHaapeHko |. M.

KomyHanbHe  HekomepuiiiHe  nignpuemcTBO
«Micbka KniHiyHa nikapHa Ned» [OHiNpoBCbKOI
MiCbKOi pagu, XimioTepaneBTUYHe BiggineHHs 3

ximioTepanii, [epxaBHuii 3aknap,
«[lHinponeTpoBCbLKa MeAuYHa akagemis
MiHicTepcTBa OXOpPOHU 340POB’A  YKpaiHU»,
Kacpegpa oOHKONOrii Ta MeguUHOI papgionorii,
M. [Hinpo

OEeHHUM cTauioHapom, AHinpoBcbKni
AepXaBHUA MeAWYHMIA yHiBepcuTeT, Kadeapa
OHKonorii Ta Megu4yHoI pagionoril, M. JHinpo

4. 3miHa Ha3BU Micus npoBeAeHHA BUMNPOOYBaHHA [0 MNPOTOKO/Y KAIHIYHOrO  AOCAiAXEHHS
«PaHgomi3oBaHe, noggiiHe cnine, nnaueb60-KOHTPO/IbOBaHe, GaraTtoueHTpoBe AochimpkeHHsa 3b dasm 3
METO OLiHKM edpeKTMBHOCTI Ta 6e3neyYHOCTi NiALWKIPHOro BBEAEHHSA rycenibkymady A5 3MeHLLEeHHA O3HaK i
CUMNTOMIB Ta CMNOBI/IbHEHHA PEHTIEHO/I0NYHOT NPOrpecii y NayieHTiB 3 akTUBHUM NcopiaTUiHUM apTPUTOM>,
ko pocnimpkeHH CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHsa 2022 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmauesTuka HB, Benbris

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYNO
A.M.H. Tocnogapcbkuia |.4.
KomyHasibHe HekomepLUiiHe nignpueMCcTBO
«TepHOMNiNIbCbKa YHIBEPCUTETCbKa JliKApHA»
TepHoniNbCbKOT obnacHoi pagn, O6nacHWUiA LEeHTp
KNiHiYHOT iMmyHonorii Ta anepronorii,
peBMartosoriyHe BigaineHHs, M. TepHoninb

CTAIO
A.M.H. Focnogapcbkuin .4,
KomyHasibHe HekomepLiiHe nignpUeEMCTBO
«TepHONiNnbCbKa oO6GMacHa KAiHIYHA JliKapHA»
TepHoninbCbkoi obnacHoi pagn, O6nacHuiA LEeHTp
KNiHIYHOT iMyHONriT Ta anepronorii, peBmartosoriyHe
BigAineHHs, M. TepHoninb

5. 3miHa BignoBiganbHNUX AoCNiAHUKIB; 3MiHA Ha3BM Ta Micusl NPOBeAEHHS KNiHIYHOro BUNPoGyBaHHA
[0 MPOTOKONY KNiHIYHOro JocnimkeHHs «MoagiiiHe cnine gocnimkeHHs 1l dasn, Wwo npoBoauTbLCA B ABOX
rpynax Ans ouiHkM 6e3nekun Ta edpekTMBHOCTI nemoponisymady (MK-3475) y nopiBHAHHI 3 niiaue60 B AKOCTI
a/’'toBaHTHOI Tepanii y y4acHWKIB i3 renaToLesioIApHOI0 KapuyuHOMOLKO Ta NOBHOK pagiosiorivyHO Bifgnosiaao
nicna xipypriyHoi pesekuii abo nokanbHoi abnauii (KEYNOTE-937)», kog pocnigxkeHHss MK-3475-937, 3
iHKopriopoBaHoto nonpaskoto 07 Big 22 yepsHA 2022 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

BYNo CTANO

nikap 3penux 1.B.

MeanyHuin UeHTp «YHiBepcasibHa KhiHika «Obepir»
ToBapucTBa 3 OOMEXEeHOH  BifgnoBigabHICTIO
«Kanutan», KNiHiKo-KOHCY/bTaTUBHE BifAdiNeHHS,
M. KniB

nikap Wmwura O.HO.

MeanyHuin UeHTp «YHiBepcasibHa KiiHika «Ob6epir»
ToBapucTBa 3 OOMEXEHOK  BignoBiAa/IbHICTIO
«Kanutan», KIiHIKO-KOHCYNbTaTUBHE BiAA4INEHHS,
M. KniB

4.M.H. Ckopwuii [.1.

KomyHasnbHe HekoMepLiiHe nignpMeEMCTBO
«O6nacHUii LEeHTP OHKOMOrii», OHKOXipypriuHe
BigAiNeHHA neviHKM Ta NigWAYHKOBOI 3a/103M1,
M. XapkiB

K.M.H. Miceybka M.E.
KomyHasbHe HekoMepLiiiHe
«O6nacHUA  LEHTP OHKOJIOFIT»,
BigAineHHA opraHis
M. XapkiB

nignpMeEMCTBO
OHKOXipypriuHe
YyepeBHOI MOPOXHUHMU,

6. bpowypa aocnigHuka Niraparib (Zejula), BugaHHa 14 Big 21.06.2022 p.; Bpowypa pocnigHuka
JNJ-212082 3UTITA (abipaTepoHa aueTtar), BugaHHA 17 Big 17.06.2022 p.; OHoBieHe CnpolleHe J0CbE
[OCNiopKyBaHOIO JliKapCcbKOro 3aco0y AGipaTtepoHa auetar, 250 mr, taénetkm, Big 03.05.2022;
OHoBneHun po3gin 3.2.P Jocbe nnaue6o [0 [OCNiAKyBaHOro JliKapCcbKoro 3aco6y AGiparepoHa
auetatr Big 03.05.2022; OHoBneHuit po3gin 3.2.P [locbe pocnigkKyBaHOro JliKapCbKOro 3acoby
CJNJ67652000-Z2Z2Z (G009 Ta G010), chikcoBaHa KOMGiHOBaHa Ao3a 50/500 mr Ta 100/500 mMr, TaGN1eTKMU,
BKpUTi 060/10HKOIO, Big 12.05.2022; OHoBneHui po3gin 3.2.P Jocbe nnaue6o A0 AOCAimKYyBaHOIo
nikapcbkoro 3acooy CJINJ67652000-ZZZ, Ta6neTkn, BKpUTIi 060/10HKOMO, Bifg 03.05.2022; 3any4yeHHA
HOBOi BMPOOGHUYOI AinsaHkn ana ON3 AbGiparepoHa auetar, 250 mr, Ta6neTku, Ta BignosigHOro
nnaue6o: Catalent Germany Schorndorf GmbH, HimeuunHa; 3asiyyeHHs1 HOBUX BUPOOHUUUX AiNAHOK
Ans pocnimxyBaHoro nikapcbkoro 3aco6y CJINJ67652000 (G009 ta G010) chikcoBaHa KOMOGiHOBaHa
po3a 50/500 mr ta 100/500 mr, TabneTkn, BKpuUTi 060M0HKOIO, Ta BignoBigHoro niaue6o: Catalent
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Germany Schorndorf GmbH, HimeuunHa, SGS India Private Limited, Maharashtra, IHAif; 36inbleHHsA
TepMiHy npugaTHOCTI AocnigmKyBaHoro nikapcbkoro sacooy CINJ67652000 (G009 Ta G010) chikcoBaHa
KOMGiHOBaHa ao3a 50/500 mr Ta 100/500 mr, Ta6n1eTKK, BKPUTi 060/10HKOI0, A0 30 MicAUiB 40 NPOTOKOY
KiHIYHOrO AocnigxeHHsa «PaHaomizoBaHe, nnaue60-KOHTPONbOBaHe, NoABIHE chine KAiHIYHe AOC/iMKEeHHSA 3
hasn npenapaty Hipanapu6 B komGiHauii 3 abiparepoHa aueTaToM Ta NPefHi30HOM Yy MOPIBHAHHI 3
abipaTepoHa aueTaToM Ta NPeHi30HOM /15 JTIKyBaHHA NauieHTiB 3 MeTacTaTMyYHMM KacTpaTt-4yT/IMBAM PaKoOM
nepegmixypoBoi 3as103n (MCSPC) 3i WKigMBOK repMiHa/IbHOK ab0 COMATUYHOK MyTauield TeHiB, LWO
BIAMOBIfAOTE 3@ penapaudiio  WAAXOM  FOMOJONYHOT  pekombiHauii  (HRR)», kog — [OCHILKEHHS
67652000PCR3002, 3 MMonpasko 2 Big 25.10.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

7. 3miHa Ha3BU Micus NpPoBeAeHHs K/iHIYHOro BUNPOOYyBaHHsA; Mofo0BXeHHA TepMiHYy NpoBeAeHHs
BUNpoGyBaHHA p[o 31.03.2026 p. [0 MNpoOTOKONY KNiHIYHOTO BuUNpo6yBaHHA «BaraToueHTpose,
paHAoMmi3oBaHe, MoABiiHe cnine, nnaueb0 KOHTPOsbOBaHe KiHiYHe aochimpkeHHs 3b dasn ans ouiHKM
edpekTvBHOCTI Ta 6e3neyHoCTi NPU3HAYEHOro MIAWKIPHO TrycenbKymaGy Yy MauieHTiB 3  aKTUBHUM
ncopiaTM4YHMM apTPUTOM, SIKi paHille Manu HeJoCTaTHIo BiAnoBiab Ta/abo HenepeHoCUMICTb NiKyBaHHSA OAHUM
3 iHri6iTOpIB (hakTopy HEKPO3Yy NyX/IMH anbax», kog gocnipkeHHs CNTO1959PSA3005, 3 nonpaskot 1 Big
12.05.2022 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3anBHuK - «AHCCEH ®»APMALEBTWKA HB», Benbris

BYno CTANO

K.M.H. Fapmiw O.0.

[epxaBHa ycTaHoBa «HauioHa/lbHUIA HayKOBWiA
LEHTp «IHCTUTYT Kapaionorii iMmeHi akagemika
M.A. Crpaxecka»  HauioHasibHOI  akagemil
MeOUYHUX HayK YKpaiHu, Bigf4in HeKOpOoHapHUX
XBOpO6 cepus Ta pesmaronorii, M. Kuis

K.M.H. M apmiw O.0.

JepxaBHa ycTaHOBa «HauioHa/bHUIA HayKoBWiA
LEeHTp «IHCTUTYT KapAionorii, KMiHIYHOT Ta
pereHepaTtUBHOI MeAULMHU iIMeHi akajemika
M.O.  Crpaxecka»  HauioHanbHOI  akagemii
MeAUYHUX HayK YKpaiHu», BigAi1 HEKOPOHapHMX
XBOPOO6 cepusa Ta peBmaTtosorii, M. Kuis

8. 3miHa Ha3BU Micub NPOBeAEHHSA K/HIYHOro BUNPOGYBAHHA [0 NPOTOKO/Y KNiHIYHOTO AOCNIMKEHHSA
«BbaraToueHTpoBe, paHfoMi30BaHe, NOABINHE c/ine, Nnauebo KOHTPO/IbOBaHE KNiHiYHe focimkeHHS 4 dhasm
OS5 OUIHKM eDEKTUBHOCTI Ta 6€3neYHOCTi NPU3HAYEHOrO MIAWKIPHO TycenbKyMaoy y nauieHTiB 3 aKTUBHUM
akCia/lbHUM McopiaTUYHUM apTPUTOM, SIKi HIKONIM He OTpuMyBan GioNoriyHy Tepanito», kog, AO0CAIMKEHHS
CNTO1959PSA4002, Bia 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTVIKA HB», Benebris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

BYNO

CTAIO

K.M.H. Fapmiw O.0.

[epxaBHa ycTaHoBa «HalioHaNbHWIA HayKoBWiA
ueHTp «lHCTUTYT Kappgionorili iMeHi akagemika
M.A. Crpaxecka» HauioHanbHoT  akagemii
MeUYHUX HayK YKpaiHu, Big4in HeKOpOoHapHUX
XBOpPO6 cepus Ta pesmaronorii, M. Kuis

K.M.H. M apmiw O.0.
[depxaBHa ycTaHoBa «HauioHa/bHWII HayKoBWiA

ueHTp «IHCTUTYT Kapaionorii, KniHiYyHOT Ta
pereHepaTtuBHOI MegULMHU IMeHi akageMika
M.A. Crpaxecka» HauioHanbHOT  akagemii

MeVUYHUX HayK YKpaiHw», Bigain HeKopoHapHUX
XBOPO6 cepLsi Ta peBMaTooril, M. Knis

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

KomyHasibHe HekomepLiiHe nigNnpueEMCTBO
«TepHoninbCbKa YHiBepcuUTeTCbKa JliKapHA»
TepHoMiNbCbKOT 06/1aCHOI paan, PeBMAaTOosIorNiyYHe
BiAAINEHHS, TepHONINbCbKWIA HaLjioHaNbHWIA
MeAVNYHUIA YHiBEpPCUTET iMeHi |.. FopbavyeBCcbKOro
MiHicTepcTBa OXOpPOHM 340PO0B'A YKpaiHu, kadegpa
BHYTPILWHLOI MeanLUmMHN Ne2, M. TepHonifb

O.M.H., npod. CmisH C.I.

KomyHasibHe HekomepLinHe niANpUEMCTBO
«TepHOMiNIbCbka oOGNacHa KJiHIYHA JliKapHA»
TepHOMiNbCbKOI 06/1aCHOT paau, PeBMAaTOosIorNiyYHe
BigdiNeHHs, TepHOMiNbCbKNIA HaLjioHa/TbHNIA
MeVYHUIA YHiBEpCUTET iMeHi |.A. FopbaveBcbKOro
MiHicTepcTBa OXOpOHM 340pOB'A YKpaiHu, kadeapa
BHYTPIWHbOT MeauumMHN No2, M. TepHonifb

9. 3miHa BignoBiganbLHoOro gocnigHuka Micusa npoBeAeHHA BUMNPOOYBaHHA [0 MPOTOKOJY KIiHIYHOrO
JocnifpkeHHa «Bigkpute po3wupeHe OOCMNIMKEHHS 018 OUiHKA 6e3neyYyHoCTi Ta NepeHoCMMOCTi npenapaTy
SEP-363856 y naujieHTiB i3 LWM30gpeHieo», ko gocnimkeHHs SEP361-303, sepcis 3.01 3 iHKOPNOpoBaHO0
HecyTTeBO nornpaskoto 2.00 Big 25 ciuHa 2021 poky; crnoHcop - «CyHOBIOH ®apmacbioTikanc IHK.» (Sunovion
Pharmaceuticals Inc.), CLLA

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



BYNO
reH. gupektop KosaneHko B.B.
KomyHasbHe HekomepLUiiHe nignpPUEMCTBO
XapkiBcbkoi o06nacHoi pagn «O6nacHa KniHiyHa
ncuxiatpuyHa  nikapHAa  Ne3»,  ncuxiatpuuHe
BiAJINEHHS MEepBUHHOITO MNCUXOTMYHONO €eni3oay,
M. XapkiB

CTAIO
K.M.H., 3aB. Bifi. MaHry6i B.O.
KomyHasbHe HekomMepLUiiHe nignNpUeEMCTBO
XapkiBcbkoi o6nacHoi pagn «Ob6nacHa KhiHiYHa
ncuxiatpuyHa  nikapHa  Ne3»,  ncuxiatpuyHe
BiAJINEHHS MEepBUHHOrO MNCUXOTUYHOrO enisoay,
M. XapkiB

10. fJopatok 2 Big nuctonaga 2022 poky po Bpowypu pgocnigHunka RO5541267, Tecentriq
(atezolizumab), Bepcia 19 Big cepnHA 2022 pOKy, aHIMIICbKOKD MOBOK [0 MNPOTOKO/Y KAiHIYHOrO
JocnimpkeHHs «35 hasa, BigkpuTe, paHAoMi3oBaHe AOCAIAXEHHA A8 OUiHKM eddeKTMBHOCTI Ta 6e3neku
npenapaty Atesonisyma6 (ANTI-PD - L1 aHTWTI/IO) B NOPIBHAHHI 3 ONTUMa/IbHOK NiATPUMYIOHOO Tepanieto
nicna afg’toBaHTHOI XxiMmioTepanii ocHoBaHO! Ha LucnnaTwHi y nauieHTiB 3 MNOBHICTIO pe3ekTabesibHUM
HeApiGHOKNITUHHUM pakoMm nereHb IB-1IIA cTagji», kog gocnipkeHHa GO29527, sepcisa 10 Big 03 ntoToro 2022
p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland («®. XochdmaHH-/1s Pow NTa», LBeliuapis)

3asaBHUK - ToBapncTBo 3 OBMeXeHoto BignosigansHicTio «KOHTpakTHO-AoCNiAHULbKA opraHizauis IHHoDapMm-
YkpaiHa»

11. MoaoBXeHHA TPUBAIOCTI KNiHIYHOTO BUMNPOGYBaHHA B YKpaiHi o 31 GepesHA 2025 poky;
36iNbLUEHHSA KiNIbKOCTi yYaCHUKIB JOCiAKeHHA B YKpaiHi Big nonepegHbLo 3ansaHoBaHoi 3 50 go 100
0Ci6 40 NPOTOKO/Y KNiHIYHOrO gocnimpKeHHs «MixHapogHe, 6araToLEeHTPOBE, BiAKpUTe A0CAIMKEHHS dhasn 3 3
OAHIEl0 TPYyNnow ANsi OUIHKA edieKTUBHOCTI Ta 0e3ne4YHOCTi pagoTUHIOY B naujieHTiB i3 Ph-no3vTuBHUM
XPOHIYHMM MIENOIAHUM NEKO30M Y XPOHIYHIiA hasi, B AKMX nonepegHs Tepanis iHribiTopaMmy TUPO3WHKIHA3W,
BKMIOYHO 3 iMaTuHiooMm, 6yna HeeeKTMBHOK 4YM BUKIMKANA HENepeHOCUMICTb», KO OOCNiLKEHHS
RT51KRI03, Bepcis 6.0 Big 22 notoro 2022 poky; cnoHcop - IL-YANG PHARM. Co., Ltd., Kopes

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

12. 3miHa BignoBigasbHOroO AOC/NiAHMKA MiCLA NPOBeAEHHA BUNPOGYBaHHA [0 MPOTOKOMY K/IiHIYHOrO
JocnigpkeHHs «PaHgomizoBaHe, NoABiiHe cnine, nnauebo-koOHTPOsIboBaHe, 6araTtoLeHTPOBE LOC/IIKEHHS,
LLIO NPOBOAUTBLCA B MapasiesibHUX rpynax, i3 3aCTocyBaHHSIM (PiKCOBaHMX A03 A/18 OLiHKM ed)EKTMBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y naujieHTIB i3 LWM30PEHIEND ¥ TOCTPOMY NMCUXOTUYHOMY €ni3oi», Ko,
pocnipkeHHss SEP361-302, sepcisi 4.00 3 iHkopnopoBaHot cyTTeBOK nonpaskoto 3.00 Big 13 »oBTHs 2022
POKy; cnoHcop - «CyHoBioH dapmacbtoTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLLA

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

BYNO

CTANNO

reH. gupektop KosaneHko B.B.

KomyHasnbHe HekoMepLiiHe nignpMeEMCTBO
XapkiBcbkoi ob6nacHoi pagn «O6nacHa KiHiYHa
ncuxiatpuyHa  nikapHa  Ne3»,  ncuxiatpuuHe
BiAJINEHHS NEepBUHHOIO MNCUXOTUYHOrO enisony,
M. XapkiB

K.M.H., 3aB Bia. MaHry6i B.O.

KomyHasnbHe HekomepLjiiHe nignpMeEMCTBO
XapkiBcbkoi o6nacHoi pagn «O6nacHa KiHiYHa
ncuxiatpuyHa  nikapHa  Ne3»,  ncuxiatpuuHe
BiAJINEHHS NEepBUHHOIO MNCUXOTUYHOro enisony,
M. XapkiB

13. Bpouypa gocnigHuka 6iHTpadycny anbca, Bepcia 9.0 Big 19 xoBTHA 2022 poKy, aHINiliCbLKOLO
MOBOIO [0 nNPOTOKOMIB KMiHIYHMX BUMNpPoOyBaHb: «baratoueHTpoBe, paHAOMi30BaHe, BigKpuTe,
KOHTPO/IbOBaHe AOCNIMKEHHA 3 afganTMBHUM Am3aiHom a3 Il npenapaty M7824 (6iHTpacdycn anba) B
NOPIBHAHHI 3 NeMbponizymMaboM SIK Tepani€etd NepLlol AiHii B NaUieHTIB i3 NOWMPEHNUM HeAPIOGHOKNITUHHUM
pakom nereHb 3 ekcnpecieto PD-L1», kog gocnigpkeHHs MS200647-0037, sepcisa 4.1 Big 15 nuctonaga 2021
poky; «BigkpuTte, 6aratoLueHTpoBe AOC/iMKEHHS NOA4ASIbLLIOTO CMOCTEPEXEHHA AN 360py 4OBrOCTPOKOBUX
OaHNX MPO YYaCHUKIB i3 AEKINbKOX KNIHIYHUX AOCNigXeHb 3acToCcyBaHHs GiHTpadycny anba (M7824)», koz
pocnipkeHHs MS200647_0054, sepcia 2.0 Big 30 nuctonaga 2021 poky; cnoHcop - Merck KGaA,
HimeuunHa

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

14. OHoBneHui MpoTokos KniHiuHoro gocnimxkeHHs ICP-CL-00112, Bepcis 6.0 Big, 18 cepnHAa 2022 poKy;
Bpowypa gocnigHuka OpenabpyTuHioy (ICP-022), sepcis 8.1A Big 18 cepnHa 2022 poKy, aHINiliCbKOLO
MOBOI0; OGrpyHTYBaHHA «O4YiKyBaHOCTI» Ceplio3HUX No6GiuHux peakuiii (CMP) uepe3 3actocyBaHHA
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Opena6pyTuUHidy, NOB’sA3aHUX i3 MOOAMHOKUMU BUNAaAKaM/ 3aXBOPIOBAHOCTI Y nonepeaHix KNiHiuHUX
pocnimpkeHHAX, Bepcia 3.0 Big 18 cepnHa 2022 poKy, aHrilicbkol MoBoto; IHhopMauiiiHWii NNCTOK i
cthopma 3rogu, sepcis V8.1UKR(uk)1.0 Big 02 nuctonaga 2022 poky, nepeknapg, yKpaiHCbKO0 MOBOIO Bif,
15 nuctonaga 2022 poky; IHopmauiiHuii nucTok i hopma 3rogm, Bepcis V8.1UKR(ru)l1.0 Big 02
nuctonaga 2022 poky, nepeknag pociiicbkoto moBoto Big 14 nuctonaga 2022 poky; IHhopmayiiiHuiA
NNCTOK i popma 3rogm ANns BiAKPUTOro posLLMpPeHOro nepioay aocnimkeHHs, sepcia V5.1UKR(uk)1.0
Big 02 nuctonaga 2022 poky, nepeknag YKpaiHCbKOIO MOBOK Big 14 nuctonaga 2022 poky;
IHhopMauiiHuii nMcToK i hopma 3rogn Ans BiAKPUTOro Po3WNPEHOro nepioay AoCimKeHHA, Bepcis
V5.1UKR(ru)1.0 Big 02 nuctonaga 2022 pokKy, nepeknag pociiicbKoo MOBOIO Big 14 nuctonaga 2022
poky; Aocbe aocnimxyBaHOro nikapcbKoro 3acooy Opena6bpyTuHio (ICP-022), Bepcis 2.0 Big cepnHa
2022 poOKy, aHIMiNCbKO MOBOIO; 3a/lyY€HHA [0[aTKOBUX BUPOGHUUIX AiNIbHULbL AOCAILKYBaAHOIo
nikapcbkoro 3aco6y Opena6pyTtuHio (ICP-022) ta nnaue6o: Guangzhou InnoCare Pharma Tech Co.,
Ltd., China; Almac Clinical Service, United States; Almac Clinical Services Limited, United Kingdom
(Northern Ireland); nogoBXeHHs TepMiHy npuaaTtHocTi nnaue6o po 36 wmicAuiB; 3MmiHa Micusa
npoBefeHHs1 BUNPoOGyBaHHSA; 3MiHa Ha3BU MicLil NpoBeAeHHsA BUNPOGYBaHHA A0 MPOTOKOY KNiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, noggiiHe chine, nnaue60-KOHTPONbOoBaHe [OCAIMKEHHS hasun 2 4NN OLHKU
edheKkTMBHOCTI, 6e3neYHOCTi, NepeHOCUMOCTI, hapMakoKiHETUKM Ta 6i0N10rYHOT aKTUBHOCTI OopenadpyTuHioy
y NauieHTIB i3 peunamByOyO-peMITYIOUMM PO3CIAHUM CKIepo30M», Kog, aocnimpkeHHs ICP-CL-00112, sepcis
5.2 Big 21 yepBHsa 2022 poky; cnoHcop - InnoCare Pharma, Inc., USA

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

DepxaBHuii 3aKnapg, «[HiNponeTpoBCbKa
MeguuHa akagemia MO3 YkpaiHu», kadegpa
HeBposoril, M. [IHiNpo

BYNO CTA/IO
A.M.H. Kanbbyc O.I. A.M.H. Kanbbyc O.I.
KomyHanbHe nignpuemcTBo | BigokpemneHnii CTPYKTYpPHMNUii nigpospain
«[HiNnponeTpoBCcbKa oG/slacHa KJliHIYHA NiKapHs | «YHiBepcuUTeTCcbKa KiiHika»  [JHiNpoBCbKOro
im. LI MeuHukoBa»  [HIiNPONETPOBCLKOI | AepXXaBHOro MeaUu4vHoro yHiBepcureTy,
obGnacHoi pagu», BigaineHHA HesBposorii Nel, | BigAineHHs HeBponorii, [HinpoBcbkuii

OepXaBHUIA MeAUUYHWIA YHiBepcuTeT, Kadenpa
HeBposiorii, M. IHINpo

BYNno

CTANO

K.M.H. XaByHKa M.A.

K.M.H. XaByHKa M.A.

KomyHanbHe HekoMepuiliHe nignpueMmcTBo «5-a | KOMyHanbHe  HeKkoMepuiliHe  nigNnpPUEMCTBO
MicbKa K/iHiuHa nikapHa M. JibBOoBa», | «/IbBiBCbKe TepuTopuasibHe MeguyHe
HeBPOJIOrivHe BigAineHHs, M. /1bBiB 06°egHaHHA «KniHiyHa nikapHA nNNaHOBOro
NiKyBaHHSA, peabinitauyii Ta  naniatuBHOI
pornomoru», BigoKpemsieHWA nigpo3gin  «5-a
NikapHa», HeBposoridyHe BiaAiNneHHs 3

MeAn4YHOo peabinitauieto, M. /1bBiB

15. MpoTtokon kniHiyHOro Bunpo6yBaHHA MK-7684A-003 3 iHKopnopoBaHow nonpaBkol 04 Big 08
nuctonaga 2022 pokKy, aHrniiicbkod MoBOK; [locb€ AOCNiIMKYBAHOro JliKAPCbKOro 3acooy
MK-7684/MK-7684A, ID 084YSS, Big 05 XoBTHA 2022 pOKy, aHINiACbKOK MOBOK; 3MiHa Ha3BwU
BUPOGHMUOI AiNAHKW, BigNnoBigaNbHOI 3a BUNYCK [OCAIAKYBAHOTIO flikapcboro 3acooy MK-7684A 10/10
mrimn (MK-3475 (Mem6ponizymad, Pembrolizumab) 10mr/mn IMK-7684 10mr/mn), 20 mn cTEPUSIbHOrO
pPoO3uMHY ANA BHYTPIWHBLOBEHHOI iHMY3il, dnakoH; Bbpowypa pocnigHuka PEMBROLIZUMAB
(MK-3475), BugaHHa 23 Big 26 XOBTHA 2022 poKy, aHI/iliCbKOKO MOBOK; 3MiHa HasBU NPOTOKO/Y
KNiHiYHOro BUNpPOOYyBaHHA; 3pa3oK BTOPMHHOro MapkyBaHHa MK-3475 Kit, Bepcisa 2.0 Big 18 OBTHA
2022 poky; 3pa3ok nepBuHHOro MapkysaHHst MK-3475 Vial, Bepcis 2.0 Bifg 18 )<oBTHA 2022 poKy; 3pa3ok
BTOpPMHHOro mapkyBaHHA MK-7684A Kit, Bepcia 2.0 Big 28 BepecHs 2022 poKy; 3pa3oK NepBUHHOIO
mapkyBaHHA MK-7684A Vial, Bepcia 2.0 Big 28 BepecHA 2022 poKy /[0 MPOTOKO/Y KNiHIYHOrO
BMNpobyBaHHA «baratoueHTpoBe, paHAoMi3oBaHe, noggiHe cnine gocnigpkeHHsa 1l dasn kKombGiHawii
MK-7684 3 nembponizymabom (MK-7684A) NOpPiBHAHO 3 MOHOTEpanieto nemobposiisymabom B SAKOCTI nepLuoi
NiHiT Tepanii gnsa yvyacHukiB 3 PD-L1-N03UTMBHUM MeTacTaTUYHUM HeApiGHOKNITUHHUM PaKOM SIEreHiB», Kof
pocnipkeHHss MK-7684A-003, 3 iHkoprnopoBaHoto nonpaskoto 03 Big 21 6epesHsa 2022 poky; cnoHcop - TOB
Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»



BYNO

CTANO

Merck Sharp & Dohme Corp. USA

Merck Sharp & Dohme LLC, USA

BYNO

CTAIO

«baratoueHTpoBe, paHAoMi30oBaHe, NoaBiliHe cnine
pocnipkeHHa 1l a3  kombiHauii MK-7684 3
nembponizymaéom (MK-7684A) nopiBHAHO 3
MOHOTepanieto Nnemoponizymabom B AKOCTi nepLuoi
NiHiT Tepanii gna yyacHukis 3 PD-L1-no3MTUBHUM
MeTacTaTU4yHUM HeAPiGHOKNITUHHUM pakom
NereHis»

«baraToueHTpoBe, paHAoMi3oBaHe, NoABiiHe chine
pocnipxkeHHa 1l a3  kombiHauii MK-7684 3
nemébponizymabom (MK-7684A) nopiBHAHO 3
MOHOTeparieto nemoponizaymabom B AKOCTI NepLuoi
NiHiT Tepanii gnsa yyacHukis 3 PD-L1-no3uTvBHUM
MeTactTaTU4yHuUM HeApPIGHOKNITUHHUM paxkom
nereHis» (KEYVIBE-003)




