Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 09 Big 02.03.2023, Ha siki 6y OTpUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHuiA npotokon KB 1199-0378, Bepcis 2.0 Big 05 cepnHa 2022, aHrnilicbkoo MOBOIO; 3MiHa
NOBHOI Ta CKOPOUEHOI Ha3BU NPOTOKOJ1Y K/iHIYHOro BUNpoGyBaHHsA; OHOBNeHa Opoliypa AocnigHuKa
(Nintedanib -BIBF 1120) Bepcia 20 Big 08 nuctonaga 2022 aHrniiicbkoo MOBOIO; IHchopmauia ans
6aTbkiB Ta Popma iHpopmoBaHOI 3roau (AnAa KpaiHu) Big 01 rpyaHsa 2022. KB Ne: 1199-0378.
BICTMS_Bepcia: PP_05_UKR04. MoBa_Bepcisa Ta gata: UKRO04_ykpaiHcbka Ta pociiicbka_01 (31
rpyaHsa 2022); IHopmauisa ana nadieHta Ta Popma iHhopmoBaHoi 3rogu ana giteii 6-11 pokiB (gns
KpaiHu) Big 10 ntotoro 2023. KB Ne: 1199-0378. BICTMS Bepcisa: PC_04_UKRO05. MoBa_Bepcis Ta gara:
UKRO5_ykpaiHcbka Ta pocilicbka_01 (10 moTtoro 2023); IHcdopmauis gnAa nauieHta Ta Popma
iHcbopmoBaHoi 3rogu ana giteir 12 -13 pokiB (gna kpaiHu) Big 10 notoro 2023. KB Ne: 1199-0378.
BICTMS Bepcisa: PA_04_UKRO05A. MoBa_Bepcisa Ta gata: UKRO5A_ykpaiHCcbKa Ta pocilicbka _01 (10
noTtoro 2023); IHchopmauia Ta dopma iHhopmoBaHOi 3rogun A/19 HENOBHONITHIX Bikom 14-17 pokiB (gnsa
KpaiHun) Big 01 rpyaHsa 2022. KB Ne: 1199-0378. BICTMS Bepcisa: PA_04_UKRO05B. MoBa_Bepcis Ta gara:
UKRO5B_ykpaiHcbKa Ta pocilicbka_01 (31 rpygHsa 2022); IHchopmauis Ta Popma iHchopMoBaHOI 3roau
ANA neajiaTpMYHOro NauieHTa, Wo AO0CArHYB NOBHOMITTA Nif Yac yyacTi y gocnigkeHHi (ansa kpaiHn) Big,
10 motoro 2023. KB Ne: 1199-0378. BICTMS Bepcis: M_05 UKR05. Mosa_Bepcia T1a pgara:
UKRO5_ykpaiHcbka Ta pociiicbka _01 (10 nwotoro 2023) [0 NpOTOKOAY KAIHIYHOrO BMNPOGYBaHHSA
«BigkpvTe pocnimpKeHHA [O0BroTpMBanol 6e3neyvyHOCTi Ta MepeHOCMMOCTI MepopasibHOro 3acTOCyBaHHSA
HiHTeAAaHIGy TPUBAUTICTIO HE MEHLLE 2-X POKIB Ha (DOHI CTaHAAPTHOIO JliKyBaHHSA Yy AiTeN Ta NigJ/liTKiB 3 KNiHIYHO
3Hauywummn  (pibpo3youMMn  IHTEPCTULIRHMMK - 3axBopoBaHHAMKU  nereHb  (InPedILD  ™-ON)», kop,
pocnipxkeHHsa 1199-0378, sepcis 1.0 Big 17 uepsHs 2021 poky; cnoHcop - Boehringer Ingelheim RCV GmbH &
Co KG, ABcTpist

3asBHUK - TOB «JOKYMEAC» («CIA JOKYMEAC»), Natsisi

3aCTOCYBaHHSA HIHTeaHiOy TPUBAUICTIO HE MeHLLe 2-
X POKiB Ha (hOHi CTaHAAPTHOrO MiKyBaHHA Y AiTel Ta
NigNiTKIB 3 KNIHIYHO 3Ha4Yywumn  pibposyoummm

BYNO CTANO
«Bigkpute OOCIIKEHHS [oBroTpuBanoi | «Biakpute OOCiIKEHHS JoBrotpusasnoi
6e3MneyHoCTi Ta NEepeHOCUMOCTI MNepopasibHOro | 6e3neYyHOCTi Ta MNEepeHOCUMOCTI  NepopasibHOro

3aCTOCYyBaHHSA HIHTeaHiby TPpUBaIiCTIO He MeHLLe 2-
X POKiB Ha (hOHi CTaHAAPTHOrO MiKyBaHHA Y AiTel Ta
NigNITKIB 3 KNIHIYHO 3Ha4vywumn  pibposyoummm

HIHTeZaHiOy y aiTeil Ta nigniTkiB 3 iIHTEPCTULIAHMMM
3axBoptoBaHHAMY fiereHb (InPedILD ™-ON)»

iHTepcTULiiHnMK 3aXBOPHOBAHHAMM NnereHb | IHTepCTULIRHUMN 3aXBOPHOBAHHAMM nereHb
(InPedILD ™-ON)» (InPedILD®-ON)»

BYNO CTANO
«JocnimKeHHs JoBrotpusasol 6e3neyHocTi | «JocnimpKeHHs AoBrotpusasol 6e3MneyHoCTi

HiHTeAaHiby y giTeld Ta NigNiTkiB 3 iHTepCTULIAHUMNI
3axBOpoBaHHAMM fiereHb (INPedILD®-ON)»

2. OHoBneHun Mpotokon KniHiuHoro Bunpo6yBaHHA WN42086, Bepcia 3 Big 26 kBiTHA 2022 poky,
aHrniicbkolo MoBol; Bpowypa pocnigHuka R0O4964913, Ocrelizumab/Ocrevus®, Bepcia 21 Big
nuctonaga 2022 poky, aHrnilicbkoto MmoBoto; WN42086 OcHoBHa IHhopMauisa ansa nauieHTa Ta popma
iHbopmoBaHoi 3roau, Bepcia 5.0 ana YKpaiHu, aHriicbKolo MOBOK Big 25 nuctonaga 2022 p.;
WN42086 OcHoBHa IHhopmauis ana nauieHTa ta oopma iHhopmoBaHoI 3roaun, Bepcisa 5.0 ana YkpaiHu,
yKpalHCbKOI0 MOBOIO Big 25 nuctonaga 2022 p.; WN42086 OcHoBHa IHchopmauisi Ans nauieHTa Ta
c¢hopma iHcpopmoBaHoi 3rogu, Bepcia 5.0 ana YkpaiHu, pociiicbkolo MOBOlIO Big 25 nuctonaga 2022 p.;
WN42086 IHchopmauia Tta cdopma iHchopmoBaHOi 3rogu Ans GatbkiB, Bepcia 5.0 ana YkpaiHw,
aHrnincbKo MOBOIO Big 25 nuctonapga 2022 p.; WN42086 IHdhopmauis Ta hopma iHchopmoBaHoOi 3roau
AnAa 6artbkiB, Bepcia 5.0 ana YKpaiHu, yKpaiHCbKO MOBOI Big 25 nuctonaga 2022 p.; WN42086
IHchopmaunia Ta hopma iHhopmoBaHOI 3rogu AnA 6aTtbKiB, Bepcia 5.0 ana YKpaiHu, pocCiiicbKolo MOBOIO
Big 25 nuctonaga 2022 p.; WN42086 IHdhopmauisa gnsa naudieHta ta ¢popma iHthopmMmoBaHoi 3roau ans
piTen Bikom Big 14 ao 18 pokiB, Bepcia 3.0 gnA YKpaiHu, aHrniicbKoo MOBOIO Big 15 cepnHa 2022 p.;
WN42086 IHchopmauisa ans nauieHTa Ta chopma iHdhopMoBaHoOT 3rogu ans piteii Bikom Big 14 go 18
pokiB, Bepcia 3.0 ana YkpaiHu, yKkpaiHCbKOI MOBOIO Bif, 15 cepnHs 2022 p.; WN42086 IHchopmauia ana
nauieHTa Ta coopma iHhopMmoBaHoi 3roau ana aiteit Bikom Big 14 no 18 pokis, Bepcisa 3.0 aona YkpaiHu,
pociiicbkolo mMoBow Big 15 cepnHa 2022 p.; WN42086 IHcdopmauis pnsa nauieHta 1a copma
iHhbopmoBaHoi 3rogu ans giteii Bikom Big 10 fo 14 pokis, Bepcia 3.0 Ansa YkpaiHu, aHrniicbKoro MOBOO
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Bif 15 cepnHA 2022 p.; WN42086 IHchopmauia ans nauieHta Ta popma iHhopmoBaHoi 3roau gna giteid
BikoM Big 10 ao 14 pokiB, Bepcia 3.0 ana YKpaiHu, yKpaiHCbKO MOBOI Bif 15 cepnHa 2022 p.;
WN42086 IHhopmauia anAa nauyieHtTa Ta cpopma iHpopmoBaHoi 3rogn AnAa piteii Bikom Big 10 go 14
pokiB, Bepcia 3.0 ana YKpaiHu, pociiicbkotlo MoBoOIo Bif 15 cepnHsa 2022 p.; KepiBHULTBO 3 y4yacTi B
pocnipkeHHi, Bepcia 3.0, 24 cepnHa 2022 p., YKpPaiHCbKOWO MOBOIO; KepiBHMUTBO 3 yd4yacTi B
JocnifmkeHHi, Bepcis 3.0, 24 cepnHsa 2022 p., pociiicbkolo MoBot0; KepiBHULTBO A0 PI3 AN yyacHUKIB
Ta OCib, AKi 34iiCHIOIOTL JOINAA, Bepcisa 2.0, Big 20 TpaBHA 2022 p., yKpaiHCbKOI MOBOIO; KepiBHMLTBO
[0 ®I3 gnsA yyacHuUKIB Ta OCiG, AKi 34iACHIOITb JOINAA, Bepcia 2.0, Big 20 TpaBHA 2022 p., poCilicbKoto
MOBOI0; IHCTPYKLUii 3 npuiiomy npenapaty Baoma, Bepcia 6.0, Big 23 cepnHa 2022 p., yKpPaiHCbKOLO
MoBOt0; IHCTPYKUii 3 npuiiomy npenaparty Baoma, Bepcifa 6.0, Big 23 cepnHa 2022 p., pocCiiCbKOIO
MOBOI0; IHCTPYKLiA y cnanBalo4vomy BikHi, Bepcisa 1.0, Big 04 ciuHa 2022 p., yKpaiHCbKOI0 MOBOIO A5
YKpaiHu; CnaimBatouve BiKHO 3 3asBOM0, Bepcia 1.0, Big 04 ciuHsa 2022 p., pocilicbkotlo MoBoto; BaHepu
ONA iHTepPHeT CTOPiHKKU, YKpaiHCbKO MOBOLO; BaHepu gnA iHTEpPHET CTOPiIHKU, POCIACbKOI0 MOBOIO;
3paskn 306paKeHHs1 Ha eKpaHi e/IeKTPOHHOro NMPUCTPOIO eNIEKTPOHHUX JIUCTIB ANA NauieHTiB, Bepcis
1.1, Big 04 noToro 2022 p., yKpaiHCbKOO MOBOIO; 3pa3Ky 306paXeHHs1 Ha eKpaHi eNeKTPOHHOro
NPUCTPOIO e/IEKTPOHHUX JINCTIB ANA NauieHTiB, Bepcisa 1, Big 17 niotoro 2022 p., pociiicbkoo MOBOIO;
KopoTkuii pgosigkoBuit noci6Huk_Quick reference guide, Bepcia 1.1, Big 19 oBTHa 2021 p.,
yKpaiHCcbKolo MoBOI; KopoTke aoBigkoBe KepiBHUMUTBO _Quick reference guide, Bepcia 1.1, Big 19
)XOBTHSA 2021 p., pocilicbKoio MOBOO; NMoyaTKkoBa cTOpiHKa ANA nauieHTa_patient-facing landing page,
Bepcia 1, Big 21 yepBHA 2021 p., yKpaiHCbKOI0O MOBOIO; NoyaTKkoBa CTOpPiHKa ANA NauieHTa_patient-
facing landing page, Bepcia 1, Big 21 u4epBHA 2021 p., POCIACbLKOO MOBO; C/OBHUK
TepmiHiB_eConsent Glossary, Bepcia v01, Big 10 BepecHA 2021 p., YKpaAiHCbKOIO MOBOIO; CNOBHUK
TepmiHiB_eConsent Glossary, Bepcia v01, Big 10 BepecHAa 2021 p., pociiicbKkol0o MOBOIO; JIUCT npo
KOHpigeHUiliHIiCTb faHnX 4151 CKPMHOBaHUX NayieHTiB, Bepcis 1.0, Big, 26 )XoBTHA 2022 p., aHrNilicbKoOO
MOBOI0; JIUCT Npo KOHigeHUiAHICTb AaHUX ANA CKPUHOBaHMX NauieHTiB, Bepcia 1.0, Big, 26 OBTHA
2022 p., YKpaiHCbKOIO MOBOIO [0 TNPOTOKO/Y KAiHiYHOro gocnigpkeHHa «BAFATOLUEHTPOBE
PAHOOMI3OBAHE MOJBIMHE CNINE AOCNIIXKEHHA 1l ®A3M 3 MOABIMHOK IMITALIED ANA
OUIHKWN BEIMEYHOCTI TA E®EKTVBHOCTI OKPENI3YMABY Y MNOPIBHAHHI 3 ®IHIONIMOAOM Y
OITEN TA NIANITKIB I3 PELUVAMBYOUYO-PEMITYHOUMM PO3CISHVM CKNEPO30M», Ko AOCIMKEHHS
WN42086, Bepcis 2 Bif 27 kBiTHSA 2021p; cnoHcop - ®. XohdmanH-/15 Pow fitg, LWeenuapis (F. Hoffmann-La
Roche Ltd, Switzerland)

3anBHWK - ToBapucTBo 3 O6MexeHo BignosiganbHicTio «KOHTpaKTHO-AOCiAHMLbKA OpraHisauis IHHoDapm-
YkpaiHa»

3. 3miHa BignoBiganbHOro gocnigHMKa 40 NPOTOKO/Y KAiHIYHOro AocnigxeHHs «lMoagiiHe cnine, nnaue6o
KOHTPO/IbOBaHe, paHAoMi30BaHe 3 BigMiHO, 6araToueHTpoBe KAiHIYHEe [OCAIMKEHHA AN OUiHKM
eekTnBHOCTI, 6e3nekn Ta NepeHoOCMMOCTi 3aCTOCYBaHHA KapunpasuHy B MOAeNi 3MeHLeHHA [03K A4NA
3anobiraHHa peuuamBiB Y NayieHTiB 3 6iNoNsSpHUM po3nagoM | Tuny, y SKnx HasiBHUIA NOTOYHWI MaHiakanbHWUiA
abo penpecvBHWIA CTaH 3MillaHOro abo OAHOTUMHOrO XapakTepy», kog pochipkeHHs RGH-MD-25, 3
nonpaskolo 5.1, nuwe anga YkpaiHu, Big 26 nunHa 2022 poky; cnoHcop - «E66BI IHK.», Cnony4eHi LWTatu
Amepurku

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

BYJ10

CTAJIO

reH. ampekrop KosaneHko B.B.

KomyHanbHe HeKoMepLiiiHe nigNnpUeEMCTBO
XapkiBCcbKOi 06n1acHOi pagn «Ob6niacHa KhiHivHa
neuxiatpuuHa — nikapHa  Ne3»,  ncuxiatpuyHe
BigAiNEHHsT MEPBMHHOIO MNCUMXOTMYHOrO enisoay,
M. XapkiB

K.M.H. MaHry6i B.O.

KomyHasbHe HeKoMepLiiHe nigNnpUeEMCTBO
XapkiBcbkoi o06niacHOi pagn «O6nacHa KhiHivHa
ncuxiatpuyHa  nikapHa  Ne3»,  ncuxiaTpuyHe
BiAAINEHHS MNEPBMHHOTO MNCUMXOTMYHOrO enisoay,
M. XapkiB

4. OHoBneHe [ocbe AocCNifKyBaHOro JiikapcbKoro 3aco6y CaBoniTiHiOy, TaGsieTku, Bepcis Big
nuctonaga 2022 poky; 3aslydyeHHA A,0AATKOBOI BAPOOHUYOI AiNSAHKN [0 AOCAIMKYBAHOIo NikapcbKoro
3acoby CaBoniTtiHi6y, Tadbnetku: Fisher Clinical Services GmbH, Steinbiihlweg 69, Allschwil, 4123,
Switzerland [0 npoTokony KAIHIYHOrO AocnimkeHHs «Bigkpute, paHOoOMi30BaHe, MNOPIBHIOBaUIbHE,
GaraTtoueHTpOoBe KAiHIiYHEe AoCNimKEeHHS ha3u 3 OuiHKM edhekTUBHOCTI Ta 6e3nekn CaBoOMIiTiIHIOY B NOPIBHSAHHI
3 CyHiTiHIGOM Yy nauieHTiB 3 MET-NO3WTUBHOW0, HeonepabenbHoW Ta JIOKa/IbHO-MOWMPEHOD, abo
MeTacTaTUYHOK ManisIAPHOK HUPKOBO-KTITUHHOK KapunHomot (MHKP)», kog pocnigpkeHHs D5082C00003,
Bepcis 6.0 Big 19 rpyaHs 2018 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



5. flocbe pgocnigKyBaHOro snikapcbkoro 3acody CT-P16 (Bevacizumab), Po3pgin AkicTb, Bepcia 8.0 Big,
22 nuctonapga 2022 poKy, aHrMiicbKolo MOBOLO; MoAOBXEeHHs TepPMiHY NPUAATHOCTI AOCNiAKYBaHOIO
nikapcbkoro 3acob6y CT-P16 (Bevacizumab) no 48 micsauiB [0 MPOTOKONY KMiHIYHONO AOCHIIXKEHHS
«MoggiliHe cnine, paHAOMI30BaHe, aKTMBHO KOHTPO/IbOBaHe, B NapasiefibHUX rpynax gochAimpkeHHs das3un 3 3
METOI MNOPIBHAHHA ed)eKTUBHOCTI Ta ©6e3neyvyHOCTi 3acTocyBaHHA npenapaty CT-P16 Ta ABacTuHY,
cxBasieHoro B €C, Ak nepuoi fiHil nikyBaHHA MeTacTaTU4yHOro abo peLuvanBYHOHOrO HEMI0CKOKTITUHHOMO
HeApPiGHOKNITMHHOTO paky NiereHb», Kog gocnimkeHHs CT-P16 3.1, sepcis 2.0 Big 14 yepBHs 2019 p.; cnoHcop
- «<UENNTPIOH, IHK.», Pecny6nika Kopest (CELLTRION, Inc., Republic of Korea)

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCTio «kKoOHTpakTHO-JocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

6. JopaHo popaTKkoBe Micue MNpoBeAeHHA K/IHIYHOrO BUNPOOGYBaHHA [0 NPOTOKO/Y K/1iHIYHOrO
pocnipkeHHs «®a3sa |l BunpobyBaHHA 15 OLHKM NepeHOCMMOCTI, 6e3nekun Ta etpekTUBHOCTI CybniHrBasIbHOT
iMyHOTepanii y nauieHTiB, WO CTpaxJaroTb Ha aneprilo Ha NUIoK 6epesun», Kog gocnigpkeHHa SL-361A, Bepcis
3.0 Big 18.05.2022; cnoHcop - POKCAJI/1 MegiuiH TM6X, HimevunHa

3asaBHuK - POKCAJIT Megiuin T'mM6X, HimeyunHa

No M.1.B. BignoBiganbHOro gocnigHnkKa
n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | anpekTop, K.M.H. Ha3zapeHko O.[1.
ToBapucTBO 3 OOMEXEHOK BigNoBiganbHICTIO «KniHika iMyHonorii Ta anepronorii «®OPMNOCT»,
M. KniB

7. Bpouypa gocnigHuka gnsa heHeGpyTUHIoY (RO7010939, Fenebrutinib ), Bepcia 12 Big rpyaHa 2022 p.
[0 MPOTOKOMIB KAiHiYHUX BUNPo6yBaHb: «BAFATOLIEHTPOBE PAHAOMI3OBAHE MOABIVHE CINE
JOCNIIKEHHA ®A3U Il Y TTAPANENBHUX TPYTMNAX 3 I'IO,EI,BII7IHI/IM KOHTPOJIEM MAALUEBO ONA
OUIHKN E®EKTUBHOCTI TA BEIIMNEYHOCTI ®PEHEBPYTUHIBY MOPIBHAHO 3 OKPENIZYMABOM Y
JOPOCNIMX NAUIEHTIB 3 MEPBUHHMM T[MPOMPECYHOUYMM PO3CIAHAM CKNEPO30M», kop,
pocnipkeHHs GN41791, Bepcia 4 Big 15 BepecHs 2021 p.; «BATATOUEHTPOBE PAHOOMI3OBAHE
MOABIVMHE CAIME AOCAIIKEHHSA ®A3M 11l Y NAPANENBbHUX FPYMNAX 3 NOABIVHVM KOHTPONEM
MNALEBO ANA OUIHKM E®EKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY [MOPIBHAHO 3
TEPN®/TYHOMIAOM Y AOPOC/INX MALUIEHTIB 3 PELANBYHOUMM PO3CIAHAM CKNEPO30Ms, koa
pocnipkeHHss GN41851, Bepcis 4 Big 14 BepecHss 2021 p.; cnoHcop - d.XoddmaHH-JIa Pow /114,
LLBseiiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAa/IbHICTIO «Pow YKpaiHa»

8. OHoBneHun po3gin 3.2.P [locbe gocnigkyBaHoro nikapcbkoro sacody JNJ-67896062-AAA, 37,5 mr
Ta 75 Mr, Tabnetku, BKpUTi 060n0HKOW (G008/G004), Bia 23.11.2022 p.; 36iNblueHHA TepMiHYy
npuaaTHoOCTi nikapcbKoro 3acody JNJ-67896062-AAA, 37,5 mr Ta 75 Mr, TaG/1eTKU, BKPUTI 0GO/TOHKOIO,
po 36 micauie; bpowypa AocnigHuka JNJ-67896062 (Macitentan), BupaHHa 20 Big 02.12.2022 p.;
IHcbopmauia ana naudieHTa Ta Popma iHopmoBaHoOI 3rogn, Bepcisa 7.0 yKpaiHCbKOIO MOBOIO ANA
YkpaiHu Big 11.01.2023; IHcpopmauis ans naudieHta Ta dopma iHtpopmoBaHOi 3roau, Bepcia 7.0
pociiicbkol0 MOBOK AnA YKkpaiHu Big 11.01.2023; 3miHa Ha3BM MiCUus NMPOBEAEHHA KNiHIYHOrO
BUNPOGYBaHHA 10 NPOTOKO/Y KNiHIYHOro AocnimxkeHHst «[pocnekTUBHe, baraToLeHTpoBe, NoBiliHe cnine, 3
NnoABINHOK iMiTaljielo, paHAOMi30BaHe, 3 akTUBHMM KOHTPOJSIEM, B MapanesibHUX rpynax, 3 nocnigoBHUM
BK/TIOYEHHSIM Tpyn, aganTMBHE, KOHTPOJSIbOBaHE 3a MoAisiMu KAiHiYHE AOCNiAXeHHs TpeTboi ghasn ansd
NOPIBHAHHA edIeKTMBHOCTI, 6e3NeYHOCTi Ta NepeHOCUMOCTi MaujiTeHTaHa 75 Mr 3 MauiteHtaHom 10 mr y
nawlieHTiB 3 JIereHeBOK apTepiasibHO0 TinepTeHsiel 3 nofablunMm NepiogoM  BifKPUTOro NiKyBaHHSA
MauiTeHTaHOM 75 Mr», kog, gocnigxkeHHa AC-055-315, 3 nonpaBkoto 3, Bepcis 4, Big 08.02.2022 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNO CTANO
O.M.H., npodp. CipeHko HO.M. 4.M.H., npody. CipeHko H0.M.
[epxaBHa ycTaHOBa «HauioHanbHWA HaykoBuii | [lepkaBHa ycTaHoBa «HaujioHa/lbHWUIA  HayKoBWiA
ueHTp «lHCTUTYT Kapaionorii iMeHi akagemika | ueHTp «IHCTUTYT Kapgionorii, KAiHiYHOI Ta
M.A. Crpaxecka HauioHanbHOi akagewmii | pereHepaTUBHOI MeAUUUHU iMeHi akapgemika
MeAUUYHUX HayK YKpaiHu», Bigain BTOopuHHMX i | M.A. Crpaxecka HauioHanbHOi  akagewmii
NlereHeBux rinepTeHsin, m. Kuis MeAMYHUX HayK YKpaiHw», Bioain BTOPUHHUX i




| | nereHeBux rinepTeHsii, M. Knis |

9. NonpaBka A0 AoCbE AocnimKyBaHUX Jlikapcbkux 3acob6iB KpoBanimaé ta Conipic (Ekynisyma6),
Bepcia Big XOBTHA 2022 p. [0 MNPOTOKO/Y KNiHIYHOTO JOCAiMKEeHHA «PaHAomi3oBaHe, BigkpuTe,
KOHTPO/IbOBaHe akTUBHUM NpenaparoM, 6araToueHTpoBe focnimkeHHa dasu Il s ouiHku eddekTUBHOCTI Ta
6e3neyHoCTi 3aCTOCYBaHHA KpoBaniMalby B MOPIBHAHHI 3 eKy/lizymaboM y MauieHTiB i3 napoKCu3mMasibHO
HiuHOW remornob6iHypieto (MHI), sk paHille He OTpUMyBaUIM NiKyBaHHA IHriGITOpaMU KOMNIEMEHTY», KOA,
pocnipkeHHs B0O42162, sepcia 6 Big 30 BepecHsa 2022 p.; cnoHcop - d.XoddpmaHH-JIa Pow T4,
Lisenuapis

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

10. Bpouwypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BupgaHHA 21.1 Big 14 uepBHA
2022 poky, aHrnilicbkoto MoBot; Bpolypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436),
BMAAHHA 21.2 Big 04 )XOBTHA 2022 poOKy, aHrNifiCbKOK MOBOK A0 MPOTOKO/TY KNIHIYHOrO A0CAIAKEHHS
«PaHfomizoBaHe, Bigkpute pocnimpkeHHs 3 dpasn onsa ouiHKM ehbekTMBHOCTI Ta 6e3nevyHocTi MoHoTepanil
onanapuéomMm abo y kombGiHauii 3 6eBaun3ymaboM, y MOPIBHAHHI i3 3acTocyBaHHAM 6eBauum3ymady i3
hTopnipymigMHaMK y nauieHTiB 3 HeonepadesibHUM abo MeTacTaTUYHUM KOJSTIOpeKTasIbHUM pakoM 6e3 03Hak
MpOrpecyBaHHsl XBOpOOM Micnia iHAYKUinHOT Tepanii nepwoi niHii (LYNK-003)», kog, gocnigxeHHs MK-7339-
003, 3 iHkopnopoBaHoto nonpaskoto 05 Big 08 BepecHs 2022 poky; cnoHcop - TOB Mepk Wapn eHg doym, CLUA
(Merck Sharp & Dohme LLC, USA)

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

11. MopoBXeHHA TepMiHY NPOBeAEHHA K/iHIYHOro BUNpo6yBaHHA B YKpaiHi 4o 31 TpaBHA 2023 poKy 40
MPOTOKOJTY K/iHIYHOTO JOCAiMKEHHS «PaHAoMi30BaHe, KOHTPO/IbOBaHE 3a akTUBHVM MpenapaToMm, nojgiiHe
MackoBaHe [OCAiMKEeHHS ha3u 3 B napasieNibHUX rpynax 3 ouiHK1 edpeKTMBHOCTI Ta 6e3MneyHOCTi npenaparty
CT-P42 y nopiBHAHHI 3 npenapatom AWMiS y nauieHTiB 3 AiabeTUYHUM MakynspHUM HabpsKoM», Kog,
pocnipkeHHa CT-P42 3.1, sepcia 3.0 Big 14 ciuHa 2022 p.; cnoHcop - «CenntpioH, IHK.» (Celltrion, Inc.),
Pecnyb6nika Kopes

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. flocbe aocnigxyBaHoro sikapcbkoro saco6y (IMPD) OMS906, MASP-3 MONOCLONAL ANTIBODY,
Bepcia 5.0, Big 16 ciuHa 2023 poKy, aHrNilicbkold MoBOI; MPOAOBXEHHA TEepPMiHY NpPUAATHOCTI
[OCNigpKyBaHOro Jlikapcbkoro 3aco6y OMS906 110 mr/mn po3umH AnAa iH'ekuii go 42 wmicsauis;
3asiyueHHA BUPOGHUMUOT AiNAHKY 418 AOCNISKYBaAHOIO JliKapCcbKoro 3acooy OMS906 110 mr/mn po3uuH
ANA iH’ekuin Biotec Services International Ltd, Benimko6puTaHis, Wo 3AiiCHIOE KOMepLUiliHy AiANbHICTb
AK BUpo6HUYa pinsaHka PCl Pharma Services, BenukooputaHisi; 3miHa Ha3BM BUPOGHUYOT AiNAHKN ANA
AocnigKyBaHoOro slikapcbkoro 3acoéy OMS906 110 mr/mn po3uunH ana id’ekuivi 3 PCl Pharma Services,
CLLUA Ha AndersonBrecon Inc., CLUA, wo Bege 6isHec Ak PClI Pharma Services, CLLUA o npoTokony
KniHiYHOro pocnigxkeHHa «dasa 1b pgocnimkeHHs 3 MeTO nepeBipkM KOHUENUii, Ans ouiHkn 6e3nevHocTi,
NnepeHoCUMOCTi, hapMakoKiHeTUKM, hapmMakoAnHaMikK1u Ta nonepefHbol OUiHKM edeKTUBHOCTI npenapaty
OMS906 y naujieHTiB i3 NApOKCU3MasIbHOKO HIYHOK remor/1o6iHypieto», Kog fAocnimkeHHs OMS906-PNH-002,
Monpagka 01 Big 19 BepecHs1 2022 poky; cnoHcop - «Omepoc KopnopeliwH» [Omeros Corporation], CLUA
3anBHuK - TOB «APEHCIA EKCMNIOPATOPI MEAICIH», YkpaiHa

13. OHoOBEHWII NPOTOKOJ KNiHiYHOro Bunpoo6yBaHHsa MK-7339-007 3 iHkopnopoBaHOI0 nonpaBkoto 05
Bif, 20 rpyaHsa 2022 poKy, aHrilicbKOK MOBOO; 36i/IbLUEHHA TPMBAIOCTI KNiHIYHOro BUNPOOyBaHHA 3
4,5 pokiB o 6 poKiB [0 MPOTOKONY KNIHIYHOTO BUMNPOOYBaHHA «JocnimkeHHA a3 2 onanapudy y
KoM6iHaLji 3 neM6poisyma6oM y NauieHTIB 3 paHille NiKoBaHWM PO3NOBCIOKEHNM PaKOM 3 MyTaLji€lo reHa y
cucTeMi roMosoriyHoi pekombiHauiinHoi penapauii (HRRm) AHK Ta/abo 3 nopylieHHAM roMOosorivyHol
pekombiHauii (HRD) AHK», koa pgocnigkeHHa MK-7339-007, 3 iHkopnopoBaHoto rnonpaskoto 04 Big 04 cepnHs
2021 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

14. OHOBIEHUIA NPOTOKOJ K/IHIYHOro BUNpPOOYyBaHHsA, Bepcia 4 Big 06 rpyaHa 2022 p.; OHoB/eHa
dopma iHhopmoBaHoOi 3rogn, Bepcia 4.0 gna YKpaiHM YKpaiHCbKOK Ta POCIiNCbKO MoBamu Big, 29
rpyaHs 2022 p. Ha ocHoBi maiicTep-Bepcii hopmu iHhopmoBaHoi 3rogn gnsa gocnigpxkeHHsa W042312,
Bepcis 4 Big 05 rpyaHAa 2022 p.; OHoBneHwuii [l03BiN Ha BUKOPUCTaHHA Ta PO3KPUTTA iHhopMauii npo
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CTaH 34,0pOB’sl B nepiog BariTHocTi, Bepcifa 3.0 Ana YKpaiHU YKpaiHCbKOIO Ta pociiicbkolo MoBaMu Bip,
29 rpypHa 2022 p. Ha ocHoBi maiictep-Bepcii ¢hopMn [03BOSTly HA BUKOPUCTAHHA Ta PO3KPUTTA
iHdbopMauii Npo cTaH 340pOB’A B nepiog BariTHOCTi Ana gocnimkeHHAa WO042312, sepcisa 3 Big 05
rpyaHs 2022 p.; MogoBXeHHA TeEPMiHY NpuAgaTHOCTI AoCAiAKyBaHOro nikapcbkoro 3acooy GDC-9545
(ripepecTpaHnT), TBepai kancynu no 30 mr Ao 36 MicsauiB; OHoBneHi po3ginu S.1.3 «3aranbHi
Bnactueocti» (S.1.3 - RIM-REGQUAL-101629 v2.0), S.2.1 «BupoGHuk(n)» (S.2.1 - RIM-
REGQUAL-102310 v3.0), S.4.2 «AHaniTuuHi metoguku» (S.4.2 - RIM-REGQUAL-122092 v1.0), S.4.3
«Banipgauis aHanitTnuHnx metoguk» (S.4.3 - RIM-REGQUAL-122091 v1.0), S.4.4 «AHani3u cepiii» (S.4.4 -
RIM-REGQUAL-122093 v1.0), S.7.1 «Pe3lomMe wWopAo0 CTabiIbHOCTI Ta BUCHOBKW», (S.7.1 - RIM-
REGQUAL-121708 v1.0), S.7.3 «[laHi npo cTa6inbHicTb» (S.7.3 - RIM-REGQUAL-122094 v1.0), P.8.1
«Pe3ome wopno craéinbHocTti Ta BUCHOBKU» (P.8.1 - RIM-REGQUAL-121706 v1.0), P.8.3 «[aHi npo
ctabinbHicTtb» (P.8.3 - RIM-REGQUAL-121707 v1.0) gocbe AOCNIAKYBAHOro NiKapCbKOro 3acooy
GDC-9545 (ripegectpaHTt), TBepai kKancynu no 30 Mr A0 MPOTOKOAY KAIHIYHOrO AOCAifKEHHS
«PAHOOMISOBAHE, BIOKPUTE, BAFATOUEHTPOBE AOOCHIIKEHHA ®A3M 1T OANA  OUIHKA
E®PEKTVBHOCTI TA BE3IMNEYHOCTI GDC-9545 Y TMNOPIBHAHHI 3 BUBEPAHOKO JIIKAPEM
EHAOOKPNHHOKO MOHOTEPAMIEKD Y MAUIEHTIB 13 PAHIWE NIKOBAHAM ECTPOIEH-PELIEMTOP-
NO3NTMBHNM, HER2-HETATUBHVM MICLEBO-MOWWNPEHM ABO METACTATUYHVM PAKOM
MOJIOYHOI 3ANO3W», kop pmocnimkeHHss WO42312, sepcis 3 Big 09 nunHa 2021 p.; CroHCOp -
®.XochbdpmanH-/1a Pow /114, LWBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAILHICTIO «Pow YkpaiHa»

15. OHOBNEHWIi NPOTOKOJ1 KMiHIYHOro BUMNpPOGYyBaHHA, Bepcia 3 Big 20 rpyaHa 2022 p.; Popma
iHcbopmoBaHoOi 3rogu, Bepcia 4.0 gna YKpaiHM yKpaiHCbKOKO MOBOIO Bif 17 ciuHA 2023 p. Ha ocHoBI
MaiicTep-Bepcii hopmu iHchopmoBaHoi 3rogn Ana pocnigkeHHAa BO41843, Bepcia 4 Big 20 rpyaHs
2022 p.; Kopotka XxapakrepucTuka nikapcbKoro 3acoly Jletposon (Letrozole), TabneTkn, BKPUTI
NNiBKOBOI 06GOJIOHKOLO, MO 2,5 Mr, Bepcia Big 01 nunHa 2020 p.; MofoBXeHHA TeEPMiHY NPpUAATHOCTI
pocnipkyBaHoro sikapcbkoro 3acody GDC-9545 (ripegectpaHT), TBepai kancysim no 30 mr ao 36
MicauiB; OHoBeHi po3ainu S.1.3 «3aranbHi BnactuBocTi» (S.1.3 - RIM-REGQUAL-101629 v2.0), S.2.1
«BupoobHuk(n)» (S.2.1 - RIM-REGQUAL-102310 v3.0), S.4.2 «AHanitTu4Hi Metoguku» (S.4.2 - RIM-
REGQUAL-122092 v1.0), S.4.3 «Banigauia aHaniTuuHux metoauk» (S.4.3 - RIM-REGQUAL-122091 v1.0),
S.4.4 «AHanisn cepin» (S.4.4 - RIM-REGQUAL-122093 v1.0), S.7.1 «Pe3tome wWoao cTtabifibHOCTI Ta
BUCHOBKU», (S.7.1 - RIM-REGQUAL-121708 v1.0), S.7.3 «[aHi npo cTaGinbHictb» (S.7.3 - RIM-
REGQUAL-122094 v1.0), P.8.1 «Pe3iome wopo cTaGinbHOCTIi Ta BUCHOBKU» (P.8.1 - RIM-
REGQUAL-121706 v1.0), P.8.3 «[laHi npo cTaGinbHictb» (P.8.3 - RIM-REGQUAL-121707 v1.0) gocbe
[ocnipKyBaHOro nikapcbkoro 3aco6y GDC-9545 (ripegectpaHT), TBepai kKancynum no 30 mr; OHOBNEHi
po3ainu P.8.1 «Pe3tome Wo0[0 cTaGinbHOCTI Ta BUCHOBKU» (P.8.1 - RIM-REGQUAL-091188 v2.0), P.8.3
«faHi npo ctabinbHicTb» (P.8.3 - RIM-REGQUAL-093408 v2.0) aocbe AoCNigKyBaHOro NikapcbKoro
3aco6y JleTposon, TBepAi Kancynu no 2,5 Mr 40 NpoTOKOsy KNiHIYHOro JocnimkeHHs «PaHaomizoBaHe
noagiiHe cnine nnaueb60-kOHTPO/IbOBaHe GaraToLeHTpoBe AocnigpkeHHs hasu Il 4ns ouiHkM edhekTUBHOCTI
Ta 6e3nevHocti GDC-9545 y kom6GiHauii 3 nanéoumkniboMm MNOPIBHAHO 3 KOMOGIHALEW feTpo3osy Ta
nanoéoumkniby y nauieHTiB 3 eCcTporeH-peuentop-no3utuBHNUM, HER2-HeratMBHUM MicLLeBONOLLMPEHUM UK
MeTacTaTM4YHMM pPakoM MOJIOYHOI 3an03u», Kog AocnigxeHHs BO41843, sepcia 2 Big 08 motoro 2021 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTa, Wseliyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»



