Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 21 Big 07.07.2022, Ha siki 6yn1 oTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. OHoBneHuii MpoToKon KNiHiYHOro gocnipxkeHHs, NMonpaeka Ne 5 0 npoTokony Big 24 6epe3Hs 2022
p., aHrniicekoro moBoilo; OHoBnieHa Bpouwypa pocnigHuka, Bepcia 12 Big 06 xoBTHa 2021 p.,
aHrnificbKkoo MoBot; OHoBeHe [locbe AOC/iAKYBAHOro Nnikapcbkoro 3aco6y, Bepcis 4.0 Big rpyaHa
2021 p., aHrniicbkoro MoBo1o; IHchopmauis npo gocnimkeHHAa RECLAIM-DCP, Bepcis 01 Big 18 rpyaHs
2019 p., yKkpaiHCbKOIO MOBOIO; Bepcia 01 Big 19 rpyaHa 2019 p., pociicbKolo MOBOIO; JlucTiBKa ansa
nauieHTa, Bepcia 01 Big 18 rpyaHsa 2019 p. ykpaiHCbKOO MoOBOIO; Bepcia 01 Big 19 rpygHa 2019 p.,
pociiicbkolo MOBOIO; Bpowypa ans Ha6opy nauieHTiB, Bepcia 01 Big 18 rpyaHa 2019 p. yKpaiHCbKOKO
MoBolo; Bepcisa 01 Big 19 rpyaHsa 2019 p., pocilicbkoto MOBOIO; Bpolypa ansa nikaps, Bepcis 01 Big 18
rpygHAa 2019 p., yKkpaiHCbKOI MOBOLO; Bepcis 01 Big 19 rpyaHsa 2019 p., pociiicbKolo MOBOIO; 3MiHA
Micusa NpoBeAeHHsA K/IHIYHOro BUNPOGYBaHHA [0 NPOTOKOY KAIHIYHOro AOCAifKeHHS «PaHaoMi3oBaHe,
noagivHe cnine, nnauebo-kOHTPOsIbOBaHe AochigkeHHs npenapaty TEV-50717 (geytetpabeHasuHy) ans
NikyBaHHs AMCKiHe3il Ha ¢hoHi uepebpanbHOro napanivy y pgitein Ta nignitkis (RECLAIM-DCP)», kopg
pocnipkeHHa TV50717-CNS-30080, nonpaska o npoTtokosy 04 Big 09 6epesHsa 2021 p.; cnoHcop - Tesa
BpeHgaig ®apmacktoTikan Mpogakte Ap eHa Ai, IHk (Teva Branded Pharmaceutical Products R&D, Inc), CLLUA
3asaBHUK - TOB «KniHivHi gocnigpkeHHs AKoH», YKpaiHa

BYNO CTAJI0
K.M.H. MakefioHCbKa |.B. K.M.H. MakefioHCbKa |.B.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KomyHasibHe  HeKkOoMepLiliHe  nigNPUEMCTBO
«Micbka pguTAya KfniHiYHA nikapHAa  Neb» | «Micbka pAguTAvya  KNiHiuHa  nikapHA  Ne6»
OHINpoBCbLKOT MIiCbKOi pagu, HeBponoriyHe | AHINPOBCbLKOI MICbKOI paau, HEBPOJIOriyHe
BiAZiNEeHHs MOon0ALWOoro Biky, M. IHINPo BiAZiNeHHs MonoAaLworo Biky, M. IHINpo

2. 3anlyueHHs NiKapCcbKOro 3acooy nopiBHAHHA OkcaninnatuH (Oxaliplatin; OKCANIM/ATIH-BICTA;
OXALIPLATIN-VISTA), NOpoOLIOK A/ NPUrOTYBaHHA PO3UuHy ans iHdysii, 5 mr/mn (BUpo6HULTBO:
AxTtaBic Itania C.n.A., Itania (Actavis Italy S.p.A., Italy)) 0o npoTokony KNiHIYHOTO AOCAIAKEHHSA
«PaHpomizoBaHe, noggiiHe chine kiHiuHe gocnimxeHHs dasn 3 neméponisymady (MK-3475) y kombiHaL,i 3
ximioTepanielo y MNOpiBHAHHI 3 MiaLebo y koMb6iHaLii 3 XimioTepanielo B AKOCTi JliKyBaHHA MepLUoi NiHii y
nauieHTisB 3 HER2-HeratuBHOW, nonepeiHbO HeNikoBaHow, HeonepabenbHow abo MeTacTaTUvyHo
afleHoKapUMHOMOK LWYHKY abo ractpoesochareansHoro 3'efHaHHA (KEYNOTE-859)», kog AocnigkKeHHs
MK-3475-859, 3 iHkopnoposaHoto nonpaskot 05 Big 30 nuctonaga 2021 poky; cnoHcop - «Mepk LWapn EHA
Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIfaUIbHICTIO «MC/[], YkpaiHa»

3. MoaoBXeHHs TepMiHy NPUAATHOCTI NlikapcbKoro 3aco6y PeTudannimab (Takox Bigomuii Ak MGA012
ab6o INCMGAO00012) 3 36 micauiB go 48 micauiB (Ha 12 micauiB); OHoBneHe [locbE AOCNIfKYBAHOIoO
nikapcbkoro 3aco6y PeTudannimab (Takox Bigomuii sk MGA012 a6o INCMGAO00012), Bepcis 9.0 Big 17
6epes3Ha 2022 p. A0 NPOTOKO/Y KMIHIYHOrO AOCNimKeHHA «BigkpuTe pocnimkeHHs a3 2 oNsA OuiHKK
eHoGNiTy3ymMaly B KOMbiHaUiT 3 peTucpaHnimabom abo Te6oTenniMmabom y nepLuiii MiHii ikyBaHHA NaLEHTIB
3 peumauByrouum abo meTacTaTMYHUM MIOCKOKNITMHHMM pPakoM rofIoBM Ta LWKWi», KoA AochigkeHHs CP-
MGA271-06, nonpaska 1, Big 16 rpyaHsa 2020; cnoHcop - MakpokeHike, IHK. (MacroGenics, Inc.), CLLUA
3asBHMK - TOBApMCTBO 3 06MEXEHO BiANOBIAasIbHICTIO «KLIP YkpaiHa»

4. OHoBneHu MPOTOKON KAiHIYHOro BUNpoGyBaHHA, (hiHanbHa Bepcia 5.0 Big, 04 notoro 2022 poky
aHrniicbkolo MOBOLO; Bpolulypa pocnigHuka AOoCNiAXyBaHOro nikapcbKoro 3acoGy LieHepumop
(Cenerimod) (ACT-334441), Bepcis 12 Big notoro 2022 poKy aHrniicbko MoBow; IHchopmauiliHnii
JINCTOK NauieHTa Ta popma iHchopmoBaHoi 3rogu, Bepcia 5.1 Big 04 TpaBHA 2022 poKy YKPAiHCHKOIO Ta
pocilicbkolo MoBaMu 0 NMPOTOKOJTY KNiHIYHOrO AOCAigKeHHS «baraToueHTpoBe, paHAoMi3oBaHe, NoABiiHe
cnine, nnauebo-KOHTPOIbOBaHe AocnimkeHHa chasn 2b y napanenbHuUx rpynax ons ouiHkM edekTUBHOCTI,
6e3MeYyHoCTi Ta NePeHOCUMOCTi LLeHepuMoAy Yy NnauieHTiB i3 CUCTEMHUMM 4YepBOHMM BoBYakom (CUB) Big
NMOMIPHOIO [0 BMCOKOro CTYMEHS akTUBHOCTI», Kog pocnimkeHHsa 1D-064A202, diHasibHa Bepcia 4 Big 02
rpyZ2Hsa 2020 poky; cnoHcop - Idorsia Pharmaceuticals Ltd /lgopcis ®apmacstoTikan3s ftg, LWseiuapis
3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



5. OHOBMEHI po3ainu AoCbe [OCNiAKYyBaHOro ikapcbkoro 3aco6y ComanauyutaH: Pospgin 3.2.S.2
Manufacture, chiHanbHa Bepcis 9.0 Big 21 rpyaHsa 2021 p., aHrfiiicbkolo MoBoto; Po3gin 3.2.S.4 Control
of Drug Substance , chiHanbHa Bepcis 11.0 Big 19 ciuHa 2022 p., aHrnaiiicbkolo moBoto; Po3gin 3.2.S.6
Container Closure System, chiHasibHa Bepcis 5.0 Big 27 rpyaHAa 2021 p., aHrniicbKolo moBoto; Po3gin
3.2.S.7 Stability, chiHanbHa Bepcia 12.0 Big 04 noToro 2022 p., aHrniiicbKoto MoBow; Posain 3.2.P.3
Manufacture, chiHanbHa Bepcis 5.0 Big, 15 ntoToro 2022 p., aHrnificbkoto moBoto; Po3gin 3.2.P.5 Control
of Drug Product, diHanbHa Bepcia 7.0 Big 28 ciuHa 2022 p., aHrnilicbkoto moBow; Po3gin 3.2.P.7
Container Closure System, cpiHanbHa Bepcis 3.0 Big 18 ciuHA 2022 p., aHrniiicbkoto MoBOLO; Po3ain
3.2.P.8 Stability, ciHanbHa Bepcia 11.0 Big 10 ciuHa 2022 p., aHrNiiCbKOKD MOBOIO [0 MPOTOKOAIB
KNiHiYHMX BMNPObYyBaHb: «PaHaoMi3oBaHe, MiXXHapoaHe, 3 aKTUBHUM KOHTponeM, (Bigkpute), (noagiliHe cnine)
OOCNiMKEHHS 3 Nigbopy 403U B napasiesibHUX rpynax, 3 ouiHKM edDeKTUBHOCTI Ta 6€3NeYHOCTi 3aCTOCYBaHHS
npenapaty NNC0195-0092 ogvH pa3 Ha TWXAEHb Y MOPIBHAHHI 3 LWOAEHHUM 3aCTOCYBaHHAM npenapary
ropmoHy pocTty (HopgaitponiH® ®nekcl1po) y aiteit npenybepTaTtHOro Biky 3 AedilMTOM ropMOHY POCTY, Y SKUX
paHille He nposoAnnaca Tepanis npenaparamy ropMoHy pocTty», ko gocnigxeHHa NN8640-4172, octatoyHa
Bepcia 6.0 Big 19 nwotoro 2021 p.; «JocnimpkeHHa edeKTUBHOCTI Ta 6e3neku 3acToCcyBaHHA npenapaty
ComanauutaH (Somapacitan) oauH pa3 Ha TWXXAEHb Y NOPIBHAHHI 3 WOAEHHMM 3aCTOCYBaHHAM npenapaTty
HopgitponiH® (Norditropin®) y pgiteil 3 gediyutom rOpMOHY pPOCTy», kog pocrimkeHHs NN8640-4263,
thiHanbHa Bepcia 7.0 Big 22 noTtoro 2021 p.; «JocnimpkeHHa 3 nigbopy 403U ANS OUiHKM edDEeKTUBHOCTI i
6e3nekn 3actocyBaHHSA npenapaTy ComanauyuTtaH (somapacitan) oguH pa3 Ha TWXKAEHb Y MOPIBHAHHI 3
3actocyBaHHAM npenapaty HopaitponiH® (Norditropin®) ognH pa3 Ha AeHb Y AiTell i3 3aTPMMKOK POCTY, LU0
OyNn HapOMKEHI MaIMMK ANs recTauiiHOro Biky Ta He Ha3AorHasM y 3pOCTi A0 BiKy 2 POKM Ta cTaplue», Ko,
pocnipkeHHss NN8640-4245, chiHanbHa Bepcis 4.0 Big 12 rpyaHs 2019 p.; cnoHcop - Novo Nordisk A/S,
Denmark

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

6. OHOB/IEHMIT NPOTOKOJ KMiHiYHOro BuNpoGyBaHHa M16-191, Bepcisa 6.0 Big 31 Gepe3Ha 2022 poky;
IHhopmania ana naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HayKOBOMY AOChnigXeHHi Ta
HeOOGOB’sI3KOBOMY AoOCNigKeHHi, Bepcis 4.0 ana YkpaiHu Big 29 KBiTHA 2022 poKy, YKpaiHCbLKOKO Ta
pociiicbkolo MoBaMmu; KopoTka xapakTepucTuka /nikapcbKoro 3aco6y JpkakaBi (PyKCONiTUHIO), Bepcis
BiA 14 BepecHA 2021 poKy [0 MPOTOKONY KAIHIYHONO AOCMIMKEHHS «PaHOomi3oBaHe MOABiiiHe chine
nnaueb0-KoOHTPO/IbOBaHe A0CAIMKEHHSA 3 ha3n 3 BMBUEHHS HABITOK/IAKCY B NOEAHAHHI 3 PYKCOMITUHIOOM
NMOPIBHAHO 3 PYKCOMITMHIOOM Yy nauieHTiB i3 Mienodgiépo3zom (TRANSFORM-1)», koa gocnigxeHHsa M16-191,
Bepcis 4.0 Big 27 TpaBHs 2021 poky; cnoHcop - «E66BI IHk», CLLUA / AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikans 'mM6X», LLseliuapis

7. BKNOYeHHs p[opaTKOBUX Miclb NpoBefieHHs KMIHIYHOrO BUMPOOYBaHHA Ta BignoBifanbHUX
pocnigHukis; MoaoBXeHHA TPUBAOCTI KNiHiYyHOro Bunpo6ysaHHA 03PDE2020 B YKpaiHi Ao 31 cepnHA
2023 p., y 3B’A3KY 3 3aTPUMKOIO NoYaTKy K/MiHIYHOro BUNPoGyBaHHA, NOB’A3aHUM 3 BOEHHUM CTaHOM /10
NPOTOKOY KAiHIYHOTO gocnimkeHHs «dasa |l, noggiiiHe cnine, paHaomi3oBaHe, niauebo KOHTPO/IbOBaHe, Y
napanenbHux rpynax, AOCMAIAXKEHHA 3 METOH BMBYEHHS MOTEHLIHUX aHTUAWCKIHETUYHUX BNACTUBOCTEl
CPL500036 (iHri6itop PDE10A) y nauieHTiB i3 xBOpo6Ool [MapkiHCOHa, SKi CTpaxzarTb Bif, AMCKIHESIT,
crpuunHeHoi JleBogonoto», koa aocnimkeHHss 03PDE2020, sepcis 2.0. Big 16 nnnHa 2021 poky; CNOHCop -
Celon Pharma S.A, Monbuwa

3asaBHUK - TOB «®apma Komnnekc ContowH3 KOA», YkpaiHa

Ne MM.1.6. BignoBiganLHOro gocnigHuka

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOOGYBaHHS

1. K.M.H. Homonsik 1O.1O.

ToBapucTBO 3 0O6MEXEHOI0 BigNOBiAAIbHICTIO «MeanyHuii ueHTp «[iamea», M. Y)xropoa

2. O.M.H., npodh. Mpunb B.A.

JikyBasibHO-AjarHOCTNYHWIA LeHTp «Helpo Mnoban» ToBapncTea 3 06MEXEHO BiANOBIAANBHICTIO
«HeWpo Mobasn», M. IBaHO-®PpaHKiBCbK, €. KpuxiBLi.

3. 3aB.Bia. CaHoubkuii H.€.

KomyHanbHe HekomepLiiHe nignpvemctBo JIbBiBCbKOi 061acHOi paan «JlbBiBCbka 06nacHa
KNiHiYHa NnikapHa», HeBPOJIorivyHe BigAineHHs, M. JIbBiB

8. OHoBneHwuii NMpoToKkoa KNniHiyHOro BUnpoG6yBaHHa AMT-101-202, Bepcia 4.0 Big 12 kBiTHA 2022 p.,
aHrniincbKko mMoBoro; IHhopmauia ana yyacHuka i cpopma iHpopmoBaHoi 3rogu, Bepcia 2 Big 10
nToro 2022 p., yKpaiHCbLKOK Ta Pocilicbkolo moBamMmu; MoBiAOMAEHHA Npo 3MiHy agpecu CnoHcopa
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yuyacHUKY [ochifKeHHA, Bepcia 01, yKpaiHCbKOIO Ta POCIiCbKOO MOBaMW [0 MPOTOKO/Y KAiHIYHOro
AocnipkeHHs «baraToueHTpoBe paHAoMi3oBaHe Maueb0-KOHTPOSiboBaHe NOABIiHE chine A0CNiAKEHHS
hasn 2a, WO NpPoBOAMTLCA B NapaiefNlbHUX rpynax Ans BUBYEHHA edqIEeKTUBHOCTI Ta 6e3MneyHOoCTi
nepopasibHOro 3actocyBaHHsA npenapaty AMT-101 y naujieHTiB i3 BMPa3KoOBMM KOJITOM CepefHboro abo
TSDKKOrO CTYNeHs», Kof pocnimpkeHHs AMT-101-202, sepcisa 2.0 Big 08 yepBHA 2020 pokKy.; CMNOHCOP -
«Ennnaiig Monekstonap TpaHcnopT IHK.»/ Applied Molecular Transport Inc, CLUA

3aaBHuK - TOB «biomanac», YkpaiHa

9. IHCTpyKUia ANnsa npusHaveHHA Bi3uTIiB y pgocnigkeHHi SURPASS-CVOT Big 23 GepesHsa 2022 p.,
yKpaiHcbKolo MoBow (GPGN(d)-UA-UA-VG-23MAR22); IHCTpyKUis pns MpuU3HayYeHHA Bi3uTIB Yy
pocnipkeHHi SURPASS-CVOT Big 23 Gepe3Ha 2022 p., pociiicbkoio Mmoot (GPGN(d)-UA-RU-
VG-23MAR22) o npoTOKONy KNiHIYHOTO JochimkeHHsA «JocnimkeHHa BnavBy npenapaTy Tipsenartig B
MOPIiBHAHHI 3 nNpenapatom [ynarnytng Ha pPO3BUTOK 3HAYHWX HECMPUATIMBUX CEPLEBO-CYAVHHUX Nogii y
nauieHTiB 3 uykposum giabetom 2 Ttuny (SURPASS-CVOT)», kof pocnigxeHHs I8F-MC-GPGN, 3
iHkopnoposaHoto nonpaskoto (d) Big 14 rpyaHsa 2021 poky; cnoHcop - Eni Ninni eHg Komnarwi, CLUA / Eli Lilly and
Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

10. OHOBANEHNIT NPOTOKON KIiHiYHOro gocnigxeHHsa 20140444, inkopnopoBaHuii nonpaskoto 3 Big 20
KBiTHA 2021 poOKy, aHrniiicbKkoo MoBoo; Bpowypa gocnigHuka fleHocyma6 (AMG 162), BugaHHA 8.3 Bif,
10 nuctonaga 2021 poKy, aHrniicbKow MoBolo; IHchopmauiiHMii nUCTOK AnAa naudieHta | dopma
iHbopMmoBaHOiI 3rogn gna AUTUHKU BiKom 5-12 pokiB, Bepcia YKP 4.0 Big 21 nwoTtoro 2022 poky,
yKpaiHCbKOI MOBOW; IHchopmauiiiHuii nuctok nauieHta / popma iHchopmoBaHoOiI 3rogu ANA AUTUHKU
Bikom 5-12 pokiB, Bepcisa YKP 4.0 Big 21 niotoro 2022 poKy, pocilicbkolo MOBOIO; IHchopmaviiiHnii
nucTtok nauieHTtal IHcbopmoBaHa 3roga nauieHTa ana guTuHN Bikom 12-14 pokis, Bepcia YKP 6.0 Big 21
moTtoro 2022 poKy, yKpaiHCbKOl MoBOIO; IHhopmauiiiHuii nucTok nauieHtal IHhopmoBaHa 3roga
nauieHTa gnsa AUTUHM B Bili 12-14 pokiB, Bepcis YKP 6.0 Big 21 ntotoro 2022 poKy, pocCilicbKolo MOBOIO;
IHhopMmauiiHuii nncTtok nauieHta |/ IHchopmoBaHa 3roga nauieHTa gna guTuHM Bikom 14-18 pokiB,
Bepcisa YKP 6.0 Big 21 notoro 2022 poky, ykpaiHCbKOl0 MOBOIO; IHhopmauiiiHuii nucTok nauieHta /
IHcbopmMoBaHa 3roga nauieHta Ana auTuHu 14-18 pokiB, Bepcia YKP 6.0 Big 21 ntotoro 2022 poky,
pociiicbkolo MOBOHO; IHopMaUiliHUA NUCTOK ANnA ydyacHuka | ¢hopma iHcbopmoBaHoOi 3rogn ans
y4yacHuKa, AKOMy BUNOBHUNOCA 18 pokiB y gocnigkeHHi, Bepcia YKP 6.0 Big 21 notoro 2022 poky,
YKpaiHCbKOI0 MOBOI0; IH(hopMmauiiiHuii nncTok nauieHTa / coopma iHhopMoBaHOi 3rogu Ans y4acHUKa,
AAKOMY BUNOBHWIOCA 18 pokiB y gocnimkeHHi, Bepcis YKP 6.0 Big 21 notoro 2022 poKy, pocilicbKoto
MoBol1o; IHhopmauiitHuii nucTok | chopma iHchopmoBaHoOiI 3roau AnAa 6aTbKiB AUTUHKU, Bepcisa YKP 7.0
Big 21 noToro 2022, ykpaiHcbKoo MoBOH; IHhopmauiiHuii nucTok | hopma iHhopmoBaHoi 3rogu gns
GaTbkKiB guTuHK, Bepcia YKP 7.0 Big 21 ntotoro 2022, pociiicbKOl0 MOBOKD A0 NPOTOKO/Y KAiHIYHOIO
BMNpobyBaHHA «PaHgomizoBaHe, MOABiHE criine, niauebo-KoOHTPOoIbOBaHe AOCAiMKEHHA ha3mn 3, wo
NPOBOAMTLCS B MapasieNibHUX rpynax Ans OuiHKM 6e3nekn Ta edeKTMBHOCTI AeHOcymaly y aiteit i3
OCTEOoNnopo30M,  CMPUUYMHEHUM  [JIIOKOKOPTUKOIAHUMKU  3acobamu», Ko, — [OC/imKeHHs 20140444,
iHKoprnopoBaHwuii Nonpaskoto 2 Bif 25 TpaBHa 2018 poky; cnoHcop - «AmXkeH IHK.» (Amgen Inc.), CLUA
3anBHuK - MignpuemcTso 3 100% iHo3eMHoK iHBecTuLjeto «AVK'IOBIA PAC Ykpaina»

11. 3miHa BignoBiganbLHOro AoCigHUKA Y MiCLli NPOBeAEeHHA BMNPOGYBAaHHA [0 NPOTOKOMY KAiHIYHOrO
JocnimpkeHHss «PaHgomizoBaHe AochifpkeHHs 3 da3n, WO CKIagaeTbCs i3 ABOX YacTWMH, KOMOiHauji
yeminnimady (aHTu- PD-1 aHTWTING) Ta ABOKOMMNOHEHTHOI CXeMu XiMioTepanii NoXiAHMMK NNaTuHW y Tepanii
nepLuUoi NiHii nauieHTam i3 po3noBCIOMKEHUM abo MeTacTaTUYHUM HeAPiOHOKTITUHHUM PakoM flereHb», KOf,
pocnipkeHHa R2810-ONC-16113, 3 nonpasBkoto 5 Big 16 kBiTHA 2020 poky; cnoHcop - Regeneron
Pharmaceuticals, Inc., USA/ PegpxeHepoH ®apmMackioTikanc, IHk., CLUA

3asBHuK - TOB «KniHiuHi gocnigkeHHs1 AKOH», YKpaiHa

CTAJIO

BY/NO
3aB. Big. Koo6se O.l.
KomyHasnbHe HekomepLiiHe nignpuemMcTBO
«O6nacHUii  LEHTP  OHKOMOrii»,  OHKOXIpypriuyHe

BiAZlINEHHS OpraHiB rpyAHoO1 NOPOXHUHU, M. XapkiB

nikap /leoHoBa B.B.

KomyHanbHe HekomepLinHe nignpuemMcTBO
«O6NnacHUii  LEHTP  OHKOMOrii»,  OHKOXIpypriyHe
BiAZINEHHS OpraHiB rpyaHoO1 NOPOXHUHKU, M. XapkiB

12. OHoBNEeHUiA NPOTOKON KAiHIYHOro gocnimkeHHa MS200647-0037, Bepcis 4.1 Big 15 nuctonaga 2021
poky; Bpowypa pgocnigHuka M7824 (GiHTpadycn anbda), Bepcia 8.0 Big 22 rpygHa 2021 poky,
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aHrnificbkoro MoBoto; IHchopmauiiHuii nucTok Ta popma 3rogu, Bepcia V8.0UKR(uk)1.0 Big 25 TpaBHA
2022 poky, nepeknaj yKpaiHCbKOlO MOBOIO Big 02 uepBHA 2022 poky; IHchopmaviiiHMiA NUCTOK Ta
c¢hopma 3rogu, Bepcia V8.0UKR(ru)1.0 Big 25 tpaBHa 2022 poky, nepeknag, pocilicbkoio MoBoOIo Big, 02
yepBHA 2022 poky; 3MiHa BignoBifa/IbHOro AOCAiAHMKA B MicLi NpoBefEeHHA BUMPOOGYBaHHS;
MopoBXeHHs TepMiHY NpUAAaTHOCTI AOCNiIMKYBAHOro nikapcbKoro 3acody M7824 (biHtpachycn anbda)
po 60 micAuiB [0 MPOTOKONY K/HIYHONO AOChifXeHHA «baraTtoueHTpoBe, paHAOMi3oBaHe, BiAKpuTe,
KOHTPO/IbOBaHe AOC/IMKEHHSA 3 aganTuBHUM au3ainHoM dasm |l npenapaty M7824 (6iHTpadycn anbga) B
MOPIBHSIHHI 3 NeMbposisymaboM Sk Tepanield nepLloi JliHii B NauieHTIB i3 MNOWMPEHNM HeAPIOHOKNITUHHUM
pakoMm fiereHb 3 ekcnpecieto PD-L1», kog gocnigkeHHs MS200647-0037, sepcis 4.0 Big 22 yepBHsi 2021 pokKy;
crnoHcop - Merck KGaA, HimeuunHa

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «ANK'HOBIA PAC YkpaiHa»

CTAJIO

BYNO
3aB. Big. Koo3es O.l.
KomyHanbHe HekomMepLiiHe nigNnpPUeEMCTBO
«O6nacHUii  LEeHTP  OHKOMOrii»,  OHKOXipypriyHe

BifAi/IEHHS OpraHiB rpyAHOT NOPOXHUHK, M. XapKiB

nikap /leoHosa B.B.

KomyHasibHe HekomMepLiiHe nigNpPUeEMCTBO
«O6nacHUiA  LEeHTP  OHKOJOrii»,  OHKOXIpypriyHe
BifAi/IEHHS OpraHiB rpyAHOT NOPOXHUHM, M. XapKiB

13. Bpowypa pgocnigHuMka pAocnigKyBaHOro nikapcbkoro 3aco6y RO5333787/ ENSPRYNG®
(satralizumab), Bepcisa 13 Big 29 kBiTHA 2022 p., aHrNINCbKOK MOBOK A0 MNPOTOKOAY K/iHIYHOIO
pocnigxeHHs «baratoueHTpoBe, HEMOPIBHA/bHE, BIAKPUTE AOCNIMKEHHS 3 METOK OLiHUTW JOBrOCTPOKOBY
6e3neyHiCTb Ta e(qEeKTUBHICTb Mpenapaty caTpanidymaé Yy nauieHTiB 3  po3nagoM  CNekTpy
ontukoHenpomienity (PCOHM)», kog gocnigpxkeHHs WN42349, sepcisa 1 Big 28 nunHa 2020 poky; CNOHCOP -
«®. XoppmaHH-N1a Pow Nita» (F. Hoffmann-La Roche Ltd), LBeliyapis

3asaBHUK - ToBapncTBo 3 O6MeEXeHOo BignosiganbHiCcTio «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

14. bBpolwypa gocnigHuka focnifxysaHoro nikapcbkoro 3aco6y Pimivalimab (JTX-4014), BuaaHHs 5.0
Big 13 rpypHa 2021 p., aHrniicbkolo MOBOI; Bpowypa gocnigHuka AocnipKyBaHOro JlikapCbKoro
3acoby Vopratelimab (JTX-2011), BugaHHa 8.0 Big 30 BepecHs 2021 p., aHININCbLKOIO MOBOIO;
3aslyueHHs AOAATKOBOrO JliKapcbKoro 3aco6y duizionoriyHuii posumH (0,9% NaCl, Sodium chloride
0,9%), po3unH ans iHdysiii, 50 M, AK PO3UMHHUKA A0 AOCNiIMKYBaHMX NiKapcbkux 3aco6is JTX-4014 Ta
Bonpatenimaé (Vopratelimab, JTX-2011) (BupoG6Huk: Baxter Healthcare S.A., Ireland); 3anyueHHs
[O0[AaTKOBOrO NMikapcbKoro 3aco6y cpisionoriuHnii po3umnH (0,9% NacCl, Sodium chloride 0,9%), po3uuH
AnAa iHdysiin, 250 MmN, AK PO3UMHHUKA [0 AOCAiMKYBaHUX MiKapcbKux 3aco6iB JTX-4014 T1a
Bonpatenima6 (Vopratelimab, JTX-2011) (Bupo6Huk: BAXTER HEALTHCARE LIMITED, United
Kingdom); Ctucna xapaktepucTuka jsiikapcbkoro 3acooy Sodium chloride 0,9%, Big 18 TpaBHsa 2020 p.,
aHrNiicbKo MOBOKD; 3pa30oK MapKyBaHHA A5 nakeTy 3 oisiosoriuHum po3umHom (0,9% NacCl), 50 mn,
Big 20 KBiTHA 2022 p., YKpAiHCbKOKO MOBOI; 3pa3OoK MapKyBaHHA ANns nakety 3 cpisionoriuHum
po3uuHom (0,9% NacCl), 250 mn, Big 20 KBiTHA 2022 p., YKPAIHCLKOIO MOBOIO /10 MPOTOKOJY KNiHIYHOIO
pocnimpkeHHa «JocnimxkeHHsa 2 dasu iHribitopy PD-1 JTX-4014 B aKkocTi MOHOTepanii Ta y kom6iHauji 3
Bonpatenimabom, skuii € aroHictom ICOS, y naujieHTiB 3 MeTacTaTMYHUM HeApPiGHOKNITUHHAM PakoM JiereHb
(HAPM) nicna ogHoro nonepegHb0 OTPUMMAHONO pPexumy NIatMHOBMICHOI XxiMioTepanii, BigibpaHux 3a
6iomapkepamu», ko gocnimkeHHsa JTX-4014-202, sepcia 2.0 Big 14 BepecHa 2020 p.; cnoHcop - Jounce
Therapeutics, Inc., United States of America

3anBHuK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-ocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

15. Bpouwypa gocnigHuka nikapcbkoro 3acody SAR442168 (ToneGpyTuHio), Bepcis Ne8 Bif 26 TpaBHA
2022p., aHrMiiCbKOK MOBOI A0 MPOTOKOIB K/iHIYHUX BUNPOOYBaHb: «J[OBFOCTPOKOBE PO3LUNPEHE
JocnipkeHHA 3 ouiHkM 6e3nekn Ta edyekTMBHOCTI npenapaty SAR442168 y y4yacCHWKIB [OCMIIKEHHA 3
peunanBytovMM PO3CiISHUM CKNepO30M», KoA fochigxkeHHs LTS16004, 3 nonpaskoto 05, Bepcia 1 Big 29 nvnHaA
2021 poky; «PaHgomizoBaHe, nogpifiHe cnine pochimkeHHs 3 asn N BMBYEHHS edIEKTUBHOCTI Ta
6esneyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepudyHomigom (O6amkio®) B ydyacHMKIB 3
peunausytoumMmu coopmamu poscisHoro ckneposy (GEMINI 1)», ko gocnimpxkeHHs EFC16033, 3 nonpaBkowo
05, Bepcisa 1 Big 18 nuctonaga 2021p.; «PaHgomizoBaHe noAgiviHe cnine gocnimkenHs Il pasn 3 BUBYEHHS
ehekTnBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHsSHHI 3 niauebo cepeq y4acHUKIB 3 BTOPUHHO-
nporpecytoynum po3scisHum ckneposom 6e3 peumpusis (HERCULES)», ko pocnigpkeHHs EFC16645, 3
nonpaskoto 05, Bepcisa 1 Big 21 rpyaHs 2021p.; «PaHgomizoBaHe, noagiiiHe cnine gocnimkeHHs 3 hasm ans
BMBYEHHA edieKTUBHOCTI Ta 6e3neyvyHocTi npenapaty SAR442168 y MOpiBHAHHI 3 TepudilyHOMIAOM
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(Ob6apxio®) B yyacHUKIB 3 peLuausyounmmn popmamm poscisHoro ckneposy (GEMINI 2)», koa gocnigkeHHs
EFC16034, 3 nonpaBkoto 05, Bepcia 1 Big 18 nuctonaga 2021p.; «PaHgomizoBaHe, MoABiiiHe crine
pocnimpkeHHa 3 dasn Ana BUBYEHHA epekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHAHHI 3
nnauebo B y4YacHWKIB 3 NEPBUHHO-MPOrPECYoUYNM pPo3CiaHUM cknepo3oMm (PERSEUS)», kof JocnigkeHHA
EFC16035, 3 nonpaskoto 07, Bepcia 1 Big 21 rpygHa 2021p.; crnoHcop - Genzyme Corporation, USA
(MxeHnzarim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

16. Bpowypa gocnigHuka ATI-2173, Bepcia 4.1, Big 06 TpaBHsA 2022 poOKy, aHrNilicbKOK MOBOIO; 3MiHa
agpecu CnoHcopa gocnigkeHHsa AHTioc TepaneBTikc IHK, CLLUA/Antios Therapeutics, Inc., USA: 3805
Old Easton Road, Doylestown, PA 18902, USA/3805 Ong IctoH Poya, AovincrayH, wTaH MeHcinbBaHifA
18902, CLUA; NTuct-po3s’sacHeHHA Big CnoHcopa ao MNMpotokony ANTT201 woao KputepiiB BigHOBMEHHSA
npuiiomy TeHodpoBip gusonpokcun coymaparty, Big 16 nuctonaga 2021 poky, aHrNilicbKOO MOBOIO [0
MPOTOKO/TY KAIHIYHOro gocnigxeHHa «dasza 2A, paHAoMi3oBaHe, NoABiliHe cine, nnaue60-KOHTPOIboBaHe,
6araTtoueHTpoBe AOCNIIKEHHS 3 BU3HAYEHHA ONTUMAasIbHOI 403K ANA OUiHKM 6e3MneYyHOoCTi Ta eDEKTUBHOCTI
npenapaty ATI 2173 y Komb6iHauil 3 TeHOOBIpPY AM30NPOKCUY dyMapaTtoM Y MauieHTiB 3 XPOHIYHO
iHdbekuieto Bipycy renatuty B Ta y nauieHTiB 3 koiHgekuieto Bipycy renatuty D», kog gocnigxkeHHs ANTT201,
Bepcia 3.0, Monpaska 02, Big 10 BepecHa 2021 poky; crnoHcop - AHTioc TepanesTikc IHk., CLUA / Antios
Therapeutics, Inc., USA

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

BYNO CTANIO
20 Xopcwy Beng Poypa, Mengem, wtat Hbto- | 3805 Old Easton Road, Doylestown, PA 18902,
Dxepci, 07945, CLLIA/20 Horseshoe Bend Road, | USA/3805 Onpg IctoH Poya, [JoiincrayH, wTaH
Mendham NJ 07945, USA MeHcinbBaHia 18902, CLLA.

17. 3any4yeHHA [O[ATKOBOro Micus NpoBeAeHHA BUNPOOGYBaHHSA [0 NPOTOKO/Y K/iHIYHOTO AOC/iKEeHHSA
«[pocnekTMBHE paHAoMi3oBaHe MoAgiiHe crine niaueb0-KOHTPO/bOBaHe ABoeTanHe, 6araToueHTpoBe
OOcCNipKeHHA 3 BiAKPUTUM A0AATKOBUM NepiofoMm A/18 BUBUEHHA edDeKTMBHOCTI Ta 6e3nekun npenapaty NT 201
nig yac NnikyBaHHsS CnacTMYHOCTI M'A13iB HUDKHIX KIHLIBOK y AiTel Ta NigniTkis i3 LepebpanbHnM napastivyem», Koa
pocnipkeHHs M602011072, sepcia 1.0 Big 03 BepecHs 2021 p.; cnoHcop - Mepy, ®apmackloTikan3 MMeX,
HimeuumHa (Merz Pharmaceuticals GmbH, Germany)

3aaBHuK - TOB «MB KBECT», YkpaiHa

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n Ha3Ba Micusi npoBeAeHHS KiHIYHOrO BUNPO6YBaHHS

1. K.M.H. MakepgoHcbka |.B.

KomyHasibHe HekomepuiliHe mignpueMcTBo «Micbka AuTsaya kiHivHa nikapHsa Ne 6» [JHINpOBCLKOI
MICbKOT pagy, HEBPO/IOTiYHe BiAAiNIeHHs MOAOALLOro BiKy, M. JJHiNpo

18. OHoBneHnii fJopgatok po lMpotokony KhniHiuHOro pocnimkeHHa AC-065A203 «BkasiBKM wWoA00
npoBefEeHHsA AOC/iMKEHHA Yy nepioa cTuxiiiHoro nuxa /| macwTaGHOI HenepeaGauyBaHoOl cutyauii |
naHAaemii», Big 19 TpaBHA 2022 p. L0 NPOTOKOJY KNiHIYHOTO JOCNiMKEHHSA «[MpocnekTnBHe 6araToLeHTpoBe
BiAKpUTE HenopiBHANbHe JocnimkeHHa |1 a3y 3 MeTol BMBYEHHA 6e3nekn, nepeHocumocTi Ta
thapmakokiHeTMKM cenekcunary B fiTeli 3 flereHeBOK apTepiasibHO rinepTeHsieln», Koh AOCMiMKEHHS
AC-065A203, 3aTBepaKeHa Bepcia 8 Big 30 BepecHs 2021 p.; cnoHcop - AkTenioH ®apmackioTtikanc /114,.,
Lseiiyapia (Actelion Pharmaceuticals Ltd, Switzerland)

3aaBHuk - TOB «MB KBecT», YkpaiHa

19. 3miHa BignoBiganbHOro AocnigHMKa Ta Micusa NMPOBeAEHHA K/iHIYHOro BMNPOGYyBaHHA; 3MiHaA
aapecu CnoHcopa pgocnigkeHHsa K-Fpyn Anbda, IHk, CLUA/K-Group Alpha, Inc., USA: 10275 CaiieHc
CeHTep [ApaiiB, Ochic 200, Can Aiero, wrtat KanicopHia 92121, CnonyueHi Wratn Amepukn/10275
Science Center Drive, Suite 200, San Diego, CA 92121, USA 0 NpOoTOKOY KNiHIYHOTO AochigKeHHs «da3a
1, pocnigKeHHA NepLlioro 3acToCyBaHHA mpenapaTy Y NAuHW, 3 NigBULEeHHSAM Ao3u npenapaty ZN-d5 y
BUINS4i MOHOTepanii y naujieHTiB 3 HexomkkiHcbKoto JlimdhoMoto abo MocTporo MienoigHoto Jlelikemieto», Ko,
pocnipkeHHa ZN-d5-001, sepcia 3.0, Big 24 yepBHa 2021 poky; cnoHcop - K-Group Alpha, Inc. / K-F'pyn
Anbdha, IHK, CLUA

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



BYNO

CTAJIO

A.M.H. NepexpecTteHko T.MM.

ToBapucTBO 3 OOMEXEHOK BifNOBiAAILHICTIO
«MegunuHwuii LeHTp iMeHi akagemika
HOpis MpokonoBuya  CniXeHKa», BiaAain
KNiHiYHuX gocnimkeHb Ne 1, KuiBcbka o6nactb,
KneBo-CBATOWMHCBKWIA paiioH, c. KaniTaHiBka

nikap KapHatepga O.A.

MeauuHuii UeHTp ToBapucTBa 3 OGMEXEHOK
BignoBiganbHicTio «ApeHcia Ekcnnopartopi
Megicin», Bigain KniHiYHUX gocnimkeHb, M. Kuis

BYJ10

CTAJIO

10835 Poyod my 3e Kbtop Oghic 205 CaH-Jieeo,
wmam KanigpopHisi, 92121 CnonyyeHi LUmamu
Amepuku/10835 Road to the Cure Suite 205 San
Diego, CA, 92121 United States

10275 CatlieHc CeHmep [Jpaltis, Oghic 200, CaH
Aie2zo, wmam KanichopHria 92121, Cnosny4deHi
LWmamu Amepuku/10275 Science Center Drive,
Suite 200, San Diego, CA 92121, USA

20.

IHCTpYKUiA wopo Aiii y pasi cytteBUx 360iB NpPOBefEeHHA K/iHIYHOTO BUNPO6GOBYBaHHS

67652000PCR1001 Big 01 uepBHA 2022 poOKy, aHriliCbKOO MOBO; [MPOAOBXEHHA TepMiHy
npoBefeHHs KNiHIYHOro BUNPOOYBaHHSA B YCiX KpaiHax, fie NpoBOAUTLCSA KNiHIYHe BUNPOOYyBaHHA Ta B
YkpaiHi go 01 poky 05 micAuiB 0O MPOTOKOMY K/iHIYHOrO BUMPOOYBaHHA «Bigkpute, paHOoMi3oBaHe
JocnifpkeHHA ONS OUiHKM BigHOCHOT 6iogocTtynHocTi (BA) i 6ioeksBiBaneHTHOCTI (BE) npenapaTis y BUrIAA)
KOMOGiHauji i3 chikcoBaHo pao3ow (KPJ) Hipanapuby n/oc abipaTepoHy auetaT (AA) y MOPIBHAHHI 3
Hipanapnbom i AA, WO nNpu3Ha4YalTbCA OAHOYACHO Y BWI/IALI MOHOMPenapariB, y YOJIOBIKIB 3 pakoMm
nepesmixypoBoi 3a103u», Ko gocnifxeHHs 67652000PCR1001, sepcis MNMonpaska 2 Bifg 19 kBiTHA 2021 poky;
crnoHcop - AHcceH ®apmaueBTuka HB /Janssen Pharmaceutica NV , benbris
3anBHuK - TOB «APEHCIA EKCI/IOPATOPI MEAICIH», YkpaiHa




