JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 04 Big 03.02.2022, Ha siKi 6yn11 OTpUMaHi MO3UTUBHI BUCHOBKUN €KCMepTiB.»

1. OHOBNEHUIA NPOTOKON KhiHiuHOro gocnimkeHHA NORM-01, Bepcis 04 Big 23 cepnHsa 2021 poky,
aHrniincbKo MoBoto; Bpollypa gocnigHuka, npenapat HeloHOpM, BugaHHs 02 Big 29 nucrtonaga 2021
POKy, aHrniicbKko MoBolo; IHdopmauiiHnii nucTok i chopma iHhpopmoBaHOi 3rogu gnA G6aTbkiB
nauieHTa, Bepcia gnsa Ykpaiiu 4.0 Big 14 rpyaHa 2021 poKy, YKpPaiHCbKOIO Ta POCiiCbKOK MOBaMu /10
NPOTOKONY  KAiHIYHOrO BUNPOOYBaHHSA  «[1pPOCNEKTMBHE  BiAKPUTE HEMOPIiBHS/IbHE GaraToueHTpoBe
pocnimpkeHHs 1l da3n ana ouiHku dapMakoKiHETUKK, eeKTUBHOCTI, NepeHOCUMOCTi Ta 6e3neyHocTi
npenapaTty iMyHOrnobyniH nwanHu Ans nigwkipHoro BeefeHHs (HbOHOPM) Yy nauieHTiB i3 NepBUHHUMU
iMyHOAEILUTHUMKN 3axXBOPIOBaHHAMMK», kog, focnipkeHHs NORM-01, sepcis 03 Big 05 TpaBHA 2021 poky;
cnoHcop - «OkTachapma ®apmaueBTuka [popgykTioHnclec M.6.X» (Octapharma Pharmazeutika
Produktionsges.m.b.H.), AscTpist

3asaBHUK - TOB «[lMpeM’ep Pecepy YkpaiHa»

2. flocbe pocnipKyBaHOro Jsiikapcbkoro 3aco6y BGB-A1217 (Ouunepnima6 (Ociperlimab), Bepcisa 3.2
BiAg 11 nuctonaga 2021 poKy aHrnificbKoo MOBO10; [LOCbE [OCNIAKYBAHOIO flikapcbKOro 3acody BGB-
A317 (Tucnenisymab (Tislelizumab), Bepcia 2.0 Big 10 nuctonaga 2021 poKy aHrAiiCbKOIO MOBOLIO;
3anyuyeHHA p[O0AATKOBUX BUPOGHUKIB [pONns  [OCigKyBaHOro ikapcbkoro 3acody BGB-A1217
(Oumnepnimab (Ociperlimab)), kKOHUeHTpaT ANA po3unHy ana iHdysiin, 20 minirpam/mininitp: BeiGene
Guangzhou Biologics Manufacturing Co., Ltd., Kutaii; Fisher Clinical Services Inc., CLLUA; Fisher
Clinical Services PTE Ltd., CiHranyp; 3anyyeHHsi A0AATKOBUX BUPOOHUKIB ANA AOCAiAXYyBaHOro
nikapcbkoro 3aco6y Tucnenisyma6 (Tislelizumab) (BGB-A317; TUCNENI3YMAB (TISLELIZUMAB),
KOHLUEHTpaT ANMA po3uuHy Ana iHdysiid, 10 minirpam/mininitp: Fisher Clinical Services Inc., CLUA;
Fisher Clinical Services PTE Ltd., CiHranyp; MoaoBXeHHA TepMiHy NpuaaTHOCTI AOCNifKyBaHOro
nikapcbkoro 3acooy BGB-A1217 (Ouunepnima6b (Ociperlimab)), kKoHUeHTpaT A5 PpO3UMHY AN iHDY3iiA,
20 wminirpam/mininitp, 3 18 po 24 micauiB; MNMoAOBXEHHA TepPMiHY NPUAATHOCTI AOCAIAKYBaHOro
nikapcbkoro 3aco6y Tucnenisymab (Tislelizumab) (BGB-A317; TUCNENISYMAB (TISLELIZUMAB),
KOHLEHTpaT ANA PO3uvMHy AnsA iHdysiid, 10 minirpam/mininitp, 3 30 go 36 MicAuiB A0 NPOTOKONY
KniHiYHOro BUNpobyBaHHs «ocnimKeHHs doasn 2 3 BUBUYEHHST eDEKTMBHOCTI Ta 6e3nedHocTi Tucnenisymaoy
(BGB-A317), MOHOKNOHasIbHOrO aHTuTina pgo PD-1, y noeaHaHHi 3 npenapatom BGB-A1217,
MOHOK/IOHa/IbHUM aHTuTi/IoM Ao TIGIT, abo 6e3 HbOro B NauieHTOK 3 peunamByounm abo MeTacTaTUyHUM
pakom LUMIAKN MaTKK, SIKi paHille oTpUMyBasiun JlikyBaHHA 3 NPUBOLY AaHOr0 3aXBOPIOBAHHA», KO AOCNIKEHHS
BGB-A317-A1217-202, sepcis 0.0 Big 04 BepecHs 2020 poky; crnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc.,
CLWA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

3. OHOBNeHiI cekuii JocbE AOCNiAKYBaHOro Jlikapcbkoro 3aco6y: Cekuia «Bctyn» (approved on 06-
Dec-2021); Cekuii gna Cy6ctaHuii Avibactam Sodium: S.2.1 «Bupo6Huk (-u)» (approved on 06-
Dec-2021); S.4.4 «AHani3 cepiii» (approved on 06-Dec-2021); S.7.1 «<BUCHOBKM WOA0 CTabiNbHOCTI AN
cyGcTaHuii» (approved on 06-Dec-2021); S.7.3 «/[laHi WoAo cTabinbHOCTI Ans cybcTaHuii» (approved on
06-Dec-2021); Cekuii ana Jlikapcbkoro 3aco6y Avibactam Lyophilisate (Concentrate for Solution for
Infusion, 600 mg)»: P.3.1 «Bupo6Huk(n)» (approved on 06-Dec-2021); P.8.1 «BUCHOBKM LWWOA0
cTabinbHocTi» (approved on 19-Aug-2021); P.8.3 «JaHi wopo cTa6inbHocTi» (approved on 19-
Aug-2021); MoAaoBXeHHA TepMiHy NpUAATHOCTI AOCNIMKYBAHOro nikapcbKoro 3acody ABiGaktam
(Avibactam), nopoluok A1 NPUroTyBaHHA KOHLEHTPaTy A5 po3uuHy Ans iHdysiii, 600 mr, 3 24 ao 36
MicALiB 40 NPOTOKO/Y KiHIYHOrO AocCnifKeHHA «pocnekTuBHe paHAoMi3oBaHe 6araToLeHTpoBe BiaKpuUTe
NOpIiBHAMIbHE AOC/IAXEeHHA ha3n 3, Lo NPOBOANTLCA B NapanenibHuX rpynax i3 3acfiinieHnM LeHTpasibHUM
OLHIOBAHHAM 3 METOK BU3HAYEHHS edeKTMBHOCTI, 6e3MeyYHOCTi Ta NepeHoCMMOCTi KOMbiHaLii a3TpeoHaMm-
aBibaktam (ATM-AVI) tmeTpoHigazon (MTZ) y nopiBHsAHHI 3 MeponeHemzkonicTuH (MER+COL) ans
NiKyBaHHS CEpPNO3HUX IHEKLIA, 3YMOB/IEHNX TFpaMHEraTUBHUMU OGakTepisiMu, BK/IHOYHO 3i CTiliKMMK [0
6GaraToKOMMOHEHTHUX NiKapCbKMX 3ac06iB 30yAHMKaMK, WO NPOAyKyoTb MeTasno-6eta-nakramasy (MBL), ans
SKUX BapiaHTyK NikyBaHHA 06MeXeHi abo BigcyTHI», koA agocnigxeHHs €3601002, 3 nonpaskoto 1 Big 05 nunHs
2018 poky; crnoHcop - «Paiizep IHk.», CLUA / Pfizer Inc., USA

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»



4. OHoBneHuit po3gin 3.2.S pgocbe AJ13 guselkumab (CNTO1959), 3a KBiTeHb 2021 p.; OHOBEHWIA
po3gin 3.2.P pocbe A/13 guselkumab (CNTO1959), nonepegHbo 3anoBHeHWid wnpwuy, 1 ms, 100 mr/mn,
3a XXoBTeHb 2021 p.; OHoBneHui po3gin 3.2.P gocbe guselkumab (CNTO1959) nnaue60, nonepegHbLO
3anoBHeHuiA wnpud, 1 ma, 100 mr/mn, 3a XoBTeHb 2021 p.; OHoBneHui po3gin 3.2.P gocbe AN3
guselkumab (CNTO1959), nonepeaHbO 3anoBHeHuUi wnpuy, 2 M, 100 mr/mn, 3a )XoBTeHb 2021 p.;
OHoBneHuid po3gin 3.2.P gocbe guselkumab (CNTO1959) nnaue60, nonepeaHb0 3anOBHEHWIA WNPUL,
2 mn, 100 mr/mn, 3a xoBTeHb 2021 p.; OHoBneHuid po3gin 3.2.R pocbe guselkumab (CNTO1959),
nonepeaHbLO 3anOBHEHWI Wwnpuy, 2 M, Big 04.08.2021 p.; OHoBneHui po3gin 3.2.R gocbe guselkumab
(CNTO1959), nonepegHbO 3anoBHeHuit wnpuy, 1 mn, Big 07.05.2021 p.; MoAOBXEHHA TEepPMiHYy
36epiraHHa O3 guselkumab (CNTO1959), nonepegHbO 3anoOBHeHWIA Wnpuy, 2 ma, 100 mr/mn, go 36
MicAuiB npu TemnepaTypi 2-8°C; 30i/IbLUEHHA KiNIbKOCTi y4aCHUKIB K/1iIHIYHOro gocnigkeHHA B YKpaiHi
[0 70 [0 NPOTOKOY KAiHIYHOrO AocnifpkeHHs «baraToueHTpoBe, paHAomi3oBaHe, NoABiiHe ciine, nnauebo
KOHTPO/IbOBaHe, B NapasiefibHuX rpynax KniHiyHe [OCNi[KeHHA rycesibKyMaly Yy nauieHTiB 3 akTUBHUM
BOBYaKOBUM HepUTOM», KoA aocnimkeHHs CNTO1959LUN2001, 3 nonpaskoto 2 Big 20.05.2021 p.; cnoHcop
- «AHCCEH ®APMALIEBTVKA HB», benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

5. 3anyueHHA popaTtkoBOi BUPOGHUYOI AiNAHKA AA JIIKAPCbKOro 3aco6y MOpPiBHAHHA AdiHiTOp
(Afinitor) (EBeponimyc (Everolimus)); Tabnetku; 2,5 mr; 5 mr; 10 mr: Novartis Farmacéutica, S.A., Spain
[0 MpOTOKO/Y KIIHIYHOro BMMPOOGYBaHHA «BigkpuTe, paHaomizoBaHe pgochimkeHHs 3 dhasn npenapaty
MK-6482 B nopiBHSHHI 3 NpenapaTom eBepoiMyC Y YY4aCHUKIB 3 MOLUMPEHUM HUPKOBO-KAITUHHUM PakoM, SIKUiA
nporpecysas nicnsa nonepegHboi PD-1/L1 ta VEGF-TapretHoi Tepanii», ko gocnimxkeHHs MK-6482-005, 3
iHKopnoposaHoto nornpaskoto 04 Big, 16 ntotoro 2021 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», fodipHe
nignpmemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

6. JlonoBHEHHA A0 po3ainy [locbe focnigkyBaHOro fikapcbkoro 3aco6y 3.2. «[laHi No KOCTi», Bepcisf
2.0 Big 18 nuctonaga 2021, aHrnificbkoro MoBOl; OHOBJIEHa Bepcis bpowypu gocnigHuka, Bepcis 7.0
Big 11 nuctonaga 2021 poKy, aHIMiINCbKOKO MOBOIO [10 MPOTOKOJY KANiHIYHOro BUNpobyBaHHA «enliGHten:
BaratoueHTpoBe, thasa 3, 4OBroTpMBase, BiAKpUTe AOCMIMKEHHS WOA0 BUBYEHHS 6e3nekn Ta etpeKkTUBHOCTI
npenapaty FP/1 TransCon, iK1l BBOAMTLCA OAMH pa3 Ha TUXAEHb AiTAM 3 AediunTom ropMmoHy pocty (ArP),
O 3aBepWUIM yyacTb Y nonepeaHboMy K/iHiYHOMY gocnigpkeHHi TPJ/T TransCon», Kog, [OCAIIKEHHS
TransCon_hGH_CT-301EXT, Bepcia 2.0 (rnobasbHa nonpaska 1) Big 29 ciuHa 2020 poky; crnoHcop -
AcueHgic ®apma EHgokpiHonomkm AisbkH A/C (Ascendis Pharma Endocrinology Division A/S), faHis
3aaBHUK - AKuensciops /114., YropwuHa

7. NopoBxeHHA TepMiHYy NpupaTHOCTI TabsieTok amnoauniH 5 mr ta 10 Mr, nepekancysiboBaHUX Yy
TBEpAY XenaTUHOBY Kancyny 3 18 wmicAauiB go 24 micaudiB; NMonpaBka fo flocbe Ha gocnigKyBaHuii
NiKapcbKuiA 3aci6 - po3ain 3 AKocTi, AnA TabneTok amnogunid 5 mr ta 10 mr, nepekancy/iboOBaHuUX y
TBEpAY XXeNaTUHOBY Kancysy, Bepcisa Big rpyaHsa 2021 p.; MogoBXeHHA TePMiHY NpuaaTHOCTI TaGneToK
nepuHgonpun 10 mr, BKpUTUX NJIiIBKOBOKO OGONMIOHKOIO, NOABIAHO NepeKancy/ibOBaHUX y TBepay
)XenaTtuHOBY Kancyny, 3 18 micsauiB go 24 micauis; MonpaBka Ao JocCbe Ha fOCNigKyBaHUA NiKapCbKnii
3acib - po3gin 3 AKOCTi, ANA TaéneToK nepuHgonpun 10 Mr, BKPUTUX NJ1iIBKOBOKO 060/TI0HKOIO, NOABIAHO
nepekancynboBaHuUX y TBepAy XenaTMHOBY Kancyny, Bepcia Big rpyaHsa 2021 p. o nNpoTOKOsy
KNiHiYHOro gocnimpkeHHs «OujiHKa KNiHiYHOT edpeKTMBHOCTI Ta 6e3nekn nepuHgonpuny 10 mr / iHganamigy 2,5
Mr / amnoaunidy 5 a6o 10 mr / 6iconponony 5 mr y kom6iHauUii 3 ogHIel TabneTkn nicns 8 TUXKHIB NiKyBaHHA Y
MOPIBHAHHI 3 BiSIbHOIO kOMGiHaujieo nepuHgonpuny 10 mr, iHganamigy 2,5 mr Ta amnogunidy 5 aéo 10 mr y
nauieHTiB 3  HEKOHTPO/IbOBAHOK  eceHUiasibHOW  rinepTeH3ielo.  MixHapogHe, 6araToueHTpoBe,
paHAoMi3oBaHe, NoABiiHe cine, 16-TMXHEBE [OCNILKEHHS.», kog BUuNpobyBaHHs CL3-05179-002, chiHanbHa
Bepcisa 2.0 Big 5 x0BTHA 2021 poky 3 iIHTErpoBaHOK CYTTEBOIO nornpaBkoto Nol Bifg 5 x0BTHA 2021 p.; cnoHcop -
[HCTUTYT MiXHapogHux pocnipkeHb «CEPB’E» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHuis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

8. OHoBneHuii MpoTtokon NN6535-4730, chiHanbHa Bepcis 6.0 Big 25 nuctonaga 2021 p., aHrNicbKOO
MOBOIO 3 gogartkamu; [lonoBHeHHA |: FNoGanbHMIA Nnepenik KIIOUYOBUX CNiBPOGITHUKIB, BiANOBIAHMX
BiAA4iNniB Ta noctadyaNibHUKIB KNIHIYHUX MaTepianis, hiHanbHa Bepcis 2.0, Big 25 nuctonaga 2021 poky,
aHrnifickoro MoBOI; 3a/lydeHHs [0[ATKOBMX MiCLb MPOBEAEHHSA KNiHIYHOro [OCAifAKeHHS;
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MpopaoBXeHHs1 TepMiHYy NpoBeAeHHs KNIHIYHOro BUNPOOyBaHHSA B YKpaiHi A0 26 KBiTHA 2026 poky [0
NPOTOKOMY KAIHIYHOTO AochigpkeHHs «PaHgomizoBaHe noABiiHe chine nnaueb60-KOHTPOSIbOBaHE KAiHiYHE
OocnifpKeHHR, WO BMBYAE epeKTMBHICTL Ta 6e3neky 3acToCyBaHHA NepopasibHOro ceMaraytTuay y nauieHTis
i3 noyaTkoBOto cTagieto xsopobu Anbureimepa (EVOKE)», kog gocnigpkeHHss NN6535-4730, chiHasibHa Bepcis
1.0 Big, 30 xo0BTHA 2020 poky; cnoHcop - Novo Nordisk A/S, Denmark

M.1.B. BignoBigasbHOro AocnigHNKa

No HasBa micusi npoBeAeHHS K/TiHIYHOrO BUNPOOYBaHHS
n/n
1 | k.M.H. Kmuta O.I.

KomyHasibHe HekomepuiiHe nignpmemcTBo CyMcbKOi 06nacHoi pagn «Cymcbka ob6iacHa KiHivHa
NikapHsi», PerioHanbHWiA LEHTP [AiarHOCTUKM Ta JiKyBaHHS PO3CITHOTO CK/epo3y Ha 6asi
HEBPO/IOriYHOro BiadineHHs, CyMCbKMA [AepXaBHWUA YHIBEPCUTET, Kadegpa Helpoxipyprii Ta
HEBPO/IOTii 3 Kypcamu ncuxiatpii, HApKoAoril, MeanUYHOI NCUXO0Orii Ta NPOogeCiiHUX XBOP06, M. Cymu
2 | A.M.H. Wynera O.4.

KomMyHasibHe nignpuemMcTBo «BosmHCbka ob6nacHa KniHivyHa nikapHs» BonmnHCcbkoi obnacHoi paaw,
HEBPO/IOriyHe BigAineHHs, M. JTyubK

3 | nikap InbHiubka O.B.

O6nacHe KOMyHaslbHe HeKOoMepLiliHe MiANPUEMCTBO «YepHiBelbka JflikapHS LWBUAKOT MeAUYHOT
J0MoMOrv», LEeHTP HEBIAKIAAHOT HEBPOJIOTiT, M. YepHiBLi

4 | K.M.H. Uepke3 A.M.

KomyHanbHe HekoMmepuiiiHe MignpUMEMCTBO «3arnopi3bka o6/iacHa KAiHiYHa nikapHs» 3anopi3bkoi
06/1aCHOI paau, BigdineHHsa Heponorii Nel, M. 3anopixks

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

9. OHoBneHui MpoTokon kniHiuHOro BUNpo6ysaHHA BAT-2506-002-CR, Bepcisa 3.0 Big 15 nuctonaga
2021 poky; OHoBneHa bpowypa gocnigHuka ana BAT2506, BupgaHHA 4.0 Big 31 nunHa 2021 poky;
IHhopMmauia gna nauieHTa ta cpopma iHchbopmoBaHoi 3rogn, Mogenb ans YkpaiHu, Bepcis 2.0 Big 30
nuctonaga 2021 poKy, yKpaiHCbLKOIO Ta pocilicbkoto moBamu; MaTtepianu gna nauieHTiB: Moci6Huk ansa
yuyacHuka, Bepcis 2.0 Big 23 nuctonaga 2021 poky, yKpaiHCbKOI MOBOI0; «[loco6ue gnsa y4acTHUKaA CO
cBeAeHuMssMU 06 uccnegoBaHumn», Bepcia 2.0 Big 23 nuctonaga 2021 poky, POCIiCbKOO MOBOIO;
Martepianu gna pgocnigHukiB: Fno6anbHe mxepeno iHdopmauii gna gocnigpkeHHs BAT2506 002
(GLOBAL Ring of Resources BAT2506 002 Study), Bepcia 2.0 Big 23 nuctonaga 2021 poky,
aHrNINCbKOI MOBOK [0 MNPOTOKO/Y K/iHIYHOTO BUNPoOyBaHHS «baraToueHTpoBe, noABiliHe chine,
paHAoMi30BaHe AOC/IMKEHHA Y napanefibHUX rpynax 3 MeTol BU3HAYeHHS edheKTUBHOCTI Ta 6e3neyHoCTi
npenapaty BAT2506 y nopiBHAHHI 3 SIMponi® B y4YacHWKIB 3 akTMBHWMM MCOPiaTUYHUM apTpUTOM», KOZ
pocnipkeHHa BAT-2506-002-CR, Bepcisa 2.0 3 nonpaskoto 1.0 Big 10 nuctonaga 2020 poky; cnoHcop - «bio-
Tepa ContowHs, N1ta.», Kutaii / Bio-Thera Solutions, Ltd., China

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

10. OHOBIEHWIAI NPOTOKOJ1 KJliHIYHOrO gocnigkeHHsA 01, Bepcia 1 Big 10 rpyaHsa 2021 poky, aHrNilicbKoto
MoBoOt0; MoAoBXeHHs1 TpuBanocTi gocnigkeHHA B YKpaiHi Ta cBiTi o 31 rpyaHs 2022 poky [0
NPOTOKONY K/iHIYHOrO BMNPobyBaHHS «PaHaomizoBaHe, MoOABiHE crine, naauebo-KOHTPO/IbOBaHe
OOCNIMKEHHST AN 06rpyHTYBaHHA KOHUENUil LWoAO0 OLUiHKM edbeKkTUBHOCTI Ta 6e3nekum 3acTOoCyBaHHS
SAR443122 (iHri6iTopa RIPK1) y nauieHTiB 3 nigroctpyum abo AMCKOTAHUM/XPOHIYHUM LUKIPHAM YepBOHUM
BOBYAKOM CepPeAHbOro i TSXKKOro CTyneHs», Kog gocnigpkeHHs ACT16404, sepcis 1 Big 11 rpyaHsa 2020 poky;
cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC peluepll e AeBesionMaH,
PpaHLis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

11. JopaHHA KOHTPAKTHOI AocnigHUUbKOI opradisauii - MIANPUEMCTBO 3 100% IHO3EMHOLKO
IHBECTULIIEIO AMKBbIOBIA PAC YKPAIHA, BignoBiganbHOi 3a BUKOHAHHA BaX1MBUX 3aBAaHb y
pamMkax KniHiuHoro Bunpo6yBaHHA; OHOBNeHHsA po3giny 3.2.P Drug Product gocbe gocnipxyBaHoro
NiKapcbKoro 3aco6y: cekuii 3.2.P.8.1 Stability Summary and Conclusions, Bepcis Big cepnHsa 2021 ta
3.2.P.8.3 Stability Data, Bepcia Big cepnHa 2021; MoaoBXeHHA TePMiHY 36epiraHHA AOCNifKYBaHOro
nikapcbkoro 3aco6y MipBeTykcimMabé CopaBTaHciH 3 30 go 60 micAuiB [0 NPOTOKONY KAIHIYHOrO
pocnipkeHHs «MUWPA30JT (MIRASOL): PaHgowmizoBaHe, Bigkpute J[ocnigpkeHHs ®asm 3, B SKOMY
nopiBHoeTbcss MipBeTykcimaé CopaBTaHCiH i3 O6paHoto [ocnigHukom XimioTepanieto [porpecytoyoro
BucokosnoskicHoro Paky HAevHukiB, PesncteHTHOro o MNpenapartis MaaTnHu, MNepBrUHHOTO MNepuToHeas1bHOro



Paky abo Paky ®annonieBoi Tpybu 3 Bucokoto Ekcnpecieto Peuentopa ®onieBoi Kucnotn Anbda.», Kopg,
pocnipkeHHs IMGN853-0416, nonpaska 2 Bif 04.12.2020; cnoHcop - IMyHoreH, IHk., CLUA (ImmunoGen, Inc.,
USA)

3asBHVK - "AVIK'IOBIA BioTek En-En-Ci" (IQVIA Biotech LLC), CnonyueHi LLITaTn AMepuku

12. OHoBneHwuii MpoTokon kniHiYHOro gocnigpxkeHHAa LTE15174, 3 nonpaskoto 04 Big 30 BepecHsa 2021
P., aHINICbKOIO MOBOIO; 3a/lydYe€HHA AO0AATKOBOI JliKapcbKoi (hOpMU [OCiIfAKYBAHOIO NiKapCbKOro
3acoby SAR439774 FITUSIRAN, 100 mr/mn (0,5 Ma po3uuHy), pO3uuH ANA NiQWKIPHUX iH'EKUi B
nonepegHbLO 3anoBHEHI pyudui (BUpoOGHUK: Vetter Pharma-Fertigung GmbH & Co. KG, HimeuuuHa;
Sanofi-Aventis Deutschland GmbH Bereich Handelsprodukte, HimeuunHa); 3anyueHHA foaaTkoBoOil
BUPOGHUUOI AiNAHKU TECTYBaHHA Ta Bi3ya/IbHOro ornsaay AoCigKyBaHOro nikapcbKkoro sacooy ALN-
AT3SC, Fitusiran, ®itycipaH, ALN-57213, SAR439774, po3uuH ans iH’eKuiiA, nigwkipHo, 1 ogHopasoBuii
thnakoH, Aku mictutb 0,8 ma y 100 mr/imn, Vetter Pharma-Fertigung GmbH & Co. KG, HimeuuuHa;
3anyueHHss [0AATKOBUMX BUPOGHUUMX [AiIAHOK MaKyBaHHA Ta MapKyBaHHA [0C/ifAKyBaHOro
nikapcbkoro 3aco6y ALN-AT3SC, Fitusiran, ®itycipaH, ALN-57213, SAR439774, po3uuH ANA iH €KL,
nigwkipHo, 1 ogHopasoBuii ¢hnakoH, sikuii mictutb 0,8 mn y 100 mrimn, Ta [ocnigkyBaHOro
nikapcbkoro 3acoby SAR439774 FITUSIRAN, 100 mr/mn (0,5 Ma1 po3uuHy), po3uuH A8 NifgLWKipHUX
iH’ekuiiAi B nonepepHbO 3anoBHEHi pyudui, Creapharm Clinical Supplies, ®paHuis; Almac Clinical
Services, CLLUA; Almac Clinical Services Limited, Benuka BpuTtaHifi; 3pa3ok MapKyBaHHA ON1S1 PYYKU
pocnigxyBaHoro nikapcbkoro 3aco6y SAR439774 FITUSIRAN, 100 mr/imn (0,5 mn po3unHy), po3uuH
ANA NigWKipHUX iH’eKUil B nonepengHbLO 3anoBHeHin pydui, Bepcia 1 Big 10 BepecHsa 2021p.,
YKpPaiHCbKOI0 MOBOIO; 3pa3oK MapKyBaHHA A1 KOPOGKU [OC/igKyBaHOIrO JliKapCbKOro 3acooy
SAR439774 FITUSIRAN, 100 mr/mn (0,5 Mn po3unHy), pO3UrH A5 NigWKiPpHUX iH eKUiiA B nonepeaHbo
3anoBHeHIN pyuui, Bepcia 1 Big 10 BepecHA 2021p., ykpaiHCbKOO MOBOI; JOCb€E [OCMiAKYBaHOro
nikapcbKkoro 3aco6y Fitusiran, po3gin «AKTMBHa pevuoBuHa», Bif 05 XOBTHA 2021 poKy, aHINiACbKOLO
MoBoOI0; [locbe pocnigkyBaHOro nikapcbkoro 3acoy Fitusiran, posgin «J/likapcbkuii 3aci6», Big 05
XOBTHS 2021 poky, aHrnificbkoro MoBoto; Bpowypa gocnigHuka SAR439774 - fitusiran, BugaHHa 9 Big,
29 BepecHs 2021 poKy, aHrnificbkoo MoBolo; IHchopmauis gna naugieHta Ta cpopma iHchopmoBaHOiI
3roau gnsa YKpaiHu, Bepcia 4.0 Big 20 )xoBTHA 2021 p., aHrnificbKoo MoBo1o; IHchopmauis ana nauieHTa
Ta chopma iHpopmoBaHOI 3rogu ans YkpaiHu, sepcif 4.0 Big, 20 )xoBTHA 2021p., yKpaiHCbKOK MOBOIO;
IHcbopmaunia ana nauieHta Ta popma iHhopmoBaHOi 3roan ans YkpaiHu, Bepcis 4.0 Big, 20 XOBTHA
2021p., pociiicbkoto moBoto; IHhopmauia ana nauyieHta Ta popma iHhopMmoBaHOT 3roamn AnA G6aTbKiB
Ansa YKpaiHu, Bepcis 4.0 Big, 25 nuctonaga 2021p., aHrniicbKoo MoBoto; IHhopmauia gna nayieHta Ta
¢hopma iHchopmoBaHOI 3rogn pna GatbkiB Ansa YkpaiHu, Bepcia 4.0 Big 25 nuctonaga 2021p.,
YKpaiHCbKOI0 MOBOIO; IHhopmauia ana nauieHta Ta coopma iHhopmoBaHOi 3rogu ans 6arbkiB AN
YkpaiHu, Bepcis 4.0 Big 25 nuctonaga 2021p., pociiicbkoo moBoto; IHhopMauis ans ydacHuka i oopma
iHhopMoOBaHOI 3roau A5l Mas1oiTHIX 0ci6 BiKOM Bif, 12 poKiB A0 MOMEHTY HacTaHHsl MOBHUX 14 pokiB
Ana YkpaiHn, Bepcis 4.0 Big 20 0oBTHA 2021p., aHrNnilicbkoo MOBOIO; IHhopmaLia ana yyacHuka i
thopma iHchbopmoBaHOT 3rogu ANA MaslIoONiTHIX OCi6 BiKOM Bifg 12 pokiB O MOMEHTY HaCTaHHA MOBHUX
14 pokiB pnAa YkpaiHu, Bepcia 4.0 Big 20 XoBTHA 2021p., yKpaiHCbKOl MoBOIO; IHdopmauisa ans
yyacHuka i dpopma iHpopMoBaHOiI 3rogu Ansl ManosiTHiIX ocié BikoMm Big 12 pokiB 4O MOMEHTY
HacTaHHA NMOBHUX 14 pokiB anAa YkpaiHu, Bepcia 4.0 Big 20 xoBTHA 2021p., pOCiiCbKOIO MOBOIO;
IHhopMmauisa gna yyacHuka i popma iHpopMoBaHOI 3roau A HENOBHOMITHIX OCi6 Bikom Big, 14 pokiB
[0 MOMEHTY HacTaHHA NOBHUX 18 pokKiB AnA YKpaiHu, Bepcis 4.0 Big, 20 )XoBTHA 2021 p., aHI/1iACbLKOIO
MoBoto; IH(hopMauis gna yyacHuka i popma iHhopMoBaHOT 3rogu A HENOBHOJMITHIX OCi6G BiKOM Big,
14 pokiB 4O MOMEHTY HacTaHHA NOBHUX 18 pokiB AnAa YKpaiHu, Bepcia 4.0 Big 20 xoBTHA 2021 p.,
YKpaiHCbKOlo MOBOIO; IHhopmauia ana yyacHuka i coopma iHhopmMmoBaHOi 3rogu Ans HENOBHOMITHIX
oci6 BiKOM Bif, 14 pokiB 4O MOMEHTY HacTaHHs MOBHUX 18 pokKiB Ans YKkpaiHu, Bepcia 4.0 Bif, 20 )XOBTHA
2021 p., pocilicbkolo MOBOIO; IHCTPYKLifl i3 3aCTOCYyBaHHs NonepeaHbo 3anoBHEHOI Wnpuy-pyykn (50
Mr) 3 ®diTycipaHom (SAR439774) ansa nauieHTa Ta (a60) 6aTbKiB, Bepcia 2.0 Big 29 BepecHa 2021 p.,
aHrnificbKkoo MoBOM; IHCTPYKLisA i3 3acTOCyBaHHA nonepeAHbO 3anoOBHEHOI WNpUL-pyykn (50 mr) 3
®diTycipaHom (SAR439774) ana nauieHTa Ta (a60o) 6aTbKiB, Bepcia 2.0 Big 29 BepecHAa 2021 p.,
YKpaiHCbKOI MOBOIO; IHCTPYKLisl i3 3acTOCyBaHHS nonepeaHbLO 3arMnoBHEHOI Wnpuu-pyyku (50 mr) 3
®ditycipaHom (SAR439774) pgna nauieHTa Ta (a60) OatbkiB, Bepcia 2.0 Big 29 BepecHa 2021 p.,
pocilicbKkolo MOBOIO; IHCTPYKLiA 3 BUKOPUCTaHHA (pnakoHiB 3 ditycipaHom (SAR439774/ALN-AT3SC)
AN naudieHta Ta (a60) 6atbkiB, Bepcia 3.0 Big 06 oBTHA 2021 p., aHrNilicbKO0 MOBOIO; IHCTPYKLisA 3
BUKOPUCTaHHA pnakoHiB 3 ditycipaHom (SAR439774/ALN-AT3SC) pna nauieHTa Ta (a60) 6arTbKiB,
Bepcia 3.0 Big 06 oBTHA 2021 p., YKPAIHCLKOO MOBOIO; IHCTPYKLIA 3 BUKOPUCTaHHA (pniakoHIiB 3
®ditycipaHom (SAR439774/ALN-AT3SC) ansa nauieHta 1a (a60) 6aTbKiB, Bepcia 3.0 Big 06 xoBTHA 2021
p., pocilicbkolo MoBol1O; LLloaeHHUK peecTpauii BBegeHHa dDitycipaHy nauieHToMm i (a60) 6aTbkaMu 3
BUKOPUCTAHHAM MonepeaHbLO 3afoBHEHOI WNpuy-pyykn, Bepcia 1.0 Big 04 TpaBHa 2021p.,
aHrnificbkoo MoBoto; LLloaeHHMK peecTpauii BBegeHHA diTycipaHy nauieHTom i (a60) 6aTbkamu 3
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BUKOPUCTAHHAM MonepeAHbLO 3afoBHEHOI WnNpuy-pyykn, Bepcia 1.0 Big 04 TpaBHAa 2021p.,
YKpaiHCbKOIO MOBOIO; LLloaeHHUK peecTpauii BBegeHHA dDiTycipaHy nauieHTom i (a6o) 6aTtbkamu 3
BMKOPUCTAHHAM nonepeaHbO 3anoBHEHOT WNPUL-PYYKK, Bepcisa 1.0 Big 04 TpaBHA 2021p., pociiicbKolo
MoBolo; LLlogeHHUK peecTpauii BBefieHHA DiTycipaHy nauieHTom Ta (a60) 6aTbkamu, Bepcia 3.0 Big, 15
BepecHs 2021p., aHrNiicbKO MOBOIO; LLloaeHHUK peecTpauii BBegeHHA PiTycipaHy nauieHToM Ta
(a6o) 6aTrbkamu, Bepcisa 3.0 Big 15 BepecHs 2021p., yKpaiHCbKOIO MOBOIO; LLloaeHHUK peecTpauii
BBeAeHHsA diTycipaHy nauieHToM Ta (a60) 6atbkamu, Bepcia 3.0 Big 15 BepecHs 2021p., pociiicbKkoto
MOBOIO /10 MPOTOKONY KNiHIYHOIO JocnigkeHHs «ATLAS-OLE: Bigkpute AoChifXeHHS [0BrocTpPOKOBOI
6e3nekn Ta edpekTMBHOCTI PiTycipaHy Yy nauieHTiB 3 remodinieto A abo B, 3 abo 6€3 iHrB6ITOPHMUX aHTUTIN A0
chakTopy 3cigaHHs VIII abo IX», kog gocnipkeHHs LTE15174, sepcia 03 Big 08 rpygHsa 2020 p.; cnoHcop -
Genzyme Corporation, USA/ xeH3arim KopnopeliwH, CLUA

3asiBHUK - ToBapncTBO 3 O6MexeHo BignosiganbHICTIO «KOHTpakTHO-[ocnigHnubka OpraHisauis IHHothapM-
YkpaiHa»

13. Bk/1toueHHA A0AAaTKOBUX MiCLib NPOBeAEHHA K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKOJY K/iHIYHOro
JocnigpkeHHs «PaHgomizoBaHe, MoAgiHe crine, naauebo-KOHTPOosIboBaHe AOCAiMpKEHHA 3 diasn 3 MeToH
OLiHKN 6e3neyHoCTi Ta edpekTUBHOCTI npenapaty KarXT sk af'toHKTUBHOI Tepanii y naLieHTiB i3 He0CTaTHbO
KOHTPOJ/IbOBaHUMMK CMMMTOMaMy wn3odopeHii», kog gocnigxeHHs KAR-012, sepcisa 2.0 Big 15 xoBTHA 2021
poky; cnoHcop - «KapyHa TepanbloTike, IHK.» (Karuna Therapeutics, Inc.), CLUA

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 avpektop MNanamapuyk N.B.

KomyHanlbHEe HekomepujiliHe MignpueEMCTBO «XEPCOHCbKUIA 06nacHUiA  3aknag 3 HagaHHS
ncmxiaTpyMyHOi AONOMOrM» XepCOHCbKOT 06/1acHOT pagu, Yo/oBive ncuxiatpuyHe BiggineHHa Ne3,
XiHo4ye ncuxiaTpunyHe BigaineHHs Nel0, c. CTenaHiBka, M. XepCcoH

2 3aB. BigaineHHs Bitebebka T.B.

KomyHasibHe HekomepuiiHe nianpueMcTBo «KuiBCcbka Micbka NMCUXOHEBPO/OriYHa MikapHsA No2x»
BukoHaBuoro opraHy KuiBCbKOi Micbkoi paau (KWMIBCbKOI MICbKOI AepxaBHOi afMiHicTpauii),
KOHCY/IbTaTUBHE BifaiNeHHsA, M. KniB

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

14. BKno4veHHA A0AATKOBOro MicUA NpoBefeHHs K/iHIYHOro BUNPOGOYyBaHHA [0 NPOTOKO/Y KAiHIYHOro
pocnimpkeHHs «[lpocnekTnBHe, BigkpuTe, naartopMHe AOCNIMKEHHA 3 METOH MPOBEAEHHS HACTYMHOro
[OBrOCTPOKOBOTO CMOCTEPEXEHHS 3a NauieHTaMu 3 /IEreHEBOI0 MNepTEeH3IEI, SKI paHiwe npuiMany yyacTb y
NePBICHNX IHTEPBEHLINHNX BUMPOOYBaHHSX», koA pocnimkeHHs NOPRODPAPUH3001, sepcia 1.0 Big 02
yepBHSA 2021 poky; cnoHcop - «AHcceH dapmaueBTuka HB»/ Janssen Pharmaceutica NV, benbris

Ne M.I.6. BiAnoBiga/IbHOro AoCNiAHMKA
n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1 K.M.H. Bnaxko B.1.
KomyHanibHe HekomepuiliHe nignpuemMcTtBo «Micbka KiHiYHA nikapHa Nel3» XapkKiBCbKOT MiCbKOT
pagu, NysibMOHONOrIYHE BiaAineHHs Ne2, M. XapkiB

3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

15. LWioHomxi Bi.Bi._1704R2133_YkpaiHa_lHchopmauiiiHnii nucTtok i cpopma iHchopmoBaHOi 3rogu
6aTtbkiB_ Bepcia 3.1.0 Big 10 BepecHA 2021p., yKpaiHCbKOK Ta pociiicbkoo mMoBamu; LUioHomxi
Bi.Bi._1704R2133_YkpaiHa_ IHchopMauisa Ana nauieHTa Ta (oopma NnoBTOPHOI iH(POpMOBaHOI 3roau Ans
nauieHTiB, IKMM MNif Yyac yJyacTi B AocnimxeHHi BunoBHunockb 18 pokie_ Bepcia 3.1.0 Big 10 BepecHsi
2021p., yKpaiHCbKOIO Ta pociiicbkoto moBamu; LioHopxki Bi.Bi._1704R2133_YkpaiHa_ IHpopmauisa ana
nauieHTa Ta doopma iHcpopMoOBaHOi 3roaM HeNnOBHONITHLOro BikoMm 14 - 17 pokiB_Bepcisa 3.1.0 Big 10
BepecHs 2021p., yKpalHCbKOK Ta pocilicbkolo moBamu; LUioHoaxi bBi.Bi._1704R2133_YkpaiHa_
IHchopmauia ana nadieHTa Ta hopma iHhopmoBaHOI 3roan onsa OUTUHKU BikoM 11 - 13 pokiB_Bepcis
3.1.0 Big 10 BepecHs 2021p., YKpaiHCbKOIO Ta pociiicbkolo moBamu; LioHogxi _Bi.Bi._1704R2133_
YKkpaiHa_ IHchopmauia gnsa nadieHTa ta popma iHhopMoBaHOi 3roan AUTUHM BiKOM 6 - 10 pokiB_Bepcisn
3.1.0 Big 10 BepecHsa 2021p., yKpaiHCbKOK Ta pPOCIACbKOIO MOBaMW [0 MPOTOKO/Y KAiHIYHOro
BMNpObYyBaHHSA «BigkpuTe focnigpKeHHs 3 HepaH4oMi30BaHo (da3o NPUnoMy 04HOPA30BOI A03M Y NaLLIEHTIB
i3 nigosptoBaHMK  ab0o NigTBEPMKEHUMU IHPEKUIAMN, BUKNUKAHUMKW aepObHUMU rpamHeraTMBHUMMU



GakTepismn, 3 NoAanbLIOK paHAOMi30BaHOK (da30l AO0C/iMKEHHS 6araTtopa3oBoro nNpuinioMy npenapaty i3
KOHTPOSIEM aKTMBHUM MpenapaTom Yy MauieHTiB i3 Nigo3ploBaHO abo NigTBEPMKEHOK YCKIaAHEHOH
iHpekuieto ceyoBmBigHNX wsxis (yICLU), rocnitanbHoto nHeBMOHieo (M) abo BEHTUAATOP-acoLiioBaHo0
nHeBMoHielo (BAIT), An1s ouiHkM 6e3neyHoCTi, nepeHocuMOocCTi i dhapmMakokiHeTukn uedpigepokony y
rocnitTanisoBHUX negiaTpuyHUX NauieHTIB BIKOM Bif 3 MicALUIB A0 MeHLe HixX 18 pokiB», KO LOCAIIKEHHSA
1704R2133, Bepcia 8, nonpaska 7 Big 19 TpaBHa 2021p.; crnoHcop - LWioHomxi Bi.Bi. [Shionogi B.V.],
HinepnaHau

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

16. Bpowypa gocnigHuka gna aocnigKyBaHoro nikapcbKoro 3acooy Tpunauyuknié (G1T28, Trilaciclib),
Bepcisa 10.0 Big 08 nuctonaga 2021 poky; OHoBeHHA cekuiii 2.1.S Drug Substance (Bepcis 2.0 Big 11
XOBTHs 2021 poky) Ta 2.1.P Drug Product (Bepcis 2.0 Big 11 xoBTHA 2021 poKy) [ ocbe AoCniAKyBaHOro
nikapcbkoro 3aco6y Tpunauuknié (G1T28, Trilaciclib); MopgoBXeHHA TepMiHy NPUAATHOCTI
AocnigkKyBaHoro siikapcbkoro 3aco6by Tpunauyuknié (G1T28, Trilaciclib), ctepunbHuii nopowok gns
KOHLIEHTpATy A1 PO3UMHY ANA BHYTPilLHbOBEHHMX iHy3iin, 300 mrichnakoH, 3 18 go 42 micAuis a0
MPOTOKOJTY KMiHIYHOro AOoC/iMKEHHS «PaHgoMi30BaHe, NOABIHE cnine AocnigpkeHHs 3 dasn Tpunaumknioy
abo nauebo y nauieHTiB, AKi OTPUMYHOTb XiMioTepanito remunTaGiHOM i Kap6onaTMHOM nepLuoi abo apyroi
NiHIT XimioTepanii gna fikyBaHHA MiCLLEBOMOLUMPEHOr0 Hepe3eKkTabenbHoro abo mMetacTaTtMyHOro noTpiliHO-
HeraTuMBHOro paky Mono4yHoi 3a1031 (PRESERVE-2)», kof gocnigpxkeHHA G1T28-208, nonpaska 3 Bepcis 4.0
Big 02 6epesHs 2021 poKy; cnoHcop - «[ki YaH TepanbtoTike, IHK.»/ G1 Therapeutics, Inc., CLUA

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

17. Bpouwypa AocnigHuka nikapcbkoro 3acod6y SAR442168 (Tone6pyTuHi6), Bepcia Ne7 Big 30
nuctonaga 2021p., aHrNiACbKOIO MOBOK [0 MPOTOKO/IB KAIHIYHUX BUNPo6yBaHb: «/[OBrocTpokoBe
po3lupeHe [OCNifpKeHHA 3 OUiHKM 06e3neku Ta edpekTMBHOCTI npenapaty SAR442168 y yuvacHWKiB
OOCNiMKEHHS 3 peunanByovMM PO3CISHUM CKNepo30M», koA gocnimkeHHsA LTS16004, 3 nonpaskoto 05, Bepcis
1 Big 29 nunHs 2021 poky; «PaHgomizoBaHe noAgiiHe cine gocnigxeHHs |l dhasm 3 BUBYEHHSA eheKTUBHOCTI
Ta 6e3neyHocTi npenapaTty SAR442168 y nopiBHAHHI 3 niaLebo cepes, y4acHUKIB 3 BTOPMHHO-MPOrpPecyoynm
po3cisaHum cknepo3om 6e3 peunausis (HERCULES)», kog aocnigxeHHs EFC16645, 3 nonpaskoto 04, Bepcis 1
Bifg 26 nunHsa 2021p.; «PaHgomizoBaHe, NoggiiHe cnine gocnigpkeHHsa 3 hasn 419 BUBYEHHS e(PeKTUBHOCTI Ta
6e3nevyHocTi npenapaTy SAR442168 y nopiBHAHHI 3 nnauebo B Y4YacHMKIB 3 NEPBUHHO-MPOrPecyHnm
pos3cisHum cknepo3zom (PERSEUS)», ko gocnipkeHHss EFC16035, 3 nonpaskoto 06, Bepcis 1 Big 04 XXOBTHS
2021p.; cnoHcop - Genzyme Corporation, USA ([xeH3aiim KopnopeiwH, CLUA)

3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

18. Bpowypa pocnigHuka nikapcbkoro 3acod6y SAR442168 (Tone6pyTuHiG), Bepcia Ne7 Big 30
nuctonaga 2021p., aHrniicbKoo MOBOI; KopoTka xapaKkTepucTuka Ha nikapcbKuii 3acic AUBAGIO,
aHrNificbKol MOBOK [0 MPOTOKONIB KAiHIYHMX BUNpobyBaHb: «PaHAoMi3oBaHe, MoABiliHe cnine
JocnimpkeHHs 3 dpasn ons BUBUEHHSA epekTUBHOCTI Ta 6e3neydHocTi npenapaty SAR442168 y nopiBHSHHI 3
TepudpnyHomigom (O6axio®) B yHaCHUKIB 3 peunausyroumMm popmamm po3scisHoro ckneposy (GEMINI 1)»,
kog pocnimkeHHs EFC16033, 3 nonpaskoto 04, Bepcis 1 Big 14 kBiTHA 2021p.; «PaHgomizoBaHe, noggiiHe
cnine gocnimkeHHs 3 oasn ANnsi BUBYEHHS edpeKTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHSAHHI
3 TepudnyHomigom (O6amkio®) B y4aCHMKIB 3 peLuanByroumMMmmn goopmamm poscisiHoro ckneposy (GEMINI 2)»,
Koa pocnipkeHHs EFC16034, 3 nonpaBkoi 04, Bepcis 1 Big 14 kBiTHA 2021p.; cnoHcop - Genzyme
Corporation, USA (xeH3ainm KopnopeliwH, CLLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

19. IHchopmauis npo enekTpoHHMii npoaykTt. floaatok E-Labeling, ykpaiHcbkolo MoBO1O; IHchopmauis
NpPo efeKTPOHHUIA NPOAYKT. 3aCTOCYBaHHSA €/IeKTPOHHUX eTUKETOK, POCIiiCbKOI0 MOBOI; CKPiHLWIOTH
popatka e-labeling, ykpaiHcbKkol0 MOBOLO; CKpPiHWOTK A0 Bifeo, sike GyAe TpaHC/MIOBATUCDH NaLiiEHTaMm;
3MiHa Ha3BM Micus NMPOBEeAEHHA K/IHIYHOIO [OC/IMKEHHA [0 MPOTOKOY KAIHIYHOrO BMNPOOYyBaHHS
«PaHgomizoBaHe, noagiviHe cnine, niaueb0-KOHTPO/IbOBaHe AOCNIMKEHHS 3 (ha3n B napasiesibHuX rpynax, wo
NpoBOAMTLCA AN BUMBYEHHST  e(peKkTMBHOCTI, 6es3neyHocTi Ta  MEepeHOCMMOCTI  npenapaTty
SAR440340/REGN3500/itenekimad (MOHOKNOHa/bHI aHTUTINA, cneundiyHi 4o IL-33) y nauieHTiB i3 NOMipHUM
Ta BaXKMM XPOHIYHUM OBCTPYKTUBHMM 3axBOpHOBaHHAM fereHb (XO3/)», kog pocnipkeHHs EFC16750,
Bepcisa 1 Big 25 BepecHsa 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-
ABEHTIC pellepl e geBesionmaH, PpaHLis)

BY/O | CTA/IO |




K.M.H. KonecHikosa O.M. K.M.H. KonecHikosa O.M.
[JepxaBHa ycTaHoBa «HaujioHanbHWA IHCTUTYT | [lepxaBHa ycTaHoBa «HauioHanbHWA  iHCTUTYT
Tepanii imeHi J/1.T. Manoi HauioHanbHOT akagemii | Tepanii iMeHi J1.T. Manoi HauioHanbHOI akagemii

MeaNUYHUX Hayk YKpaiHu», BiAQiN | MeguMUHUX Hayk YkpaiHu», BigAin iwemMidyHol
KapgionynbmoHosiorii  Ha ©6asi BigaineHHA | xBopoou cepus, MeTa6oMiuHNX i
iluemiyHOT XBOpPOOM cepus, M. XapkiB KapAaionynbMOHa/lbHUX nMopylleHb Ha 6asi

BifAiNIeHHs ilLeMiyHOT XBOPOOGU cepus, M. XapkKis

3aaBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

20. WN41733, IaeHTudpikauiinnii 6eiigx yuacHuka, sepcis 1.0, Big 09 nuctonaga 2021 p., gnA YKpaiHum,
yKpaiHCcbKolo moBoto; WN41733, IaeHTudpikauiiiHuini 6eiigx yyacHuka, Bepcia 1.0, Big 09 nuctonaga
2021 p., gna YKpaiHu, pociicbkolo moBoto; WN41733, KapTka iHhopMoBaHOI 3rogn ManoniTHbLOro,
Bepcia 1.0, Big 31 cepnHsa 2021 p., anA YKpaiHu, yKpaiHCbKoo MoBoto; WN41733, KapTka iHhopmoBaHoi
3roau MasioliTHbOro, Bepcis 1.0, Big 31 cepnHsa 2021 p., ana YKpaiHu, pociiicbkolo moBoto; WN41733,
Bpouypa gocnigpxeHHA anAa 6artbKiB, Bepcis 1.0, Big 09 nuctonaga 2021 p., Ana YKpaiHW, YKpaiHCbKO
mosoto; WN41733, bpowypa gocnigxeHHAa anAa 6aTbkiB, Bepcia 1.0, Big 09 nuctonaga 2021 p., ons
YKpaiHu, pocilicbkoto moBoto; WN41733, MociGHuK 3 gocnipkeHHA Ana 6artbkiB, Bepcia 1.0, Big 09
nucrtonaga 2021 p., Ana YKpaiHu, ykpaiHCbKoio MoBor; WN41733, MociGHUK 3 gocnigkeHHA Ans
GaTtbkiB, Bepcia 1.0, Big 09 nuctonaga 2021 p., ana YKpaiHu, pociicbkoto moBoto; WN41733, xypHan
Micii gocnigpkeHHAa gna giteid, Bepcia 1.0, Big 15 BepecHs 2021 p., anA YKpaiHU, YKpaiHCbKO MOBOIO;
WN41733, xypHan micii gocnigmkeHHsa gna gitei, sepcia 1.0, Big 15 BepecHsa 2021 p., ana YKpaiHu,
pociiicbkolo moBoto; WN41733, KepiBHULTBO Ana iHcTpykTopa 3 ®I3; Bepcia 1.0, Big 09 nucronaga
2021 p., ana YKpaiHu, yKpaiHCbKolo moBoto; WN41733, KepiBHMLUTBO AnA iHCTpyKTopa 3 PI3; Bepcia 1.0,
Big 09 nuctonaga 2021 p., gna YKpaiHu, pocilicbkolo moBoto; WN41733, KepiBHuuTBOo no ®I3 ansa
civeii, Bepcia 1.0, Big 09 nuctonaga 2021 p., AnA YKpaiHW, yKpaiHCbKO MoBoOK; WN41733,
KepiBHuutBo no ®I3 ana cimeir, Bepcia 1.0, Big 09 nucronaga 2021 p., pna YKpaiHu, pocilicbKoto
moBoto; WN41733, IHchorpachika negiatpuyHOro KniHiuHoro pgocnigkeHHs, sepcia 1.0, Big 16 nunHA
2020 p., gna YKpaiHu, ykpaiHCcbkoio moBor; WN41733, IHchorpachika negiaTpuyHOro KniHiyHoro
JocnimkeHHsA, Bepcia 1.0, Big 16 nunHa 2020 p., AnA YKpaiHu, pociiicbkotlo mosoto; WN41733, Bpowypa
JocnimkeHHA ana giteid, Bepcia 1.0, Big 15 BepecHAa 2021 p., ansa YKpaiHW, YKpaiHCbKOK MOBOIO;
WN41733, bpolwypa gocnimkeHHA ansa giteil, sepcia 1.0, Big 15 BepecHa 2021 p., gna YKpaiHu,
pociiicbkoto moBoto; WN41733, MpusitanbHuii nucTt, Bepcis 1.0, Big 15 BepecHAa 2021 p., ans YKpaiHum,
yKpaiHCcbKolo moBoto; WN41733, MpuBitasibHUiA nucT, Bepcia 1.0, Big 15 BepecHs 2021 p., Ana YKpaiHu,
POCIACbKOI0 MOBOIO; BK/IIOUEHHA [O[ATKOBOrO MiCLUA NMPOBEAEHHA K/iHIYHOro BUMPOOGYBaHHA [0
NPOTOKOMY  KAiHIYHOro  gocnimkeHHs  «BAFATOUEHTPOBE  BIAKPUTE  HEKOHTPOJ/IbOBAHE
OOCHNIAXEHHA ®A3M 11l AnA OUIHKN ®APMAKOKIHETWKW, E®PEKTUBHOCTI, BE3MNEYHOCTI,
MEPEHOCVMOCTI TA ®APMAKOOVMHAMIKA CATPANI3YMABY Y MAUIEHTIB ANTAYOIO BIKY I3
3AXBOPIOBAHHAM CIMEKTPY ONTUKOHEBPOMIENITY 3 AHTUTINTAMU 0O AQP4», kof, [OCNiIKEHHSA
WN41733, Bepcisa 2 Big 09 nuctonaga 2021 poky; cnoHcop - «P. XoddmaHH-/1a Pow Nita» (F. Hoffmann-La
Roche Ltd), LLiBeiiLapis

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

21. 3any4yeHHA [O[ATKOBMX MiCLb NMPOBEAEHHS KNiHIYHOro BUNPOGYBaHHA B YKpaiHi [0 NpOTOKO/Y
KMIHIYHOTO pocnimkeHHss «baraToueHTpoBe, noAgiiHe cnine, paHzoMmisoBaHe pochigpkeHHs |l dasmn gns
MOPIBHAHHA ed)eKTMBHOCTI Ta 6e3nekn 6ensytudpanHy (MK-6482) 3 nembponizymabom (MK-3475) a6o
nnauebo 3 nemo6posisymabom npu aa’toBaHTHOMY /1iKyBaHHI CBIT/IOKMITUHHOT HUPKOBO-KNITUHHOT KapUuUHOMM
nicns HedppekTomii (MK-6482-022)», koa gocnigxeHHs MK-6482-022, sepcis 00 Big 29 »oBTHA 2021 poky;
cnoHcop - «Mepk Wapn eHg Joym Kopn.», fodipHe nignpnemctso «Mepk eHg Ko., IHK.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

Ne M.1.B. BignoBiganbHOro gocnigHuka
n/n Hasga Micus npoBefeHHA KIiHIYHOro BUNpPo6yBaHHS

O.M.H. Xape6a l.I'.

KomyHanbHe HekomepLiliHe MiANPUEMCTBO XapkiBCbKOi 06nacHoi paan «O6nacHwii MeaunyHuin
KNiHIYHWIA LeHTp yponorii i Hedoponorii im. B.l. LLanoBana», BigaineHHsa OHKONOrYHOT yponorii Ne5,
M. XapkiB

O.M.H., npod. KpuxaHiBcbka A.€.
2. | KomyHasibHEe HekoMepLiiiHe nignpuemcTBO «[IMprkKapnaTtCbknid KNiHIYHWIA OHKOMOFYHWIA LeHTp |IBaHo-
®paHKIBCbKOT 06/1aCHOT paan» , BiaaiNeHHs AeHHOro cTauioHapy, IBaHO-®paHKIBCbKMIA HaLLiIOHa/TbHWIA




MeAVYHWUI YHIBEPCUTET, Kadpeapa OHKOMOrii, M. |IBaHO-PpaHKIBCbK

anpektop Cokyp 1.B.

KomyHasnibHe HekoMmepLiiHe MiANPUEMCTBO «XEPCOHCbKMIA 06MACHUIA OHKOMOTiYHWIA  AncnaHcep»
XepcoHcbKoi 06/1acHOT paam, AeHHWI cTalioHap NOAIKIiIHIKA 3 kabiHeTOM ambynaTopHOi ximioTepanir,
M. XepCoH, CMT. AHTOHIBKa

O.M.H., npodp. KonecHik O.IM.
4. | MeguuHuii LeHTp ToBapuCTBa 3 0OMEXEHOH BignoBigasibHICTIO «OHKOMand», AeHHWIA cTauioHap,
M. 3anopixxs

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/, YKkpaiHa»

22. AstraZeneca D5271C00001 (nonepepgHii Ne 3150-301-008) IHCTPyKUiA 3i 360py 3paska Kasy AnA
amOynaTopHuX NauieHTiB, pegakuia 2.0 Big 02.12.2021 p.; 3asly4eHHsA J,00aTKOBUX MicLub NPOBeAEeHHs
KNiHIYHOTO BUNPOOYBaHHA [0 MPOTOKO/Y KiHIYHOrO AOoChigKeHHA «52-TuxHeBe, GaraToueHTpoBe,
paHAomi3oBaHe, MoABiHe cnine, nnauebo Ta aKTMBHO-KOHTPO/IbOBaHE [AOC/iMKeHHs, dasn 2b/3 B
napanenbHuUX rpynax i3 6esnepepBHUM MepexogoM MK dpazamu, AN OuiHKM edIEKTMBHOCTI Ta 6e3neku
Bpa3snkymaby y nauieHTiB 3 XBopo6oto KpoHa Bif cepefHbOro Ao BaXKoro ctyneHs aktusHocTi (INTREPID
Lead-In)», kog, gocnigpkeHHs D5271C00001 (MonepepHiii kop 3150-301-008), nonpaska 4, Bepcis 5.0 Big 24
notoro 2021 poky; cnoHcop - AstraZeneca AB, Sweden

No M.1.B. BignoBiganbHOro gocnigHnka
n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1 | o.m.H., npoch. Pegjs O.I.
O6nacHe KOMyHa/lbHE HEKOMepLiiHe MiANPMEMCTBO «YepHiBelbka 06aacHa KAiHiYHA fikapHa»,
niapo3ain ractpoeHTeponorii, M. YepHisui
2 K.M.H., gou. KonecHuk IM.0.
JlikyBaNbHO-4IarHOCTUYHNIA LEHTP «3akapnaTCbKWil LLEHTP XIpypriYyHMX iHHOBaUin «AcTpamen»
TOBapucTBa 3 0OMEXEHO BignoBiAa/IbHICTIO «KniHiKa 340p0OBOT POAMHUN «AcTpamMen», M. YXXropog,
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

23. 3miHa MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA Ta 3MiHa BignoBigasibHOro gocnigHuka Ao
NPOTOKONY KNiHIYHOrO BUNpPoOyBaHHA «baraToueHTpoBe, BigkpuTe, AOBrOTpUBasie NOAOBXKEHE AOCNIAKEHHS
ONs OuiHKKM 6e3neyvyHocTi Ta eeKTMBHOCTI 3acToCyBaHHSA (pinroTiHiGy B nauieHTIB i3 peBmMaToigHUM
apTpuUTOM», Kog, AocnigxeHHs GS-US-417-0304, nonpaska 6 Big 11 yepBHs 2021 poky; cnoHcop - Galapagos
NV, Benbria

BYNO CTANO
K.M.H. Tep-BapTtaHbsH C.X. K.M.H. HaliwTteTik .M.
OnekcaHgpiBcbKka KiiHiuHAa nikapHa M. KueBa, | MeguuHuii LeHTp ToBapucTBa 3 OGMEXEHOH
peBmatonoriyHe BigaineHHsa Ne2, m. Kuis BiANOBifaNbLHICTIO «IHCTUTYT pPeBMAaToNOorii»,
BigAiN KNiHiyHux gocnigxeHb Nel, M. KuiB

3asBHuk - TOBAPWCTBO 3 OBMEXEHOIO BIAMNOBIAA/IBHICTIO «®APMACBIOTIKA/T  PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

24. Indhopmaduisa ana yyacHuka ta dopma 3rogu Ha yyacTb AJ1s1 nonepegHbLOro CKpUHiHry, sepcisa 3.0-
UA(UK), chiHanbHa, Big 21 rpygHAa 2021, ykpaiHCbKOKO MOBOIO; IH(hopMauisa ana yyacHuka Ta dopma
3rogMm Ha y4yacTb AJ1A nonepegHbLOro CKpuHiHry, Bepcia 3.0-UA(RU), ciHanbHa, Big 21 rpygHa 2021,
pocilicbkoto MoBoto; IHchopmauis ana ydacHuka Ta dopma 3roau Ha AOCTaBKY A0CNIAKYyBaHOro
nikapcbKoro 3aco6y 3 AocnigHUUbKOro LueHTpy Bam popaomMy Ta BUKOPUCTaHHA MOCAYru
TpaHcnopTyBaHHsA, Bepcia 1.0-UA(UK), diHanbHa, Big 24 rpygHa 2021, ykpaiHCbKOWO MOBOIO;
IHhopMauia ana yyacHuka Ta PopMa 3roau Ha A0CTaBKYy [OCAIfKYBaHOro nikapcbKoro 3acoty 3
pocnigHuubKoro ueHTpy Bam gogoMy Ta BUKOPUCTAHHA MOC/YrM TpaHcnopTyBaHHA, Bepcia 1.0-
UA(RU), ciHanbHa, Big 24 rpygHa 2021, pociiicbkolo MOBOIO; BK/lOUEHHsi AOAATKOBOro Micus
npoBefieHHs1 K/iHIYHOro BUNMPOGOBYBaHHA; 3MiHA Ha3BM [OCNIAKYBAHOro JlikKapCbKOro 3acooy [o
MPOTOKOJY KMIHIYHOTO AOCMiMKEHHS «JocnimkeHHs ZEUS - Bnnme 3inTiBeKimaby nopiBHAHO 3 niauebo Ha
CepLeBOo-CyAMHHI Hacnifku B y4acCHUVKIB 3 AiarHOCTOBaHUM aTepOCK/IepOTUYHMM 3aXBOPIOBAHHAM CepLeBo-
CYAVHHOI CUCTEMM, XPOHIYHOK XBOPOOOID HUPOK | CUCTEMHUM 3anasieHHAM»., KOoA focnigxeHHss EX6018-4758,
Bepcis 2.0, chiHanbHa, Big 13 nunHs 2021 p.; cnoHcop - Novo Nordisk A/S, Denmark

[ Ne | M.1.6. BifnoBifanbLHOro AOCiAHMKA |




n/n HasBa micus NpoBeAeHHs KMiHIYHOro BUNPOGYBaHHSA

1 | k.M.H. 3onoTalikiHa B.l.

KoMyHasibHe HekomepujliHe nignpuemMcTBo «Micbka KniHiYHa nikapHa Ne27» XapKiBCbKOT MiCbKOI
pagm, BigAiNneHHs iHTEHCMBHOI Tepanii, M. XapkiB

BY/NIO CTAJIO
3intiBekimab 15 mr/mn, ogHopasoBuii nonepeaHbo | 3intiBekimad B 15 mr/mn, ogHopa3oBuia
3anoBHeHW wnpwy, (1 mn) nonepeaHbo 3anOBHEHWIA LWNpWL,

3asBHuK - TOB «HoBO Hopgaick YkpaiHa»

25. BK/IIOYEHHA A0AATKOBUX MiCLib NPOBeAEHHA KiHIYHOro BUNPOOYBaHHA [0 MNPOTOKO/Y K/iHIYHOro
pocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOABiHe cnine, nnauebo KOHTPOSIbOBaHE KiHIYHE
JocnimpkeHHs 4 hasun on1a OUiHKM edpeKTUBHOCTI Ta 6e3neYvHOCTi NPU3HaYeHoro NiglkipHO rycenbkymaoy y
NavuieHTIB 3 aKTUBHUM akcia/IbHUM McopiaTUY4HUM apTPUTOM, AKi HIKONM He OTpUMYyBasn GiosIorivHy Tepanito»,
koA pocnigpxkeHHs CNTO1959PSA4002, Big 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1. O.M.H., npod. XimioH /1.B.

KomyHanbHe HekomepuiliHe nignpneMcTBo KniBCbkoi 061acHoi pagn «KuiBcbka o6nacHa KiHivyHa
niKkapHs», By3bKocneyjanizoBaHe TepaneBTnyHe BigaineHHsi, M.Kuis

2. K.M.H. CTeub P.B.

KomyHanbHe HekomepuiiHe nignpuemctBo «Micbka nikapHs Ne6» 3anopi3bkoi MiCbkoi pagu,
TepaneBTUYHE BiA4iIeHHA, M. 3anopixKs

3. K.M.H. lacaHoB O.4.

[JepxaBHa ycTaHOBa «HauioHanbHWil iHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHoT akagemil
MeAMYHMX HayK YKpaiHuw», BiAA4in KAiHIYHOT dpapmakonorii Ta papMakoreHeTUKM HeiHGEeKLinHMNX
3aXBOplOBaHb, M. XapkiB

3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

26. bpowypa pocnigHuka Hipanapu6, BugaHHa 13 Big 03.11.2021 p. 40 MPOTOKONY K/IiHIYHOrO
JocnipkeHHs «PaHgomisoBaHe, nnaueb0-kOHTPONbOBaHe, NOABIViHE cAine KAiHIYHE [OCAiMKEeHHS 3 dhasm
npenapaTy Hipanapun6 y kom6iHauji 3 AbipatepoHa AueTtaTom Ta NpeaHi30HOM Yy MOPIBHAHHI 3 AbipatepoHa
AueTtartom Ta NpefHi30HOM ANnS NiKyBaHHA NauieHTIB 3 MeTacTaTMyHUM pakoM nepesmixypoBoi 3a103u», Koz
pocnigpkeHHs1 64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA
HB», Benbris

3asBHuK - «AHCCEH ®APMALEBTWKA HB», bBenbris

27. bpouwypa gocnigHuka CNTO1959 (guselkumab), BugaHHa 13 Big 14.12.2021 p. [0 NPOTOKOSY
KIiHIYHOTO pocnimkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MoABiHE cnine, nnauebo KOHTPOsibOBaHe
KNiHiyHe pocnimpkeHHs 4 dasn ona ouiHkM  edbekKTMBHOCTI Ta 6e3neyqyHoCTi Npu3HaYeHoro nifLwkipHo
rycesibKymMaty y nauieHTiB 3 akTVBHUM akCia/lbHUM McopiaTUYHUM apTPUTOM, SKi HIKONIM He OTpUMyBaUTU
6ionoriyHy Tepanito», koA aocnimkeHHs CNTO1959PSA4002, sig 14.04.2021 p.; cnoHcop - «AHCCEH
OAPMALIEBTUKA HB>», Benbris

3asaBHUK - «<AHCCEH ®APMALEBTUVKA HB», Benbris

28. 30inbLIEHHA KiNbKOCTI gocnigkyBaHux B YKpaiHi Big nonepeaHbo 3ansiaHoBaHoi 3 45 o 70 ocib ao
NPOTOKOMNY KAIHIYHOIO AocnimkeHHs1 «[pocnekTUBHe, paHaoMi3oBaHe, Nnalebo-KoHTPOoiboBaHe, noAgiHe
cnine, GaraToLeHTpoBe, peecTpauiiiHe KiiHiYHe pochimpkeHHs dhasu Il gnsa nopiBHAHHA Topunanimady
(JS001) y noeaHaHHi 3 neHBaTWHIOOM Ta nnauebo y noefHaHHi 3 NIeHBaTUHIOOM sK Tepanii 1-1 AiHii npu
NOLUMPEHI renaTouentonapHii kapuvHomi (FLUK)», kog pocnimpkeHHs JS001-027-111-HCC, sepcis 1.2 Big 02
BepecHs 2020 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

29. MoAaoBXeHHS1 TPUBAJIOCTiI KNiHIYHOTIO AocnifKeHHs B YKpaiHi fo 31 rpyaHa 2022 poky A0 NpoToKony
KNiHiYHOro pgocnimpkeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPOsIbOBAHE AOC/IMKEHHSA A1



OuiHkM il 6emnepnoigHoi knucnotu (ETC-1002) Ha nosiBY TSXKKUX CEPLEBO-CYAUHHUX ABUL, Y NaUieHTiB i3
CepueBO-CYAUHHOID XBOPOOOID ab0 3 BUCOKUM PU3NKOM Ti BUHWKHEHHS, SIKi HE MNepeHOCATb NiKyBaHHS
cTaTHamu», Kof pocnimpkeHHs 1002-043, 3 iHKOpnopoBaHOoW nonpaskow 5 Big 24 BepecHA 2020 poky;
crnoHcop - «EcnepioH Tepan'toTike, IHK.» (Esperion Therapeutics, Inc.), CLUA

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

30. OHoBneHa Gpowypa gocnigHuka ana MGD019, Bepcia 4.0 Big 16 rpyaHa 2021; OHoBneHa CP-
MGD019-01, IHchopmauis ana nauieHTa Ta popma iHpOpMOBaHOI 3rogn — PO3LWMPEHHA KOTOpTHU, ANA
YKpaiHu, dpiHanbHa Bepcif 2.0 Big 23 rpygHAa 2021 p. yKpaiHCbKOKO Ta POCIiliCbKOKO MOBaMu, HA OCHOBI
MalicTep-Bepcii aHrniicbKow MOBOK ans €sponu, hiHanbHa Bepcia 6.0 Big 21 rpyaHa 2021 p. go
NPOTOKONY KNiHIYHOro BMNPOOYBaHHs «BiakpuTe gocnigpkeHHs | dhasun, Wo BnepLle NpoBoAMTLCA Ha MIOAVHI 3
eckanauieto Ao MGDO019 Ta po3wmnpeHHaM KoropTu, bicneyudiuHoro DART® npoTeiHa, Wwo 38'a3ye PD-1 Ta
CTLA-4 y naujeHTiB 3 HeonepabenbHMMK abo MeTacTaTUYHUMMN HOBOYTBOPEHHAMMUY, KoL, AocnigpkeHHs CP-
MGDO019-01, Monpaska 4 o npotokony Big 02 yepBHa 2021 p.; cnoHcop - MakpoxeHike, IHK. (MacroGenics,
Inc.), CLLA

3asaBHUK - TOB «KLIP YkpaiHa»

31. OHoBneHa Gpowypa pocnigHuka pana INJECTAFER® (kap6oKcMManbTO3u 3anis3a iH’eKuisn),
BuAaHHA: 1, Big 12 nuctonaga 2021p. 40 NPOTOKO/Y K/iHIYHOTO AOCNiAXKEHHS «BigkpuTe 6araTtoueHTpoBe
OOCNIMKEHHS 3 OLHKM 6e3nekn, NepeHOCUMOCTI, hapMakoKiHETUKM Ta ddapMaKkoAnHaMiK1 BHYTPILLHbOBEHHOT
KapookcumanbTo3n 3asisza y HemoBnAaT (0-1 pik) i3 3anizogediuMTHO aHeMIe», Ko AOCAIMKEHHS
1VIT19046, nonpaska 3 ocTaToyHa Bepcis: Big 14 kBiTHA 2021; cnoHcop - «AMepikeH PimpkeHT, IHK.» (American
Regent, Inc.), USA

3asBHuK - TOB «KLIP YkpaiHa»

32. 3miHa Mmicua npoBefEeHHA KI/HIYHOrO BUMPOOGYBAHHA [0 MPOTOKONY K/IIHIYHOMO AOCNiAKEHHS
«PaHgomisoBaHe, nopggiiHe cnine, nnauebo-KOHTPOsIbOBaHe, 6GaraTOUeHTPOBE  AOCNIMKEHHS, L0
NPOBOAMTLCA B NapaneflbHUX rpynax, i3 3acTtocyBaHHAM (IKCOBaAHWX 003 ANA OUiHKA eddeKTUBHOCTI Ta
6e3neyHocTi npenapaTy SEP-363856 y nauieHTiB i3 LWM30QIPEHIE Y TOCTPOMY MCUXOTUHHOMY eni30odi», KOZ
pocnipkeHHss SEP361-301, Bepcis 4.00 3 iHKOpnopoBaHOoK CyTTEBOK nonpaskoto 3.00 Bif 26 ciuHs 2021 poky;
cnoHcop - «CyHoBioH ®apmachkioTikanc IHk.» (Sunovion Pharmaceuticals Inc.), CLUA

BYJIO

K.M.H. [leHncoB €.M.

KomyHasnbHe HekomepLiiHe nigNnpPUEMCTBO
«ObnacHa  KMiHiYHA  ncuxiaTpuuHa  NikapHs
KipoBorpaacbkoi obnacHoi pagu», ncuxiatpuyHe
BiggineHHa pana  pgopocnux Nel7 (xiHoue),
ncuxiatpuyHe BiggineHHa ana gopocnux Nel8
(uonosiue), cmT. HoBe, M. KpONUBHULLKUA,
KipoBorpagcbka 06/1.

CTANO
K.M.H. [leHncoB €.M.
KomyHanbHe HekomMepUiiHe nignpUeEMCTBO
«O6nacHa  KNiHiYHa  ncuxiaTpuyHa  NikapHs
KipoBorpaacbkoi  obnacHoi pagu», rocTtpe

ncuxiatpuyHe BipgaineHHAa ana gopocnux Nel2
(KiHoue), rocTpe ncuxiaTpuyHe BigAiNeHHA AN
popocnux Nel3 (uonosive), cmT. Hose,
M. KponmBHUUbKMiA, KipoBorpaacbka 0611.

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

33. IHcTpykuii 3i 360py 3paskiB kKany (Ans 3paskiB, WO 36MpaloTbCA BAOMA Ta NMPUHOCATLCA A0
[OCNIAHULBLKOrO LEHTPY), pefakuis BUXiQHOro AOKyMeHTa: ocTaToyHa pepakuis 1.0 Big 08 OBTHA
2021 p. (aHrniiicbka MoBa); NepeknageHa octatouHa pegakuia 1.0 Big 18 xxoBTHA 2021 p. (YKpaiHCbKa
MOBa), NepeknageHa octatouHa pegakuis 1.0 Big 18 »oBTHA 2021 p. (pociiicbka moBa); KepiBHULTBO
AN naudieHta (nporpamu komnaxii "Medidata") gnsa woaeHHoOT peecTpauii cumnTomis (417 3aNOBHEHHS
Ha eNIeKTPOHHOMY MpuUcTpoi), Bepcia 1.0 ykpaiHCbKoto moBoto Big 30 BepecHA 2021 p., Bepcia 1.0
pocilicbkoto moBoto Bif 30 BepecHsi 2021 p.; BkntoueHHA [0[AaTKOBUX MicLb NPOBeAeHHs KNiHiYHOro
BMNPOGYBaHHSA; YTOUHEHHA iH(hopMaLii cTOCOBHO Ha3BU 12-kaHasibHUIA peecTpaTop A/A XONnTep-
MoHiTOopuHry EKI, wo 6yae BuKoOpucTOBYBaTUCA Y KiiHIYHOMY BunpooyBaHHi VTX002-201 ans
MOX/IMBOCTi AOro BBe3eHHS Ha TepuTopilo YKpaiHu: Byno: 12-kaHanbHWUIi peecTpaTop AAA Xontep-
MOHiTOpuHry EKI "M12R-04771" B KOMMJIEKTi i3 CYMKOIO-YOXJIOM, Kab6ensamu pAns nig’egHaHHsA
eNeKTPoAiB A0 nayieHTa Ta agantepom. Bupo6Huk: "Global Instrumentation LLC", CLLUA. Ctano: 12-
KaHa/IbHUI peecTpaTop ANA XonTep-MoHiTopuHry EKI "M12R" B KOMMNMEKTi i3 CYyMKOK-4OX/1OM,
KaGenamm pAnAa nig’egHaHHA enekTpogiB A0 nauieHTa Ta apgantepoMm. Bupo6Huk: "Global
Instrumentation LLC", CLLA [0 NpOTOKONY K/HIYHOrO AOCAiMKEHHA «baraTtoueHTpoBe paH4oMi30BaHe
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noAgiliHo cnine nnaueb0-koOHTPO/IboBaHe AocnimpkeHHs I hasun, Wo NpoBoauTLCS B NapasiefibHUX rpynax
NayieHTIB i3 cepefHbOTXKMM abo TSHKKMM nepebirom BUPa3KoBOro KOMITY B akTUBHIA (DOPMi 3 METOH OLLHKM
KMiHIYHOT edhekTMBHOCTI Ta 6e3neyvHocTi npenapaty VTX002», kog, gocnimpkeHHs VTX002-201, pegakuia 1.0
BiA 24 uepsHsa 2021 p.; cnoHcop - «OnninaH ®apma Jlimitea» (4OYipHE NiANPMEMCTBO B MOBHI BIACHOCTI
komnaHii «BeHTukc BariocaeHcns IHkopnopenTen») [Oppilan Pharma Limited, a wholly-owned subsidiary of
Ventyx Biosciences, Inc.], Benuka bputaHis

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micusl npoBeAEeHHS K/IiHIYHOTO BUNPO6YBaHHS

1. K.M.H. KoBauib B.I.

KomyHasibHe HekomepuiiHe nignpremMcTBO «Yepkacbka o6sacHa siikapHa Yepkacbkoi 06s1acHol
pagun», NPOKTONOriYHe BiAA4iNeHHs, M. Yepkacu

2. O.M.H. Mnnuusa K.M.

ToBapucTBO 3 OOMEXEHOH BiAMNoOBiAaNbHICTIO «BaratonpodinbHa KniHika CBaToro Mwukonas,
NiKyBaNIbHO-NPOiNAKTUYHWI Nigpo3ain, M. 3anopixoks

3. nikap Knpnuenko O.B.

KuiBcbka KniHiYHa NikapHA Ha 3ai3HMY4HOMY TpaHcnopTi Ne2 dinii «LieHTp OXOopoHW 340pO0B’'si»
aKL[iOHepPHOro ToBapncTBa «YKpaiHCbKa 3ani3HNUS», BiafdiIeHHS AEHHOro cTauioHapy, M. Kuis

4. K.M.H. Tomarukesuy I".1.

KomyHaslbHe HekoMepLiiiHe MigNPMEMCTBO «BiHHMUbKA Micbka KiHiYHA nikapHsa  Noelx,
racTpOEHTEPO/IOrNiYHE BiA4IMEHHS, BiHHWMUBKWMI HaUiOHaNIbHUA MEeAWYHWIA  YHIBEPCUTET IMEHI
M.l. Muporosa, kapeapa nponefeBTUKN BHYTPILWHLOT MeAULUNHW, M. BiHHMUA

5. K.M.H. BrwmsaHiok B.1HO.

KomyHasibHe HekomepuiiiHe nignpuemcTBo «O6nacHa KiiHiYHa fikapHs  IBaHO-®paHKiBCbKOI
obnacHoi pagu», raCTpOEHTEPOOrivyHe BifAineHHs, IBaHO-PpaHKIBCbKUIA HaUiOHabHWI MeAUYHWIA
yHiBepcuTeT, Kadpegpa BHYTPIWHbOT MeguumHu Nel, kniHiYHOT iMyHONOrT Ta aneprosiorii im.
akagemika €.M. Heiika, M. IBaHO-PpaHKiBCbK

BYNO CTANO

12-kaHanbHUIA peecTpaTop A/18 XONTEeP-MOHITOPUHTY
EKI "M12R-04771" B KOMMJIEKTI i3 CYMKOI-HOX/IOM,
Kabenamu ana nig’eAHaHHA eleKTPoAiB A0 navlieHTa
Ta agantepoM. Bupo6Huk: "Global Instrumentation

12-kaHanbHUIA peecTpaTop A/18 XOTEeP-MOHITOPUHTY
EKI "M12R" B KOMMNNEKTi i3 CYMKOK-YOX/10M,
Kabenamu ona nig’eAHaHHA eNleKTPoLiB A0 naLieHTa
Ta agantepoM. Bupo6Huk: "Global Instrumentation

LLC", CLWA LLC", CLLA
3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Ml EC AN-YKPAIHA»

34. 3miHa Ha3BU Micua NpoBeAeHHs K/iHIYHOro BUNPOOyBaHHA Ta BignoBiganbHOro AociigHuka ao
NPOTOKONY KMIHIYHOTrO BUNPOGYBaHHA «JocnimkeHHs |l dpasn 3 MeTO OLiHKM 6e3neYHOCTi 1 e(peKTUBHOCTI
Tepanii npenapatom SYD985, KOH'lOraTom aHTWTI/Ia Ta JIiKkapCbKOT PeYOBMHH, L0 NPOBOAMTLCA B OAHIW rpyni
nawieHToK i3 peumMamMBHUM, NOWMPEHUM abo MeTacTaTUYHUM pakoM eHAOMETPIo 3 ekcripecieto HER2, y aknx
paHile 6y/10 BUSB/IEHO NPOrpecyBaHHsA 3aXBOPIOBAHHA Ha T/i UM MiCNA NpoBeAeHHA XiMioTepanii nepLuoT NiHii
Ha OCHOBI npenapariB nnatuHW», Kog JocnimkeHHa SYD985.003, pepakuia 3.0 Big 30 BepecHs 2020 p.;
cnoHcop - «bioHgic B.B.», [Byondis B.V.], HigepnaHaw

BYNO CTANO
K.M.H. Tawyk I.B. nikap CemereH H0.B.
KomyHanbHa ycTaHoBa «YepHiBeybkuii | O6nacHe KOMYHaJ/lbHe HekoMepLiliHe
o6nacHuiA KNiHIYHMI OHKOJIOTIYHMI gucnaHcep», | NigNPUEMCTBO «BYyKOBUHCbLKNIA KNiHIYHWIA
BiAgAiNeHHs AeHHOro crauioHapy, M. YepHiBLi OHKONOTIYHUIA LeHTP», CTPYKTYPHUiIA nigpos3gin
KNiHIYHOT OHKoNoOTil, M. UepHiBLi

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

35. OHOBMEHuiAi NPOTOKOJ1 KJiHIYHOro BUMNPOOYBaHHA, Bepcia 3 Big 27 XoBTHA 2021 p.; Popma
iHdbopMmoBaHoi 3rogu, Bepcia 4.0 ana YKpaiHU yKpaiHCbKOK Ta pocilicbkolo moBamu Big 01 rpyaHs
2021 p. Ha ocHoBi maiicTep-Bepcii hopmu iHpopmoBaHOi 3roaun ansa gocnimkeHHs BN42082, Bepcis 3,
Bif, 27 )XOBTHA 2021 p. A0 NPOTOKO/Y KAIHIYHOIO AocnigpkeHHs «baraTtoueHTpoBe, paHAoMi30BaHe, NoAgiliHe
cnine, KOHTPO/IbOBaHe AocimkeHHsa dasu llib ansa ouiHkn edpeKTUBHOCTI, 6e3MeUYHOCTI Ta hapMakoKiHeTUKN
BULLMX [03 OKpeni3yMaly y AOPOC/IMX NaLieHTIB 3 peLyanByOYMM PO3CISHUM CK/IEPO30M», KOA, AOCNIIKEHHSA
BN42082, Bepcis 2 Big 29 6epe3sHs 2021 p.; cnoHcop - ®.XoddmaHH-/1a Pow /T4, LBeiiyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIAAIBHICTIO «Pow Ykpaina»
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36. bpolypa pgocnigHuka Ha gocnigpxyBaHuii nikapcbkuii 3acié MampeBnyma6, BuaaHHA 19.0 Big 05
nuctonaga 2021 poKy, aHrIiicbKol MOBOK; /[loCcbe [OCAIfKYBAHOIO JiKapCbKOro 3acoGy
(MampeBnymab), Bepcis 3.2 Big BepecHs 2021 poKy, aHrnilicbKoto moBoto; JogaTtok ao Po3sginy 2.1.P.8
«CT1abinbHicTb» A0 [locbe pocnimKyBaHOro nikapcbkoro 3aco6y (MampeBnyma6), Bepcia 3.2 Big
BepecHs 2021 poKy, aHrnilicbkoio MoBoOto; MoAOBXEHHA TEPMiHY NPUAATHOCTI NiKaAPCbKOro 3acooy
nampeBnymat Ao 48 micsiliB 40 NPOTOKONY KNiHIYHOrO gocnimkeHHs «3edipyc Il: PaHgomizoBaHe, noagiliHe
cnine, nnauebo-KOHTPOsIbOBaHE KAiHIYHE AOCAIMKEHHSA hasn 3 3 METOH OUIHKM edheKTUBHOCTI Ta 6e3neku
npenapaTy nampeB/iymad y nauieHTiB 3 igionatnyHum nereHeBuM qoibpo3om (I/1d)», koa AOCAigKEHHS
FGCL-3019-095, 3 NMonpaskoto 1.0 Big 03 6epesHsa 2021 poky; cnoHcop - «Pi6poleH, IHk.» (FibroGen, Inc.),
CnonyueHi LWUtatn AMepukn

3asBHuK - TOB «BOPABANA KNIHIKAN TPAINIC YKP»

37. OHoBneHwuii MpoTtokon (Bepcia 1.4 Big 20.12.2021 p.); 3MiHA UeEHTPa1i30BaHMX TEXHIUYHUX
npuMilleHb, WO O6yAyTb BUKOPUCTOBYBATUCb AN NPOBEAEHHA KI/iHIYHOrO BUNPOGYBaHHSA
(na6opartopist), y AKX LeHTpanizoBaHoO 6yayTb BUMiptoBaTMCcs ab0 OLHIOBATUCA OCHOBHi KpuTepii
OLiHKM [0 MPOTOKONY KIHIYHOTO BUMNPOOYBaHHA «BigkpuTe 6aratoueHTPOBE MiKHApPOAHE AOCAIAKEHHS
ehekTMBHOCTI Ta 6e3neyvyHoCTi nikapcbkoro 3acoby Pesorno6iH (Human Anti-D (rh) immunoglobulin)
BMpo6HMUTBa TOB «biothapma Mnasma», YKpaiHa, y BariTHUX XIHOK B aHTeHaTa/lbHOMY Ta MOCTHaTa/IbHOMY
nepiofj B PYTUHHIA KNiHIYHIA NpakTULi Ans NpodinakTnki pesyc-ceHcnbinizauii, 3 nigrpynow AoCAigKeHHs
OesKnX napameTpiB hapmakokiHeTUKM», ko aocnimpkeHHs 1901-RH-BF, Bepcis 1.3 Big 17.09.2021; cnoHcop -
TOB «BIOPAPMA MN/TA3MA», Ykpaina

BYNIO CTAJIO
TOB «MEAIKABEP IHTEFPEUTEA KAIHIKAM | TOB «MN  «AlN1A», 01103, m. KuiB, Byn.
CEPBICEC HKPEWH», 04214, m. Kuis, Byn. | Npocecopa Migsncoubkoro, 6yaMHOK 6 A,
MonsapHa 2/58, «A», +38 044 364-30-09,
+38 044 490 60 60, t.linkevych@dila.com.ua
natalia.ierchenko@medicover.com
3asaBHUK - TOB «BIO®PAPMA MMNA3MA», YKkpaiHa
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