Jopatok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 33 Big 05.10.2023, Ha siKi 6y/iM OTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHOBNEeHWII NPOTOKON 3 nonpaBKolo 2 Big 26.04.2023 p.; IHcopmaunia ana nauyieHta Ta dopma
iHcbopmoBaHoi 3rogu — MNpoTokon 54767414MMY 3030, Bepcif 2.0 yKkpaiHCbKOI0 MOBOIO A5l YKpaiHu Bif,
21.06.2023 [0 NPOTOKO/Y KAiHIYHOTO BMNpPOOyBaHHA «BbaraToueHTpoBe BigkpuTe K/iHIYHE AocnigpkeHHs 3b
hasn TpuBasioro NPoOAOBXEHHA NiKyBaHHS [dapaTtymymadéom», kog gochimpkeHHs 54767414MMY3030, 3
nonpaskoto 1 Big 22.09.2022 p.; cnoHcop - «AHcceH dapmaueBTuka HB», benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

2. IHdhopmauisa ana nauieHta Ta dopma iHpopmoBaHoi 3rogu — Mpotokon 54767414MMY3030, Bepcis
3.0 ykpaiHCbKO MOBOIO ANnf YKpaiHu Big 19.07.2023; BkovyeHHs A0AaTKOBOro Micusi npoBefeHHA
KNiHIYHOro BUMPOOGYBAHHA [0 MPOTOKO/Y KNiHIYHOro BUNPOoBGyBaHHA «baraTtoueHTpoBe BigKpuTe KNiHiuHe
pocnipkeHHss 3b a3y TpuBanoro npoAOBXEHHA JlikyBaHHA [aparyMmymaGom», Kog [AOCNiLKEeHHS
54767414MMY3030, 3 nonpaskoto 1 Big 22.09.2022 p.; cnoHcop - «AHcceH PapmavieBTuka HB», besbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

No M.1.B. BignosiganbHOro gocnigHnkKa

n/n HasBa Micus npoBeAeHHs K/iHIYHOTO BUNPOOYBaHHS

1. K.M.H. Mnywko H.JT.

KoMyHasibHEe HekomepujiiiHe nignpneMmcTBo «ObnacHa KiHiYHa nikapHSA |BaHO-PpaHKIBCbKOT
06/1aCHOI paamn», reMaTooriYyHe BiA4ieHHs, M. IBaHO-PpaHKIBCbK

3. 3anyuyeHHs [oO[AaTKOBOro Micus NpoBefeHHA KNiHIYHOro pocnigkeHHs; 3MmiHa BignosigasbHOro
pocnigHuKa y Micui npoBeieHHsA KiHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y K/iHIYHOro BUNPOOYyBaHHA «52-
TWXHEBe, paHOoMi30BaHe, NoABiliHe cnine, nnauebo KOHTPO/IbOBaHe AOCAIMKEHHS Y NapanesibHUX rpynax 3
MeTOI OLHKM eheKTUBHOCTI Ta 6e3neyHocTi ABoxX [03 npenapaty CHF6001 y dhopMi Cyxoro nopoLuky Ass
iHranAUii, Wo AofatTbCa A0 MIATPUMYKOYOI NOTPINHOT Tepanii y NauieHTiB i3 XPOHIYHMM O6CTPYKTUBHUM
3axBOpIOBaHHAM siereHb (XO3/1) Ta XPOoHiYHUM BPOHXITOM», Kog, focnigxeHHs CLI-06001AA1-04, sepcis 5.0
Big 03 6epesHs 2023 poky; cnoHcop - «K'esi dapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis
3asBHuK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

Ne MN.1.6. BignoBigasibHOro AocnigHvKa
n/n HasBa micLil NpoBeAeHHs KNiHIYHOro BUNPO6YBaHHS
1. K.M.H. BuwiHnseubknia |.1.

KomyHanbHe nignpuemctBo «JlikapHs Nel >XMTOMMPCLKOI MICbKOI pagmn», KOHCY/bTaTUBHO-
niKkyBasibHe BigAiNneHHss «HaykoBO-A0CAIAHULBKNIA LEHTP», M. XKUTOMUP

BYNO CTAJO
4.M.H., npodp. MocTtoBoii 10.M. A.M.H., npodp. Nlemuyk A.B.
MpuBaTHe Mase NigNPMEMCTBO, MeAuuYHMiA LeHTp | MNpuBaTtHe Masne MNigNPUEMCTBO, MEANYHWUIA LIEHTP
«[ynbc», TepaneBTNYHe BigAiNeHHs, M. BiHHMLS «[ynbc», TepaneBTUYHE BigdifieHHs, M. BiHHMUS

4. Bpowypa gocnigHuka, RO5541267, Tecentriq (Ate3onisyma6/ Atezolizumab), Bepcis 20 Big 27 nunHa
2023 pOKY aHrnificbKoOld MOBOK [0 MNPOTOKO/MY KNiHIYHOTO BUNpPoOyBaHHA «baraToueHTpoBe,
paHAomi3oBaHe, BigkpuTe pocnimkeHHst 1l ha3m 3 nopiBHAHHA KombGiHauii Ate3onisymady (aHTu-Pd-L1
aHTUTINA) 3 a4’toBaHTHOK aHTPaLMKIIHOBOK/TakCaHOBOK XiMioTepanielo Ha BiAMIHY Bif Tifibku xiMioTepanii B
nawieHTiB 3 onepabenbHUM TPUYi HEraTUBHUM pakoM MOJIOYHOT 3a/103u» (IMpassion030), kog, A0CNiIKEHHSN
BIG 16-05/AFT-27/W039391, Bepcisa 9 Big 01 6epe3Hsa 2023 poky; cnoHcop - F. Hoffmann-La Roche Ltd. /®.
XothbdbmaHH-Ns Pow N14. /®. FochbdmaHH-Ns Pow N14., LWBeliyapisa

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

5. Bpowypa pocnigHuKa AOCNigpKyBaHOro Jliikapcbkoro 3aco6y Tucnenizyma6 (Tislelizumab) (BGB
A317), pepakuii 10.1 Big 30 uepBHA 2023 pOKy aHrniiicbkold MoOBOI; [MOAOBXEHHA TEepPMiHy
npoBefeHHs K/iHIYHOro BUNpoGyBaHHA B YKpaiHi Ao 30 BepecHs 2023 poKy A0 MPOTOKO/Y KAiHIYHOro



BUNPOOYBaHHA «[JocnimKeHHA ha3n 2 3 BUBYEHHS eheKTMBHOCTI Ta 6e3neyHocTi Tucnenisymady (BGB-
A317), MOHOK/IOHaNbLHOIO aHTWTiNa fo PD-1, y noefaHaHHi 3 npenapatom BGB-A1217, MOHOK/IOHa/IbHUM
aHTuTiniom o TIGIT, a6o 6e3 HbOro B NALEHTOK 3 PeLuanByOUMM abo MeTacTaTUYHUM PakoM LUK MaTKW,
AKi paHiwe oTpUMyBaUIM JliKyBaHHSA 3 NPUBOAY AAHOI0 3aXBOPIOBAHHA», KOA, focnigxeHHa BGB-A317-A1217-
202, Bepcis 0.0 Big 04 BepecHs 2020 poky; crnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLA

3asaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

6. OHOBNEHWiIA NPOTOKOJNT KNiHIYHOroO BUNpoGyBaHHA MK-3475-A86, Bepcis 3 iHKOPNOPOBaHOIO
nonpaBkoto 07 Big 12 nunHA 2023 poKy, aHrNiiCbKOKD MOBOIO; YKpaiHa, MK-3475-A86, IHchopmauia Ta
AOKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHta, Bepcia 2.0 Big 07 cepnHa 2023 p. yKpaiHCbKOIO
MoBolo; 3MiHa KiNlbKOCTi pocnigpkyBaHux y cBiTi 3 750 go 937 ckpuHoBaHux (3 450 po 537
paHaomizoBaHuX) 0ci6; 3MiHa KinbKOCTi AocnigxyBaHUX B YKpaiHi 3 100 o 66 ckpyHoBaHux (3 60 ao 40
paHAOMiI30BaHUX) OCi6 4,0 NPOTOKO/Y KNiHIYHOro BUNPO6yBaHHA «BigkpuTte, paHgomizoBaHe focigkeHHs 11
hasn Onsa BuBYEHHA (hapMakoKiHETUKM Ta 6e3nevyHocTi neMoposnisymady [aAns MigWwkipHOro BBefEeHHS
MOpPIBHAHO 3 nemb6posisymaboM A1 BHYTPILLHLOBEHHOTO BBEAEHHA, B KOMOIHAUii 3 ABOXKOMMOHEHTHO
ximioTepanieto npenapatamMu NJaTUHW, B SAKOCTI MepLwlol NiHil Tepanil on1a yyacHUKIB 3 MeTacTaTU4HUM
NJOCKOKNITUHHUM ab0 HEMTOCKOKTITUHHUM HEeAPIGHOKTITVHHAM PakoM fereHiB», kog gocnigpkeHHs MK-3475-
A86, Bepcis 3 iHkopnoposaHoto norpaskoto 06 Bif 25 ciuHa 2023 poky; cnoHcop - TOB Mepk Wapn eng Joym,
CWA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

7. MopoBXEeHHA TPUBANOCTI KNiHIYHOro BUNPOGYBaHHA B YKpaiHi Ao 31 rpyaHAa 2024 poKy [0 NpOoToKoy
KiHiYHOro BUNpobyBaHHS «llpocnekTMBHE, paHAOoMi30oBaHe, nnauebo-KoHTpPosiboBaHe, MoAgiliHe chine,
baraToLeHTpoBe, peecTpaliiiHe kiiHiYHe gocnigpkeHHs chasu Il ana nopiBHAHHA Topunanimady (JS001) y
MOEAHaHHI 3 NeHBaTMHIOOM Ta niauebo y NoefHaHHI 3 NeHBaTVMHIGoOM K Tepanii 1-i AiHii Nnpu nowupeHil
renatouesntonsapHii kapumHomi (FLK)», kog gocnigkeHHs JS001-027-11I-HCC, sepcisa 2.0 Big 08 nuctonaga
2022 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

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

8. OHoBneHuit npotokon MS200527-0086, Bepcisa 8.0 Big 06 nunHa 2023 poky; Bpowypa gocnigHuka
EBOGpYTMHIG (M2951), Bepcia 16.0 Big 27 kBiTHA 2023 pOKy, aHrNiACbKO MOBOLO; IHchopmauiliHuii
nncTok i hopma 3rogu — BigKkpuTe poslunpeHe gocnimxkeHHs, sepcia V6.0UKR(uk)1.0 Big 31 nunHa 2023
POKy, nepeknaz ykpaiHcbKoto MoBolo Big 08 cepnHs 2023 poky; IHchopMmauiiiHuii nuctok i hopma 3rogu
— BigKpuTe poswwupeHe pocnimkeHHs, Bepcia V6.0UKR(ru)1.0 Big 31 nunHa 2023 poky, nepeknag
pociiicbkoto moBoto Big 08 cepnHA 2023 poky; 3miHA Ha3BU MicUusi NPOBeAEHHA BUNPOOYBaHHA [0
MPOTOKO/ly  KAiHIYHOro BunpobyBaHHA «PaHgomizoBaHe, noAgiliHe cnine, nnaue60-KOHTPONbOBaHe
pocnipkeHHs 1l dasn npenapaty M2951 3 napasiesibHOW TPYNoK 3acTOCYBaHHA aKTUBHOMO KOHTPOJIO
(npenapaty Tekdigepa) 3a BiAKPUTUM METOLOM Yy MALiEHTIB 3 peuuamByOUMM PO3CIAHUM CK1epo30M Ans
OLjHKM edIEKTUBHOCTI, 6E3MeYHOCTi, NePEeHOCMMOCTI, (DAPMakoKIHETUKM Ta 6i0foriYHOT aKTUBHOCTI», KOZ
pocnigpkeHHs MS200527-0086, sepcisa 7.0 Big 02 rpyaHsa 2022 poky; cnoHcop - Merck KGaA, HimeuunHa
3asBHYK - MignpremMcTso 3 100% iHo3eMHot0 iHBecTULje «AVK'IOBIA PAC YkpaiHa»

BYJIO

CTAJIO

O.M.H., npodgoecop byyakuniticbka H.M.

KomMyHanbHa yctaHoBa «3anopi3bka o6siacHa
KNiHiYHa nikapHsa» 3anopi3bKoi 06s1acHOi pagw,
BigaineHHs HeBponorii Ne 1, lep>xaBHuUiA 3aKnag
«3anopisbka MeguyHa akagemis
nicnaaMNAoOMHOI ocBiTM MiHicTepcTBa OXOPOHU

O.M.H., npodpecop byyakuniticbka H.M.
KomyHanbHe HekomepuiiiHe NigNpPUeEMCTBO
«3anopisbka o6s1acHa KAiHiUHA  NiKapHa»
3anopi3bkoi o6nacHoi paau, CneuianizoBaHuii
LEeHTP HepBOBUX XBOPOO6 Ta  KiHIUHUX
pocnipkeHb, M. 3anopixksa

300pOoB'A YKpaiHu», Kacheipa HepBOBUX XBOPOO,
M. 3anopixxs

9. 3miHa Ha3BU Micus NpoBeAeHHA BUNPOGYBAHHA [0 NMPOTOKO/Y K/HIYHOrO BMNpo6yBaHHA «dasa 3,
paH4oMi30BaHe KOHTPO/bOBaHe BigkpUTE gJocnimpkeHHs Benkeiigy (6opTte3omib), MendanaHy Ta
npeaHizoHy (BMI1) y nopiBHAHHI 3 gapaTymyma6oMm y komGiHauii 3 BMI (4-BMI) y paHiwe HenikoBaHnx
NauieHTiB 3 MHOXWHHOK MIE/IOMOIO, SIKUM He MNoKa3aHa BWCOKOAO30Ba Tepanis», Ko [AO0CNimAKeHHs
54767414MMY3007, 3 iHKopnopoBaHot nonpaskoto 8 Big 02 yepBHA 2021 poky; cnoHcop - «HAHcceH-Cinar
IHTepHelwHn H.B.», benbris



3anBHuUK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTAO

nikap Horaesa /1.1, nikap Horaesa J1.1.

KomyHanlbHe  HekoMmepuiiiHe nignpuemcTBo | KOMyHanilbHe  HekomepuiiiHe  nignpuemMcTBO
«Yepkacbkuii oGnacHwuii OHKOJoriyHuii | «KniHiuHMiA  UWeHTp OHKosoril, remartosorii,
aucnaHcep YepkacbKoi 06nacHOi  paau», | TpaHCNAHTOMOrN T Ta nNasiaTUBHOI AonomMoru
O6nacHuii NiKyBa/IbHO-AjarHOCTUYHUI | YepKkacbKoi 061acHOT pagu», Bia4in remartosiorii

remMmaToJsioriYyHuMi LUeHTp, M. Yepkacu Ta TPaHCIJ1aHTaLil KICTKOBOro Mo3Ky, M. Yepkacu

10. 3miHa Ha3BU MicLA NPoOBeAeHHA BUNPOGOYBaHHA; 3MiHa BigNnoBigaNbHOIo AocnigHuKa 40 NpoToKoy
KNiHiYHOro pgocnimkeHHss «PaHaomizoBaHe, noagiiHe cnine, niaueb0-KOHTPONboBaHe, GaraToLEeHTpPOBe
pocnimpkeHHs 3b dhasn 3 MeTOH OLHKM e(PEKTUBHOCTI Ta 6€3MeYHOCTI NiALWKIPHOrO BBEAEHHS rycenibKymaoy
AN 3MEHLUEHHST O3HaK | CUMNTOMIB Ta CMOBI/IbHEHHS PEHTIEHOI0NYHOT NPOrpecii y nayieHTiB 3 akTUBHUM
ncopiatTuyHUM apTpuUTOoM», KoZ4 AocnimpkeHHs CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHA 2022 poky;
cnoHcop - Janssen Pharmaceutica NV, Belgium / Anccen ®apmauesTuka HB, benbris

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO

CTANO

K.M.H. Fapmiw O.O.

[epxaBHa yctaHoBa «HauioHanibHUiA HayKOBUiA
ueHTp «IHCTUTYT Kappgionorili iMeHi akagemika
M.A. Crpaxecka» HauioHanbHOi akagemii
MeAUUHUX HayK YKpaiHu, BiAfi/1 HEeKOpOHapHUX
XBOpPO6 cepusi Ta peBmaronorii, m. Kuis

nikap Xoxnosa I'.IN.

AepxaBHa yctaHoBa «HauioOHa/IbHMIA HAayKOBUIA
ueHTp «lHCTUTYT Kapgionoril, K/iHiYHOT Ta
pereHepaTtuBHOI MeAVULMHM iMeHI akagemika
M.A. Crpaxecka HauioHanbHOI akagemii
MeAUUYHUX HayK YKpaiHu», Biafisl HEKOPOHAPHMX

XBOPO6 cepus Ta peBMartosnorii, M. Knis

11. Bpouwypa aocnigHuka AkanaGpyTiHi6 (ACP-196), BupaHHA 12.0 Big 30 Gepe3Hsa 2023 poky,
aHrNiicbKo MOBOL; 3pa3oK MapKyBaHHS AOC/iAKyBaHOro JliKapcbKoro 3aco6y AKanabpyTiHio
(ACP-196), kancynu 100 Mr, yKpaiHCbKOIO MOBOIO; NOAOBXEHHSA TPUBAJIOCTI K/iHIUHOro BUNPOGYyBaHHA
B YKpaiHi o 31 rpygHa 2024 poKy; 3MiHa HasBM MiCLib NMpoBeAeHHs1 BUNPOOGYBaHHA [0 NPOTOKOsY
KMiHiyHoro  BunpobyBaHHA «PaHgomi3oBaHe, 6GaratoueHTpoBe, BigkpuTe gocnimpkeHHa 1l dasu
AkanabpyTiHioy (ACP-196) B nopiBHAHHI 3 abo lgenanicibom y noegHaHHi 3 PuTtykcumabom, abo
BeHgamMyCTiHOM y MOeAHaHHI 3 PuTykcumabom, Ha BMOGIp JociigHvKa, y MauieHTiB 3 peuuanBytoyoo abo
petpakTOPHOK XPOHIYHOK NiMAOLMTAPHOK NeiikeMieto», kog gocnigpkeHHs ACE-CL-309, 3 iHKOpnopoBaHoH
nonpaskoto, Bepcia 8.0 Big 26 TpaBHA 2021 poky; cnoHcop - Acerta Pharma BV, HigepnaHau

3asBHYK - MignpremMcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO
3aB. UeTpom YceHko IM.B.
KomyHanbHui 3aknag «MicbKa KiHiuHa nikapHsa
Ned» [HINPOBCbKOI MiIiCbKOT pagun, MiCcbKui

CTANO
3aB. BigaineHHam YceHko I.B.
KomyHanbHe HeKkoMmepuiiHe nNigNPUEMCTBO
«MicbKka KniHiuHa nikapHA Ned» [HiNpPOBCbLKOT

reMaTonoriuHnin LeHTp, M. [Hinpo MiCbKOi paau, remarosioriyuHe BiAfiNneHHs,
M. [JHinpo

O.M.H., npodh. Kpsayok |.A. O.M.H., npodh. Kpsadok LA,

HauioHanbHuiAi  iHCTMTYT paky, HaykoBo- | [lepxaBHe HeKkoMepUiliHe nignpMemcTeo
pocnigHe BiAfiNneHHs ximioTtepanii | «<HayioHanlbHMiA  IHCTUTYT paky», HaykoBo-
remo6nacTosiB, BigAineHHA OHKoremartosorii 3 | gocnigHe BigAineHHA ximioTepanit
rpynol  ap’toBaHTHMX METOAIB JliKyBaHHA, | remo6nacTosiB Ta aA’loBaHTHUX  MeToAiB
M. Kuis niKyBaHHSAl, BigAineHHA oOHKoremaronorii 3

CEKTOPOM aA'toBaHTHUX MeTOoAIB NiKyBaHHSA,
M. Knis

12. fJopatok 1.0 Big 20 uepBHA 2023 poky ao Bpowypu gocnigHuka SEP-363856, Bepcia 12.0 Big 09
rpyaHs 2022 poky, aHrnificbkolo MoBow; IHchopmauiiiHuii nuctok i coopma iHchopMmoBaHOI 3rogwm,
Bepcia V8.0UKR(uk)1.0 Big 30 cepnHs 2023 poky, nepeknaj yKpaiHCbKOK MOBOIO Big 06 BepecHA 2023
poky; IHchopmauiiiHnii nucTok i hopma iHchopmoBaHoi 3rogu, Bepcia V8.0UKR(ru)1.0 Big 30 cepnHs
2023 pokKy, nepeknap pociiicbkolo MoBok Big 06 BepecHs 2023 poKy [0 MPOTOKO/Y K/iHIYHOrO
BUNPOBYBaHHA «BigkpuTe poswwmnpeHe A0CNiMKeHHA AN OLiHKM 6e3MeYyHOCTi Ta NepeHoCcUMOocCTi npenapaTy



SEP-363856 y naujieHTiB i3 WM30gpeHieto», Ko aocnimkeHHs SEP361-303, sepcis 3.01 3 iHKOPNOpOBaHOO
HecyTTeBOIO nonpaskoto 2.00 Big 25 ciyHa 2021 poky; cnoHcop - «CyHOBIOH PapmacbkioTikasc IHK.» (Sunovion
Pharmaceuticals Inc.), CLUA

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

13. 3miHa KOHTPaKTHOI AOCNiAHMLbKOI opraHisauii, BiANoBiAaNbLHOI 3a NPoBeAeHHs1 A0CNIMKEHHS B
YKpaiHi (3asBHMKa) 3 ToBapucTBa 3 OOGMexeHorw BignosiganbHicTio «KoHTpakTHO-JocCnigHuLbKa
OpraHisauis IHHocapm-YkpaiHa» Ha TOBAPUCTBO 3 OBMEXEHORK BIANOBIAANBHICTHO «MiMifi
FOKPEH»; 3MiHa Ha3BuM CrnoHcopa KAiHIYHOro AOCAiMKEHH:A [0 NPOTOKOAY K/iHIYHOMO BUMPOGYBAHHSA
«BigkpuTe npopoBXeHHs gocnigkeHHs ARGX-113-1802 gns BMBYEHHS [OBrOCTPOKOBOI 6E3MEeYHOCTI,
nepeHocMMocTi Ta edhekTUBHOCTI npenapaty Edraptirimog PH20 ansa nigwkipHOro BBeAEHHS y NauieHTiB i3
XPOHIYHOIO 3ana/ibHOK AeMieniHi3ytouoo nosiHenponartieto (X34M)», koa gocnigpkeHHs ARGX-113-1902,
Bepcia 6.0 Big 28 BepecHa 2022 poky; cnoHcop - argenx BVBA, Belgium/ apgxeHkc BBBA, benbris

3asBHuK - TOBAPVCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEH>, YKpaiHa

BYNO CTA/O
ToBapucteo 3 O6mexeHow BignosiganbHictio | TOBAPUCTBO 3 OBMEXEHOIO
«KoHTpakTHO-AocnigHnubKa OpraHisauia | BIANOBIAANBHICTIO «MiMifdi OKPENH»
IHHOhapm-YKpaiHa»

BYNO CTA/O

argenx BVBA, Belgium/ apmxeHkc BBBA, | argenx BV, Belgium/ apgxeHkc BB, Benbris
Benbris

14. Nuct-po3s’acHeHHs Big 07 BepecHA 2023 poky Ao MpoTokony KiiHiYHOro Bunpo6ysaHHsa BJIT-778-
001, Bepcisa 1.0 Big 28 )X0BTHA 2022 poKyY, aHI/IACbKOK MOBOI [0 MPOTOKO/TY KAiHIYHOrO BUNPO6yBaHHS
«Paza 1/2a, paHgomizoBaHe, nniaLebo-KOHTPOSIbOBaHe AOCNIMKEHHSA O/1A OUiHKN 6e3neku, nepeHOCUMOCTI,
hapMaKkoKiHeTUKM Ta NPOTUBIPYCHOT aKTUBHOCTI NpenapaTy BJT-778 y 340poBMX AOOPOBO/ILLIB Ta NALIEHTIB i3
XPOHIYHOIO iHDeKLi€e Bipycy renatuTy B, Bk/IoUarouy nauieHTiB i3 XPOHIUHOK iHGeKL e Bipycy renatuty Dy,
kog, pocnimpkeHHs BJT-778-001, sepcia 1.0 Big 28 xoBTHs 2022 poky; cnoHcop - baomkeli TepanbioTike, [HK.
[Bluejay Therapeutics, Inc.], CLLA

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

15. IHchopmauis gna naudieHTta i Popma iHhopmoBaHoi 3rogu, TARA-002-101-Ph1b/2, OcHoBHa, ansa
YkpaiHu, Bepcia 2.0 Big 05 BepecHA 2023 pokKy, aHrNificbKOIO Ta yKpaiHCbKOK MoBamu; Bpolwypa
pocnigHuka TARA-002, BugaHHsa Ne 5 Big 01 uepBHA 2023 poky, aHrMiiCbKOO MOBOK [0 MPOTOKOMY
KMiHiYHOro BUNpobyBaHHA «®a3a 1b/2, BigkpuTe AOCNILXKEHHA 3 MOAANBLLUOrO BMBYEHHS PEKOMEHA0BAaHOI
0031 JOC/iJpKyBaHOrO npenapaty 3 METOH OUiHKM 6e3nekn Ta NPOTUMYX/IMHHOT aKTUBHOCTI IHCTUAALIA
ceyosoro Mixypa npenapatom TARA-002 y 0opOC/MX NAUEHTIB i3 M'A30BO-HEIHBA3VBHNM pPakoM CEe4Y0BOro
MiXypa BUCOKOr0 CTyNeHs 3/108KICHOCTI», ko4 focnigpxkeHHsa TARA-002-101-Ph1b/2, sepcisa 3.0 Big 07 ntoToro
2023 poky; crnoHcop - MNMpoTapa Tepan'toTike, IHK. [Protara Therapeutics, Inc.], CLUA

3aaBHuK - TOB «APEHCIA EKCIN/IOPATOPI MEAICIH», YkpaiHa

16. MaTtepianu gna nauieHTiB «Bignosigi Ha Bawi 3anutaHHA» Bepcia 1.0, pata: 15/08/2023 gnsa YkpaiHu
YKPAiHCbKOIO MOBOIO [0 MPOTOKOJY K/IHIYHOrO BUNpobyBaHHA «MiHapogHe, paHgoMmi3zoBaHe, noAgiliHe
cnine, nnauebo-KOHTPOsIbOBaHe AO0CNIMKEHHA 3 METOI OLHKM BNAVBY LUKNOCUAIKATY LUMPKOHI0 HATPIlO Ha
CepueBO-CyAUHHI Hac/nigkW, MNOB'A3aHi 3 apuUTMIEd B y4aCHUKIB 3 peunavBYOYOl0 rinepkaniemieto, ki
3Haxo4ATbCA Ha XpoHiYHOMY remogianisi (DIALIZE-Outcomes)», kog gocnigpkeHHs D9487C00001, sepcis 3.0
Big 04 kBiTHA 2023; crioHcop - AstraZeneca, AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

17. OHoOBnNeHWiAi NPOTOKOJS1  K/iHIYHOrO  BunNpoG6yBaHHA M14-430 3  iHKOpNOpPOBaHMMU
AaMiHicTpatTuBHMMU 3miHamu 5 Ta 6 | MonpaBkamun 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04 Ta 8 Big 28 niotoro
2023 poky; MpoaoBXeHHs TepMiHy NpoBeAeHHs KNiHIYHOro BUNpoGyBaHHA B YKpaiHi no 31 rpyaHs
2026 poky; IHchopmauisa gnsa nauieHTa Ta iHhopMmoBaHa 3roga Ha ydacTb Y HAyKOBOMY AOCAIPKEHHI Ta
HeO06OB’A3KOBOMY AOCigKeHHi, Bepcia 9.0 gna YkpaiHu Big 08 TpaBHA 2023 pOKY, YKPAIHCbLKOIO Ta
pocilicbkolo MmoBamu; dopma iH(pOpMOBaHOI 3rogM Ha yuyacTb y HEOGOB’A3KOBOMY [OCAMiMKEHHI



(3ropga Ha yyacTb y HEOOGOB’A3KOBOMY AOC/IiMKEHHI 3 onTUMisauil gosu (nigaocnigmkeHHi 3)), sepcia 1
Ana YKpaiHu Big 27 uepBHsA 2023 pokKy, YKpaiHCbKOI Ta pociiicbkoio mMoBamu; [logaTok Ao
IHbopMoOBaHOI 3rogn ANA MNPOAOBXEHHSA JliKyBaHHA YdyacHuKIB Bunpo6ysBaHHs (MpoaoBXeHHs
posLlIMnpeHoi YacTUHU NiKyBaHHA), Bepcia 1.0 ana YkpaiHu Bif 22 TpaBHA 2023 poKy, YKPaiHCbKOIO Ta
pociiicbKkolo MmoBaMu; lok/iHIYHMIA po3ain [ocbe fOCNiAKYBaHOrO JliKapCbKOro 3aco0y YnapauuTuHio
(ABT-494), Bepcis 5.0 Big 21 nunHa 2022 poky A0 NPOTOKO/Y KiHIYHOro BUNpobyBaHHA «baraToueHTpoBe,
paHgoMi3oBaHe, noAgiiiHe cnine, Mauebo0-KOHTPO/IbOBaHE [OBIOCTPOKOBE MPOLOBXKEHE [OC/iIIKEHHS
nigTPMMYYOIT Tepanii g1 BUBYEHHSA eDEKTUBHOCTI Ta 6€3neYHOCTi YnagauntuHioy (ABT-494) y nauieHTis 3
XBOpO60K KpoHa, siKi 3aBepwmnn gocnimpkeHHa M14-431 um M14-433», ko gocnimpkeHHs M14-430, 3
iHKoprnopoBaHMM AAMiHICTpaTMBHUMK 3MiHaMK 5 Ta 6 | MNonpaBkamun 1, 2, 3, 4, 5, 6 Ta 7 Big 16 nuctonaga
2021 poky; cnoHcop - AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmachloTikans 'm6X», LLseliuapis

18. MpoToKon KNiHIYHOrO BMNPOGYBaHHs, Bepcia 6.0 Big 10 nunHA 2023 p., aHrNiINCbKOO MOBOIO;
CuHoncuc npoTokony KMiHiYHOro BUNpoOGyBaHHsA, Bepcia 6.0 Big 10 nunHa 2023 p., yKpaiHCbLKOIO
MOBOIO [0 NMPOTOKO/Y K/iHIYHOro AOC/iAKeHHS «poCneKkTUBHE, paHAOMI30BaHe, NOABIHe cnine, niauebo-
KOHTpO/IbOBaHe, GaraToLeHTpoBe AOCNIMKEHHS, fKe NMPOBOAWUTLCA 3 METOH BMBYEHHSA e(qIEKTUBHOCTI Ta
6e3nekn npenapaty NT 201 npu NikyBaHHI CNACTUYHOCTI HWKHIX KIHUIBOK, CAPUYMHEHOI iHCY/IbTOM ab6o
TPaBMaTUYHMM MOLUKOKEHHAM MO3KY Y [OPOC/MX NauieHTiB, 3 NOAasiblUMM BIAKPUTUM PO3LUMPEHVUM
nepiogomM [AOCMiMKEHHsT 3 abo 6e3 KOMOGIHOBAHOrO JiKyBaHHSI BEPXHIX KiHLIBOK», KOA AOCAiAKEHHS
M602011014, Bepcis 5.0 Big 17 BepecHs 2020 p.; cnoHcop - Mepu, ®@apmacbkioTikans T'M6X, HimevunHa (Merz
Pharamaceuticals GmbH, Germany)

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAINIC YKP»



