Jopartok 1

«Mepenik cyTTeEBMX MonpaBoK A0 MPOTOKOMIB KAiHIYHUX BUMNPOOYBaHb, PO3rNAHYTUX HAa 3acifaHHi
HTP Ne 41 Big 07.12.2023, Ha siKi 6y oTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEpPTiB.»

1. Bpowypa gocnigHuka ans AocnigiKyBaHOro nikapcbKoro 3aco6y naseprtiHié (YH25448), Bepcia 14
Big 14 cepnHsa 2023 poky; 3miHa BignoBigasbHOro AocnigHUKa 00 NPOTOKOY KNIHIYHOIO AO0C/IAKEeHHS
«PanpgomizoBaHe, noagiiHe cnine pgocnimpkeHHs ®asun 1l gna ouiHKM edIeKTUBHOCTI Ta 6e3Mne4YHOCTi
nasepTiHidy B NopiBHAHHI 3 rediTiHIbom K Tepanii nepLwoi AiHii B NauieHTiB 3 MiCLLeBO-NOWNPEHM abo
MeTacTaTU4YHUM HeAPiIGHOKNITUHHNM pakoM JIEreHiB 3 MyTali€lo, WO CEHCUTU3YE peLenTop enigepMasibHoro
chakTopa pocTy», koa gocnimpkeHHs YH25448-301, sepcis 2 Big 03 BepecHst 2020 poky; cnoHcop - Yuhan
Corporation, Republic of Korea / FOxaH KopnopeiiwH, Pecny6nika Kopes

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO CTANO
nikap WeBHsa C.M. K.M.H. MaweBcbka O.B.
KomyHasibHe HekomepLiiHe nignpuemcTeo | KomyHasibHe HekomepLiiHe nigNnpPUeEMCTBO
«[MofiNbCbKWii  perioHaNbHUn ~ LUEHTP  OHKoAOrii | «[oAiIbCbKNiA  perioHaslbHUIA ~ LLeHTP  OHKOJOTIT
BiHHMLUBKOT obnacHoi paan», BiaAiNeHHsA | BiHHMUBKOT obnacHoi paan», BiAAiNEeHHS
Ximiotepanii, M. BiHHMUSA XimioTepanii, M. BiHHMUA

2. OHoBneHui MpoTokon KniHiuHoro BunpooyBaHHA WN42086, Bepcis 4 Big 28 6epe3HAa 2023 poky,
aHrniicbKo MOBOIO; 3MiHa KOHTPAKTHOT JOCAIAHULBLKOT OpraHisauii, BignoBiganbHOI 3a NPOBeAeHHA
pocnipkeHHA B YKpaiHi (3asBHUKA) 3 ToBapuctBa 3 O6mexeHow BignosiganbHicTio «KOHTpaKTHO-
AocnipHuybka  OpraHizauyis  IHHocphapm-YkpaiHa» Ha  TOBAPUCTBO 3  OBMEXEHOR
BIAMNOBIAANBHICTIO «MiMifi KOKPEWH»; WN42086 OcHoBHa IHcopmauis ans nauieHta Ta hopma
iHhopmoBaHoi 3rogu, Bepcia 6.0 ana YkpaiHu, aHr1iicbKOlo MOBOIO Bif, 22 TpaBHA 2023 p.; WN42086
OcHoBHa IHchopmania gna nauieHta Ta copma iHchopmoBaHOI 3roan, Bepcis 6.0 ans YkpaiHu,
YKpaiHCbKOI MOBOIO Bif 22 TpaBHA 2023 p.; WN42086 OcHoBHa IHhopmaduia ans naudieHta Ta popma
iHhopmoBaHoi 3roau, Bepcia 6.0 onAa YKpaiHu, pociiicbkolo MOBOIO Big 22 TpaBHA 2023 p.; WN42086
IHhopmauia Ta chopma iHhopMoBaHOI 3rogu Ansa 6aTbkiB, Bepcia 6.0 gna YkpaiHu, aHrniicbKoto
MOBOIO Bif 22 TpaBHA 2023 p.; WN42086 IHchopmauia Ta popma iHchopmoBaHOi 3rogu ansA 6aTbkiBs,
Bepcia 6.0 onsa YkpaiHu, yKpaiHCbKOI0 MOBOIO Bif, 22 TpaBHA 2023 p.; WN42086 IHchopmauisa Ta dopma
iHcbopmMoBaHOiI 3roau ansa 6atbKiB, Bepcia 6.0 gns YKpaiHu, pocilicbKolo MOBOIO Bijf, 22 TpaBHA 2023 p.;
WN42086 IHchopmauis ana naudieHta Ta hopma iHthopmMmoBaHoOi 3rogu ansa pitei Bikom Big 14 ao 18
pOKiB, Bepcisa 4.0 onsa YKpaiHu, aHrNiicbKO MOBOIO Bijg, 22 TpaBHA 2023 p.; WN42086 IHchopmauis gns
nauieHTa Ta popma iHpopMoBaHOI 3roau ans giteil Bikom Big 14 ao 18 pokiB, Bepcis 4.0 gna YKpaiHu,
YKpaiHCbKOI0O MOBOK Big 22 TpaBHA 2023 p.; WN42086 IHcdopmauia ana nauieHta ta chopma
iHbopmoBaHoi 3roau ans giteii Bikom Big 14 no 18 pokiB, Bepcis 4.0 ona YKpaiHu, pociiicbKol MOBOIO
BiA 22 TtpaBHA 2023 p.; Aocbe A[oOCNifMKYyBaHOro nikapcbkoro saco6y Ocrelizumab, Mogynb 2
«®diHronimoa, TBepaa Kancyna, 0,5 mr. NMnawe6o go diHronimoa, TBepAa Kancyna», Big sepecHs 2022
P., aHrNificbKo0 MOBOIO; 3aslyyeHHA A0AATKOBOI BMPOOHMYOI AiNbHULI BTOPMHHOIO NakyBaHHA Ta
MapKyBaHHA [AOC/iMKyBaHOro nikapcbKoro 3acoby ®diHronimop, TBepga kKancyna 0,5 mr a6o
BignoBigHoro nnauye6o, DHL Supply Chain Operations GmbH, Germany; MogoBXeHHA TepMiHy
NpUAaTHOCTI AOCNiAKYyBaHOIro JiKapCbKoro 3acoby diHronimopg, TBepga kancyna, 0,5 mr go 18
MicAuiB; MogoBXeHHA TepMiHYy NPUAATHOCTI BiANOBIiAHOrO nnayeto A0 AOCNiAKYBAHOrO NiKAPpCbKOro
3aco6y ®diHronimoa, TBepaa Kancyna Ao 24 wmicAuiB; 3pasoK MapKyBaHHA Onictepy Aans
[ocnipKyBaHOro nikapcbkoro saco6y ®iHronimog 0,5 mr ab6o nnauye6o, 8 TBepagux Kancyn, Big 5
TpaBHA 2023 p., YKpPAIHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA KOpoOGku gna didvronimop 0,5 mr ado
nnaue6o, 4 6nictepu No 8 TBepaUX Kancyn B KOXXHOMY, Bif 5 TpaBHA 2023 p., YKPaiHCbKOIO MOBOIO;
HaBuanbHe Bigeo_Educational video, Bepcia V1.0_Mod 1, ykpaiHCbKOW MOBOW; HaBuasibHe
Bigeo_Educational video, Bepcia V1.0_Mod 2, ykpaiHCbKkoo MoBol; HaBuanbHe Bigeo_Educational
video, Bepcia V1.0_Mod 3, ykpaiHCbkKoo MoBow; HaBuanbHe Bigeo_Educational video, Bepcis
V1.0_Mod 1, pociiicbkoio moBot; HaBuanbHe Bigeo_Educational video, Bepcia V1.0_Mod 2,
pociiicbkolo MoBoto; HaBuanbHe Bigeo_Educational video, Bepcis V1.0_Mod 3, pocilicbkoio MOBOIO;
KepiBHMUTBO A0 PI3 ans yuacHuKiB Ta 0Cib, siKi 34iACHIOIOTbL gornapg, sepcisa 3.0, Big 28 6epe3Hsa 2023
P., YKpaiHCbKOIO MOBOO; KepiBHULTBO A0 PI3 AnA yuacHUKIB Ta OCi0, siKi 34iliCHIOI0TL Aornsaa, Bepcisa
3.0, Big 28 6epe3Hsa 2023 p., poCiiCbKOIO MOBOIO; IHCTPYKLIiT 3 npuilomy npenaparty BgomMa, hiHanbHa
Bepcia 7.0, Big 05 KBiTHA 2023 p., YKpAiHCLKOIO MOBOIO; IHCTPYKUii 3 npuidiomy npenaparty BAOMA,
thiHanbHa Bepcis 7.0, Big 05 KBiTHA 2023 p., pociiicbkotlo MoBO1O; MpuBiTanbLHUI NUCT, Bepcina 2.0, Big,
28 6epe3Ha 2023 p., yKpaiHCbKOK MoOBOLO; MpuBiTasibHUIA NucT, Bepcia 2.0, Big 28 6epesHsa 2023 p.,
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pociiicbkoto moBoto; IHchopMauiiiHuii nucT gnsa wWwKkin, Bepcis 2.0, Big 28 6epe3Hs 2023 p., yKpaiHCbKOIO
MoBolto; IHchopMmauiiiHuii NucT ansa wkin, sepcia 2.0, Big 28 6epe3Hsa 2023 p., poCilficbKOIO MOBOIO;
CueHapiii HaBYa/IbHOTO Bifeo, Bepcia V2.0, Big 28 G6epe3HAa 2023 p., yKpaiHCbKOO MOBOI; TeKkCT
HaBYa/IbHOTO Bigeo, Bepcia V2.0, Big 28 Gepe3HAa 2023 p., pociiicbkoio MOBOI; JIuct npo HaGip
nauieHTiB/enekTpoHHe NOBIAOMJIEHHA ANA cimeii, Bepcia 2.0, Big 28 6epe3Ha 2023 p., yKpaiHCbKOKO
MOBOI0; J/IUCT Npo HalGip y JocnifgkeHHAleNneKTPOHHUIA NUCT ANA 4vneHiB ciM’i, Bepcia 2.0, Big 28
Gepe3HsA 2023 p., pociiicbkolo MOBOIO; Bpolwypa aocnimkeHHA, Bepcia 2.0, Big 28 6epe3Hsa 2023 p.,
YKpaiHCbKOI0 MOBOW; Bpolwypa aocnipkeHHA, Bepcia 2.0, Big 28 Gepe3Hsa 2023 p., poOCilicbKoto
MOBOI0; KepiBHMLUTBO 3 yyacTi B gocnigxeHHi, Bepcia 4.0, Big 28 6epe3Hsa 2023 p., yKpaiHCbKOIO
MoBOI0; KepiBHMLUTBO 3 yyacTi B gocnigxeHHi, Bepcis 4.0, Big 28 6epe3HA 2023 p., pOCiiCbKOIO MOBOIO;
IHchorpadhika gocnigxeHHs, Bepcia 2.0, Bifg 28 6epe3Hsa 2023 p., YKpaiHCbKOO MOBOIO; IHhorpacpika
pocnipxeHHs, Bepcia 2.0, Big 28 6epe3Hs 2023 p., pocificbkolo MOBOIO; JIUCT nikapto, Bepcia 2.0, Big 28
Gepe3Hs 2023 p., ykpaiHCbLKOIO MOBOIO; JlIuCT nikapto, Bepcis 2.0, Big 28 6epe3HA 2023 p., pociiicbKoto
MoBoOI0; 3MiHa BignoBigasIbHOro AocnigHMKA Ta 3MiHA Ha3BU MicuA NpoBefieHHs BUNPOGYBaHHA [0
NPOTOKOMY  KAiIHIYHOrO  AocnimkeHHs «BAFATOLIEHTPOBE PAHAOMI3OBAHE MOABIVIHE CHIME
JOCNIAKEHHA 1l DA3UM 3 MOABINHOK IMITALLIEIO 4719 OLIHKW BE3MEYHOCTI TA EQEKTUBHOCTI
OKPEMI3YMABY Y MOPIBHSAHHI 3 ®IHFOMIMOAOM Y AITEMN TA MIANITKIB 13 PELIMAVBYHOUO-
PEMITYHOUMM PO3CIAHVM CK/TIEPO30M», koa gocnimpkeHH WN42086, sepcisa 3 Bif, 26 kBiTHA 2022 poky;
cnoHcop - ®. XohdmanH-/1s Pow JITg, Weeliyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asBsHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

BYNO CTA/O
O.M.H. KupnueHko A.T. nikap 3anisHsak T.0.
KomyHanbHe nignpuemcteo | KomyHanbHe nignpueMcTBo  «PerioHanbHUiA
«[HinponeTpoBCbKa O6GNacHa AuTA4YA K/iHiYHA | MEAWYHMA  LUEHTP  POAUHHOIO  340pPOB’A»
nikapHa» [HinponeTpoBCbKOi 06MacHOi paawu, | [HiNnponeTPoOBCbLKOI o6nacHoi pagu»,
HelipoxipypriuHe BiaaineHHs 3 HEBPOJIOTIUHUMK | BigAineHHA  Heilipoxipyprii Ta  HeBposorii,
Koiikamu, M. [IHinpo M. [JHinpo

3. OHOB/NEeHWI NPOTOKON 3 iHKOpnopoBaHoK nonpaBkoto 8 Big 01 BepecHA 2023 poKy; Bpouwypa
pocnigHuka: TopauuTuHIo Big cepnHa 2023 p., Bepcia 19.0; A3921165 IHdopmauis ana 6aTbkiB Ta
thopma iHchopmoBaHOI 3roan Ha yyacTb Yy AOCNiAKEHHI, HA OCHOBI Bepcii Ha piBHi AocnimKeHHs Big 14
BepecHsa 2023 p., Bepcia gna YkpaiHu 12.1.0 Big 06 xoBTHA 2023 p. YKPAiHCbKOI Ta POCIACbKOIO
moBamu; A3921165 IHdopmauia ans nauieHta Ta ¢opma iHoOpmMOBaHOI 3roauM Ha y4yacTb Yy
[ocnigpKeHHi, Ha OCHOBI Bepcii Ha piBHi gocnimxeHHA Big 14 BepecHa 2023 p., Bepcia gnsa YKpaiHu
12.1.0 Big 06 oBTHA 2023 p., YKpalHCbKOK Ta pociiicbkoo MoBamu; A3921165 IHdopmauia ansa
nauieHTa Ta popma 3rogm Ha yuacTb y AOCAiQKEeHHi ANA nayieHTIiB Bikom 14-17 pokiB, Ha OCHOBI Bepciil
Ha piBHi gocnipkeHHA Big 14 BepecHAa 2023 p., Bepcia gna YkpaiHm 12.1.0 Big 06 xoBTHA 2022 p.,
YKPaiHCbKOI Ta POCiiCbKOK MOBaMM [10 MPOTOKOY K/1iHIYHOro A0oCAigpKeHH «EEKTUBHICTb, 6€3NEYHICTb,
nepeHocuUMIcTb i hapmakokeHeTuka TohauuTUHIGY npu NikyBaHHI CUCTEMHOIO HOBEHIIBHOIO ifionaTuyHoro
apTpuTy (CtOIA) 3 aKTUBHUMY CUCTEMHVMMMW NposiBaMU Yy AiTel Ta nignitkie», ko4 gocnimkeHHs A3921165, 3
iHKOpPNOPOBaHO NOMNPaBKo 7 Bif 22 cepnHa 2022 poky; cnoHcop - MNdyaiizep IHk, CLA [Pfizer Inc, USA]
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

4. bpollypa gocnigHuKa gocnigpxkysaHoro sikapcbkoro 3aco6y Hipanapi6 (Niraparib)/ 3emxyna (Zejula)
(GSK3985771, MK-4827), Bepcia 15 Big 23 uepBHA 2023 poKy aHINiicbKoO MOBOL; Bpowypa
[ocnigHuKa AocnimxyBaHOro nikapcbkoro 3acooy floctapnima6 (Dostarlimab) (Takox Bigomoro siK
TSR-042), Bepcis 08 Big 14 nunHsa 2023 poKy aHr1iiCbKO MOBOLO; IHhopmaLiiiHUiA TINCTOK NalieHTa Ta
thopma iHchopmoBaHoi 3rogu, Bepcis 12.0 Big 06 BepecHA 2023 poKy YKpPaiHCbKOK Ta POCiliCbKOLO
MoBamu; JIucT nauieHTa/onikyHa Ha 36ip AaHuXx, Bepcis 2.0 Big 18 BepecHs 2023 poKy YKpaiHCbKOI Ta
pociiicbkolo MmoBamMu; CnpouieHe Jocbe 3 SKOCTi fOC/NiAKyBaHOro slikapcbKoro 3aco6y floctapiimat
(Dostarlimab), 50 mr/mn, Bepcisi 2 aHrNilicbKOO MOBOIO; 3aJlyUeHHA [,0AaTKOBOI BUPOGHNUOI AiNbHUL
ANA aocnipxysaHoro nikapcbkoro saco6y floctapnima6b (Dostarlimab), 50 mr/mn: Nelson Laboratories,
CLWLA; focbe pocnipxyBaHoOro nikapcbkoro 3acooy Mnaue6o ao Hipanapioy (Niraparib), kancynn,
Bepcisa 1 aHriiiicbkolo MoOBOIO; CnpoujeHe [locbe 3 AKOCTi AOCAILKYBAHOIO JliKAPCbKOro 3acoly
Hipanapi6 (Niraparib), kancynn, 100 mr, Bepcis 1 aHrniicbKold MOBOI; 3MiHA Ha3BU BUPOOHUNYOI
AinsiHkm 3 Mayne Pharma, Inc., CLLA Ha Catalent Greenville Inc, CLLUA ans gocnigxyBaHUX NiKapCbKuUx
3aco6iB Hipanapi6é (Niraparib), kancynu, 100 mr ta Mnaue6o go Hipanapioy (Niraparib), kancynu;
KopoTka xapakTepucTuka fnikapcbKoro 3aco6y 3emxyna (Zejula), kancynu, 100 mr, Big 18 nunHa 2022
POKY aHrniiCbKoO MOBOK [0 NPOTOKO/Y KAIHIYHOTO AOChigXeHHs «PaHgomizoBaHe, MOABIMHO chine
pocnimpkeHHss casn 3 NopiBHSAHHA nnaTMHOBMICHOT Tepanii i3 npenapatom TSR-042 Ta Hipanapibom 3i
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CTaHAApPTHOK NNaTUMHOBMICHOK Tepanieto B AKOCTi 1-1 NiHil NikyBaHHA HEMYLMHO3HOTO eniTeniasibHoro paky
seyHukiB Il abo IV cTagii», kog gocnigxeHHs 3000-03-005/ENGOT-0OV44, sepcis 8.0 Big 01 ntotoro 2022
poky; cnoHcop - TESARO, Inc., CLLA

3asaBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

5. 36isbLIEHHA 3an/1aHOBAHOI KiJIbKOCTi [OC/iAKYBaHUX O/1 BK/IIOYEHHSA Y BUNPOOYBaHHA B YKpaiHi 3
90 go 120 oci6; CTikep 3 iHhopmauielo NPo NPUNMHEHHA HAGOPY NaLiEHTIB, AKI NPOXO4UIN GIONOTiYHY
Tepanito, pegakuisa Nel, nepeknag 3 aHriiCbKOi MOBU Ha YKpaiHCbKy MOBY Bifg 30 »oBTHA 2023 p.,
nepeknag 3 aHrnincbkoi MOBU Ha pociiicbky MoBY Big 30 »XOBTHA 2023 p. 40 NPOTOKOY KAiHIYHOMO
pocnimpkeHHs «baratoueHTpoBe paHaomizoBaHe, NOABIHO cnine, nnauebo-KOHTpoiboBaHe AoCimKeHHs I
ha3n 3 MEeTol OUiHKM Oo3aHiMoAay AN MepopasibHOro NpuitoMy NpW MPOBEAEHHI NigTpuMmyrouol Tepanii
naujieHTaM i3 cepegHbOTSHKKUM ab0 TSHKKUM nepebirom XxBopobu KpoHa B akTUBHI chopMi», KOA AOC/iIHKEHHS
RPCO01-3203, lMNMonpaska 6.0 Big 16 6epe3Ha 2023 p.; cnoHcop - «CengxeH IHTepHewHn Il Capn» (Celgene
International Il Sarl), LLiBeliyapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AN-YKPAIHA»

6. 3miHa Ha3BU MicUA NPOBEeAEHHA K/iHIYHOro BUNPOGYBAaHHA [0 MPOTOKO/Y K/IIHIYHOMO AOCAIAKEHHS
«PaHgomizoBaHe, noggiiiHe cnine gocnimpkeHHs Il pasm kombiHauii neméponisymady (MK-3475) 3 abo 6e3
nexHBaTuHi6a (E7080/MK-7902) y paHille HenikoBaHUX NaUi€EHTIB 3 MeTacTaTUYHUM HEAPIOGHOKNITUHHUM pakoMm
neredb (HOKPJT) 3 nokasHukom nponopuii nyxamHm (TPS), wo 6inblwe abo gopiHioe 1% (LEAP-007)», kopg,
pocnipkeHHs MK-7902-007, 3 iHkopnopoBaHoto nonpaskoto 07 Big 18 cepnHa 2022 poky; cnioHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYJIO CTANO
AnpekTtop MNMapamoHos B.B. AvpexTop lNapamoHoB B.B.
KomyHasnbHe HekomepLUiiHe nignpuemcTeo | KoMmyHasibHe HekomepLiinHe nignpueMCTBO
«KniHiYHWiA LeHTp OHKOJOTT, rematonorii, | «KniHiuHni LEeHTp OHKOJOTT, remaTosorit,

TpaHcnaHToNori  Ta  nasiaTMBHOI  AOMOMOrM | TpaHcnaaHtonorii  Ta  naniaTMBHOI  4OMNOMOTU
Uepkacbkoi o6nacHoi pagw», o6GnacHuii ueHTp | Yepkacbkoi o6nacHoi pagv», BigAin KniHivyHOL
KNiHiYHOT OHKoOJOrii (OHKOXiMiOTEepaneBTUUYHMIA), | OHKONOTIT (oHKOXiMiOTEpPANEBTUUYHMIA),
M. Yepkacu M. Yepkacu

7. Bpowypa gocnigHuka, FASLODEX™ (fulvestrant, ZD9238), BugaHHsa 24 Big 08 ntotoro 2023 poky,
aHrniicbKo MOBOLO; 3MiHA agpecu cnoHcopa K/iHiYHOro Bunpo6yBaHHs Byno: 235 East 42nd Street,
New York, NY 10017, USA /235 Byn. IcT 42, m. HblO-I7|0pK, wrar HbIO-l‘/’lopK, 10017, CLUA; Ctano: 66
Hudson Boulevard East, New York, NY 10001-2192, USA/ 66 l'ya3oH BynbBap IcT, Hbto-Mopk, HA 10001-
2192, CLWIA [0 npoTtokosny KiiHiyHoro pocnipkeHHsa «MPOTOKON MPOAOBXEHHA NIKYBAHHA
YUACHUKIB KNHIYHNX AOCAIAXKEHE NANBOUUKAIBY, CMOHCOPOM HAKMX € KOMMAHIA
«MDAVI3EP», kog pocnimpkeHHs A5481173, ocTaTouHWIA npoTtokon, 17 nuctonaga 2021 p.; cnoHcop -
Mdpaiizep IHk., CLUA

3anBHuK - Mdpansep IHk., CLUA

8. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3BU MicLA NpoBeAeHHs K/iHIYHOro BUNPOGYBaHHS;
Matepianu ana nauieHtiB «HoBa iHcdopmauis npo KMAIHIYHE AOCNIAXEHHSA» Bepcia 1.0, aarta:
13/07/2021 pnAa YKpaiHW YKpPaiHCLKOKO MOBOKO [0 MNPOTOKO/Y KAIHIYHOMo AochimpkeHHs «MibkHapoaHe,
paHgoMi3oBaHe, NoAgiHe criine, niauebo-KOHTPO/IbOBaHe AOCAiMKEHHS Pa3n 3 3 METOH OLiHKA BNAUBY
LMKIOCUNIKATY LMUPKOHIl0 HATPilo Ha NPorpecyroyy XPoHiYHY HUPKOBY HepocTaTHicTb (XHH) y yyacHwukiB 3
XHH Ta rinepkastiemieto abo i3 pu3nKom rinepkasiiemii», kog, gocnigxeHHss D9488C00001, nonpaska 1, Bepcis
2.0 Big 08 uepBHA 2022 poky; cnoHcop - AstraZeneca, AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
nikap Fopowko O.C. nikap Kyesga I.1.
KomyHasibHe HekomepLiiHe nignpuemctso | KomyHasibHe HekomepLinHe nigNnpUeEMCTBO
KniBcbkoi o6nacHoi pagn «KuiBcbka o6GnacHa | KuiBCcbkoi 06nacHoi paan «KuiBcbkuiA oGnacHwuii
NiKapHA», KOHCYNbTaTMBHO-/TiKyBa/lbHE BiAMdINEHHS, | LEHTP peabGinitayiiHol MeAULVHUNY,
M. KniB KOHCY/IbTATMBHO-/1iKyBa/lbHE BigAineHHsi, M. Knuis




9. MK-3475-585, YkpaiHa, IHchopmaLis Ta AOKyMeHT npo iHhopMoBaHy 3roay ANA nauieHta Bepcia 07
BiA 14 nuctonaga 2023 p. yKkpaiHCbKOIO MOBOIO; 3MiHa Ki/IbKOCTi AoCNifKyBaHUX Y CBiTi 3 1239 o 1404
CKpuHOBaHuX (3 860 no 1122 paHaomizoBaHUX) 0Ci6G; 3MiHa KiIbKOCTI AOCNifKyBaHUX B YKpaiHi 3 35 A0
23 ckpuHoBaHUX (3 25 g0 23 paHgoMi3oBaHWX) OCI6 [0 MPOTOKONY KAIHIYHOTO  AOCHIAKEHHA
«PaHgomizoBaHe, noggiliHe-cnine KhiHiyHe pocnigkeHHsa Il dasm nem6ponisymady (MK-3475) T1a
ximioTepanii (XP abo FP) B nopiBHsHHI 3 niauebo Ta ximiotepanieto (XP abo FP) B AakocTi Heoas'toBaHTHOrO /
aA'toBaHTHOrO JiKyBaHHS Maui€HTIB 3 aeHOKApPUMHOMOK LLUYHKY Ta LWIYHKOBO-CTPABOXiAHOIO 3‘€QHaHHS
(WC3) (KEYNOTE-585)», koa, pocnimkeHHst MK-3475-585, 3 iHkoprnopoBaHoto nonpaskoto 09 Big 24 cepnHs
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasibHICTI0 «MC/ YkpaiHa»

10. Bpowypa ansa aocnigHuka 3 npenaparty acgadiuuH (Debio 1450), peaakuisa 12.0 Big 24 )xoBTHA 2023
P. 0O NPOTOKO/Y KNiHIYHOro AOCNifKeHHA «PaH4oMi30BaHe BigKpuUTe AO0CNIMKEHHS 3 aKTUBHUM KOHTPOSEM,
O NpOBOAMTBCA 3 METOH OUiHKM 6e3neyHoCcTi, nepeHocumocTi i edekTMBHOCTI adhabiuuHy Ans
BHYTPILLIHLOBEHHOIO / NepopanibHOro 3aCTOCYBaHHSA MPu JliKyBaHHI NauieHTIB 3i cTaiNOKOKOBUMU iHPEKLIAMN
KICTOK abo cyrnobis», kog gocnigpkeHHs Debio 1450-BJI-205, octatouHa pegakuis 6.0 3 iHTerpoBaHow
Monpaskoto 3 Big 01 nuctonaga 2021 p.; cnoHcop - «eb6iodhapm IHTepHewHN CA» [Debiopharm International
SA|], Weeliuapis

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

11. MpoTokon KniHiYyHoro BunpooyBaHHs DF-006-1001, Bepcia 9.0 Big 20 BepecHsa 2023 poky,
aHrnincbKo MoBOH; IHdhopmaLiliHMiA nucT | Popma iHhopmoBaHOi 3roau, YactuHa 3, ans YkpaiHu,
Bepcis 2.0 Big 07 nuctonaga 2023 poKy Ha OCHOBI MaiicTep-Bepcii ®I3 Bepcis 3.0 Big 18 xoBTHA 2023
POKY, aHrNifiCbKOK Ta YKPAiHCbKOIO MOBaMM [0 MPOTOKO/Y KAiHIYHOrO AocnimxeHHsa «[lloagiliHe cnine,
paHaomizoBaHe, nnauebo-KoHTPosIboBaHe A0C/iMKeHHSA 1 dha3n 3 nepLumMMm 3acTOCyBaHHAM NepopasibHOro
npenapaty DF-006 y ntogeii gna ouiHku 6e3nekn, NepeHOCUMOCTi i (hapMaKOKIHETMKM NiCAs NePOPasIbHONO
NpWinomMy OZHOKpaTHOI 403K | baratokpaTHux fo3 npenapaty DF-006 y 3gopoBux oci6 (HacTuHa 1 i YacTuHa 2)
Ta y nauieHTiB 3 XpPOoHiYHMM renatutom B (YacTtnHa 3)», kog gocnimkeHHs DF-006-1001, sepcis 8.0 Big 25
TpaBHs 2023 poky; cnoHcop - YWkeussaH Ao KOaHb BalioTexHonoaxi JIta. (Takox BigoMa sik komnaHis «dpar
dapm»), Kutaii /Zhejiang Yao Yuan Biotechnology Ltd. (also known as Drug Farm), China

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa



