Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne19 Big 06.10.2022,
HTP Ne32 Big 06.10.2022, Ha siki 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «KniHiYHe JocnigpKeHHs 3 OLiHKM BGi0EKBIBaIEHTHOCTI iKapCbKMX 3ac06iB «ApUTMin», Tabnetkn no 200 wr,
Bupo6HuyTBa MAT HBL, «Bopuariscbknii X®3» Ta «Cordarone®», tabnetkn no 200 mr, BMPOGHULTBA
«Sanofi-Aventis» 3a yyacTio 370poBuX A06pOBOMbLIB», koa aocnimpkeHHss BHFZ B-2001, Bepcis 02 Big
08.09.2022 p., cnoHcop - NMAT HBL, «BopLuariBcbknit X®3», YkpaiHa

JocnigpkeHHs1 6i0eKBIBaNIEHTHOCTI

3asBHuK - MAT HBL, «bopLiariBcbknii XP3», YkpaiHa

Ne M.l.6. BignoBigabHOro AocnigHmka
n/n Ha3Ba MicLs npoBeAeHHS K/1iHIYHOro BUNPO6YBaHHS
1 ron. nikap Aptuw B.1.

MepguuHuii ueHTp TOB «KniHika IHHO®AP - YkpaiHa IHHOBelTiB ®apma Pecepu», UepHiBeLpka 0611.,
HoBocenuubkuii paioH, ¢. bosHu

2 k.6.H., 3aB. na6. Cabko B.€.
BioaHanitTnuHa nadopatopia TOB «KniHthapm», M. IpneHb

2. OHOB/IEeHUI NPOTOKOJ1 K/iHIYHOrO BUMNPOGYBaHHsA, Bepcia 5 Big 24 ciuHa 2022 p.; Popma
iHhopmoBaHoi 3roau, Bepcia 3.0 ans YKkpaiHu yKpaiHCbKOIO Ta pocilficbKkolo moBamMmu Big 14 kBiTHA 2022
p. Ha ocHoBi maiicTep-Bepcii hhopmu iHchopmoBaHOiI 3roau ansa gocnimpkeHHs BO42162, Bepcis 5 Big 21
ciyHa 2022 p.; Popma iH(pOpMOBaHOI 3roau Ha MNpPOBeAEHHA aNbTepPHATUBHUX Bi3UTIB BUISHUM
MeAUYHUM NepcoHasIoM, Bepcif 2.0 Ana YKpaiHu yKpaiHCbKOIO Ta pocilicbkoto MoBamu Big 11 nitotoro
2022 p. Ha ocHoBi Mmaiictep-Bepcii chopmu iHpOpMOBaHOI 3rogu Ha Bi3UTU BUIZHOTO MeAUYHOro
nepcoHany Ana gocnigpxkeHHsa BO42162, sepcia 2 Big 21 ciuHAa 2022 p.; J03Bi1 HA BUKOPUCTaHHA Ta
nepepady iHdopmauii Npo cTaH 300pOB’A HeMOBAATWU, Bepcia 1.1 Ana YKpaiHuW yKpalHCbKOKO Ta
pociiicbkolo moBamu Big 01 BepecHsa 2022 p. Ha ocHoOBi maiicTep-Bepcii popMun [03BOSTy Ha
BUKOPUCTAHHA Ta nepegavy iHcopmauii npo HeMoBnA gnsa gocnigxkeHHs BO42162, Bepcia 1 Big 21
ciuHa 2022 p.; Jopatok 1: MigTBepoXeHHA NauieHTOM OTPUMMAHHA AOCAiAKYBaHOro JliKapCbKOro
3aco0y, Bepcia 1.0 Big 23 kBiTHA 2020 anA YKpaiHN YKPAIHCHKOIO Ta POCIiliCbKOK0 MOBaMU, Ha OCHOBI
HopmaTtuBHOro foKymeHTa 3 BUKkopuctaHHa AJ/13 nig yac cnanaxy COVID-19, Bepcis 3.0, 17 kBiTHA 2020
p.; 3anlydyeHHA goAaTtkoBOl BUPOOHUYOI AinbHuui MxeHeHTeK IHK., CLUA, BignoBiganbHoOI 3a BUNYCK
npenapary nopiBHAHHA Conipic, KOHUEHTPAT AJ151 PO3UNHY A/ BHYTPilWHbOBEHHUX iHdy3iii, 10 mrimn
00 NPOTOKONY K/iHIYHOro AocnifpKeHHA «PaHooMi3oBaHe, BiAKpUTE, KOHTPO/IbOBaHE akTUBHUM MpenapaToMm,
baraToueHTpoBe pochnimkeHHa dasm Il gna  ouiHkm  edekTMBHOCTI Ta 6e3neyvyHOCTi 3acTOoCyBaHHA
KpoBanimaoy B NOPiBHAHHI 3 ekyNisyMaboM Y naLjieHTiB i3 NapoKCU3MasibHO0 HiYHOI reMornobiHypieto (MHI),
AKi paHille He OTPUMYBaUIU JTiKyBaHHS iHriGiTopaMmy KOMNIEMEHTY», Kof, AocnifxkeHHa BO42162, Bepcis 4 Bif,
16 nunHsa 2021 p.; cnoHcop - ®.XodhdmarH-/1a Pow /114, LWBeliuapis

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

3. Bpouwypa pocnigHuka ana R0O7121661 (PD1-TIM3), Bepcia 5 Big uepBHA 2022 p.; Bpowypa
pocnigHuka ana RO7247669 (PD1-LAG3), Bepcisa 4 Big uepBHAa 2022 p.; 3miHa BignoBigasibHOro
AocnigHuKa y Mmicui npoBefeHHA KNiHiYHOro BUNpoGyBaHHA; OHOBJ/IEHA KOPOTKA XapakTepucTuka
nikapcbkoro 3aco6y (SmPC) HiBonyma6 (Nivolumab, Opdivo) KOHUeHTpaTr Ans po3uMHY Ans
BHYTPIlWIHbOBEHHUX iHY3iiA, 10Mr/Ma. 40 NPOTOKONY KAIHIYHOTO AOCAiMKEHHs «PaHAoMi3oBaHe, chine,
KOHTPO/IbOBaHEe aKTMBHWMM NpenapartoM AOC/iMKeHHA dasu 1l Wwo npoBoAMTLCA Y TPbOX rpynax,
3actocyBaHHA npenapaty RO7121661, PD1-TIM3 6icneuncpiyHoro aHTtuTting, ta RO7247669, PD1-LAG3
bicneuniyHOro aHTUTING, Y MOPIBHAHHI 3 HIBO/lyMaboM Yy NauieHTIB i3 NOoLMpeHow abo MeTacTaTUYHOK
NJOCKOKMITUHHOK KapLMHOMOK CTpPaBoxoAy», Kof, nocnimkeHHs BP42772, sepcia 3 Big 02 notoro 2022 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTg, Wseliyapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «Pow YKpaiHa»

BYNO CTANO
3aB. BigaineHHam Koo63ses O.l. nikap /leoHoBa B.B.
KomyHanbHe HekomepLiiHe nignpuemcTBo | KomyHasbHe HekomepLiiHe nigNpPUeEMCTBO

«O6BNnacHUin  LEHTP OHKOMOriT», OHKOXipypriuHe | «O6nacHWii  LEHTP  OHKOJIOFii»,  OHKOXipypriuHe
BigAiNeHHs opraHiB rpyAHOI NOPOXHUHW, M. XapKiB | BiAAiIEHHA OpraHiB rpyAHOI NOPOXHUHK, M. XapKiB




4. focbe pocnipkKyBaHOro Jiikapcbkoro 3saco0y PaniHenar, Bepcia Big 20 TpaBHA 2022 poKy,
aHrnificbkoo MoBoto; MogoBxeHHs TepmiHy npugatHocTti PaniHenar (APD811) Ta nnaue6o go 48
MicALiB [0 NPOTOKOMIB KAiHIYHMX AocnigpkeHb: «ADVANCE OUTCOMES pocnigxeHHs epeKTUBHOCTI Ta
6e3neyHoCcTi paniHenary, cnpsAMoBaHe Ha MONINWEHHA pe3y/bTaTiB NiKyBaHHA NauieHTIB i3 flereHeBor
apTepiasibHOI0 rinepTeHsieto», kog gocnigpkeHHss ROR-PH-301 (APD811-301), 3 iHKopnopoBaHOK MonpasKoo
4 Big 25 uyepBHA 2021 poky; «ADVANCE EXTENSION Bigkpute po3wmpeHe AOCNIiXEHHA 3 OLiHKM
[OOBroCcTpOKOBOI e(heKkTMBHOCTI Ta 6e3neyHoCTi pasiiHenary B NAaui€HTIB i3 JIEreHEBOK apTepiasibHO
rinepteHsieto», kog gocnimkeHHss ROR-PH-303 (APD811-303), 3 iHKOpNopoBaHO nonpaBkol 3 Big 28
yepBHA 2019 poky; cnoHcop - «tOHanTen Tepamn'toTikc KopnopeiwH» (United Therapeutics Corporation),
United States

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULieo «ANK IOBIA PAC YkpaiHa»

5. YkpaiHa, MK-3475-B68, IHchopMaLifi Ta AOKYMEHT npo iHhopMoBaHy 3roay ANns nauieHTa, sepcis 2.01
BiA4 11 cepnHA 2022p. yKpaiHCbKOKO MOBOIO; OHOBJ/IEHUII 3pa3OK MapKyBaHHA [OC/ifKyBaHOro
nikapcbkoro 3aco6y MK-3475_Kit, Bepcis 2.0 Big 22 6epe3HA 2022 poKy, aHIMIINCbLKOIO Ta YKPAiHCbKOLO
MoBamu; OHOBJIEHMIA 3pa30K MapKyBaHHS AOCAigpKyBaHOro nikapcbkoro 3aco6y MK-3475_Vial, Bepcis
2.0 Bip, 22 6epe3Hs 2022 poKy, aHIJTIACbKOIO Ta YKPAIHCbKOI0 MoBamMu; OHOBJ/IEHUI 3pa30K CNPOLLEHOrO
MapKyBaHHSl 3apeeCcTPOBaHOro B YKpaiHi NlikapCbKoro 3acooby, sikuii 3aCTOCOBYETbLCA B KJliHIUHOMY
BUNpoOyBaHHi gnsa npotokony MK-3475-B68, Bepcis 2.0 Big 17 cepnHA 2022 p., yKpaiHCbKOK MOBOIO 10
NPOTOKONY KNiHIYHOro AocnimkeHHs «JocnigxeHHs Il dha3n nemoponisymady (MK-3475) KOXHI 6 TUXHIB Y
nauieHTiB 3 peumavByovol0 abo pedipakTepHOK Kaacu4yHoW NiMcoMo XoaxkiHa abo y nauieHTiB 3
peunavBeyoyo abo pedpakTepHO0 NEPBUHHO MefiaCcTUHAIbHOK B- KPYNHOKNITUHHO NiMA)OMOI0», KOZ,
pocnipkeHHa MK-3475-B68, 3 iHkopnoposaHoto nonpaskoto 02 Big 01 rpyaHsa 2021 poky; cnoHcop - TOB Mepk
Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

6. OHOBNEHWiT NPOTOKON K/iHIYHOTrO BMNpoGyBaHHA SB17-3001, Bepcia 2.1 anA YKpaiHu Big 26 nunHs
2022 poKy [0 NPOTOKO/Y KAIHIYHOTO JochigpkeHHs «PaHgomisoBaHe, nogpiliHe crine, 6araToueHTpoBe
KniHiYHe gocnipkeHHs doasu I ons ouiHkM edpeKTMBHOCTI, 6€3NeYHOCTi, NTePEHOCMMOCTI, (hapMaKOoKIHETVKN Ta
iMyHOreHHoCTi npenapaty SB17 (3anponoHOBAHOro GioCcUMINAPY YCTeKiHymaby) B MNOPIBHSIHHI 3
npenapatom CTtenapa® B NaujieHTIB i3 OGASWLKOBUM MCOPia3oM CepefHbOro abo TSXKKOro CTyneHs», Kopg,
pocnimpkeHHs SB17-3001, sepcis 2.0 Big 15 notoro 2021 poky; cnoHcop - Samsung Bioepis Co., Ltd, Republic
of Korea

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

7. OHOoBNeHwuii NpoToKoa 3 nonpaBkot 1 Big 12.05.2022 p.; Aoaartok Ao npotokony - KepiBHULTBO
LWoA0 NMPoOBeAEHHSA AOCMIMKEHHA Mig Yac cepilio3HUX nopylieHb Big 20.05.2022 p.; IHdopmauia gns
nauieHTa Ta ®opma iHthopmoBaHoi 3roau — MpoTtokon CNTO1959PSA3005, Bepcis 2.0 yKpaiHCbKOIO
MOBOIO Ana YKpaiHu Big 12.08.2022 ; IHcpopmauia ansa nauieHTa Ta Popma iH(popmoBaHOi 3roau —
Mpotokon CNTO1959PSA3005, Bepcis 2.0 pociiicbkOl0 MOBOK AnA YKpaiHu Big 12.08.2022;
IHchopmaunia gna ocoou, Wo gornsgae 3a nadieHtom, Ta ®Popma iHhopmoBaHoi 3rogu — MpoTokon
CNTO1959PSA3005, Bepcia 3.0 yKkpaiHCbKOIO MOBOI A YKpaiHu Big 12.08.2022; IHchopmaunia gna
oco0u, Wo gornsagae 3a nauieHTom, Ta Popma iHchopmoBaHoi 3rogn — Mpotokon CNTO1959PSA3005,
Bepcia 3.0 pocilicbkolo MoBOK Ans YkpaiHu Big 12.08.2022 a0 NpOTOKONY KAiHIYHOTO BUMNPOOGYBaAHHS
«BbaraToueHTpoBe, paHAoMi30BaHe, NoABiHe crine, nauebo KOHTPOIbOBaHE KNiHiYHe aocnigkeHHs 3b chaszm
0N OUiHKM edDeKTUBHOCTI Ta 6e3neYHOCTi NPU3HAYEHOro NiAWKIPHO rycenbKyMaoy Yy nauieHTiB 3 akTUBHUM
ncopiaTuyHUM apTPUTOM, SKi paHille Mann HeJOCTaTHIO BiAnoBiAb Ta/abo HenepeHoCUMICTb JliKyBaHHA O4HUM
3 iHribiTopiB hakTopy HEKPO3y NyX/vH anbda», kog gocnipkeHHs CNTO1959PSA3005, sig 13.04.2021 p.;
cnoHcop - «AHCCEH ®APMALIEBTUKA HB>», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

8. OHOBNEHMIT NPOTOKOJ 3 NonpaBKoto 2 Big 08.07.2022 p.; JoAaTok A0 NPOTOKOy: KepiBHULTBO WoA0
npoBefeHHs1 KMiHIYHOroO BMNPOGYBaHHA Yy pasi cyTTeBUMX 3060iB, Big 14.07.2022 p.; Bpouwypa
AocnigHuka JNJ-80202135 (nipocalimab), BugaHHAa 7 Big 15.06.2022 p.; IHchopmauia gnsa naulieHTa 1a
dopma iHchopmoBaHoi 3rogn — Mpotokon 80202135SLE2001, Bepcisa 3.0 yKpaiHCbKOIO MOBOIO A4S
YkpaiHu Big 15.08.2022; IHchopmauia anAa nauieHTa Ta Popma iHchpopmoBaHoi 3rogu — MpoTokon
80202135SLE2001, Bepcia 3.0 pociiicbkolo MOBOIO A/is YKpaiHu Big, 15.08.2022.; OHOBNeHUiA po3gin
2.1.S pocbe pocnimpKyBaHOro nikapcbkoro 3aco6y Hinokanimaé (M281) Big uepBHA 2022 p.;
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OHoBneHuid po3ain 2.1.P gocbe pocnigxyBaHoro siikapcbkoro 3aco6y Hinokanima6 (M281) Big uepBHA
2022 p.; OHoBNEeHwuii po3gin 2.1.A gocbe AocnigKyBaHOro nikapcbkoro 3aco6y Hinokanima6 (M281) Big,
yepBHs 2022 p.; OHoBneHi po3ainu sIMPD Big 13.06.2022 Ta SPC ans po3unHy HaTtpito xnopuay 0,9%.;
36inbleHHA TepmiHy npugaTtHocTi A/13 Hinokanima6, po3unH ans iHdysiin, 30 mr/mn 600 mr, 20 mn, Ao
30 micAuiB A0 NPOTOKO/Y KAIHIYHOTO BUMPOOYyBaHHA «baraToLeHTpPoBe, paHAoMi3oBaHe, NoAgiliHe chine,
nnaue60 KOHTPO/IbOBaHe, B NapasiesibHUX rpynax KniHiyHe AocnidXeHHA HinokaniMaoy y J0poCc/InX NayieHTiB
3 aKTMBHWM CUCTEMHUM YEpBOHUM BOBYAKOM», KO AochimxkeHHsa 80202135SLE2001, 3 nonpasBkow 1 Bif
27.05.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

9. 3a/lydeHHsA HOBMX Micub NpoOBeAeHHSA KAiHIYHOroO BUMNPOGYBaHHA [0 MNPOTOKOMY KAiHIYHOIO
pocnigxeHHa PaHgomizoBaHe, noggiiHe cnine, nnauebo-koHTpPo/boBaHe AocnimpkeHHs chasm I, ans
AeMoHcTpauii edpekTUBHOCTI Ta 6e3neyHocTi Tingpakisymaoy B Cy6'ekTiB, AKi paHille oTpuMyBasv JiikyBaHHSA
iHriGiTopamy ®HI1 i3 aktTuBHUM ncopiatnyHmum aptpuTom | (INSPIRE 1), kog gocnigpxeHHa TILD-19-07, Bepcis
1.0 Big 21 notoro 2020; cnoHcop - Sun Pharma Global FZE («CaH ®apma Fnob6an Ed-3et-1»), O6’eaHaHi
Apabcebki Emipatu

3anBHuK - "AVIK'IOBIA BioTek En-En-Ci* (IQVIA Biotech LLC), CronyueHi LLITatn Amepuku

No M.1.B. BignoBigasbHOro gocnigHnKa
n/n Ha3Ba MicLs MPOBeAEHHs KNiHIYHOIo BUNPO6yBaHHS
1 A.M.H. Focnogapcbkuii |.A.

KomyHaslbHe  HekoMepujiiiHe nignpueMcTBO  «TepHoniNbCbka o6nacHa KIiHIYHA  JliKapHa»
TepHoMinbCbkoi o06nacHoi pagn, O6NacHUA UEHTP K/IHIYHOT iMyHOMoOrii  Ta  anepronorii,
peBMaTtoorivyHe BigaineHHs, M. TepHoninb

2 nikap Kaykoscbka B.B.

KoMyHasibHe HekomepujliHe nignpuemcTBo CyMcCbKOi ob6nacHoi paan «Cymcbka obnacHa KiHiuHa
NikapHsi», peBMaTosioriyHe BigaineHHs, CyMCbkuii AepXaBHU yHiBepcuTeT, MeaANYHUA iHCTUTYT,
kadpepa BHYTPILLUHLOT MeAULIVHW 3 LEHTPOM PecnipatopHol MeanunHn, M. Cymu

3 O.M.H., npodp. CmisH C.I.

KomyHanbHe  HekomepuiiiHe  nignpuemcTBO  «TepHONiNbCbka  YHIBEPCUTETCbKA  fiKapHa»
TepHoNinNbCbKOI 06M1acHOT  pagun, BiAAiNEeHHA peBmatosorii, TepHOMINbCbKUIA  HaLiOHa/IbHWIA
MeanYHUA yHiBepcuTeT iMeHi |.9. Mopb6ayeBcbkoro MiHicTepcTBa OXOpPOHWM 340pPOB'S YKpaiHw,
Kadpepa BHYTPiWHbOT MeanumHn Ne2, M. TepHoninb

10. OHOBMEHHs1 CTUC/IOI XapakTepucTUKU npenapaty nopiBHAHHA Memo6ponisymad Kitpyga Big 24
ciuHsa 2022 poky, aHrNilicbKO0 MOBOLO; OHOBJ/IEHHSI CTUCJIOT XapaKTepPUCTUKN NpenapaTy NOpPiBHAHHSA
Mem6ponisyma6é Kitpypa Big 21 BepecHs 2021 poKy, aHIMiiICbKOIO MOBOIO [0 MPOTOKO/Y KAiHIYHOIOo
pocnipkeHHs «LIBRETTO-431: baraToueHTpoBe, paHAomizoBaHe, BigkpuTe pocnimkeHHsa Il gasu
NOpPIBHAHHA Tepanii npenapatoM CennepkaTiHio 3 Tepani€el npenapartaMmy Ha OCHOBI NOXiAHWUX NAATUHW B
noefHaHHi 3 nemeTpekceaom B abo 6e3 koMOGiHaLii 3 npuinomMomM nemoposisymaba B AKOCTI nepLloi NiHii
NiKyBaHHS1 NOLLUMPEHOr0 YN MeTacTas3yruoro HeApibHOKNITUHHOIO paky fiereHi 3 HasiBHICTIO riGpUAHOro reHa
RET», kog pocnimkeHHs J2G-MC-JZJC, Bepcis 3 iHkopnopoBaHoto nonpaskoto (d) Big 18 nuctonaga 2020
poky; cnoHcop - Eni flinni eHg Komnawi, CLUA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

11. Bpowypa aocnigHuka Bepcia 8.0 Big 06 TpaBHA 2022 [0 NPOTOKOMY K/IIHIYHOMO AOCNIAKEHHNA
«PaHgomizoBaHe nogsiiiHe cnine, y napanenbHUX rpynax, nnauebo-KoHTpoNboBaHe 6GaraToueHTpoBe
LOCNIMKEHHS 3 OLIHKM 6e3nekn Ta NepeHOCMMOCTI LOMICAYHMX NiALWKIPHUX BBEAEHE OCOLMMAOBY y Koroptax
HM3bKOT Ta BMCOKOI 03 Y MAUiEHTIB i3 TEPMiHA/IbHOK CTaAiE0 XPOHIYHOI XBOPOOGU HUPOK Ha PErynsipHoMy
remogianisi (TCXXH)», kog pocnigpkeHHs No. BAY 1213790 / 20115, sepcia 1.0 Big 16 6epesHs 2020;
crnoHcop - baliep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

12. Inchopmauin ana naudieHta Ta Popma iHchopmoBaHoi 3roaun, Bepcia 7.0 yKkpaiHCbKOO MOBOIO AJ1s1
YkpaiHu Big, 29.07.2022; IHchopmauis ana naudieHta Ta Popma iHchopmoBaHoOl 3roau, Bepcisa 7.0
pociiicbKolo MOBOLO ANA YKpaiHu Big 29.07.2022 10 NpOTOKO/Y K/iHIYHOMO AOCNIMKEHHS «PaHgomisoBaHe,
GaraTtoueHTpoBe, MNoABiiHe chine, naauebo-KOHTPOIbOBaHE KAiHiYHE gdocnigpkeHHa 2b / 3 dasm B
napanenbHux rpynax ans ouiHKM edhekTUBHOCTI Ta 6e3neyYHOCTi rycesibKyMaly B nauieHTiB i3 CepefHboro
CTYMEHK THXKOCTI Ta TSXKUM aKTUBHUM HecrneuudiyHUM BUPaA3KOBUMM KONITOM», KO [AOCNiIXKEHHSA
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CNTO1959UCO03001, 3 nonpaskot 2 Big 03.08.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benebris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

13. Jopatok go chopmu iH(popMOBaHOI 3rogu Nig Yac KPU3oBOi cUTyaLil B YKpaiHi ons AoCnimKeHsA
B028984, Bepcia 1.0 ana YKpaiHM yKpaiHCbKOIO Ta pocilicbkoto moBamu Big 10 cepnHa 2022 p. Ha
OCHOBI MmavicTtep-Bepcii flogatka 1 go ®I3 nig yac kKpM30BOI cuTyauii B YKpaiHi, Bepcisa 2.0 Big 15
yepBHA 2022 p. OO0 NPOTOKOMY KMiHIYHOrO BMMPOOYBaHHA «PaHaomizoBaHe, GaraToueHTpoBe, dhasn 3,
BIAKpPUTE  OOCNIMKEHHS ANEKTUHIOY Yy TMOPIBHAHHI i3  KPU3OTMHIGOM npu  AiKyBaHHI MOLWMPEHOro
HeAPiGHOKNITUHHOrO paky fiereHb, NO3NTUBHOIO A0 KiHa3n aHan1acTUYHOT nlimcpomun, 3 NPUBOAY SKOro paHille
He npoBoAMIOCA MiKyBaHHS», Kog AocnimkeHHs BO28984, sepcia 8 Big 18 ciuHA 2022 p.; cnoHcop - «®,
XothbdbmaHH-M1s Pow NTa» (F. Hoffmann-La Roche Ltd), Lseliyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifnoBifasbHICTIO "PoLww YkpaiHa'

14. fopatok no chopmu iH(popMOBaHOI 3rogu Nig Yac KPU3oBOi cUTyauiil B YKpaiHi ona AocnimxeHs
WO042633, Bepcia 1.0 ana YkpaiHu ykpaiHCbKOIO Ta pocilicbkoo MoBamu Big 08 cepnHa 2022 p. Ha
OCHOBI MmavicTtep-Bepcii flogatka 1 go ®I3 nig yac kKprM30BOI cuTyauii B YKpaiHi, Bepcisa 2.0 Big 15
yepBHA 2022 p. [0 NPOTOKOMY KIHIYHOTO BUNPOBYyBaHHA «PaHgomi3zoBaHe, noggiliHe cnine, nnaue6o-
KOHTpO/IbOBaHe AocnimkeHHa das3m Il ansa ouiHk1M edeKTMBHOCTI Ta 6e3nedHoCTi aa’toBaHTHOT Tepanii
aresonizymaéom a6o nnauebo y kombiHaLi 3 TpacTyaymabom eMTaHCMHOM Yy nauieHTiB i3 HER2-no3nTuBHMM
pakoM MOJIOYHOI 3a/1031 3 BUCOKMM PU3NKOM peunamBy Nicasi nepegonepauinHoi Tepanii», kog A0CNiKEHHS
WO042633, sepcis 3 Big 23 ntotoro 2022 p.; cnoHcop - ®.XohdmaHH-/15 Pow /114, LBeiiyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

15. 3anyyeHHs AoAaTKOBUX Micub MPOBeAEeHHA K/iHIYHOro BMMPOOYBAHHSA [0 NPOTOKO/Y K/iHIYHOro
BUNpobyBaHHA «baratoueHTpoBe, Bigkpute, NMogosxeHe JocnimpkeHHs 1l da3u ana OuiHkn JoBroTpmeanoi
EdektuBHocTi Ta BesneuHocTi 3actocyBaHHA Mipikisymaby y [MauieHTiB i3 XBopo60t0 KpoHa», kopf
pocnipkeHHs 16T-MC-AMAX, 3 iHkoprnioposaHoto nonpaskoto (a) Big 01 nunHa 2021 poky; cnoHcop - Eni Ninni
eHp, KomnaHi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

Ne M.l.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KiHIYHOTo BUNPOGYBaHHS

1. | nikap Kupunuerko O.B.

KuniBcbka KniHiYHa nikapHs Ha 3anisHn4yHoMy TpaHcnopTi Ne2 dinii «LleHTp OXOpoHW 340pO0B’'s»
AKLIOHEPHOro TOBapMCTBa «YKpalHCbKa 3a/1i3HMUsA», BiaAINEeHHs AEHHOro cTauioHapy, M. Kuis

2. | A.M.H., npodp. Pepis O.I.

O6nacHe KoMyHas/lbHe HekoMepLjiiHe MiANpUEMCTBO «YepHiBelbka obGnacHa KiiHiYHa nikapHs»,
nigpo3ain  racTpoeHTeposorii, BYKOBUMHCbKMIA AepXaBHUI MeAu4YHWUA  yHIBepcuTeT, Kadiegpa
BHYTPILWHLOI MeAULIMHW, M. YepHiBLi

16. MpoaoBXeHHs1 TepMiHYy NPoBeAeHHS [OCiMKEHHA B YKpaiHi A0 31 TpaBHA 2024 poky; OHOBeHa
Bpowypa gocnigHuka, Bepcia 12 Big 12 ciuHa 2022 p., aHrnilicbkolo MoBot; 3miHa CnoHcopa Ta
aapecu 10 NPOTOKONY KNiHIYHOro AOC/iMKEeHHS «[JOBrOCTPOKOBE NPOAOBXEHE AOCNIMKEHHS Tingpakizymady 3
METOH [0BefEeHHs Moro 6e3neyYHoOCTi MpU 3aCTOCYBaHHI Y NaLUIEHTIB i3 NCopiaTUYHUM apTPUTOM, SKi paHile
6pasin yyacTb y OOCAIMKEHHI i3 3aCTOCyBaHHAM Tingpakisymady», kog focnimpkeHHs CLR_18_07, sepcis
npoTtokony 01 3 iHkopnopoBaHo nonpasBkoto 1 Big 22 nunHsa 2020 poky; cnoHcop - Sun Pharma Global FZE,
O6’eaHaHi Apabebki EmipaTn

3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YkpaiHa

BYNO CTANO
Sun Pharma Global FZE, Sun Pharmaceutical Industries Limited (SPIL)
Office at #43, Block Y SAIF Zone Sharjah, 122304, | Sun House, Plot No. 201 B/1
United Arab Emirates (O6'egHaHi Apa6cbki | Western Express Highway, Goregaon (E)
Emipatn) Mumbai - 400 063, Maharashtra
India (IHgisn)




17. YkpaiHa, MK-3475-598, IHchopmauis Ta AOKYMEHT npo iHchopmoBaHy 3rofy A5 nauieHTa, Bepcis
3.03 Big 12 cepnHAa 2022 p. yKpaiHCbKOIO MOBOI; 3MiHa Has3BU MicLb NPOBeAEeHHS KIiHIYHOro
BMNPOGYBaHHA [0 NPOTOKOY KAIHIYHOrO AochimkeHHs «PaHgomizoBaHe noggiiHe cnine gocnigpkeHHs Il
thasun, NopiBHAHHA KOMOIHaLiT nemM6ponizymady Ta ininiMymady 3 KombiHaLielo neméponisymady Ta nnauebo
y paHilwe HesikoBaHWX NauieHTiB 3 MeTacTaTU4YHUM HeApPiGHOKMITUHHUM pakoMm nereHb 4 ctagii 3 PD-L1-
No3uTUBHUMU NyxnuHamu (TPS =50%)(KEYNOTE-598)», kog, agocnigpkeHHss MK-3475-598, 3 iHKkoprnopoBaHow
nonpaskoto 06 Bif 11 rpyaHa 2020 poky; cnoHcop - TOB Mepk Wapn eng Aoym, CLUA (Merck Sharp & Dohme

LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

BYJIO

CTAJIO

O.M.H., npodd. KpmxaHiscbka A.€.
KomyHanbHuii 3aknag «MpukapnatcbKuii
KNiHIYHUA  OHKONOFIYHUIA  LEHTp», Il
XipypriuHe BiggineHHs, fepXaBHUi BULMIA
HaBYaNbHUii 3aknag «lBaHO-PpaHKIBCbKUA
HauioHanbHuiA MepuuHUIA  YHIBEpCUTET»,
kadbeipa oHKoNoriT, M. IBaHO-PpaHKIBCbK

O.M.H., npodd. KpmxaHiBcbka A.€.

KomMmyHanbHe HeKomepuiliHe nignpMemMcTBO
«MpuKapnaTtCbKUin KNiHIYHNIA OHKOJOTYHMA LEHTP
IBaHO-®PpaHKIBCbKOI 06n1acHOI pagu», XipypriyHe
BigAineHHs Ne2, IBaHO-®PpaHKIBCbKUIA HaLiOHaSIbHWUIA
MeAUYHUIA YHiBepcuTeT, kadeapa oHKosorii, M. IBaHO-
®paHKiBCbK

nikap CemereH HO.B.

O6nacHe KOMyHaslbHe HekomepLUiiHe

nikap CewmereH HO.B.
O6nacHe KOMyHaslbHe HeKoMepLiiHe MiANPUEMCTBO

ANCNAHCEPHO-NONIKNIHIYHOIO BigAiNeHHs,

nignpMeMcTBo  «ByKOBUMHCLKWIA KMIHIYHWA | «BYKOBUHCBKUA  K/IHIYHWIA  OHKOMOTIYHWI  LLEeHTP»,
OHKOJIOTIYHMI LeHTP», CTPYKTYPHWIA NiApO34ia | CTPYKTYPHWIA  Nigpo3gin  KAiHIYHOT  OHKOOril,
AEHHOro crauioHapy, M. YepHiBLi M. YepHiBuj

K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.

KomyHanbHa ycTaHoBa «Opecbkuii | KomyHasibHe HeKkomepuiiHe nigNpuemMcTBO
06MacHUiA  OHKOJIOTIYHWIA  gucnaHcep», | «Opecbkuin perioHanibHWIA KNiHIYHWIA
cTauioHap LOEHHOro nepe6yBaHHA | NPOTUNYXJIMHHUIA LeHTP» OpecbKoi 06/1acHOI paaum,

BigAineHHs ximiotepanii, m. Ogeca

M. Ofeca

18. Bpowypa fJocnigHuka, nepopasibHuUii cemarnytug, npoekt NN9924, giabet 2-ro Tuny, BugaHHa 14,
chinanbHa Bepcia 1.0 Big 04 nunHa 2022 poky, aHrailicbkolo moBoto (Investigator's Brochure Oral
Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 14; Final version 1.0; dated 04 July 2022);
IHchopmauia ansa yuacHuka i popma iHchopmoBaHoi 3roam (aNns 6aTbKiB), (hiHaibHa Bepcis, 2.0-UA(UK)
Bif 20 nunHa 2022 ykpaiHCbKOK MOBOLO; IHopmauia ans yyacHuka Ta popma 3rogm Ha yyactb (ana
giten 10 - 13 pokiB), ciHanbHa Bepcia, 3.0-UA(UK) Big 20 nunHa 2022 yKpaiHCbLKOIO MOBOIO;
IHhopMmauia gnsa yyacHuka i popma iHhopmoBaHoi 3rogun (ansa giteid Bikom 14 — 17 pokiB), piHanbHa
Bepcif, 2.0-UA(UK) Big 20 nunHa 2022 ykpaiHCbKOlO MOBOIO; IHopmauia ans ydyacHuka i hopma
iHhopMoBaHoi 3rogu (ANA yYaCHUKIB, AKUM BMNOBHIOETLCA 18 Ta Ginblue pokKiB Nig Yac NnpoBeeHHSA
pocnipkeHHs), piHanbHa Bepcis, 2.0-UA(UK) Big, 20 nunHa 2022 ykpaiHCbKOKO MOBOIO; IHchopmauis i
thopma 3roamu Ha yuacTb A1 HOJOBiKa-NapTHepa yvyacHuui B pasi nepeo6iry BaritTHOCTi 3 BigXuneHHAMMU
ab0 HapoOMKEHHSA AUTUHUN 3 NOPYLUEHHAMM CTaHy 3[4,0pOB’A, (hiHanbHa Bepcifa, 2.0-UA(UK) Big 20 nunHa
2022 yKpaiHCbKOIO MOBOIO [0 MPOTOKO/Y KMAiHIYHOro BUNPOGYBaHHS «EQeKTMBHICTL Ta 6e3neka npuinomy
nepopasibHOro cemarnyTuay y NopiBHSAHHI 3 nnauebo y gitelt Ta NigniTkie 3 LyKPOBUM giabeTom 2-ro Tuny, Aki
NiKytoTbCA MeT(HOPMIHOM Ta/abo 6a3anibHUM iHCYTIHOM.», Ko focnimpkeHH NN9924-4437, (piHasibHa Bepcis
1.0 Big 20 TpaBHA 2020 poky.; cnoHcop - Novo Nordisk A/S (Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

19. bpouwypa gocnigHuka PF-06947387 (Aztreonam-Avibactam, ATM-AVI), Bepcisa 3.0 Big nunHsa 2022
POKY [0 MPOTOKOJY KMIHIYHOro JochifpkeHHs «[pocnekTMBHe paHAoMi3oBaHe GaraTtoueHTpoBe BigkpuTe
NOpPIBHAMbHE AOCNIMKEHHA ha3m 3, WO NPOBOAUTLCS B NapasiefibHUX rpynax i3 3ac/ingeHnM LeHTpaNibHUM
OLiHIOBaHHSIM 3 METOK BM3HAYEHHST edDEKTMBHOCTI, 6€3NEYHOCTI Ta NEPEHOCMMOCTI KOMbiHauji a3TpeoHam-
aBi6aktam (ATM-AVI) tmeTpoHigazon (MTZ) y nopiBHSHHI 3 MeponeHemtkonictuH (MER+COL) ans
NiKyBaHHS1 CepMo3HUX iH(EKL, 3YMOBMEHNX TFpaMHEraTUBHUMU 6GakKTepisiMW, BK/IOYHO 3i CTillKMMK A0
6aratoKOMMNOHEHTHUX NiKapCbkMX 3ac06iB 30yAHUKaMK, LLO NPOAYKYIOTb MeTasno-6eTa-nakramasy (MBL), ans
AKUX BapiaHTW NikyBaHHA 0bMexeHi abo BiAcyTHi», ko aocnimpkeHHsa C3601002, 3 nonpasKoto 2 Big, 18 TpaBHSA
2022 poky; cnoHcop - «Paiizep IHk.», CLLUA / Pfizer Inc., USA

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»



20. bpouwypa pocnigHuka (Palbociclib (PD-0332991)), Bepcia 15 Big KBiTHA 2022 poKy [0 NPOTOKOSY
KMiHIYHOrO gocnimKeHHs «dasa 3, 6araToLeHTpPOBE paHA0Mi30BaHe NoaBiliHe ciine nnaue60-KoOHTPOIbOBaHe
pocnipkeHHs doynsectpaHTy (Pasnogekc®) 3 um 6e3 PD-0332991 (nanboumknib) + rosepesiiH y XiHOK 3
rOpMOH-peuenTop-no3uTnBHuM, HER2-HeratMBHMM  MmeTacTaTMY4HMM  pakoM  MOJIOYHOI  3an03u, 3
nporpecyBaHHAM 3axBOPHOBaHHA MNic/1A nonepegHbol eHAO0KPUHHOI Tepanii», ko4 focnigpkeHHa A5481023, 3
iHKOpnopoBaHoto nonpaskoto 3 Big 20 xoBTHA 2015 poky; cnoHcop - daiizep IHk., CLUA

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

21. 3miHa Ha3Bu Ta agpecu CnoHcopa; bpouwypa gocnigHuka Pembrolizumab (MK-3475), BugaHHsa 22
Big 13 TpaBHA 2022 poKy, aHrNiliCbKOK0 MOBOIO; JINCT-PO3’ACHEHHA A0 ceKuiii 4.1 Ta 1.3 Big 30 TpaBHA
2022 poky o npotokony MK-7902-012 3 iHkopnopoBaHoto nonpaskolo 03 Big 28 TpaBHA 2021 poky,
aHrnificbKko MoBOIO; YKpaiHa, MK-7902-012, IHchopMmauis Ta AOKYMEHT Npo iHhopMoBaHy 3rogy Ans
nauieHTa, Bepcia 1.04 Big 17 cepnHa 2022 poky, YKPaiHCbKOKO MOBOW; YKpaiHa, MK-7902-012,
IHcbopmaLia Ta fOKYMEHT Npo iHPopMoBaHy 3roay Ha HaaHHA HEOOOB’A3KOBOro 3pasKa NMyX/IMHHOT
TKaHuHN, Bepcia 1.02 Big 17 cepnHa 2022 poKy, YKPAIHCbLKOIO MOBOI; 3pasku MapKyBaHHA
pocnipkysaHoro nikapcbkoro 3acod6y MK-3475: MK-3475 Kit, Bepcia 2.0 Big 22 6epesHa 2022 p.,
aHrnificbKoro Ta ykpaiHcbkoro mosamu; MK-3475 Vial, Bepcis 2.0 Big 22 6epe3Ha 2022 p., aHrNilicbKOO
Ta YKpaiHCbKOI MOBaMu; 3pa3oK CNPOLLEHOro MapKyBaHHSl 3apeeCcTpoBaHOro B YKpaiHi /likapcbKoro
3aco0y, AKMIA 3aCTOCOBYETbLCA B KNiHiYHOMY Bunpo6yBaHHi MK-7902-012, Bepcisa 2.0 Big 17 cepnHaA
2022 p. yKpaiHCbKOK MOBOI; 3MiHa Ha3Bu MIB Ta BignoBiga/IbHOro AOCAigHMKA [0 MPOTOKONYy
KNiHiYHOro gocnimkeHHs «baratoueHTpoBe, paHaoMi3oBaHe, NoABiiiHe criine, KOHTPO/IbOBaHE 3a A0NOMOroH
aKTMBHOrO npenapaTty KiHiyHe gocnimkeHHs |l da3n ans ouiHkM 6e3nekn Ta e(peKkTUBHOCTI JIEHBATUHIOY
(E7080/MK-7902) 3 nembponizymadom (MK-3475) y noegHaHHi 3 TpaHcapTepiasibHOW XiMioemb6osi3auieto
(TACE) nopiBHAHO 3 npoBefeHHAM Tinbku TACE y yyacHWKIB 3 HEBW/IIKOBHOK / HeMeTacTaTU4Ho
renaTtouesitonapHo  KapuuHomor (LEAP-012)», kop pocnigpkeHHsa MK-7902-012, 3 iHKOpNopoBaHo
nonpaskoto 03 Bif 28 TpaBHa 2021 poky; cnoHcop - «Mepk Wapn EHA, Joym Kopr.», AodipHE NignpuemMcTBo
«Mepk EHZ Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»

BYNO CTANO
«Mepk LWapn eHpn QOoym Kopn.», pouipHe | TOB Mepk LWapn eHa Aoym (Merck Sharp & Dohme
nianpuemcteo «Mepk eHa Ko., IHK.», CLUA, | LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 IcT JliHkonbH aBeHto, nic 2000, Pageii,
Merck & Co., Inc., USA), | Heto hxepci, 07065, CLLUA (126 East Lincoln Ave.,
Apapeca: Mepk fApavi, 1, nowtoBa CKpuHbka | P.O. Box 2000, Rahway, NJ 07065, USA)
100, m. Baiitxayc-CreliwH, wrat Hbto-Ixepci,
08889-0100, CLLUA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-
0100, USA)

BYNO CTANO
A.M.H. CKopui A.l. K.M.H. MNiceybka M.E.
KomyHanbHe HekomepuiliHe nignpuemctso | KomyHasibHe HeKomepLiliHe nignpUemMcTBo
«OGNAaCHUI LIeHTP OHKOJIOriT», OHKOXipypriuHe | «O6/1acCHUI LEHTP OHKOJIOrii», OHKOXipypriuHe
BiAfiNeHHA nedviHKkM Ta NigWAYHKOBOI 3a103W1, | BigAiNneHHA opraHiB  4yepeBHOI  MOPOXHUHWU,
M. XapkiB M. XapkiB

22. OHOBJIEHNIT NPOTOKO KiiHIYHOro Bunpo6yBaHHs MK-3475-866, 3 iHkopnopoBaHoo nonpaBkoto 04
Big 06 nunHa 2022 poKy, aHrNificbKoo MOBOI; YKpaiHa, MK-3475-866, Bepcisa 2.00 Big 11 cepnHa 2022
p., YKpaiHCbKOIKO MOBOIO, iHhopMaLis Ta AOKYMEHT Npo iHhopMoBaHy 3rogy AR nauieHTa; YKpaiHa,
MK-3475-866, Bepcia 02 Big 11 cepnHa 2022 p., YKpPAiHCbKO MOBOIO, iH(popMaLiAiHMA NIUCTOK i
[AOKYMEHT npo iHcopmoBaHy 3rogy Ha MaWOGyTHe GiomeguuHe pocnigkeHHs; OHOBJ/IEHI 3pasku
MapKyBaHHA JNikapcbkux 3acobiB: MK-3475 (nem6ponisymas); LucnnatuH (Cisplatin); Femuyuta6iH
(Gemcitabine): MK-3475_Kit, Bepcia 2.0 Big 04 nunHa 2022 poKy, aHrNIiCbKOI Ta YKPaiHCbLKOI
moBamu; MK-3475_Vial, Bepcis 2.0 Big 04 nunHa 2022 poKy, aHMNifiCbKOK Ta YKPAiHCbKOI MOBaMu;
Cisplatin_Kit, Bepcia 2.0 Big 26 nunHA 2022 pPOKy, aHrNIiCbKOI Ta YKPAIHCLKOI MOBaMu;
Cisplatin_Vial, Bepcia 2.0 Big 26 nunHa 2022 poKy, aHIilAICbKOIO Ta YKpaiHCbKOI MOBaMu;
Gemcitabine_Kit, Bepcia 2.0 Big 13 nunHa 2022 poKy, aHrNIfiCbKOK Ta YKPAiHCbKOKW MOBaMu;
Gemcitabine_Vial, Bepcis 2.0 Big 13 nunHA 2022 poky, aHrMiicbKO Ta YKPAiHCbKOK MOBaMu; 3pa3ok
CNpoLeHOro MapKyBaHHA 3apeecTPoOBaHOro B YKpaiHi N1ikapCbKOro 3acooby, AKuiA 3aCTOCOBYETbLCA B
KniHiuHomy BunpooyBaHHi MK-3475-866, Bepcia 2.0 Big 22 cepnHsa 2022 poKy, YKPaiHCbKOIO MOBOIO;
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3pa30oK MapKyBaHHS AOCAigKyBaHOro nikapcbkoro 3acody MK-3475 (nem6ponisyma6) /nnaue6o gns
NOKa/IbHOTO BUKOPUCTAHHA B AOCAIAHULBbKUX UeHTpax, Bepcia 2.0 Big 22 cepnHA 2022 poky,
YKpalHCbKOI0 MOBOK; 3MiHa BigNoOBifa/IbHOrO AOCAIAHMKA [0 MPOTOKONY KIIHIYHOTO [OCNILXKEHHS
«PaHpomizoBaHe, noggiiHe cnine pocnigxeHHs 1l ca3u ana ouiHkM nepionepauiiHoro 3acTocyBaHHS
nem6ponisymady (MK-3475) y kombiHauii 3 Heoa'toBaHTHO XiMioTeparnieto NOpiBHSAHO 3 nepionepauinHimM
3acTocyBaHHAM Miauebo y koMbiHauii 3 Heoa'toBaHTHO XiMioTepanielo B y4acHUKIB 3 M'A30B0-iHBA3VBHUM
pakoM ce4yoBOro Mixypa, npugatHux Ans sikyBaHHA umcnnatnHoMm (KEYNOTE-866)», ko4 AoChifXeHHSA
MK-3475-866, 3 iHkoprnopoBaHot nonpaskot 03 Big 01 nunHa 2021 poky; cnoHcop - TOB Mepk Lapn eHp,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO
3aB. Big. Han6aHgsaH T.A. 3aB. Big. Kigik A.I'.
KomyHanbHe HeKoMepLUiiHe nignpuemcTeo | KomyHasibHe HekoMepLUiHe nignpUeEMCTBO
«O6nacHNn  LUEHTP OHKOAOriT», OHKOoyposoriyHe | «O6nacHuUiA UEHTP OHKOAOri», OHKOYpOsoriyHe
BiAAiIEHHS, M. XapkKiB BiAAINIEHHS, M. XapkiB

23. bpouwypa gocnigHuka (Palbociclib (PD-0332991)), Bepcia 15 Big kBiTHA 2022 poky; foAaTtoKk Ao
thopmmu 3roau Ha yyacTb y AochnifmxeHHi, Bepcia 4.0 Big 25 nunHAa 2022 poky, YKpaiHCbKOIO Ta
pPOCIAiCbKOI0 MOBaMM [0 NPOTOKO/1Y KAIHIYHOIO AOCNimKeHHs «PaHaomi3oBaHe, 6araToLeHTpoBe, NOABIHO
cnine gocnimkeHHs dpasm 3 npenapaty PD-0332991 (nepopasibHOro iHribiTopa LukiiH-3a1exHux kiHas (CDK)
4 Ta 6) i3 N1eTPO30/I0M Y MOPIBHSAHHI 3 KOMGIHaUiE Naauebo i NeTpo3ony A8 JiKkyBaHHA XIHOK y nepiogi
NOCTMEHOMNay3u, XBOPUX Ha pakK MOJI0YHOT 3a/1031, LLIO € NO3UTUBHUM CTOCOBHO peLenTopiB Ao ecTporeHa [ER
(+)] i HEraTMBHMM CTOCOBHO peLenTopiB A0 enigepmanbHoro gpakropa pocty 2 Tuny [HER2 (-)], siki paHiwe He
OTPUMYBa/IN XOLHOTO CUCTEMHOrO MPOTUPAKOBOrO NiKyBaHHSA 3 NPUBOAY NPOrpecyBaHHs XBOPOO6WU», KOf
pocnipkeHHs A5481008, 3 nonpaBkoto 8 Big 21 TpaBHA 2018 poky; cnoHcop - «®daiizep IHK.»/ Pfizer Inc.,
CLWA

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

24. 3miHa KOHTpaKTHOI AocnigHWUbKOI opraHisauii (3asBHUKa) B YKpaiHi Ha TOB «KMIHIYHI
BUMPOBYBAHHA» 10 npoToKO/Y KAiHIYHOTO BUNPOOyBaHHS «PaHoMi30BaHe, NoABIiHE Crline AOCAILKEHHS
chasm Il 3 BUKOpUCTaHHAM ABOX nnauebo i akTMBHOro npenaparty B SKOCTi KOHTPO/IK0 3 METOK BMBYEHHS
ehekTMBHOCTI Ta 6e3neyHoCTi AO[ATKOBOI 8-TWXXHEBOI Tepanii 6yaecoHigom 9 wmr y dopmi kancyn y
MOPIBHSAHHI 3 ByAecoHigoM 6 mr y doopMi Kancyn i byaecoHigom-MMX® 9 Mr y dpopmi Tab/1eTOK y NALEHTIB i3
BMPa3KoBMM KOITOM, pedopakTepHUM A0 CTaHAapTHOT Tepanii MecanasnHoM», koa gocnimpkeHHs BUX-4/UCA,
Bepcis 2.0 Big 02 nunHa 2019 poky; cnoHcop - Ap. ®anbk Papma M'mM6X, HimeuwunHa (Dr. Falk Pharma GmbH,
Germany)

3asaBHKK - TOB "K/TIHIYHI BUTTPOBYBAHHA", YkpaiHa

BYNO CTAJIO
TOB «OCT YKpaiHa» TOB «K/1IHIYHI BUITPOBYBAHHS»

25. OHoBeHa bpolwypa gocnigHuka gns AocnigKyBaHOro nikapcbKoro 3aco6y X842, sugaHHs 3.2 Bif,
17 uepBHsA 2022 poKy; OHoBneHa Bpolwypa gocnigHuka gns [ocnigKyBaHOro NikapcbKoro 3acooy
X842, BupgaHHsa 3.3 Big 11 nunHsa 2022 poKy [0 NPOTOKO/Y KNiHIYHOro BUNpobyBaHHA «PaHaoMi3oBaHe, 3
NOZBIHOO IMITALE0 Ta 3 aKTUBHUM KOHTPOIEM ANs Nigbopy A03u, NoggiiHe cine JOCNIIKEHHS Yy NaLEHTIB 3
€po3nBHMM e30chariTom, CnpUYMHEHUM racTpoesodareasibHol pediItokcHOK xBopo6oto (FTEPX), ctyneHs C
a6o D 3a Jloc-AHgKenecbkol knacudikauieto, a TakoxX y nauieHTiB 3 NpMHaiMHI 4aCcTKOBMMW CUMNTOMaMM
€epo3nBHOro es3odparity, cnpuumHeHoro FEPX, ane 6e3 3aroeHHs 3a pes3ynbTaToM €HAOCKOMIYHOro
OOCNIMKEHHS NicNa OTPUMaHHSA HUMK 8-TWXKHEBOIO KypCy 3arolBasibHOI CTaHAapTHOI Tepanii iHriGiTopom
nNpoToHHOT nomnu (IMM), 32419 BUBYEHHSA 6E3MEUYHOCTI Ta NEPEHOCUMOCTI MiKyBaHHS, LWBUAKOCTI 3arotoBaHHs
epo3siii nicna 3actocyBaHHA X842 abo naHconpasony NPOTAroM 4 TUXKHIB, a TakoX XapakTepy 3MiH CUMNTOMIB
NPOTArOM HACTYMHOro 4-TMXXHEBOTO Mepiofy NiKyBaHHA slaHCOMNPas3oiom», Kog, focnimkeHHs CX842A2201,
Bepcis 3.0 3 nonpaskoto 2.0 Big 25 noTtoro 2022 poky; cnoHcop - «CiHknyc ®apma Al», Lseiuapis/ Cinclus
Pharma AG, Lseiiuapis

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

26. 3miHa BignoBiganbHOro AocAigHNKA y Micli NpoBeAeHHSA KNiHIYHOrO BUNPOGYBaHHA [0 NPOTOKOY
KNiHIYHOro AocnimpkeHHsA «52-TuXHEBe, paHAoMi30BaHe, MOABiHe cnine, 3 NOABIMHUM MacKyBaHHSIM, 3
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KOHTposieM nnauebo Ta akTUBHUM KOHTposieM pgochigkeHHs (Podonyminact, fanipecn® 500 Mkr), wo
NPOBOAUTLCA B NapasiesibHUX rpynax 3 MEeTOH OUiHKM edieKTUBHOCTI Ta 6e3neyHocTi ABOX A03 npenaparty
CHF6001 y chopmi Ccyxoro nopoLuky Aas iHransui, wo gogatTbea A0 NiATPMMYHYOT NOTPINHOT Tepanii y
nawieHTiB i3 XPOHIYHUM OOCTPYKTUBHMM 3aXBOPHOBAHHAM siereHb (XO3/1) Ta XPOHIYHMM OPOHXITOM», KOZ
pocnigpkeHHa CLI-06001AA1-05, sepcia 4.0 Big 18 6epesHsa 2022 poky; cnoHcop - «K'esi ®apmaLeBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITania

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

BYJIO CTANO
O.M.H., npod. AwwnHa I.0. K.M.H. MockaneHko C.M.
[epxaBHa ycTaHoBa «HauioHasibHWii IHCTUTYT | [lepxaBHa ycTaHoBa «HauioHa/lbHWIA  IHCTUTYT
TusiaTpii i nynsmoHonorii im. ®.I. AHoBCbkOro | prmsiatpii i nysnbmMoHonorii iM. ®.I. HAHOBCLKOro
HauioHanbHOT akagemii MeguyHux Hayk YkpaiHw», | HauioHanbHOi akagemii MefuyHuX HaykK YKpaiHu»,
BiAJINEHHA [fjiarHocTukM, Tepanii Ta KAiHIYHOT | BiAA4I/IEHHA  AdiarHOCTWKM, Tepanii  Ta  KNiHIYHOT
hapmako/orii 3aXBOpOBaHb /1ereHb, M. Knis (hapmakoorii 3aXBOpoBaHb /1ereHb, M. Kuis

27. 3miHa Micusa npoBefeHHA K/iHIYHOrO BUMNPOOYBaHHA Ta BifgnNoBiga/lbHOro AocnifHUKa [0
MPOTOKO/ly KIiHIYHOTO BMNPOOYyBaHHA «baraToueHTpoBe paHAOMi3oBaHe, MOABiiHO cnine, nnaue6o-
KOHTpOJiboBaHe gocnimpkeHHs Il ha3u 3 MeTOI0 OLiHKM 03aHIMoAy ANns NpUioMy NepopasibHO NPy NPOBEAEHHI
iHAYKLiHOT Tepanii nawlieHTam i3 cepeHbOTXKMM abo THxkMM nepebirom xBopobu KpoHa B akTuBHIi hopmi
(mocnigxeHHs Ne2 3 oUiHKM IHAYKLiAHOT Tepanii)», kog, gocnigpkeHHsa RPC01-3202, pegakuis 6.0 Big 14 yepBHs
2021 p.; cnoHcop - «CengmxeH IHTepHewHn |l Capn» (Celgene International 1l Sarl), LBeliyapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO "M EC AN-YKPAIHA"

BYNO CTANO
36upak I.M. K.M.H. MNeTpuHa B.O.
OGniacHa KniHiYHa JlikapHA, BiaggineHHsa | KomyHanbHe HeKomMepuiliHe niagNnpuMemMcTBO
Xipyprii, M. IBaHO-PpaHKiBCbK «O6nacHa KiiHiuHa nikapHA IBaHO-PpaHKIBCbKOT
o6nacHoI pagu», racTPOEHTePOosIorivyHe BigaineHHs,
M. IBaHO-PpaHKIiBCbK

28. bpowypa gocnigHuka AoCniAKyBaHOro nikapcbkoro 3aco6y Ouunepnima6 (Ociperlimab) (BGB-
A1217), pegakuia 3.0 Big 19 nuctonaga 2021 poky aHrnificbkolo MoOBOW; Bpolwypa pocnigHuka
[ocnipKyBaHOro siikapcbkoro 3acooy Tucnenisyma6 (Tislelizumab) (BGB A317), pegakuisa 9.0 Big 20
XOBTHS 2021 poKy aHrnificbkoo MoBOIO; IHhopmaLiiiHMiA NMCTOK NauieHTa Ta popma iHhopmoBaHOT
srogu, ana YkpaiHu, Bepcia 3.0 Big 09 uepBHA 2022 poOKy YKpaiHCLKOKO Ta POCI/iCbKOIO MOBaMu;
IHchopmauiiiHuiA nMcToK nauieHTa Ta hopma iHhopMoBaHOI 3roau Ha NpoBefeHHS HEOOOB’A3KOBUX
Gionciii, pna YkpaiHu, Bepcia 2.0 Big 09 uepBHA 2022 pOKy YKpPaiHCbKOK Ta POCIifiCbKOO MOBamu;
IHhopMauiiHMii IMCTOK nauieHTa Ta oopma iHhopMoOBaHOI 3roan Ha HEOGOB’A3KOBE B3ATTA 3pas3kKiB
KpOBi, AnA YKpaiHu, Bepcia 2.0 Big 09 uepBHA 2022 poOKy YKPAiHCbKOK Ta POCIliCbKO MOBaMu;
IHcbopmauiiiHuii NMCTOK nauieHTa Ta ¢popma iH(hbOpMOBaHOI 3rogn Ha NPOAOBXEHHS JIIKyBaHHA NMpuU
nporpecyBaHHi 3aXBOPIOBaHHA, AN1A YKpaiHu, Bepcia 2.0 Big 09 uepBHA 2022 poKy YKpaiHCbLKOK Ta
pociiicbkolo moBamu; JoaaTtkoBuii iHhopmauiiHMiA TNCTOK NaujieHTa Ta popma iHthopmoBaHOi 3roau
Ha 36epiraHHs i BUKOPUCTaHHSA GioNorivHNX 3paskiB B MalbyTHIX AOCNiAKeHHAX, Ana YKpaiHu, Bepcis
1.0 Big 09 uepBHA 2022 pOKy YKpaiHCbKOK Ta pociiicbkolo MoBamu; JopaTtok Ao iHopmaliiiHoro
nvcTka nauieHta Ta chopmu iHhopmoBaHOI 3roan Ha BUNAAOK HenepepGauyBaHUX cutyauiid, ona
YkpaiHu, Bepcis 1.0 Big 15 uepBHA 2022 pokKy YKpPaiHCbKOK Ta POCIiICbKOIO MOBaMu [0 MPOTOKONY
KNiHIYHOro JOCNiMKEeHHA «[JoCnimpKeHHA dha3n 2 3 BUBUYEHHA edDeKTUBHOCTI Ta 6e3neyvyHocTi Tucnenisymaoy
(BGB-A317), MOHOKMOHa/lbHOro aHTutina po PD-1, y noegHaHHi 3 npenapatom BGB-A1217,
MOHOK/TOH&/TbHUM aHTuUTiIoMm A0 TIGIT, abo 6€3 HbOro B MaLEHTOK 3 PeunanByOUYMM abo MeTacTaTU4HUM
PakoMm LUMIAKN MaTKK, SIKi paHille OTpUMyBasIu JliKyBaHHS 3 NPUBOLY AaHOT0 3aXBOPHOBAHHSA», KO AOCIIKEHHS
BGB-A317-A1217-202, sepcis 0.0 Big 04 BepecHsa 2020 poky ; crnoHcop - BeiGene, Ltd. c/o BeiGene USA,
Inc., CLLA

3aaBHNK - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

29. bpouwypa gocnigHuka, PD-332991 (Palbociclib), Bepcis 15.0 Big KBiTHA 2022 poKy, aHIMiNCbKOLO
MoBoto; A5481173_IHchopmauia ansa naugieHTa Ta oopma iHchopmoBaHOI 3rogu, YKpaiHa, Bepcia 2.1.0
BiA 26 nunHa 2022 p. Ha OCHOBI Bepcii Ha piBHI gocnigkeHHa Big 01 nunHa 2022 p., aHrNiACbKOLO,
YKPaiHCbKOIO Ta POCIiCbKOIO MOBaMM [0 MPOTOKONY KIiHIYHOTO — gocnimpkeHHs [POTOKO/

8



MPOAOBXEHHA NIKYBAHHA YYACHWKIB KNIHIYHAX AOCNIOXEHb NANBOLUNMKAIBY, CMTOHCOPOM
AKNX € KOMMAHIA «MDANIEP», kog focnimkeHHs A5481173, octatouHuii npoTokon, 17 nuctonaga 2021
p.; cnoHcop - Mdpaiizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

30. Bpouwypa gocnigHuka, BuUgaHHA 7 Bif 22 KBiTHA 2022 poKy, aHI/1iiCbKOO MOBOIO; IHhopmayiiiHuiA
nuctok i hopma 3rogn, sepcia V5.0UKR(uk)1.0 Big 22 cepnHa 2022 poky, nepeknapg yKpaiHCbKOIO
MOBOIO Bifi 24 cepnHsa 2022 poky; IHchopmauiiHuii nucTok i hopma 3rogu, Bepcia V5.0UKR(ru)1.0 Big
22 cepnHa 2022 poKy, nepeknag pociicbKoo MOBOIO Bif 24 cepnHsa 2022 poKy 40 NPOTOKO/Y KAIHIYHOro
BMNPOGYBaHHA «JocnimpkeHHss ha3nm 2 3actocyBaHHA npenapaty INCBO086550 (iHribitopa PD-L1 ans
nepopasibHOr0 NPUINOMY) B YYaCHWUKIB AOCNIMKEHHSA i3 BUOpAHUMM COMIHUMU NYX/IMHAMU, WO paHile He
OTPUMYBaNN NiKyBaHHA iHriGiTOpaMy iIMyHHUX KOHTPOJIBHUX TOYOK», koA pocnimxkeHHs INCB 86550-203,
Bepcisa 2 3 iHKopnopoBaHoto nonpaskoto 1 Big 08 6epesHs 2021 poky; cnoHcop - Incyte Corporation, United
States

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

31. OHOBNEHWI NPOTOKOJ K/iHIYHOro BUNnpo6yBaHHss MK-7684A-004, 3 iHKOPNOpPOBaHOIO NONMPaBKOO
04 Big, 05 cepnHa 2022 poky, aHrNificbKo MOBOIO; YKpaiHa, MK-7684A-004, IHhbopMaLiiHWIA NUCTOK i
J[AOKYMEHT Npo iH(hopMoBaHy 3rogy Ha MaiioyTHe 6iomeaunyHe gocnimKeHHs, Bepcia 02 Big 23 cepnHA
2022 p., yKpaiHCbKOI MOBOLO [0 NPOTOKOJY KNiHIYHOIro AOCNIMKEHHS «Bigkpute gocnimkeHHs gasm 2 gns
OUiHKM ©6e3nekn Ta ediekTuBHOCTI MK-7684A (kombiHauis MK-7684 [BibocTonimabl 3 MK-3475
[membponizymab]) y ydacHukiB 3 peunamBytouMmMym abo pedipakTepHUMU reMaTtosIoriyHUMM 3105KICHUMN
HOBOYTBOPEHHAMW», KOA, AocnimpkeHHs MK-7684A-004, 3 iHKkopnopoBaHoto nonpaskoto 03 Big 18 noTtoro 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

32. OHoB/eHi po3ginu Jocbe AocnifKyBaHOro nikapcbKoro saco6y Mosunetuzumab (RO7030816),
CTepPUJIbHUIA PO3YNH ANA iH eKuiid, 5 mr/0.5mn, 45 mrimn; P.3.1 -RIM-REGQUAL-118944 v1.0, P.8.1 - RIM-
REGQUAL-091787 v2.0, P.8.3 - RIM-REGQUAL-093938 v2.0, S.7.1 - RIM-REGQUAL-109504 v2.0, S.7.3 -
RIM-REGQUAL-110409 v2.0; OHoBneHi posginnm [ocbe PosunHHMKa pAna  MocyHeTy3ymaoy
(RO5541267), cTtepunbHuii pos3umH, 35 mn: P.3.1 -RIM-REGQUAL-118942 v1.0, P.5.1 -RIM-
REGQUAL-118345 v1.0, P.5.2 -RIM-REGQUAL-118358 v1.0 , P.5.4 -RIM-REGQUAL-118359 v2.0, P.5.6
-RIM-REGQUAL-118360 v1.0, P.8.1 - RIM REQUAL- 118361 v1.0, P.8.3 - RIM REQUAL- 118362 v1.0;
OHoBneHuiA po3gin focbe Touunisymady (RO4877533), KOHLEHTPAT AJ/151 NPUrOTYBaHHA PO3UMHY A4S
BHYTPilWIHbOBEHHUX iHdy3iii 200 mr/ 10 mn (20mn) P.3.1 - RIM-REGQUAL - 077450 v3.0, aHriiAiCbKOLO
MOBOI0; 3MiHA Ha3BM BUPOGHUYOI AiNAHKN BUPOGHUKa Ha "DHL Supply Chain Operations GmbH",
HimeuuunHa gna Mosunetuzumab (RO7030816), ctepunbHUii pO34UH ANA iH €KL, 5 mr/0.5mn, 45 mrimn,
PosunHHuka ana MocyHeTy3ymaby (RO5541267), ctepunbHuii po3uuH, 35 mn 1a Touunizymaoy
(RO4877533), KOHLEHTpAT AJ/151 NPUroTyBaHHSA PO3UYUHY A/1S BHYTPILWHbOBEHHUX iHY3ii 200 mr/ 10 mn
(20mn); MopoBXeHHA TepMmiHy MNpuAATHOCTI AJocnigkyBaHoro npenapaty MocyHeTy3ymao
(Mosunetuzumab), po3uuH gns iH ekuii, 5 mr/ 0,5 mn i 45 mr/ mn, go 30 micAuiB Ta Po3uMHHUMKa gns
MocyHeTy3ymaby (RO5541267), ctepunbHuii po3unH, 35 mn go 36 micsauiB; bpowypa gocnigHuka
RO7030816 (Mosunetuzumab, BTCT4465A), Bepcis 8, Big KBiTHA 2022 poKy, aHINilAiCbKOIO MOBOIO;
IHcbopmaunia gna nauieHta Ta Popma iHhopMmoBaHOi 3rogn, anA YKpaiHu, oOCHOBHa 3roga, Bepcia 2.0
BiA 27 nunHAa 2022 pokKy Ha ocHoBi maiicTep IM Ta ®PI3 gna gocnigkeHHs GA43191, Bepcia 3 Big 23
uepBHA 2022 poKy, aHIiliCbKOIO Ta YKpaiHCbKOK MoBamu; JlIuct-po3’sicHeHHs go MpoTtokony Big 04
Gepe3Ha 2022 p., aHrnilicbkolo MOBOW; Jluctn-pos’sicieHHss po Mportokony Big 07rpygHsa 2021,
aHrNincbKo MOBOIO; JTIUCTU-PO3’ACHEeHHA Ao MpoTokony Big 03uepBHA2022 p., aHIMiINCLKOK MOBOIO;
NucTt-nam’aTtka gna gocnigxeHHsa GA43191Big 03uepBHA2022 p., aHrNilicbKOKO MOBOIO; JlIuCcT-Nam’ATKa
CTOCOBHO 3acifiaHHs BHYTpiWHBLOT KOMicii 3 MOHiTOpUHry (IMC (Internal Monitoring Committee)), Big 15
Gepe3HsA 2022 p. , aHMiIACbLKOIO MOBOIO; JlIUCT-NamM’sAiTKa CTOCOBHO 3acigaHHA BHyTpPIilWHbOI KOMicCii 3
MoHiTopuHry (IMC (Internal Monitoring Committee)), Big 27 uepBHa 2022 p., aHI/iCLKOIO MOBOIO;
3MiHa micuA NnpoBefeHHA K/iHIYMHOro BUNPOGYBaHHSA [0 MPOTOKONY KAIHIYHOTO gocnimkeHHs «®A3A IB,
BAFATOLEHTPOBE, BIOKPUTE AOCHIIKEHHA 3 ECKANALUIEO AO03M 3 METOK OLIHKA
BE3MNEYHOCTI, MNMEPEHOCUMOCTI, ®APMAKOKIHETUKN | ®APMAKOAVHAMIKWM MIAWKIPHOIO
BBEAEHHA MOCYHETY3YMABY B YYACHWKIB 3 CUCTEMHVM YEPBOHWM BOBYAKOM», Kog
pocnipkeHHs GA43191, Bepcis 2 Big 12 cepnHa 2021; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland / ®.
XoddbmaHH-/1a Pow NiTa, LWBeiiuapis

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



BYNO CTANO
DHL Solutions Fashion GmbH Address: In der | DHL Supply Chain Operations GmbH Address: In
Au 9, 61197 Florstadt, HimeyunHa der Au 9, 61197 Florstadt, Hessen, HimeuunHa
BYNO CTANO
K.M.H. KoBasieHko C.O. K.M.H. KoBaneHko C.O.
MepguuHuii LEeHTP ToBapucTBa 3 oGMexeHow | MeauuHuiA LEeHTP TOBapucTtBa 3 OOGMEXEHO
BignoBiganbHicTO «FapMoOHisn Kpacu», | BiANOBiga/IbHICTIO «ApeHcia Exkcnnoparopi
BiAAiNEHHSA KNiHIYHUX BUNPOGYBaHb, M. KuiB Megicin», Bigain KniHiYHUX gocnimxeHb, M. Kuis

33. 3miHa Ha3BMu MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA 40 NPOTOKO/Y KAIHIYHOrO AOCAIAKEHHS
«PaHgomi3oBaHe KniHiYHe gocnimkeHHs ®asm 3 KombiHoBaHOI Tepanii AMiBaHTaMa6oM Ta JlasepTiHibom y
NOPIBHAHHI 3 OCcMMepTHHIOOM Ta Yy NOPIBHAHHI 3 Jla3epTiHiGoM AK NepLuoT NiHil Tepanii y naujieHTiB 3 MicLeBo-
nowmnpeHnm abo metactaTUYHMM HePiIGHOKNITUHHUM PaKoM fiereHb 3 MyTaLlielo peuenTopiB enigepMasibHOro
thaktopa pocty (EGFR-myTauieto)», ko gocnigpkeHHs 73841937NSC3003, 3 Nonpaskoto 2 Big 23.09.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», besnbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNO CTANO
O.M.H., npody. BoHaapeHko |.M. O.M.H., npod. BoHaapeHko |.M.
KomyHanbHe HekomepuiiiHe nignpueMmctBo | KomyHanbHe HekomepuiiHe nignpuemctBo «Micbka
"Micbka KNiHiYHa nikapHsa Ned" | kniHiuHa nikapHa Ned» [HINPOBCLKOI MICbKOI paaum,
JAHINPOBCbLKOI MICbKOI paau, MiCbKuii | XimioTepaneBTUYHe BigAineHHs 3 [AEHHUM
XimioTepaneBTUYHWIT LEHTP, M. fHinpo cTauioHapoM, [IHiNPpOBCbKUii AepXxaBHUII MeguuHNii
YHiBepcuteT, Kachegpa OHKONOrii Ta MepuUuHol
pagionorii, m. JHinpo

34. YkpaiHa, MK-3475-905, Bepcis 3.01 Big, 05 cepnHsa 2022 p., yKpaiHCbKOO MOBOIO, iHhopMauis Ta
[OKYMEHT npo iHhopMmoBaHy 3roay AnA nauieHTa; OHOB/EHI 3pa3ku MapKyBaHHS liKapCbKMX 3ac006iB:
MK-3475 (nem6ponisyma6); EHhopTymMad BegotuH (Enfortumab Vedotin): MK-3475_Kit, Bepcis 2.0 Big
25 cepnHsa 2022 poKy, aHrnificbKolo Ta yKkpaiHcbKolo moBamu; MK-3475_Vial, Bepcis 2.0 Big 05 cepnHsa
2022 poKy, aHrniicbKoto Ta ykpaiHcbkoto moBamu; Enfortumab Vedotin_Kit, Bepcisa 2.0 Big 03 cepnHs
2022 poKy, aHrNiNCbKOIO Ta YKpaiHCbKoo MoBamu; Enfortumab Vedotin_Vial, Bepcis 2.0 Big 03 cepnHs
2022 poOKy, aHrNIACbKOK Ta YKpaiHCbKOW MoBamu; 3pasoK CrNpoWEHOro MapKyBaHHSA
3apeecTpoBaHOro B YKpaiHi NikapCbKOro 3acooy, SKuili 3aCTOCOBYETLCA B K/1iHIMHOMY BUNPOOYBaHHI
MK-3475-905, Bepcia 2.0 Big 25 cepnHA 2022 poKy, YKpaiHCbKOO MOBOIO; 3MiHa BigNOBiAa/IbHOroO
AocnigHUKa [0 NPOTOKO/Y K/iHIYHOrO AoChimpKeHHA «PaHfomizoBaHe pochimkeHHs Il dasn gna ouiHku
LMCTEKTOMIT B KOMGiHaLi 3 nepionepauiiHum 3acToCyBaHHSIM NeMOponi3ymady Ta A/18 OLiHKM LIMCTEKTOMIT B
KOMbGiHaLii 3 nepionepauiiHuM 3acTOCyBaHHAM eHopTymMaby BefOoTUHY Ta nembposnizymady MOpiBHSAHO 3
NPOBEAEHHAM Ti/IbKUW LIMCTEKTOMIT 018 YYaCHUKIB 3 M'A30BO-iHBA3WBHUM pakOM CeY0BOro Mixypa, KM He
MOXHa MpPoBOAUTWU JliKyBaHHA UMCNNATUHOM abo SKi  BiAMOBWAMCA Bif, JNiKyBaHHA UUCNIATUHOM
(KEYNOTE-905/EV-303)», Koa pgocnigxeHHsa MK-3475-905, 3 iHkoprnopoBaHoto rnonpaskoto 06 Big 04 KBITHA
2022 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTANNIO
3aB.Big. Han6aHnpgsaH T.A. nikap Kigik A.T.
KomyHasnbHe HeKoMepLUiiHe nignpuemcTeo | KomyHasibHe HekoMepLiiHe nigNnpUeEMCTBO
«O6MacHUiA  LEHTP OHKOMOriT», oHKoyposnoridyHe | «O6MacHUiA  LeHTP  OHKOJIOTii»,  OHKOYyposoriyHe
BigAiNeHHs, M. XapkKiB BigAiNeHHs, M. XapkKiB

35. OHOBNEeHUiA NPOTOKON KNiHiYHOro gocnimpxkeHHs OBI-822-011, octatouHa pegakuia 7.1 Big 07
6epe3sHA 2022 p.; CUHONCUC OHOBJIEHOIO NPOTOKOJY KNiHiuHOro gocnimkeHHa OBI-822-011, octaTtouHa
pepakuisn 7.1 Big 07 6epesHst 2022 p., OCTATOUHMIA NepeKnaj, 3 aHrNifiCbKOi MOBU Ha YKPaiHCbKY MOBY
BiA 12 nunHsa 2022 p.; IHdhopMauiliHMii INCTOK ANA nauyieHTa i opma iHhopMoBaHOT 3roau, octatoyHa
pepakuia gna YkpaiHm 6.0 Big 05 nunHa 2022 p., oCcTaTOYHWMIA Nepeknag 3 aHraiicbKoi MOBM Ha
YKpaiHCbKy MOBY Big 05 cepnHsa 2022 p., ocTaTO4YHUIA NepeKag 3 aHr/1iiCbKOi MOBM Ha POCIICLKY MOBY
Big 05 cepnHa 2022 p.; 3miHAa Ha3sBU MicuA MNpPoOBeAEHHA K/iHIYHOrO BUNPOGYBaHHA Ta
BiANOBigaNbHOrO AoCnigHMKA [0 NPOTOKOMY K/IHIYHOro AOC/imKeHHs1 «BigkpuTe paHgomizoBaHe
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pocnimpkeHHs 11l dhasm 3 ouiHKM agarnokcagy cimoneHiHy (OBI-822)/OBI-821 (BaKuMHM Ha OCHOBI @HTUTEHY
Globo H) npv npoBeaeHHi ag'toBaHTHOI Tepanii nayieHTam i3 Tpu4di HeraTUBHMM pPakoM MOJIOYHOT 3a/1031 Ha
paHHiii cTagii, y Akux BigmiyaeTbca ekcnpecia Globo H i € Bucokuii pusmk po3sButky peumauBy (kogoBse
nosHayeHHa gocnimpkeHHsA: GLORIA)», kog gocnimkeHHsa OBI-822-011, octatouHa pefakuis 6.0 Big 17 yepBHS
2020 p.; cnoHcop - OBI Pharma, Inc., TaiBaHb, Kutalicbka Pecnybnika

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «IMl EC AN-YKPAIHA»

BY/NO CTANO
3aB. ueHTpom byxTtees [.C. 3aB. Big. OTueHaw H.M.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHasilbHe  HeKkOoMepLiliHe  nNigNPUEMCTBO
«OGNAaCHUI LIEHTP OHKOJIOrii», OHKOXipypriuHe | «OG/IaCHUIA LEHTP OHKOJIOrii», 0G/IACHUIA LEHTP
BigAiNeHHs M'AKMX TKaHUH Ta rpygHoi 3as103K, | Mamorsorii, M. XapkiB
M. XapkKiB

36. OHOBNEeHHA Bpowypu gocnigHukKa focnigKyBaHOro flikapcbKoro 3aco6y Mipikisayma6 (LY3074828),
Bepcisa Big 12 uyepBHA 2022 pPOKY aHI/MiNCbKOK MOBOI [0 MPOTOKONY KAiHIYHOIO [A0CHiMKEHHS
«baraTtoueHTpoBe, Bigkpute, NogosxeHe JocnimkeHHs Il Pa3un gna OuiHkn JosroTpmsanoi EchekTMBHOCTI Ta
BesneuHocTi 3actocyBaHHA MipikisymMaly y MauieHTiB i3 XBOpo60o KpoHa», Kog pocnigpkeHHs 16T-MC-
AMAX;, 3 iHKopnopoBaHoto nornpaskoto (a) Big 01 nunHa 2021 poky; cnoHcop - Eni Ninni eng Komnawi, CLUA / Eli
Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

37. bpolypa gocnigHuKa ansa AocnigKyBaHoOro jlikapcbkoro 3aco6y BAF312 CinoHimog, BupaHHsA 20,
Big, 19 kBiTHA 2022 poky; Bpowypa gocnigHuka gnsa [OCNiAKyBaHOro Jlikapcbkoro sacody FTY720D
®diHronimop, BugaHHa 25, Big 11 kBiTHA 2022 poky; IHchopmauiiiHMii nucToK i hopma 3rogn Ansa
yuyaCHUKIB, AKUM BUNOBHIOETLCA 18 poKiB nig yac gocnigpkeHHA, Bepcia V00.03UKR(uk) 1.0 Big 11
nmnHAa 2022 poky, nepeknag BUKOHaHO 05 cepnHa 2022 poky (yKpaiHCbKO MoBoW), (Main ICF
V00.03UKR(uk) 1.0 (11Jul2022); "IHchopmMaLMOHHbIW NUCTOK U ¢hopma cornacus Afisi y4acTHUKOB,
KOTOpPbIM UcnonHsaetca 18 net Bo Bpems nccnegosaHua”, sepcia V00.03UKR(ru) 1.0 Big 11 nunHsa 2022
pOKy, nepeknag BUKOHaHo 05 cepnHA 2022 poKy (pociiicbkoto moBoto), (Main ICF V00.03UKR(ru) 1.0
(11Jul2022); IHdopmaLiviHMii NMCcTOK | chopma 3roan ansa 6atbkiB, Bepcia V00.03UKR(uk) 1.0 Big 11
nunHAa 2022 poky, nepeknag BukoHaHo 05 cepnHA 2022 poky (ykpaiHCcbKoio mMoBoto), (Parental ICF
V00.03UKR(uk) 1.0 (11Jul2022); " UHchopMaLMOHHbIN NUCTOK U dpopma cornacus gnas poauteneii”,
Bepcia V00.03UKR(ru) 1.0 Big 11 nunHa 2022 poky, nepeknag BukoHaHOo 05 cepnHAa 2022 poky
(pociiicbkoto moBoto), (Parental ICF V00.03UKR(ru) 1.0 (11Jul2022); MonpaBka po Jocbe
[OocCnigpKyBaHOro nikapcbkoro 3aco6y BAF312, 0.1 wmr, 0.25 mr, 0.5 mr, 1 mr, 2 mr, Ta6neTkn, BKPUTI
NNiBKOBOK 060J/710HKOO, 6002850_SM_IP_AMEN_3_967, Big 25 TpaBHA 2022 poky; OHOBMEeHi ceKuil
Jocbe paocnimKyBaHOro nikapcbkoro 3aco6y BAF312, 0.1 wmr, TaGneTku, BKPUTI NNiBKOBOIO
060n0HKOW: 2.1.P.8 «CTaGinbHicTb», 6002850 _SM_I_P8_975, Bepcia 4.0 Big 25 TpaBHA 2022 poOKy;
MonpaBka go Aocbe gocnigkyBaHoro nikapcbkoro sacooy BAF312, 0.1 mr, 0.25 wr, 0.5 mr, 1 mr, 2 wmr,
TabneTkn, BKPUTI NiBKOBOK 060/1I0HKOIO, 6002850 SM_I_AMEN_4 967, Big 02 yepBHA 2022 poOKYy;
OHoBneHi cekuii flocbe apocnigKyBaHOro nikapcbkoro 3acooy BAF312, 0.1 mr, TaGneTKkn, BKPUTI
nNNiBKOBOI 060J/10HKOMO: 2.1.P.3 «BuMpo6HULTBO», 6002850 SM_I_P3 975, Bepcis 2.0 Big 01 yepBHSA
2022 poky; OHOB/eHi ceKuii locbe aocnigKyBaHoro nikapcbkoro sacoéy BAF312, 0.25 mr, 0.5 mr, 1 wmr,
2 M, TabneTKn, BKPUTI nniBKOBOKO 0G0/I0HKOH0: 2.1.P.3 «BUpOGHUNLTBO»,
6002636_SM_I_RDO01_P3_975, Bepcia 2.0 Big 01 uepBHA 2022 poky; JopgaHHA BUPOGHUKIB
pocnigkyBaHoro nikapcbkoro 3aco6y BAF312, 0.1 mr, 0.25 mr, 0.5 mr, 1 mMr, 2 Mr, Ta6/1eTKN, BKPUTi
NNiBKOBOKO 000/IOHKOW, a came: Confarma France SAS, (CONFARMA FRANCE HOMBOURG),
®paHuia; Fisher Clinical Services GmbH, HimeuunHa; [MoAOBXeHHA TepMmiHYy NPUAATHOCTI
[OCnigpKyBaHOro siikapcbkoro 3acooy BAF312 CinoHimopg, TaGneTku, BKPUTi N/1IBKOBOKO 0GO/IOHKOLO,
0.1 mr, go 30 micAuiB; 3MmiHa Micusa NpoBeAeHHs KMiHIYHOro BUNPOGOBYBaHHA [0 NPOTOKO/Y K/iHIYHOIO
[OCNiAXeHHs «2-pivyHe, paHAoMi30BaHe, NoABiliHe crine AOCAIMKEHHS BiACYTHOCTI MEHLLIOT eheKTUBHOCTI, L0
npoBoANTbLCA B 3 rpynax Ans MNOpiBHAHHA edhekTuBHOCTI Ta 6e3nevHocTi ocpaTymymaly i cinoHimoay 3
(hiHroNIiMoAOM Y NaujieHTIB AUTAYOr0 BiKy 3 PO3CIAHUM CKNIEPO30M, i3 NOSaIbLIMM BiAKPUTUM PO3LLNPEHUM
pocnimpkeHHAM», kog, gocnigxeHHss CBAF312D2301, sepcis 00 Big 28 ciuHa 2021 poky; cnoHcop - «HosaprTic
dapma Al», LLBeliyapisa / Novartis Pharma AG, Switzerland

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

| BYNO CTAJIO
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K.M.H. MakefoHcbKa |.B. K.M.H. MakepnoHcbKa I.B.

KomyHanbHe HekoMmepuiiiHe nignpuemctso | KomyHanbHe HeKomepLiliHe nignpuemMcTBo
«Micbka putauya KniHiuHa nikapHa Ne6» | «Micbka  guTtAYa  KAiHiYHA  nikapHA  Ne6»
[HinpoBCcbKOi MiCbKOI pagu, HeBposioriyHe | [HiNPOBCLKOI MiCbKOi paau, antade
BigAiNneHHa MmonoALworo Biky, M. fIHinpo HeBposioriyHe BigAineHHA, M. JHiNpo

38. 3MmiHa BignoBigasIbHOro AocCAifHUKA [0 NPOTOKO/Y K/IHIYHOIO A0C/iMpKeHHS «PaHoMi3oBaHe,
noAgiiHe cnine, nnaue60-kOHTPOSIbOBaHe, GaraToueHTpoBe [ocaimpkeHHA 3b a3y 3 MeToK OUiIHKM
edheKTMBHOCTI Ta 6e3neYHOCTi NiALWKIPHOro BBEAEHHS rycesibKymaoy A/151 3MEHLLIEHHS 03HaK | CMMMTOMIB Ta
CMOBI/IbHEHHSI PEHTIeHO/I0NYHOT Mporpecii 'y nauieHTiB 3 aKTUBHMM MCOpiaTUY4HUM  apTPUTOM», KO,
pocnipkeHHss CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHs 2022 poky; cnoHcop - Janssen Pharmaceutica
NV, Belgium / fAHcceH ®apmaueTuka HB, Benbris

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

BYNO CTAJIO
nikap JlitosyeHko |.B. A.M.H. TonoBuyeHko O.l.
MeOnyHwin  UeHTp ToBapucTBa 3 0OMEXeHOoW | MeguyHuii LeHTp ToBapucTBa 3 OOMEXEHOH
BiANOBiZaNbHICTIO «Xesnc KNiHik», MegnyHuiA KiHIYHWA | BignoBiganbHicTio  «Xenc  KniHik», MeguuHuii
[OCNIAHVUBKMIA  UeHTp, BIAAIN  kapgionorii - Ta | KNHIYHWA  AOCAIAHWULbKUIA LeHTp, Bigain
pesmaTosorii, M. BiHHWUSA KapAiosiorii Ta pesmarosiorii, M. BiHHMUA

39. Bpouwypa gocnigHuka gnsa ate3onizymady (TECENTRIQ®, RO5541267), Bepcif 19 Big cepnHsa 2022
pP. 0O NPOTOKOAIB KAIHIYHMX A[OC/iMKeHb: «baraToueHTpoBe paHgoMi3oBaHe niaueb0-KOHTPO/IboBaHe
pocnipkeHHs 1l dpasn aresonisymaby (aHTu-PD-L1 aHTWTIZIO) B pexuMi MOHOTepanii Ta B NOEfHaHHI 3
ximioTepanieto Ha OCHOBI NMaTUHWM Y MaUIEHTIB i3 HENiKOBAHOK MiCLEBO-MOLLIMPEHO abo MeTacTaTUYHO
ypoTeniasibHOK  KapuUUHOMOW», Koa —gochnigkeHHs WO30070, Bepcid 10 Big 10 ciyna 2022 p.;
«baraToLUeHTpoBe, paHAoMi3oBaHe, Nnauebo-KOHTPONIbOBaHe, MNoABiiHe cnine pocnimpkeHHsa 1l dasn
aresonizymady (aHTu-PD-L1 aHTUTINO) B SIKOCTI af'toBaHTHOI Tepanii y naujieHTiB 3 HMPKOBO-KAITUHHOM
KapuuHOMOIO 3 BMCOKMM PU3MKOM PO3BUTKY MeTacTasiB nicnis HedppekToMmii», Koa aocnimkeHHs WO039210,
Bepcisa 10 Big 12 nuctonaga 2021 p.; «[MoagiiHe cnine nnale60-KOHTPoboBaHe paHAomizoBaHe chasu Il
JOCniMpKeHHs inaTacepTidy y Kom6GiHauil 3 naknitTakcesom B SAKOCTI NiKyBaHHA ANA NaLieHTiB 3 FeHHUMU
nopyweHHamMn  PIK3CA/AKT1/PTEN B rpyni  micueBonowmpeHoro abo meTacTaTtuyHOro, noTpiliHO-
HeraTMBHOrO paky MOJIOYHOT 3a/1031M abo B rpyni rOpMOH-Mo3nTMBHOro, HER2-HeratmBHOIro paky MOJIOUHOT
3a/103U», Ko pocnimpkeHHs C0O40016, sepcia 11 (Koropta C) Big 17 ntotoro 2022 p.; «bararoueHTpose,
paHAoMi30BaHe, NoABiiHe ciine, nnaueb0o-kOHTPoNboBaHe gocnimxkeHHs Il dasn aresonisymady (aHTu-PD-
L1 aHTUTINIO) B AKOCTI 8’ t0BaHTHOT Tepanii nicna paavkasibHOro flikyBaHHA Y NaLieHTiB 3 MiCLLeBO-NOLLMPEHO0
NAOCKOKMITUHHOK KapLUMHOMOI rO/10BU Ta LUNT BUCOKOTO pU3KKy», KoA AocnimpkeHHss W0O40242, sepcia 11 Big
04 nuctonapga 2021 p.; «MopAgiiiHe cnine, 6baraToLeHTPOBE, paHAoMi30BaHe aocnimkeHHs |1l da3un ansa ouiHKM
edheKkTMBHOCTI Ta 0e3neku Heoaj'toBaHTHOI Tepanii are3onisymaéom ab6o nnauebo B KombOiHauii 3
xiMioTepanieto Ha OCHOBI NpenapartiB NAaTMHKW Y NaUEHTIB 3 onepabesibHUM HeAPiGHOKNITUHHUM PakoM fiereHb
I, A i Bubipkoso IIIB cTagii», ko pgocnimkeHHsa GO40241, sepcisa 9 Big 28 nwotoro 2022 p.; «BigkpuTe,
baraToLeHTpOBe MPOAOBXEHHS AOC/iAXKEeHb 3 [AOBrOCTPOKOBMM CMOCTEPEXEHHAM 3a nauieHTamu, SKi
npuiMann yyacTb y [OCNiMKEHHSAX aTe3onisymaby, e CcrnoHcopom 6ynn [hkeHeHTek |HK. Ta/abo
®. XohdpmaHH-/1a Pow ita», kof gocnigxeHHs BO39633, sepcis 10 Big 13 rpyaHs 2021 p.; «PaHaoMi3oBaHe,
noagiive cnine, nnaue6o-koHTponboBaHe hasu Il gocnimpkeHHsa Tiparonymaby (aHTu-TIGIT aHTWTINO) B
KoMGiHaL,i 3 ate30/1i3ymMma6oM Yy NopiBHSAHHI 3 Naauebo B KOMGIHaLIT 3 aTe30/1i3yMaboM y nauieHTiB i3 paHiwe
HenikoBaHMM  MICLEBO-MOLIMPEHNM  Hepe3ekTabesnbHMM abo  metactatudyHum  PD-L1-cenekTMBHUM
HeApPIGHOKNITMHHUM pakoM fiereHb», Kog pocnimkeHHs GO41717, sepcis 4 Big 03 nuctonaga 2021 p.;
«PaHgomizoBaHe, noggiiiHe cnine, nnauebo-koHTposiboBaHe ha3m |ll gocnimkeHHs1 aTesonisymady B
noeAHaHHi 3 Tiparonymabom (aHTU-TIGIT aHTMTINI0) abo 6e3 Tiparoaymaby y naujieHTiB i3 Hepe3ekTabeibHO
NJIOCKOKNITUHHOK  KapLMHOMOK CTpaBOXOA4y, 4MA KapumHOMa He nporpecysana nicnis pagvkasbHol
ximionpomeHeBoiT Tepanii», Kog aocnimkeHHss YO42137, Bepcis 5 Big 27 cepnHa 2021 p.; «PaHaomi3oBaHe,
no/BiiiHe cnine, nnaueb60-KOHTPOIbOBaHe, dasu Il AocnigKeHHS 3aCTOCYBaHHS aTe30/1isyMmady y NoeaHaHHi
3 feBaumnsymadbom abo 6e3 6eBaumsymady y koMbGiHaUii 3 yucniaTMHOM Ta reMmumtabiHoOM y naujieHTiB i3
paHile HenikoBaHWM MOLUMPEHMM pakoM 6GiniapHOro TpakTy», Kog, focnimxkeHHs GO42661, sepcia 4 Big 14
rpygHa 2021 p.; «PaHpomi3oBaHe, 6aratoueHTpoBe, dasu IB/IIl  gocnigpkeHHA  dhapMakoKiHETUKN,
edpekTvBHOCTI Ta 6e3neyHoCTi 3acTOCyBaHHA MNiAWKIpHOT diopMy  aTe3os1isymady Yy MOPiBHAHHI 3
BHYTPILLUHLOBEHHOK (pOpMOI0 aTe3onisymaby y nauieHTIB i3 paHille ikoBaHUM MicLeBONoOWMpeHM abo
MeTacTaTU4HUM HeAPIGHOKNITUHHMM PakoM JiereHb», Kog gocnimxeHHs BP40657, sepcia 6 Big 25 nwoToro
2022 p.; «PaHpgomizoBaHe, noggiiHe cnine, 6GaratoueHTpoBe pasm |l gocnigpkeHHA 3acTocyBaHHSA
aresonisymady (aHTu-PD-L1 aHTuUTINO) npoTu nnauebo SK af’toBaHTHOI Tepanii y nauieHTiB 3 M'30BO-
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iHBA3VBHMM pPaKkoOM CEYOBOr0 Mixypa BWCOKOrO PU3NKY 3 HasBHOKW UMpkyaowyow OHK nyxavHu nicns
LMcTeKToMI», Kog gocnigpkeHHs BO42843, sepcis 4 Big 06 ciuHa 2022 p.; «PaHaoMi3oBaHe, NogiiiHe chine,
nnaueb0-KoOHTpOIboBaHe AochigXeHHa a3m Il gna ouiHkM edpekTMBHOCTI Ta 6e3nevyHoCTi af’toBaHTHOI
Tepanii aresosiisymabom a6o nnauebo y kombiHauii 3 TpacTtyymaboM eMTaHCUMHOM Y navieHTiB i3 HER2-
NO3UTUBHMM PakOM MOJIOYHOI 3a/1031 3 BUCOKUM PU3UKOM peLvauBy micns nepegonepawiiiHoi Tepanii», kog,
pocnipkeHHs WO42633, sepcia 3 Big 23 motoro 2022 p.; «PaHaomisoBaHe 6araToueHTpoBe Bigkpute
nepexpecHe [AOCAIMKEHHA AN1A OUIHKM MnepeBarn 3acToCyBaHHS NiAWKIpHOT dhopMu aresonisymady B
MOPIBHSIHHI 3 BHYTPILUHEOBEHHO (hOpMOI0 aTe30/1iymaby y nauieHTiB 3 HeApiOHOKNITMHHUM PakoM JSiereHb 3a
MOBIAOM/IEHHAMMW MaLEHTIB | MeANYHMX NpaLiBHUKIB», ko4 AochimkeHHss MO43576, sepcisi 1 Big 16 cepnHs
2021 p.; «PaHgomizoBaHe, BigKkpuTe, GaraToueHTpoBe AochnimkeHHa dha3m |l nigTpymyBanbHOI Tepanii
KOMOGiHaujieto nypbiHEKTeAMHY Ta aTe30/1i3yMady B NOPiBHSAHHI 3 MOHOTepanielo ate3os1isymabom y nauieHTiB 3
[OPIGHOKNITUHHUM pakoM JfiereHb Mi3HbOI cTagil nicna iHAYKUiAHOT Tepanii nepLuoi NiHii 3a AONOMOror
KapbonnaTuHy, eTonosuay Ta atesonisymady», kog gocnimkeHHs GO43104, sepcia 3 Big 03 rpygHa 2021 p.;
cnoHcop - ®.XoddpmaHH-/a Pow /14 (LWBeliyapis)

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAasIbHICTIO «PoLl YKpaiHa»

40. OHOBJIEHMIT NPOTOKOJ KNiHiYHOrO pgocnipkeHHs AC-058B303, pegakuisa 6.UKR.A Big 04 cepnHsA
2022 p.; CnHoncuc OHOBJ/IEHOIO NPOTOKONY KiliHIYHOro gocnigpkeHHa AC-058B303, pepakuis 6.UKR.A
Big 04 cepnHA 2022 p., OCTaTOYHUI NepeKnag, 3 aHrMincbKOi MOBU Ha YKpaiHCbKy MOBY Big, 15 cepnHs
2022 p.; IHchopmauis gna nauieHta Ta hopma iHhopmoOBaHOI 3rogn, ocTaTouHa pegakuisa 7.0 gna
YKpaiHu Big, 15 cepnHa 2022 p., ocTaTOUHWUIA Nepekiag 3 aHrnilicbKoi MOBU Ha YKpaiHCbKY MOBY Bipg, 24
cepnHa 2022 p., OCTaTOYHUI NepeKknag 3 aHrNiicbKOi MOBU Ha POCiiicbKy MOBY Big 24 cepnHa 2022 p.;
Bpowypa gnsa gocnigHuka 3 npenaparty noHecumopg (ACT-128800), pepakuis 17 Big 06 TpaBHsA 2022 p.;
KepiBHULTBO LWOA0 NpoBeAeHHA AOCNIMKEHHA Nif yac 3HAYHMX NOTPACiHb Big 12 TpaBHA 2022 p.;
KepiBHMUTBO ANA Micub NpoBeAeHHs K/iHIYHOro AocnifkeHHs B YKpaiHi Big 27 nunHAa 2022 p.; 3MiHa
Micus NpoBeAeHHS1 KNiHIYHOro AOCiMKEHHA [0 NPOTOKOMY KIIHIYHOrO AoCnigxeHHs «baraToueHTpose
HenopiBHANbHE OOCNIMKEHHA MOHeCUMoAy Npu AOBIOTPUBA/IOMY 3aCTOCYBaHHI B A03i 20 Mr 3 METOO OLLiHKU
noro 6e3neyHocTi, NepeHoCMMOCTi Ta 34aTHOCTI KOHTpO/oBaTW nepebir 3axBOPIOBAHHA Yy XBOpPUX Ha
PELMAMBYIOUNIA  PO3CisHWI  ck1epo3  (MPOJOBXEHHs AocnimpkeHHs AC-058B301)», Kof [OCMILKEHHS
AC-058B303, pegakuis 5 Big 20 nunuHa 2021 p.; cnoHcop - “AktenioH ®apmacktoTukans flimiteqn”, Lseinuapis
3anBHuK - TOBAPUCTBO 3 OBMEXXEHOLO BIAMOBIAANILHICTHO "M EC AN-YKPAIHA"

BYNO CTANO
O.M.H., npod., Mockosko C.T1. O.M.H., npod., Mockosko C.T1.
KomyHanbHuiA 3aknapg "BiHHMUbKa o6nacHa | MeguuHuii UeHTP TOBapucTBa 3 OGMEXEHOI
NCMXoHeBpPOJIOriyHa nikapHsa im.akag. | BignoBiganbHicTO "MeguuHuia LeHTp
O..LlOweHka", BiggineHHA  HeBposnorii  Ne3, | "Cantotem", NiKyBa/IbHO-NpPOiNaKTUUHUI
BiHHULbKNIA HaLiOHa/IbHUIA MepuyHuiA | Bigain, M. BiHHMUA
yHiBepcuter im. M.l. TMuporoBa, Kadegpa
HepBOBUX XBOPO6, M. BiHHMUSA

41. bpowypa pocnigHuka, PF-06873600, Bepcia 6.0 Big nunHa 2022 p., aHINIACbKO MOBOIO;
C3661001 IHchopmauia pgnAa nauieHTa T1a chopma iHchopmoBaHOI 3rogun Ha ydyacTb Yy HayKOBOMY
pocnimpkeHHi_YkpaiHa_Bepcia 11.11.0 Big 09 cepnHa 2022 p. aHrNiACbKOIO, YKpaiHCbKOK Ta
POCIACbKOI0 MOBaMU [0 NMPOTOKONY K/iHIYHOro gochipkeHHs «PO3LWVPEHE JOCNIAXKEHHA ®A3U 1/2a
3l 3BIbIUEHHAM A031 ANnA OUIHKW BE3MEYHOCTI, MEPEHOCUMOCTI, ®APMAKOKIHETWKN,
®APMAKOONHAMIKM TA MPOTUMYX/IMHHOI AKTUBHOCTI MPEMAPATY PF-06873600 B AKOCTI
MOHOTEPAMIT TA Y KOMBIHALJII 3 EHAOKPVWHHOK TEPAMIEK», kog AocnimkeHHs C3661001,
nonpaska 7 Ao npotokony Big 07 uepsBHsi 2021 poky; cnoHcop - Mdaiizep IHk., CLUA

3asaBHUK - Mdcpalizep IHK., CLUA

42. OHoBNeHa bpowypa aocnigHuka IgPro20, ImyHorno6ynid niogniu G(human immunoglobulin G) /
XizeHTpa (Hizentra®) | IgPro20, Bepcia 12.0 Big 14 rpyaHa 2021, aHr1iiCbKOO MOBOIO [0 MPOTOKONY
KMIHIYHOrO JoCnimKeHHA «JocnifpkeHHA 3 OUiHKW edeKTUBHOCTI, 6e3neyHocTi Ta (hapMakoKiHETUKU Mpw
3actocyBaHHi npenapaty IgPro20 (imyHOrno6yniHy Ansa niglwkipHoro BBeAeHHs, XizeHTpa®) y Aopoc/mx
nauieHTiB i3 gepmartomiosutom (M) - pocnimkeHHa RECLAIIM», kog gocnigpkeHHs IgPro20_3007, nonpaska
3 Big 21 nunHsa 2020 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn bepixur EnEnCi, CLLUA

3aaBHuK - TOB "AaaHcep KniHikan", YkpaiHa

43. 1VIT15043 Mawm’aTKa Ana AOCNigHUKIB NMPO 3anpoBakKeHHA BigaaseHOi NepeBipKU NepBUHHUX
AaHuX B YKpaiHi Big 01 BepecHs 2022 p. 40 NPOTOKOAY K/iHIYHOIo A0CNimkeHHs «PaHaomizoBaHe, NoaBiliHe
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cnine, nnauebo-KOHTPO/IbOBaHE [OCAIMKEHHS O/ BUBYEHHS e(eKkTMBHOCTI Ta 6e3neyHocTi npenapaty
InxekTachep® (KapbokcumanibTo3a 3asi3a) Ansa nikyBaHHS cepueBoi HefoCcTaTHOCTI Npu 3anizogediunTHNX
CTaHax», koA pocnimxeHHsa 1VIT15043, ciHanbHa Bepcia 3 Big, 11 ciyHa 2021 poky; CNoHCop - «AMepikaH
PepmxeHT, IHk.», CLLUA (American Regent, Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTIO «KLP YkpaiHa»

44, bpoluypa gocnigHuka AOCNioKyBaHOrO JliKapCbKoro 3aco6y ®inroTiHi6 (GS-6034), BugaHHA 17 Big,
15 nunHA 2022 poKy aHrNiiicbKO MOBOI [0 MPOTOKO/Y KMiHIYHOTO BMNPOOGYBaHHS «baraTtoueHTpoBe,
BigKpWTE, AOBroTpMBasie NOAOBXKEHE AOCAIMKEHHS ANSA OUiHKM 6e3neYyHOCTi Ta e(PekTUBHOCTI 3aCTOCYBaHHS
hinroTiHiGy B NauieHTiB i3 peBMaToigHMM apTPUTOM», KoA AocnigxeHHs GS-US-417-0304, nonpaska 7 Big 21
civyHa 2022 poky; cnoHcop - Galapagos NV, benbris

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)

45. bpouwypa aocnigHuka, RO5541267, Tecentriq (ATesonisyma6/Atezolizumab), Bepcisa 19 Big cepnHs
2022 pokKy aHr1iicbKOK MOBOH 40 NPOTOKO/1Y K/iHIYHOTO A0oCNiMKEHHS «baraToLeHTpoBe, paHAoMi30BaHe,
BigkpuTe pgocnimkeHHsa 1l dasn 3 nopiBHAHHA KoMOiHauii ATe3onisymaby (aHTu-Pd-L1 aHTtuTtinag) 3
a/’'toBaHTHOK aHTPaLMKiHOBOK/TakCaHOBO XiMioTepanielo Ha BiAMiHY Bif Ti/ibky XiMioTepanii B naLieHTiB 3
onepabenbHMM TpuUYi HeratMBHUM PakoM MOJI04HOT 3an103m» (IMpassion030), koa pocnimpkeHHs BIG
16-05/AFT-27/W039391, Bepcisa 8 Big 24 nuctonaga 2021 poky; cnoHcop - F. Hoffmann-La Roche Ltd. /®.
XothdpmaHH-J1a Pow fita. /®. FodhdpmanH-N1a Pow NT4., LBeliyapis

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

46. CP-4-006 MnaH giil y Haa3BU4ailHUX cUTyauisix A NiKkyBaHHA nayieHTiB nig uac kpusu (MOD-4023 |
CP-4-006 | CP-4-006_LT-OLE Contingency Plan for Patient Management During Times of Crisis VV-
TMF-207586 | Bepcia 1.0 Big 21 Gepe3Hs 2022 p.) [O NMPOTOKOMY KMIHIYHOTO AOCMIMKEHHS «Bigkpute
paHAoMi30BaHe b6araToueHTpoBe AoC/imKeHHs dhasn 3, TpmBanicTio 12 micsAuiB, 3 OuiHKM eEeKTMBHOCTI Ta
6e3ney4yHOoCTI 3acTocyBaHHA npenapaty MOD-4023 oauH pas Ha TXKAEHb, Y MOPIBHSAHHI 3 LLOAEHHO Tepanieto
eHOTpoONiHOM®, y AiTeilt y npenybepTaTHOMY Bili 3 AediUMTOM rOPpMOHY POCTY», KoA, AocnigkeHHss CP-4-006,
Monpaska 2 Big 06 TpaBHsa 2018; cnoHcop - OMNKO baiionopxike /ita. (OPKO Biologics Ltd.), I3painb
3anBHuK - TOB «KLIP YkpaiHa»

47. 3miHa Mmicua npoBefieHHA K/iHIYHOroO BUMPOOGYBAHHA [0 MPOTOKONY KIIHIYHOTO [OCNIAKEHHS
«PaHfgomi3oBaHe, Bigkpute, 6araToLeHTpoBe [AOCIMKEHHA 3 BUBYEHHA JliKyBaHHA npenapatom AB-729,
aHasiorom Hykneos(T)ugis Ta nerisiboBaHNM iHTephepoHOM asibha-2a y nauieHTiB 3 XPOHIYHO iH(eKLie
Bipycy renatuty B», koa gocnigpkeHHa AB-729-201, sepcia 3.0 Big 17 uepBHA 2022 poky; CroHcop - ApbyTyc
Biochapma KopnopeiiwH, CLUA/ Arbutus Biopharma Corporation, USA

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

BYNO CTANO
nikap JobpsiHcbka M.A. nikap JobpsHcbka M.A.
MeauuHuii UeHTp ToBapucTBa 3 OOMeXeHow | MeauuHmii LEeHTpP ToBapucTBa 3 OOMEXEHOH
BignoBiganbHicTIiO "rapmoHis Kpacu", | BignoBiganbHicTio «ApeHcia  Ekcnnopartopi
BigAiNneHHs KNniHiYHUX BUNpooyBaHb, M. Knis MegpiciH», Bigain KniHiYHNX gocnigpkeHb,

®disnyHa apgpeca: YkpaiHa, 01135, m. Kwuis,
Byn. YopHoBona, 12
HOpugnyHa agpeca: YkpaiHa, 08112, KniBcbka
06n., CBATOWMHCbLKUA Pp-H, c. KanitaHiBKa,
Byn. Co6opHa 21-b

48. 3miHa Micus NpPOBeAEHHA KMiHIYHOrO BUNPoOGYyBaHHA; MPOAOBXEHHA TepMiHy NpoOBeAEeHHSA
KMiHIYHOrO BUNPOGYBaHHSA B YCiX KpaiHax, Ae NPOBOAUTLCA K/iHiuHe BUNPOGyBaHHSA Ta B YKpaiHi go 02
pokiB i 04 micAuiB 0O NPOTOKOMY K/iHIYHOrO BUMNpobyBaHHA «[MoABIiHO cnine, paHAoMi3oBaHe, niauebo-
KOHTPO/IbOBaHe [AOCNiMKEHHS 3 OAHOKpaTHMM | 6GaratokpatHMM 3acTocyBaHHAM npenapaty AB-836,
KancugHoro iHribitopa BipycHoro renatuty B, Ans ouiHkM 1oro 6e3neyHoCTi, NepeHoCUMOCTi Ta
chapmMaKOKIHETUKN Y 3A0POBUX YHACHUKIB Ta B YH4ACHMKIB 3 XPOHIYHO iHJDEKLIEID BipyCHOro renatnty B», kog,
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pocnigxeHHa AB-836-001, Bepcis 2.0 Big 28 kBiTHSA 2022 poky; cnoHcop - ApbyTyc Biochapma KoprnopeiiwH,
CLUA/ Arbutus Biopharma Corporation, USA
3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

BYNO CTAJIO
K.M.H. Konominuyk J1.A. K.M.H. Konominuyk J1.A.
MeguuHuii UeHTp TOBapucTBa 3 OOMEXeHOW | MeouMuHWIT LEHTP ToBapucTBa 3 OOMEXEHOIo
BiAnoBiganbLHicTIO «FapMmoHis Kpacu», | BignoBiganbHicTio «ApeHcia Ekcnnoparopi
BifAiNeHHs KNiHIYHUX BUNpo6yBaHb, M. Kuie MegiciH», Bigain KniHiYyHMX pgocnigxeHb, M. Kuis

49. OHOBNEHUI NPOTOKOJ KJiHIYHOro Bunpo6ysaHHA JS001-027-11I-HCC, Bepcisa 1.3 Big 26 ciuHa 2022
poky; IHcdopmauiitHuiti nuctok i chopma 3rogu, Bepcia V1.4UKR(uk)1.0 Big 08 uepBHA 2022 poky,
nepeknag ykKkpaiHcbkoio MoBoro Big 08 nunHa 2022 poky; IHopmauiiiHuii nucToK i ¢hopma 3rogu,
Bepcia V1.4UKR(ru)1.0 Big 08 uepBHA 2022 poky, nepeknap pociicbkoo moBol Big 08 nunHa 2022
poky; IHchopmauiiiHuii nuctok i hopma 3rogu BariTHOi napTHepku, Bepcia V1.2UKR(uk)1.0 Big 06
yepBHs 2022 poKy, nepeknag yKpaiHcbKoo MoBotO Big 08 nunHAa 2022 poky; IHchopmauiiiHnii NUCTOK i
chopma 3rogu BariTHOi napTtHepku, Bepcia V1.2UKR(ru)l.0 Big 06 uyepBHA 2022 poky, nepeknag
pociiicbkoto moBoto Big 08 nunHsa 2022 poky; JopaTkoBa hopma iHPOPMOBaHOI 3rofay yyacHuUKa gnsa
3a6e3ne4yeHH MOXJIMBOCTI BXWBaHHA HEeBigKNagHUX 3axofiB y 3B’A3Ky 3 BiliCbKOBOI arpeciero
Pociiicbkoi degepauii Ha TepuTopii YkpaiHu, Bepcia V1.0UKR(uk)1.0 Big 22 cepnHa 2022 poky,
nepeknapg ykpaiHCbKo0 MOBOIO Big 06 BepecHs 2022 poky; LopaTtkoBa ¢hopma iHpopmMoBaHOi 3roaun
yyacHuKa ans 3a6esnevyeHHsA MOXJ/IMBOCTI BXXMBAHHA HEBigKNaAHNX 3axoAiB Y 3B’A3KYy 3 BiliCbKOBOIO
arpecieto Pocilicbkoi ®Pegepauii Ha Teputopii YkpaiHu, Bepcia V1.0UKR(ru)1.0 Big 22 cepnHa 2022
POKy, Nnepeknag, pocilicbkoto MoBOIo Bif, 05 BepecHA 2022 poKy; 3MiHa MiCUsl NPOBeAEHHA KNiHIYHOrO
BUNPOOYBaAHHA [0 NPOTOKO/Y K/IHIYHOrO BUNPOOYyBaHHS «[1pOCNEKTMBHE, paHAOoMi3oBaHe, nnauebo-
KOHTpO/SIbOBaHe, MNoABiiHe chnine, G6araTtoueHTPoBe, peecTpauiiiHe KiHiuHe gocnigxkeHHs hasm Il gnsa
NopiBHAHHA Topunanimaoy (JS001) y noegHaHHi 3 1eHBaTUHIOOM Ta naauebo y NoeAHaHHI 3 NeHBATMHIGOM 5K
Tepanii 1-i NiHii Npy NowWwmMpeHin renaTouentonapHii kapumHomi (MUK)», kog gocnigxeHHs JS001-027-111-HCC,
Bepcia 1.2 Big 02 BepecHs 2020 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3asBHUK - NignpremcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO CTA/O
K.M.H. Miceubka M.E. K.M.H. Miceubka M.E.
KomyHasnbHe HekomepuiiHe nignpuemcTso | KomyHasbHe HekomepuiiHe nigNnpUeEMCTBO
«O6nacHUA UEHTP OHKOJIOri», OHKOXipypriuHe | «O6MacHNiA UEHTP OHKO/Orii», OHKOXipypriyHe
BifgAiNeHHA NeuviHK1 Ta NigW1yHKOBOI 3a/1031, BigAiNieHHsA opraHiB u4YepeBHOI MOPOXHUHMU,
M. XapkiB M. XapkiB

50. MoaoBXeHHs nepiogy NPoBeAEHHA K/iHIYHOrO BUNPOOGYyBaHHA B CBIiTi Ta B YKpaiHi o 30 uepBHSA
2024 p. [0 NPOTOKOAY KAiHIYHOrO AocnimkeHHs «PaHgomisoBaHe BigKpuUTE AOCAIMKEHHS 3 aKTUBHUM
KOHTPO/IEM, L0 NPOBOAMTBLCS 3 METOH OLLIHKM 6e3neYHOCTi, NTeEpPeHOCMMOCTI 1 edhekTUBHOCTI achabiuuHy ans
BHYTPILLHbOBEHHOIO / NepopasibHOro 3aCTOCYBaHHSA Mpu JliKyBaHHI NaLieHTIB 3i CTaiNIOKOKOBUMW iHDEKLISMN
KICTOK abo cyrnob6is», kog pocnigpkeHHs Debio 1450-BJI-205, octatoyHa pepakuis 6.0 3 iHTerpoBaHoH
Monpaskoto 3 Big 01 nuctonaga 2021 p.; cnoHcop - «Aebiohapm IHTepHeLwHN CA» [Debiopharm International
SA], Weeliyapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I1I EC A-YKPAIHA»

51. OHOoBNEHMiT NPOTOKOJ KNiHiYHOro Bunpo6ysaHHa CNTO1959CRD3001 3 nonpaBkoto 5 Big 12 nunHaA
2022 poky; MoaoBXXeHHA TPMBaJIOCTI KMIHIYHOrO BUMNPOGYyBaHHA B YKpaiHi Ao 31 nunHa 2027 poky;
3MEeHLUEHHA KiIbKOCTI Naui€HTIB, AKi NPMAMaloTb y4yacTb Y K/liHIMHOMY BMNPOOYBaHHi HA Teputopii
YKpaiHu, 3 280 go 160 oci6; 3anyueHHA J00aTKOBOro BUPOGHUKA [OCAIAKYBAHOIO J1iKAPCbKOro 3acooy
CNTO1959 (rycenbkymab) Tta BignoBigHe Mnauye6o: Catalent CTS, LLC, CLUA; OHOBNeHHA MoAyiB
Aocbe pocnimxyBaHoro nikapcbkoro 3acoGy CNTO1959 (rycenbkymad) Ta BignoBigHe lMnaue6o:
Module 3 “Quality” — IMPD: Drug Substance, S-section Chemistry, Manufacturing, and Control, Bepcis
5.0 Big nunHa 2022 poky; Module 3 “Quality” — IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, P-
section Chemistry, Manufacturing, and Control, Bepcis 5.0 Big ntotoro 2022 poky; Module 3 “Quality” -
IMPD: Drug Product Pre-Filled Syringe 100 mg/mL (Placebo), P-section Chemistry, Manufacturing, and
Control, Bepcia 4.0 Big noTtoro 2022 poky; Module 3 “Quality” — IMPD: Appendices, A-section
Chemistry, Manufacturing, and Control, Bepcis 4.0 Big ntotoro 2022 poky; Module 3.2.R “Regional
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Information” - 3.2.R Medical Device - 1 ml UltraSafe Plus, BugaHHs Big 07 ntotoro 2022 poky; Module 3
“Quality” — IMPD: Drug Product Pre-Filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry,
Manufacturing, and Control, Bepcis 6.0 Big niotoro 2022 poky; Module 3.2.R “Regional Information” —
3.2.R Medical Device - 2 ml UltraSafe Plus, BugaHHsA Big 14 ntotoro 2022 poky; Module 3.2.R “Regional
Information” - 3.2.R Medical Device - 2 ml YpsoMate, BuaaHHs Big, 17 notoro 2022 poky; IHchopmavis
Ans naugieHta i dopma iHchopmoBaHoi 3rogn, Mogenb ans YkpaiHu, sepcia 10.0 Big 26 nunHa 2022
POKy, YKpaiHCbKOIO Ta pociiicbkolo moBamu; Martepianv ansa nauieHTiB: Po3pgpyk 3MiCTy eKkpaHy
«AHKeTa WWoAo0 cTaHy 3gopos’sa» (EQ-5D-5L Tablet version), Bepcia 1.00 Big 20 kBiTHA 2022 poky,
YKpaiHCbKOIO MOBOL0; Po3apyK 3MicTy ekpaHy «OMpPOCHUK O COCTOAHUM 340poBbsa» (EQ-5D-5L Tablet
version), Bepcis 1.00 Big 19 kBiTHA 2022 poKy, POCiiCbKOIO MOBOIO; PO3ApYK 3MiCTy eKpaHy «IHCTPYKUiT
[0 CaMOCTIiIHOro 3anoBHEHHS aHKeTU MO 3anajibHOMY 3aXBOPIHOBaHHIO KuweuvHuka» (IBDQ), Bepcis
1.00 Big 05 nunHA 2022 poKy, YKPAiHCbKOK MOBOIO; Po3gpyK 3micTy ekpaHy «UHCTpyKuuuM no
caMocTosTe/IbHOMY 3anoJiHeHuto onpocHuka IBDQ» (IBDQ), Bepcisa 1.00 Big 18 nunHa 2022 poky,
pociiicbKkolo MOBOIO; Po3apyK 3micTy ekpaHy AHKeTa «PGIC-CD», Bepcis 1.00 Big 14 uepBHsi 2022 poky,
YKpaiHCbKOI MOBOIO; Po3apyK 3micTy ekpaHy AHKeTa «PGIC-CD», Bepcia 1.00 Big 18 tpaBHsa 2022
POKy, pociiicbKkolo MOBOIO; Po3apyK 3micTy ekpaHy AHKeTa «PGIS-CD», Bepcis 1.00 Big 14 yepBHsA 2022
POKy, YKpalHCbKOIO MOBOI; Po3apyK 3micTy ekpaHy AHKeTa «PGIC-CD», Bepcia 1.00 Big 18 TpaBHA
2022 poky, pociiicbkolo MOBOIO; Po3apyk 3MicTy ekpaHy OnutyBasibHUK «PROMIS Btoma — KopoTka
thopma 7a», Bepcis 1.00 Big 14 uepBHA 2022 poOKy, YKpPAiHCbKOIO MOBOI; PO34pyK 3MIiCTy eKpaHy
onutyBanibHUK «PROMIS YTomnsaemocTtb — KpaTkuii BOnpocHuK 7a», Bepcia 1.00 Big 18 TpaBHA 2022
POKy, POciicbKOl0 MOBOL0; Po3apykK 3MicTy ekpaHy OnutyBanbHuk «PROMIS-29», Bepcisa 1.00 Big 14
yepBHA 2022 poKy, YKpaiHCbKOIO MOBOLO; Po3apyK 3MicTy ekpaHy OnutyBasibHUK «PROMIS-29», Bepcis
1.00 Big 18 TpaBHA 2022 poKy, POCiliCbKOIO MOBOIO; PO3apyK 3MicTy ekpaHy «HaBuYasibHUiA Moay b i3
KOPUCTYBaHHA NaHweTom, Bepcia 2.00 Big 25 nuctonaga 2020 poky, yKpaiHCbKOK0 MOBOIO; Po3apyk
3MiCTy eKpaHy «YueGHbIii MOAY/1b N0 UCMOJIb30BaHUIO NlaHLWeTa», Bepcis 2.00 Big 06 nuctonaga 2020
POKy, pocilicbkolo MOBOIO; PO3ApYK 3MiCTy eKpaHy «ONUTyBa/IbHUK 3 Npaue3faTtHOCTi Ta NoripweHHs
NOBCAKAEHHOI AifnbHOCTi — XBopo6a KpoHa (WPAI-CD) (enekTpoHHa Bepcis)», Bepcisa 1.00 Big 14
yepBHA 2022 pokKy, YKpaiHCbKOI MOBOIO; Po3apyk 3micTy ekpaHy OnutyBanbHUK «Work Productivity
and Activity Impairment Questionnaire — Crohn’s Disease (WPAI-CD) (Electronic)», Bepcis 1.00 Big 18
TpaBHsA 2022 poKy, pOCiiiCbKOIO MOBOIO [0 NPOTOKO/TY KiHIYHOIo AoCnigpKeHHs «PaHaoMi3oBaHe, NoABiiHe
cnine, naauebo-KOHTPO/IbOBaHE Ta 3 aKTUBHMM KOHTpPO/IEM, 6araToueHTpPoBe AOCAIMKEHHS das3n 2/3, wo
NPOBOANTBLCA Y NapasiesibHUX Tpynax 3 METOH OLiHKM eqIEKTUBHOCTI Ta 6e3neyHOCTi rycenbKymaoy y
nauieHTiB i3 xBOpo6o KpoHa B akTUBHIN ¢hasi Bif CepefHbOro A0 BaXKKOrO CTYMEHS TSHKKOCTI», KOf
pocnipkeHHss CNTO1959CRD3001, 3 nonpaskotwo 4 Big 21 naunHa 2021 poky; cCnoHcop - Janssen
Pharmaceutica NV, Belgium / fiHcceH ®apmaueBTrka HB, Benbris

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

52. OHOBMEeHUit NPOTOKOJ K/iHIYHOro BUNpoG6yBaHHA ABX464-108, octatouHa Bepcisa 3.0, 13 nunHa
2022, aHrniiicbkolo MoBOl; CTUCNWii BMKNa[ OHOBJ/IEHOrO MPOTOKOJY K/iHIYHOrO BUNPOGYBaHHA
ABX464-108, octaTouHa Bepcia 3.0, 13 nunHa 2022, yKpaiHCbKOIO MOBOI; Bpouwypa gocnigHuka
ABX464, BugaHHsa 8.0, 29 kBiTHA 2022, aHrnificbkoiro MOBOIO; IHhopMaLiiHMIA NNCTOK NauljieHTa Ta
thopma 3rogu, Bepcis 3.0 Big 22 nunHsa 2022, ykpaiHCbKOI0 MOBOIO A/151 YKpaiHu (ABX464-108_PIS/ICF -
Ukrainian, UA - V3.0 -22-JUL-2022); KapTka nauieHTa, octatouyHa Bepcisa 3.0 Big 06 kBiTHA 2022
yKpaiHcbKolo moBoto (0281 _Patient Card_Final 3.0_06-Apr-2022_Ukrainian); OnuTyBa/IbHUK LW000
CMOCTEPEXEHHSA 3a roJIOBHUM 60s1em, (ONUTYBa/IbHUK LLOAO FOSIOBHOIO 60/110), 3ak/tovHa Bepcis 3.0
Big, 25 ntotoro 2022, ykpaiHcbKkoto moBoto (Headache Questionnaire, Final Version 3.0_Ukrainian, 25
Feb 2022); IHhopmaLiiHU NUCT Ansa Nikapsa nawieHTa, Bepcis: 2.0 octatouHa Big 03 6epe3Ha 2022
yKpaiHcbKoto moBoto (Letter for the patient’s doctor, Protocol: ABX464-108 - Version: V2.0 Final,
Ukrainian, 03Mar2022); 3roga Ha noganblue AOCNifKEeHHs 3a YMOBM BariTHOCTi, Bepcia 2.0 Big 24
yepBHA 2022, yKpaiHCbKOO MOBOK A1 YKpaiHu (ABX464-108 Pregnancy FU ICF - Ukrainian,
UA_V2.0_24-JUN-2022 (previously “Pregnant Partner ICF”)); IHCTpyKLUifa Ana 3a6opy 3paska Kkana 3a
[0noMororo NpoGipky ANA aHai3y Kana, octatouHa Bepcis Big 07-2017 ykpaiHcbKoto MmoBoto (ABX464-
108_K 6999SET_Patient Instruction Stool sampling_UKR_07-2017_final); Clearblue_Tect Ha
BariTHicTb_LLIBuaKke BnusHaueHHs 23004302.03 07-2020, yKpaiHCLKOKO MOBOIO [10 NMPOTOKO/Y KNiHIYHOrO
JocnipxkeHHs «Moganblie BigKpuTe JOCAILKEHHSA ha3n 2 418 OLIHKM AOBrOTPMBasIOro npocpisito 6e3neyHoCTi
Ta edpeKTMBHOCTI npenapaty ABX464 npu 3acTocyBaHHi y A03i 25 Mr oavMH pa3 Ha AeHb nauieHTamu i3
aKTMBHMM BMPA3KOBMM KOMITOM CepefHbOro Ta TSHKKOrO CTyneHw», Kof gocnigpkeHHs ABX464-108,
ocTtaTo4yHa Bepcis 1.0, 01.09.2021; cnoHcop - ABIVAX, ®paHuis

3aaBHUK - «Ckoyn IHTepHeLwHN Al», HimeuynHa
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53. OHOB/IEHNI NPOTOKON KNiHiYHOro Bunpo6ysaHHA ACE-LY-312 (D8227C00001), Bepcisa 5.0 Big, 22
yepBHA 2022 poky; Bpouwypa gocnigHuka Acalabrutinib (ACP-196, CALQUENCE®), BugaHHsa 11.0 Big,
21 nwotoro 2022 p., aHrniiicbkolo MoBor; CnpouweHe AON3 Vincristine, po3unH pns iH’ekuiii,
aHrniicbKo MoBo; OGI'PYHTYBaHHS BUKOPUCTaHHSA Niaue6o, Bepcia 2.0 Big 03 nuctonaga 2021p.,
aHrnificbKo MoBOIO; IHhopmaLia npo AocnigkeHHs Ta popma iHPOpPMOBaHOI 3roan, OCHOBHA Bepcis
6.0 Big 24 uepBHA 2022 p., micueBa Bepcia Ana YkpaiHm 6.0 Big 13 nunHAa 2022 p. aHrNilicbKor MOBOIO;
IHchopmauia npo gocnigxeHHA Ta ¢popma iH(hopmMOBaHOI 3rogn, OCHOBHa Bepcis 6.0 Big 24 uepBHA
2022 p., micueBa Bepcifa gnsa YkpaiHu 6.0 Big 13 nunHsa 2022 p., nepeknaseHo yKpaiHCbKO0 MOBOIO ANA
YKkpaiHu Big, 20 nunHa 2022 p.; lHpopmauis npo pocnimkeHHA Ta dopma iHchopmoBaHOI 3rogu,
OCHOBHa Bepcia 6.0 Big 24 uepBHa 2022 p., micueBa Bepcia gna YkpaiHm 6.0 Big 13 nunua 2022 p.,
nepeknageHo pociiicbKo MOBOIO AA YKpaiHu Big 20 nunHa 2022 p.; Cxema Ao iHhopmoBaHoi 3roau
nauieHTa, Bepcia 3.0 Big 09 uepBHA 2022 p., yKpaiHCbKOWO MOBOI AN YKpaiHu; Cxema pfo
iHpbopmoBaHoi 3rogun nauieHTa, Bepcia 3.0 Big 09 uepBHA 2022 p., pocCilficbKol0 MOBOIO ANA YKpaiHu;
Bpouypa ansa nauieHTa, sepcis 3.0 Big 09 uepBHs 2022 p., yKpaiHCbKOIO MOBOIO AN YKpaiHu; bpolwypa
Ana nauieHta, Bepcia 3.0 Big 09 uepBHA 2022 p., pocilicbkol0 MOBOK AnA YKpaiHu; JluctiBka ans
nauieHTa, Bepcisa 3.0 Big 09 uepBHs 2022 p., yKpaiHCLKOIO MOBOIO A/151 YKpaiHW; JIncTiBKa AN nayieHTa,
Bepcia 3.0 Big 09 uepBHA 2022 p., POCIACLKOKD MOBOK AR YKpaiHu; Jluct go nikapsa 3arajibHoi
npakTukn, Bepcia 3.0 Big 09 uepBHA 2022 p., yKPATHCLKOIO MOBOIO ANA YKpaiHu; JIucT Ao nikaps
3arajJibHOI npakTukn, Bepcia 3.0 Big 09 uepBHA 2022 p., pPOCIiCbKOIO MOBOI ANA YKpaiHu;
IHbopmauiiHuii nucTok gocnimxkeHHa ESCALADE, Bepcisa 4.0 Big 09 uepBHA 2022 p., yKpPaiHCbKOIO
MOBOI0 A1 YKpaiHu; IHchopmauiiHuii nuctok gocnigxeHHsa ESCALADE, Bepcis 3.0 Big 09 uepBHs 2022
p., pociiicbKkolo MmoBoto anAa YkpaiHu; ESCALADE_OLujiHKa 3acTOCyBaHHA akanabpyTuHioy + R-CHOP
ANna  nikyBaHHA Audy3Hoi B-BenukoknitTuHHoi nimcomn (ABBKJ/1) He nigtuny GCB, Bepcia
YyKpaiHCcbKolo MoBo1o; ESCALADE_OLuiHKa 3acTOoCyBaHHA akanaGpyTuHioy + R-CHOP gns nikyBaHHA
Andy3Hoi B-BenuKkokniTMHHOI nimcpomu (ABBK/) He nigtuny GCB, Bepcis pociiicbKolo MOBOK [0
MPOTOKOJTY KMiHIYHOTO BUMpobyBaHHS «PaHAoMi30BaHe, NoAgiiiHe cnine, nnaue6o-KoHTposiboBaHe ha3un 3
OOCNipKeHHA akanabpyTUHIOY Yy KkoMOiHauii 3 puTykcumabom, uukiodgocdamigomM, [LOKCOpPYBiLnHOM,
BIHKPUCTUHOM Ta npefHi3oHoMm (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-
CHOP) y naujeHTiB BikoM < 70 pOKiB i3 paHille HeslikoBaHO AUIY3HO B-BE/IMKOKNITUHHOK NiMEOMOl0, Lo
BMHUK/IA 3 KTITUH HErepMiHaNbHOTO LEeHTPY», Kog aocnigpkeHHs ACE-LY-312 (D8227C00001), sepcis 3.0 Big
05 »oBTHA 2021 poky; cnoHcop - Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiAasbHICTIO «/TABKOPI KNIHIKAT AEBE/IONMMEHT YKPAIHA»

54. OHOB/EHNI NPOTOKOJ KNiHiYHOro BunpooysaHHA MK-3475-689 3 iHkopnopoBaHoto nonpaskoto 07
Big 07 uepBHsA 2022 poKy, aHI/1iiCbKOIO MOBOLO; YKpaiHa, MK-3475-689, Bepcisa 09 Big 05 cepnHa 2022
p., YKpaiHCbKOIO MOBOIO, iHpOopMaLisi Ta AOKYMEHT Npo iHpopMoBaHy 3roay ANA nauieHTa; YKpaiHa,
MK-3475-689, iHchopmauiiiHMii NUCTOK i AOKYMEHT NpPo iH(hopMoOBaHy 3rogy Ha maiioyTHe GiomeauyHe
pocnipkeHHsa, Bepcia 03 Big 05 cepnHA 2022 p., YKPAiIHCbKOK MOBOK [0 MPOTOKO/Y K/IHIYHOro
pocnimpkeHHs «PaHgomisoBaHe, BigkpuTe pocnimkeHHs Il dasn ana ouiHkm nemoéponizymady B sIKOCTI
Heoapn'toBaHTHOI Tepanii Ta B KOMOGIHaUil 3i cTaHAAPTHUM /iKyBaHHAM B SIKOCTi af'toBaHTHOI Tepanii npu
onepabenbHOMY STIOKOPErioHaIbHO PO3MNOBCIOKEHOMY M/IOCKOK/TITUHHOMY paky roniosu Ta wui llI-IVA ctagii»,
Kog pocnigxkeHHs MK-3475-689, 3 iHkopnoposaHoto nonpaskoto 06 Big 03 6epesHsa 2022 poky; cnoHcop - TOB
Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTI0 «MC/L YkpaiHa»

55. OHoBneHuii MpoTokon KiiHiuHOro BUnpo6yBaHHA 21140, Bepcia 2.0 3 rno6asibHOIO nNonpaskoio 1
Bif, 28 uepBHA 2022 poky; bpowypa gocnigHuka BAY 1841788, Bepcif 7.0, nonpaska 1.0 Big 21 nunHsA
2022 p., aHrniicbKko MoOBOW; JoOCbe AocnimKyBaHOro nikapcbkoro 3aco6y JMaponyrtamig (BAY
1841788), Po3ain «Quality», Bepcis 001 Big 13 nunHsa 2022 p., aHrniiicbKoto moBoto; flocbe Mnaue6o ao
[OocnipKyBaHOro nikapcbKoro 3aco6y faponytamig (BAY 1841788), Po3sgin «Quality», Bepcis 002 Big,
13 nunHa 2022 p., aHrniicbkolo MOBOK; MoBHe Jocbe A[OCNiIMKYBAHOrO JNiKapCbKOro 3acooy
Aaponytamig (BAY 1841788), Po3gin «Safety and Efficacy», Bepcia 01 Big 22 nunHa 2022 p.,
aHrniicbKo MoBOIO; locbe AocnigkyBaHOro nikapcbkoro 3aco6y BAY 1841788, Po3gin 2.1.P «Drug
Product», Bepcis 07 Big 13 nunHAa 2022 p., aHrniicbKolo MoBOW; [lockbe Mnaue6o Ao gocnigxKysaHoro
nikapcbkoro sacody BAY 1841788, Posgin 2.1.P «Drug Product», Bepcia 06 Big 13 nunHa 2022 p.,
aHrniincbKo MoBoto; BazoBa ®I3 gnsa YkpaiHu, aHrnilicbKoto MoBoOto, Bepcis 2.0 Big 18 nunHsa 2022 p.,
nepeknageHo Ha yKpaiHCbKy MOBY Anfl YKpaiHu Big 29 nunHa 2022 p.; basoBa PI3 gna YkpaiHu,
aHrnincbKo MoBolo, Bepcif 2.0 Big, 18 nunHA 2022 p., nepeknafeHo Ha POCiicbKy MOBY A18 YKpaiHu
Big 29 nunHa 2022 p.; ARANOTE (21140) rpadhik npoueayp, Bepcia 1.0 Big 31 TpaBHa 2022 p.,
YKpaiHCbKOI0 MOBOLO gnf YkpaiHu; ARANOTE (21140) rpadiik npouenyp, Bepcis 1.0 Big, 31 TpaBHsa 2022
p., POCIACbLKOIO MOBOIO As1s1 YKpaiHM A0 NPOTOKO/Y KAIHIYHOro AocnigXeHHs «PaHgomisoBaHe, noaBiliHe
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cnine, nnauebo-kOHTPONIbOBaHe [AOCNiMKEHHA da3n 3 npenapaty paponyrtamig B [ONOBHEHHA [0
aHaporeHgenpusauiiiHol Tepanii (ALAT) y nopiBHSAHHI 3 Nnaye6o nawc AAT y Y0MOoBIKIB i3 MeTacTaTUYHUM
rOPMOH-YYTIMBUM pakoM nepeaMixypoBoi 3an103u (MIUPM3)», kog pocnigkeHHa 21140, sepcisa Big 24
BepecHsi 2020 p.; cnoHcop - Bayer Consumer Care AG, LLseliLapist

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKA/T AEBE/TIOMNMEHT YKPAIHA»

56. OHOBIEHMI NPOTOKOJ1 KJiHIYHOro BUNnpo6yBaHHsa MK-3475-B61, 3 iHkopnopoBaHoio nonpaskoto 03
Big 04 cepnHsa 2022 poKy, aHrNiACbKOK MOBOIO [0 MPOTOKO/1Y KAIHIYHOro AOCAIMKEHHS «BigKpuTe KiHiuHe
pocnimpkeHHs 1l chasun, Wo nNpoBOAMTLCA B OAHIM rpyni ANs OUiHKA nemoponisymadéy B KomGiHauii 3
NIEeHBATUHIOOM B $SIKOCTI NepLuoi NiHil NiKkyBaHHA B YYacCHWKIB 3 PO3MOBCHAKEHOK [/ MeTacTaTUyHO
HECBITNOKNITUHHOK HUPKOBO-KMITUHHOK KapumMHOMOK HUPKK (HCKHKKH) (KEYNOTE-B61)», koA, A0CIAKEHHS
MK-3475-B61, 3 iHkoprnoposaHoto nonpaskoto 02 Big 25 ceprHa 2021 poky; cnoHcop - TOB Mepk Lapn eHa
Joywm, CLLIA (Merck Sharp & Dohme LLC, USA)

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

57. OHOB/EeHNI NPOTOKOJ KNiHiYHOro BunpooysaHHA MK-3475-355 3 iHkopnopoBaHoto nonpaskoto 07
BiA 17 uepBHA 2022 poKy, aHrNilicbKOo MOBO10; 3MiHa Ha3Bu Ta agpecu CnoHcopa: byno «Mepk LWapn
eHp Ooym Kopn.», pouipHe nignpuemcteo «Mepk eHp, Ko., IHK.», CLLUA, (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA), Agpeca: Mepk [paiiB, 1, nowtoBa CKpuHbKa 100, M. BaiiTxayc-
CreiiwH, wrat Hoto-Mxepci, 08889-0100, CLLUA (One Merck Drive, P.O. Box 100, Whitehouse Station,
New Jersey, 08889-0100, USA) Ctano TOB Mepk LWapn eHg Aoym (Merck Sharp & Dohme LLC),
Appeca: 126 Ict JliHkonbH aBeH1o, n/c 2000, PaBeii, Hbto Oxepci, 07065, CLLA (126 East Lincoln Ave.,
P.O. Box 2000, Rahway, NJ 07065, USA); Bpowypa gocnigHuka Pembrolizumab (MK-3475), BugaHHs 22
Bif 13 TpaBHsA 2022 poKy, aHIrNiiCbKOO MOBOIO [0 NPOTOKO/Y KIIHIYHOIO AOCAIMKEeHHA «PaHAoMi30BaHe,
noagiviHe-cnine gocnigkeHHs 1l hasu Ana nopiBHAHHA NikyBaHHA nembponisymabom (MK-3475) y kombiHauji 3
npenapaTtamu ximiotepanii Ta NikyBaHHA nnaue6o y koM6iHauii 3 npenaparamu xiMmiotTepanii y nauieHTiB 3
paHilie HesikoBaHMM MiCLLeBO-peLuamByoUuMM HeonepabenbHumM abo MeTacTaTuyHUM NOTPINHO-HEraTUBHUM
pakom MosiouHOT 3a103m (KEYNOTE-355)», ko gocnigpkeHHsa MK-3475-355, 3 iHKOpPNopoBaHOO NOMpPaBKoo
06 Big 01 BepecHs 2021 poky; crnioHcop - «Mepk LWapn EHA Joym Kopn.», AodipHe nignpuemctso» Mepk EHA
Ko.,IHk.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»
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