Jopartok 1

«Mepenik NpoOTOKONIB K/iHIYHUX BUNPOOGYBaHb JliKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rAAHYTUX Ha 3acigaHHAX HEP Ne19 Big 06.10.2022,
HTP Ne32 Big 06.10.2022, Ha siki 6yni1 oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepPTiB.»

1. «KniHiyHe pocnimpkeHHs 3 OLiHKM Bi0eKBIBa/IEHTHOCTI JIIKAPCbKUX 3acobiB « ApuUTMIin», Tabnetku no 200
mr, BupobHuuTtea MAT HBL, «Bopuariscbknin X93» Ta «Cordarone®», Tabnetkn no 200 Mr, BAPOGHULTBA
«Sanofi-Aventis» 3a yuyacTio 3/0poBMX A06poBOMbLiB», koA mocnipkeHHss BHFZ B-2001, Bepcis 02 Big
08.09.2022 p., cnoHcop - MAT HBL, «BopuiariBcbkuii X3, YkpaiHa

JocnigpkeHHs1 6I0eKBIBaSIEHTHOCTI

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

Ne MN.1.6. BignoBigasibHOro AocnigHvkKa
n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHSA
1 ron. nikap Aptuw b.1.

MepguuHwnii ueHTp TOB «KniHika IHHO®AP - YkpaiHa IHHOBeiTiB ®apma Pecepu», YepHiBelbka 0611.,
HoBocenuubkuii paioH, c. bosHu

2 K.6.H., 3aB. na6. Cabko B.€.
BioaHaniTnyHa nabopatopia TOB «KniHthapm», M. IpneHb

2. OHOBNEHWIA MPOTOKON K/iHIYHOrO BUNPOGYBaHHA, Bepcia 5 Big 24 ciuHa 2022 p.; Popma
iHdhopMmoBaHoi 3roau, Bepcia 3.0 Ana YKpaiHM YKpaiHCbKOIO Ta pPOcilicbkoo MoBamMu Bif 14 KBiTHS
2022 p. Ha ocHoBi MaiicTep-Bepcii popmu iHhopMmoBaHoOi 3roau ana pocnigxkeHHa BO42162, sepcia 5
BiA 21 ciuHA 2022 p.; Popma iHPOPMOBaAHOI 3roan Ha NPOBeAEHHS a/ibTEPHATUBHUX Bi3UTIB BUISHUM
MeAUYHUM MepcoHasioMm, Bepcia 2.0 AnA YKpaiHM yKpaiHCbKOK Ta pociiicbkoo mMoBamu Big 11
motoro 2022 p. Ha ocHoBi Mmaiictep-Bepcii copmu iHpopmoBaHOI 3roan Ha Bi3UTU BUI3HOrO
MeguUHOro nepcoHasnly ana pgocnigpkeHHa BO42162, sepcia 2 Big 21 ciuHa 2022 p.; Oo3Bin Ha
BUKOPUCTAHHA Ta nepepgady iHcopmauil Npo cTtaH 340pOB’A HEMOBNATU, Bepcia 1.1 ana YkpaiHu
YKpaiHCbKOlO Ta pociiicbkolo MmoBamu Bip, 01 BepecHsa 2022 p. Ha ocHoBi maiicTep-Bepcii chopmu
[03BOMY Ha BUKOPUCTaHHSA Ta nepepady iHopmauii npo HemoBNs ANA AocnimkeHHs B042162,
Bepcia 1 Big 21 ciuHAa 2022 p.; Joaatok 1: MigTBepoKeHHA NaLi€HTOM OTPMMAaHHA [OC/iLKYBaHOIo
nikapcbkoro 3aco0y, Bepcisa 1.0 Big 23 kBiTHA 2020 anA YKpaiHW YKPaAiHCbKOK Ta POCIViCbKOI
MoBaMM, Ha OCHOBi HopmaTuBHOro goKymeHTa 3 BukopuctaHHa AJ13 nig yac cnanaxy COVID-19,
Bepcia 3.0, 17 kBiTHA 2020 p.; 3asy4yeHHA [0AATKOBOI BUPOGHUNUOI AinbHULi [HxeHeHTeK IHK., CLUA,
BiAnNoBiganbLHOI 3a BUNYCK npenapaty NOpPiBHAHHA Conipic, KOHUEHTpaT ANA PpoO3YuHYy AnA
BHYTPILWWHbOBEHHUX iHY3iii, 10 Mr/mMn 40 NPOTOKO/TY KAIHIYHOIO JoC/imKeHHs «PaHaoMi30BaHe, BigKpuTe,
KOHTPO/IbOBaHe aKkTUBHWM NpenaparoM, baratoueHTpoBe JochimkeHHa dasm Il 4na ouiHkM eddeKTUBHOCTI
Ta 6e3MeYyHOoCTi 3aCTOCYBaHHS KPoBasliMady B MOPIBHAHHI 3 ekynizymaboM y nauieHTiB i3 MapoKCU3MaslbHO
HiYHOtO remoriobiHypieto (MHI), Aki paHiwe He OTPUMYyBasM JiKyBaHHA iHriGITOpaMn KOMMIEMEHTY», KOZ
pocnipkeHHs BO42162, sepcis 4 Big 16 nunHa 2021 p.; cnoHcop - ®.XodhdmanH-/1sa Pow /114, LWBeliyapis
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/IBHICTIO «Poww YkpaiHa»

3. Bpouwypa pocnigHuka pna RO7121661 (PD1-TIM3), Bepcia 5 Big uepBHa 2022 p.; Bpowypa
pocnigHuka gna RO7247669 (PD1-LAG3), Bepcisa 4 Big uepBHA 2022 p.; 3miHa BignoBigasibHOro
AocnigHuKa y Micui npoBefeHHs KNiHIYHOro BUNpoOyBaHHA; OHOBJ/IeHA KOPOTKa XapaKTepucTuka
nikapcbkoro 3aco6y (SmPC) HiBonyma6 (Nivolumab, Opdivo) KOHUeHTpaT AnA po3uMHY AnA
BHYTPILWIHbOBEHHUX iHQY3ili, 10Mr/M. 4O MPOTOKOMY K/IHIYHOTO AocnigpkeHHs «PaHgomizoBaHe, chine,
KOHTPO/IbOBaHe akTMBHMM npenaparoM Aoc/imkeHHA dasu |l, Wo npoBoAUTLCA Y TPbOX rpynax,
3actocyBaHHA npenapaty RO7121661, PD1-TIM3 6icneuucpiyHoro aHtuting, 1a RO7247669, PD1-LAG3
6icneuncpiuHOro aHTWTING, Y MOPIBHAHHI 3 HiIBO/lyMaboOM Yy MnauieHTiB i3 MoMpeHo abo mMeTacTaTU4HO
NJIOCKOKMITUHHOK KapLMHOMOK CTPaBoxoAy», Kof, nocnimkeHHs BP42772, sepcia 3 Big 02 notoro 2022 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTg, Wseliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAIBHICTIO «PoLw Ykpaina»

BYNO CTANO
3aB. BigaineHHam Ko63ses O.l. nikap leoHosa B.B.
KomyHasnbHe HekoMepLUiiHe nignpuemcTBo | KomyHanbHe HekomepLiiHe nigNnpUeEMCTBO

«O6BNacHUin LEHTP OHKOMOriT», OHKOXipypriuHe | «O6nacHWii  LEHTP  OHKOJIOri»,  OHKOXipypriyHe
BigAiNEeHHss OpraHiB rpygHOI MNOPOXHWHW, M. | BiAAIIEHHSA OpraHiB rpyaHOI NOPOXHUHK, M. XapKiB




| Xapkis | |

4. Jocbe pocnigpkKyBaHOro JikapcbKoro 3aco0y PaniHenar, Bepcisa Big 20 TtpaBHA 2022 poky,
aHrnificbkoo moBolo; MNMogoBxeHHs TepmiHy npugatHocTti PaniHenar (APD811) Tta nnaue6o go 48
MicaUiB 40 NPOTOKONIB KNiHIYHUX gocnimkeHb: «ADVANCE OUTCOMES pochimpkeHHs edekTUBHOCTI Ta
6e3MneyHoCTi paniHenary, cCnpsMOBaHe Ha MOJIMNWEHHA pe3ynbTaTiB MikKyBaHHA NauieHTiB i3 iereHeBot
apTepiasibHOIO rinepTeHsielo», kog pdocnipkeHHs ROR-PH-301 (APD811-301), 3 iHKOpNopoBaHOM
nonpaskoto 4 Big 25 yepsBHs 2021 poky; «<ADVANCE EXTENSION BigkpuTe po3limMpeHe OOCAIMKEHHS 3
OLiHKW [AOBroCTPOKOBOT e(pekTMBHOCTI Ta 6e3neYHOCTi paniHenary B Nali€HTIB i3 /1ereHeBo apTepiasibHO
rineprteHsieto», koA pocnigxkeHHs ROR-PH-303 (APD811-303), 3 iHKOprnopoBaHOw mnonpaskol 3 Big 28
yepBHa 2019 poky; cnoHcop - «HOHainTten Tepan'toTikc KopnopeliwH» (United Therapeutics Corporation),
United States

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBeCTULje «ANK'IOBIA PAC YkpaiHa»

5. YkpaiHa, MK-3475-B68, IHhopMaLis Ta AOKYMEHT npo iHthopmoBaHy 3rofy AnA nauieHTa, Bepcis
2.01 Big 11 cepnHsa 2022p. yKpaiHCbKOIO MOBOIO; OHOBJ/IEHUIA 3pa30K MapKyBaHHA AOC/iAKyBaHOro
nikapcbkoro 3aco6y MK-3475_Kit, Bepcia 2.0 Big 22 Gepe3HAa 2022 poKy, aHrAiiicbkow Ta
YKpaiHCbKOIO MoBamMu; OHOBJ/IEHUI 3PAa30K MapKyBaHHS [OCAiAKyBaHOro nikapcbkoro saco6y MK-
3475_Vial, Bepcisa 2.0 Big 22 6epe3HA 2022 poky, aHrNiliCbKOIO Ta YKPaiHCbKOIO MoBaMu; OHOBMEHWik
3pasoK CMpOLEHOr0 MapKyBaHHSl 3apeecTPOBAaHOrO0 B YKpaiHi J/liKapCbKOro 3acoly, SKui
3aCTOCOBYETLCSA B K/liHIMHOMY BUNpoGyBaHHi gnis npotokony MK-3475-B68, Bepcis 2.0 Big 17 cepnHsa
2022 p., YKpalHCbKOIO MOBOIO [0 TMPOTOKONY KNIHIYHOTO JocnimkeHHs «JocnimkeHHsa I dasm
nemoponisymady (MK-3475) KoXHi 6 TWXKHIB Y NauUi€EHTIB 3 peunanByoHoto abo pedpakTepHO KTaCUUHO
nimchomoro XomkkiHa abo y nauieHTiB 3 peunanByroUoo abo peddpakTepHO NEPBUHHOK MeaiacTUHa/IbHO
B- KpynHOKNITMHHOW niMdhoMoto», kog, gocnimpkeHHss MK-3475-B68, 3 iHkopnopoBaHoto nonpaskoto 02 Big 01
rpyaHsa 2021 poky; cnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI BignoBifasibHICTIO «MC/L YkpaiHa»

6. OHOB/MEHMiT NPOTOKON K/liHIUHOTO BMNpoGyBaHHA SB17-3001, Bepcia 2.1 anAa YKpaiHu Big 26 nunHs
2022 poKy [0 MpOTOKO/Y KAIHIYHOrO AochimkeHHs «PaHAomizoBaHe, noAgiiHe cnine, 6araToueHTpoBe
KniHiyHe pocnimkeHHsa asm 1l ans ouiHkM edpekTUBHOCTI, 6e3neYHOCTi, NepPeHOCUMOCTI, dapMakoKiHETUKN
Ta IMyHOreHHocTi npenapaty SB17 (3anponoHOBaHOro GiocuMINApPy ycTeKiHymaGy) B MOPIBHAHHI 3
npenapatom CTenapa® B naujieHTIB i3 G/IAWKOBUM MCOPia30M CEPeHbOro abo TSHXKKOro CTYMEHs», KO,
pocnigpkeHHss SB17-3001, sepcis 2.0 Big 15 ntotoro 2021 poky; cnoHcop - Samsung Bioepis Co., Ltd,
Republic of Korea

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBeCTULje0 «ANK'IOBIA PAC YkpaiHa»

7. OHoBNeHuii NpoToKoa 3 nonpaBkot 1 Big 12.05.2022 p.; Aoaatok go npotokony - KepiBHULTBO
LoA0 NpoBeAeHHs AOCiMKEHHA Nif yac cepiilo3HUX nopylueHb Big 20.05.2022 p.; IHchopmauin ans
nauieHTa Ta ®Popma iHchopmoBaHoi 3roau — Mpotokon CNTO1959PSA3005, Bepcisi 2.0 yKpaiHCbKOIO
MoBoOIO A/s YKpaiuu Big 12.08.2022 ; IHdopmauisa ana nauieHTa ta dopma iHchopmoBaHoi 3rogu —
Mpotokon CNTO1959PSA3005, Bepcia 2.0 pociicbKOol0 MOBOK AnA YKpaiHu Big 12.08.2022;
IHhopmaunia ansa ocobu, Wo gornagae 3a nauieHTtom, Ta Popma iHchopmoBaHoi 3rogn — MNMpoTokosn
CNTO1959PSA3005, Bepcia 3.0 ykpaiHCbKOI0 MOBOIO ANA YKpaiHu Big, 12.08.2022; IHchopmauia ana
oco0Ou, Wo aornsagae 3a nadieHtTom, Ta ®opma iHcpopmoBaHoi 3rogn — Mpotokon CNTO1959PSA3005,
Bepcia 3.0 pocilicbkolo MOBOLO AnAa YKpaiHu Big 12.08.2022 o NpOTOKOY K/iHIYHOTO BUMPOGYBaHHS
«baraToueHTpoBe, paHAoMi3oBaHe, NoABiiHe cnine, naauebo KOHTPOSIbOBaHE KiiHiYHE gochimxkeHHs 3b
dhasn Ans OuiHKM edeKTUBHOCTI Ta 6e3neyYHOCTi NpPU3HAYeHoro MNiAWKIPHO rycenbKymady y nauieHTiB 3
aKTMBHMUM MCOpPiaTUYHUM apTpUTOM, SAKi paHile Maau HefoCTaTHIO BiAnoBigb Ta/abo HenepeHoCUMICTb
NiKyBaHHA O4HUM 3 iHriGITOpIB hakTopy HEKPO3Yy NyX/UH anbda», kog focnimpkeHHs CNTO1959PSA3005,
Big 13.04.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUVKA HB>», Benbris

8. OHoOBeHMii NpoTOKON 3 nmonpaBkol 2 Big 08.07.2022 p.; Aopatok Ao npoTtokony: KepiBHULTBO
WoAO0 NPOBEAEHHA KMIHIYHOrO BUNPOGYBaHHA y pasi cyTTeBMX 360iB, Big 14.07.2022 p.; Bpowypa
AocnigHuka JNJ-80202135 (nipocalimab), BugaHHa 7 Big, 15.06.2022 p.; IHchopmaunia gnsa nadieHTa 1a
®dopma iHhopmoBaHoi 3rogu — Mpotokon 80202135SLE2001, Bepcisa 3.0 yKpaiHCbKOIO MOBOKO 4S5l
YkpaiHu Big 15.08.2022; IHchopmauia gna nauieHta ta Popma iHhopmoBaHoi 3rogu — MpoTtokon
80202135SLE2001, Bepcis 3.0 pocilicbkolo MOBOI A1 YKpaiHu Big 15.08.2022.; OHOBNEeHuWiA po3pgin
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2.1.S pocbe pocnigKyBaHOro nikapcbkoro 3aco6y Hinokanimaé (M281) Big 4epBHA 2022 p.;
OHoBneHuit pospin 2.1.P pocbe pocnigKyBaHOro nikapcbkoro 3aco6y Hinokanima6é (M281) Big
yepBHsA 2022 p.; OHoBNeHui po3ain 2.1.A focbe AOCiAKYBaHOro nikapcbKoro 3acoby Hinokanimao
(M281) Big, yepBHA 2022 p.; OHoBAeHi po3ginu sIMPD Big 13.06.2022 ta SPC anA po3ynHy HaTpilo
xnopugy 0,9%.; 36inblWeHHA TepMiHy npugaTtHocTi /13 Hinokanima6, po3unH ansa iHdysiii, 30 mr/imn
600 mr, 20 mn, Ao 30 micAUiB 4O NPOTOKO/Y KiHIYHOTO BUNPOOYyBaHHA «baraToueHTpoBe, paHaoMi30BaHe,
nogiiHe cnine, nnaue6o KOHTPOJIbOBaHE, B NapasiesibHUX rpynax KniHiYHe JOCNifpKEHHS Hinokanimady y
[0poCcNuX NauieHTiB 3 aKTUBHUM CUCTEMHUM YEPBOHUM BOBYaKOM», KOA, AocnimkeHHs 80202135SLE2001, 3
nonpaekoto 1 Big 27.05.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB>», Benbris

3anBHuK - «AHCCEH ®APMALEBTUKA HB», Benbris

9. 3a/lydeHHA HOBUX MicLub MPOBEAEHHS KiHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y K/IiHIYHOrO
pocnigxeHHs PaHpgomizoBaHe, noggiiHe cnine, nnaueb0-koHTpPonboBaHe AocnimpkeHHs chasm I, ans
AeMoHcTpauii edpektMBHOCTi Ta 6e3neyHocti Tingpakisymalby B Cy6'ekTiB, AKi paHiwe oTpumysanu
nikyBaHHa iHridiTopamu ®HI i3 akTuBHUM ncopiatnyHumM apTputom | (INSPIRE 1), kog gocnigxeHHs TILD-
19-07, Bepcisa 1.0 Big 21 ntotoro 2020; cnoHcop - Sun Pharma Global FZE («CaH ®apma Fnoban Edp-3et-
[»), O6’egHaHi Apabecbki Emipatu

3anBHuK - "AVIK'IOBIA Biotek En-En-Ci* (IQVIA Biotech LLC), CnonyueHi LLiTatn AMepukm

No M.l.6. BignoBiganbHOro gocnigHka
n/n Ha3Ba Micus NPoBeeHHSA K/1iHIYHOro BUNPOOYBaHHA
1 4.M.H. Focnogapcbkuid 1.4,

KomyHasnbHe HekoMepLiiiHe nignpuMeEMCTBO «TepHoMifibCbka 06n1acHa  KAiHiYHA  nikapHa»
TepHoMiNbCbKoi o6nacHoi pagn, O6NaCHWA UEHTP KAIHIYHOT iMyHoMorii Ta aneprosnorii,
peBMartosorivyHe BigaineHHs, M. TepHoninb

2 nikap Kaukoscbka B.B.

KomyHanbHe HekomepujiiHe nignpuemcTBo CyMcbkoi obnacHoi paan «Cymcbka obsiacHa KiiHiuHa
NikapHsi», peBMaTosioriyHe BigaineHHss, CymMCbKuii AepXaBHUiA yHiBepcuTeT, MeaAnUYHUA iHCTUTYT,
Kadhepa BHYTPILLHLOT MeAMLMHN 3 LLEHTPOM pecnipaTtopHoi Meamumiun, M. Cymu

3 O.M.H., npodp. CmisH C.1.

KoMyHasnibHe  HekoMmepuiiiHe  MignpveMCTBO  «TepHOMifibCbKa  YHIBEPCUTETCbKa  JliKapHA»
TepHoONiNbCbKOI 06n1acHOl paawn, BigdiNeHHs peBmaTtosorii, TepHOMINbCbKMIA  HauioHa/TbHWIA
MeanYHUA yHiBepcuTeT iMeHi |.A. TopbayeBcbkoro MiHiCTepcTBa OXOPOHU 340POB'A  YKpaiHu,
Kadpepa BHYTPiWHbOT MeanumHn Ne2, M. TepHoninb

10. OHOBNEHHsA1 CTUC/IOI XapakTepucTUKU npenapaty nopiBHAHHA Memo6ponisymad Kitpypa Big 24
CiuHA 2022 poKy, aHI/iACbKOI MOBOI; OHOBJ/IEHHS CTUC/IOI XapakTepUCTUKX npenapaTty NOpPiBHAHHSA
Mem6ponisymaé Kitpypa Big 21 BepecHs 2021 poKy, aHIMINCbKOIO MOBOI [0 MPOTOKO/Y KAIHIYHOIO
pocnipkeHHs «LIBRETTO-431: baraToueHTpoBe, paHAomi3oBaHe, BigkpuTe pocnimkeHHsa I dasm
NOPIBHSAHHA Tepanii npenapatoMm CesinepkaTtiHié 3 Tepanielo npenaparamu Ha OCHOBI MOXiAHWMX NAATVHU B
noeAHaHHI 3 nemeTpekceaom B abo 6e3 koMOGiHaLii 3 npuiioMoM nNemoposisymaba B AKOCTi MepLlol NiHii
NiKyBaHHSI NOLLUMPEHOro YN MeTacTasyruoro HeApiGHOKNITUHHOIO paky fiIereHi 3 HasiBHICTIO ribpuAHOro reHa
RET», kog pgocnimkeHHs J2G-MC-JZJC, Bepcis 3 iHkoprnopoBaHot nonpaskoto (d) Big 18 nuctonaga 2020
poKy; cnoHcop - Eni Nlinni eHg Komnawi, CLUA / Eli Lilly and Company, USA

3asaBHuK - «Eni Ninni Boctok CA», LUBeiiuapis

11. bBpouwypa aocnigHuka Bepcia 8.0 Big 06 TpaBHA 2022 [0 NPOTOKO/Y K/IHIYHOMO AOCHIAKEHHA
«PaHgomizoBaHe noggiiiHe cnine, y napanefibHWX rpynax, nnaue6o-KoHTpoNboBaHe 6GaraToueHTpoBe
OOC/iMKEHHS 3 OLHKM 6e3neku Ta NepeHOCUMOCTI LLIOMICAYHMX MiALWKIPHUX BBEAEHb OcOoLUMaty y koropTax
HM3bKOT Ta BMCOKOI 03 Yy MAaUiEHTIB i3 TEPMIHA/IbHOK CTaAiE0 XPOHIYHOI XBOPOOWM HUPOK Ha perynsipHoOMy
remogianisi (TCXXH)», kog gocnigpkeHHs No. BAY 1213790 / 20115, Bepcia 1.0 Big 16 6epe3Hsa 2020;
croHcop - baliep Al', HimeuyunHa

3anBHuK - TOB «Bbaiiep», YkpaiHa

12. Inchopmauis ana naudieHta Ta dopma iHhopmMmoBaHOi 3roaun, Bepcia 7.0 ykpaiHCbKOO MOBOIO ANA
YkpaiHu Big 29.07.2022; IHchopmauis anAa nauieHTa Ta dopma iHchopmoBaHol 3rogu, Bepcis 7.0
pociiicbkolo MoOBOKW AN  YkpaiHu Big 29.07.2022 [0 NPOTOKONY  KIIHIYHOTO  AOCAIAKEHHS
«PaHfgowmizoBaHe, 6araToLeHTpoBe, NoAgiliHe cnine, nnaueb60-KOHTPOSIbOBaHE K/iHIYHE AochigpkKeHHsA 2b / 3
ha3n B napanenbHUX rpynax Ass OUiHKNM ePeKTUBHOCTI Ta 6e3MneyYHOCTi rycenibKymady B naujieHTiB i3
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CepeaHbOro CTYMEHI0 TSHKKOCTI Ta TSXKKAM aKTUBHMM HecrneumgiyHUM BUPa3KOBMM  KOJITOM», KOf
pocnipkeHHa CNTO1959UCO03001, 3 nonpasBkow 2 Big 03.08.2021 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», besnbris

3asaBHUK - «AHCCEH ®APMALIEBTUVKA HB>», Benbris

13. Jopatok go chopmu iH(hopMOBaHOI 3rogu nNig Yyac KPU30BOi cUTyauii B YKpaiHi ons [ocnimxeHs
B028984, Bepcia 1.0 gna YKpaiHu yKpaiHCbLKOIO Ta pociliicbkolo MoBamu Big 10 cepnHsa 2022 p. Ha
OCHOBI Mmaiictep-Bepcii Jogatka 1 go ®I3 nig yac KpM3oBoOi cutyauii B YKpaiHi, Bepcia 2.0 Big 15
yepBHA 2022 p. OO0 NPOTOKOJY KMiHIYHOrO BMMPOGYBaHHA «PaHaomizoBaHe, GaraToueHTpoBe, dasu 3,
BIOKPUTE  OOCMIMKEHHST @IEKTUHIOY Yy TMOPIBHSAHHI i3  KPU3OTMHIOOM nNpu  NiKyBaHHI  MOLUMPEHOr0
HeAPiOHOKNITUHHOIO pakKy JiereHb, NO3UTMBHOIO A0 KiHasyW aHanaacTU4Hoi AiMgomMu, 3 NPUBOAY SIKOrO
paHile He NpoBOAMIOCA JiKyBaHHS», Kog, focnimkeHHs BO28984, sepcia 8 Big 18 ciuHa 2022 p.; cnoHcop -
«®. XothcpmaHH-15 Pow NTa» (F. Hoffmann-La Roche Ltd), LBeiiuapis

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNnoBigasibHICTIO "PoL YkpaiHa'

14. fopatok po chopmu iHchopMOBaHOI 3rogu nNig Yac KPU30BOi cUTyauii B YKpaiHi ons [ocnimxeHs
WO042633, Bepcia 1.0 gna YkpaiHM yKpaiHCbKOIO Ta pocilicbkolo 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. A0 NPOTOKO/Y KAIHIYHOrO BUMPOOYBaHHSA «PaHaoMmizoBaHe, NoAgiiiHe cnine, nnauebo-
KOHTpO/IbOBaHe AocnimkeHHa da3n Il ansa ouiHkn ed)eKkTMBHOCTI Ta 6e3nedHoCcTi ag'toBaHTHOI Tepanii
aresonizyma6om abo nnauebo y koMmbGiHauii 3 TpacTy3ymabom emTaHCMHOM Yy nauieHTiB i3 HER2-
NMO3UTVBHUM pPakoM MOJIOHYHOI 3a/1031 3 BUCOKMM PU3UKOM peLmaunBy Nicnis nepegonepadiiHol Tepanii», kog
pocnipkeHHs WO42633, sepcia 3 Big 23 nwotoro 2022 p.; crnoHcop - @d.XoddmaHH-/Ia Pow Jita,
Lseliuapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiJasIbHICTIO «PoL YKpaiHa»

15. 3anyueHHs1 A0AATKOBUX MiCLb MPOBeAEHHA KMiHIYUHOro BUMPOOYBaHHSA [0 MPOTOKOY KNiHIYHOrO
BMNpobyBaHHsa «baratoueHTpoBe, Bigkpute, MogosxeHe AocnimkeHns Il ®asu gnsa OujiHkm JosroTpuBanoi
EdpektnBHOCTi Ta BesneuHocTti 3actocyBaHHA Mipikisymaby y [lauieHTiB i3 XBOpo60t0 KpoHa», Kofg
pocnigpkeHHs 16T-MC-AMAX, 3 iHkoprnopoBaHoto nonpaekot (a) Big 01 nunHa 2021 poky; cnoHcop - Eni
Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliyapis

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTo BUNPOOGYBaHHS

1. | nikap Knpnuenko O.B.

KuiBcbka KniHiYHa NikapHA Ha 3as1isHu4HoMy TpaHcnopTi Ne2 dinii «LleHTp oxopoHu 340pOoB’s»
AKLLIOHEPHOIO TOBApPUCTBA «YKpaiHCbKa 3aNi3HNUUA», BiAAINEeHHA AeHHOro cTtauioHapy, M. Knis

2. | a.m.H., npodp. Pepis O.I.

O6nacHe KOMyHaslbHe HekoMepuiiHe MignpueEMCTBO «YepHiBeubka 06nacHa KhiHiYHa NikapHs»,
nigposain ractpoeHTeponorii, BYyKOBWMHCbKWI AepXaBHWIA MeAMYHWUIA  yHiBepcuTeT, Kadegpa
BHYTPILWHLOI MeANLMHN, M. YepHiBLi

16. MpoAaoBXeHHsA TepMiHy NpoBeAeHHA AOCNiMKEHHA B YKpaiHi Ao 31 TpaBHA 2024 poKy; OHOBneHa
Bpouwypa pgocnigHuka, Bepcisa 12 Big 12 ciuHa 2022 p., aHrniicbKo MOBOM; 3miHa CnoHcopa Ta
aapecwu 40 NPOTOKO/Y KAIHIYHOTO AOCNILKEHHS «[JOBrOCTPOKOBE NPOAOBXEHE AOCAIMKEHHS Tifigpakisymady
3 METOH [A0BEeAEHHS MOro 6e3neYHOCTi NPy 3aCTOCYBaHHI Y NaLieHTIB i3 NCOpiaTUUYHMM apTPUTOM, SiKi paHiwe
6panu yyacTb y AOCAIMKEHHI i3 3acTOCyBaHHAM Tingpakisymaoy», kog pocnigpkeHHs CLR_18 07, Bepcis
npoTtokony 01 3 iHkopnopoBaHo nonpasBkoto 1 Big 22 nunHa 2020 poky; cnoHcop - Sun Pharma Global FZE,
O6’eaHaHi Apabebki Emipatu

3asaBHUK - TOB «KniHivHi gocnigpkeHHs AlkoH», YKpaiHa

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




17. YkpaiHa, MK-3475-598, IHchopmauis Ta AOKYMEHT Npo iHchopmoBaHy 3rofy ANA nauieHTa, Bepcis
3.03 Big 12 cepnHAa 2022 p. yKpaiHCbKOIO MOBOIO; 3MiHa Has3BU MiCLb NPOBeAEHHS K/iHIYHOro
BUNPOOGYBaHHA 4O NMPOTOKO/Y KNIHIYHOTO Aoc/imkeHHs «PaHgomizoBaHe noggiHe cnine gocnigxeHHs |l
chasn, NopiBHAHHA KOMOIHaUii membponidymaby Ta inilimymaby 3 kKombGiHauielo nem6ponisymady T1a
nnauebo y padiwe HesnikoBaHWX NauieHTIB 3 MeTacTaTUYHMM HeApPiOHOKNITUHHMM pakoM fiereHb 4 ctagii 3
PD-L1-no3utvBHuMy nyxnnHamn (TPS  =50%)(KEYNOTE-598)», kog pocnigpkeHHs MK-3475-598, 3
iHKoprnopoBaHoto nonpaBkot 06 Big 11 rpyaHa 2020 poky; cnoHcop - TOB Mepk Wapn eng Ooym, CLUA

(Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI BifgnoBifasibHICTIo «MC/L YKpaiHa»

BYNO

CTAJIO

O.M.H., npod). KpmxaHiscbka A.€.
KomyHanbHuii 3aknag «MpukapnaTtcbKuii
KNIHIYHUA  OHKONOriYHWMIA  ueHTp», I
xipypriuHe BiggineHHs, [lepxaBHUiA BULWMIA
HaBYa/IbHUI 3aknag «IBaHO-PpaHKiBCbKUIA
HauioHasIbHUIA MepUYHUIA  YHIBEPCUTET»,
Kadheapa OHKOAOril, M. IBaHO-PPaHKiBCbK

O.M.H., npod. KpmxaHiscbka A.€.

KomyHanbHe HekoMepLiliHe nigNpMemMcTBO
«MpukapnaTCbKUii KNiHIYHUIA OHKONOTrIUHMIA LEHTP
IBaHO-®paHKiBCbKOI 06nMacHoOi pagu», XipypriyHe
BigaineHHs Ne2, IBaHO-PpaHKIBCbKUii HaLiOHaIbHWUIA
MeAWYHUIA YHiBepcuTteT, kacegpa oHKoorii, M. IBaHO-
®paHKiBCbK

nikap CemereH O.B.

nikap CemereH O.B.

AUcnaHCepHOo-NOoNiKNiHIYHOro BiAAiNeHHs,

O6nacHe KOMyHaJlbHe HekomepuiiHe | O6nacHe KOMyHaslbHE HeKoMepLiiHe nignpueEMCTBO
NigNPMEMCTBO  «BYKOBUHCBbKWIA  KMiHIYHWI | «BYKOBMHCBKUIA  KAIHIYHWIA ~ OHKOJIOTIYHWIA  LIEHTP»,
OHKOJIOTIYHWIA LEHTP», CTPYKTYPHWIA Nigpo34in | CTPYKTYpHWiA nigpo3ain KNiHIYHOI OHKoOAoril,
AEHHOro crauioHapy, M. YepHiBLi M. YepHiBuj

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

KomyHanbHa ycTtaHoBa «Opecbkuin | KomyHanbHe HeKomepuiliHe nignpMemMcTBeo
06nacHUiAi  OHKOJMOFiYHMIA  gucnaHcep», | «Ogecbkuii perioHanbHWi KNiHIUHWIA
cTauioHap OEeHHoro nepe6yBaHHA | NPOTUNYX/IMHHUIA LeHTP» OgecbKoi 06NnacHoi paaum,

BigaineHHs ximiotepanii, M. Ogeca

M. Opeca

18. Bpowypa focnigHuka, nepopanbHuii cemarnytug, npoekt NN9924, giabet 2-ro Tuny, BugaHHsa 14,
chinanbHa Bepcia 1.0 Big 04 nunHa 2022 poky, aHrnificbkoo mMoBoto (Investigator's Brochure Oral
Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 14; Final version 1.0; dated 04 July 2022);
IHbopmauia ana ydacHuka i cphopma iHchopmoBaHOi 3roau (AnA 6aTbKiB), dliHanbHa Bepcis, 2.0-
UA(UK) Big 20 nunHa 2022 ykpaiHCbKOIO MOBOIO; IHhopmauia ana yyacHuka Ta cpopma 3rogum Ha
yuyacTb (gnsa giteir 10 — 13 pokiB), piHanbHa Bepcis, 3.0-UA(UK) Big 20 nunHA 2022 ykpaiHCbKOLO
MoBoIo; IHhopmauia gna yyacHuka i popma iHthopmoBaHoi 3rogu (ana piteid Bikom 14 — 17 pokiB),
thiHanbHa Bepcis, 2.0-UA(UK) Big 20 nunHsa 2022 ykpaiHCbKOO MOBOIO; IHhopmauifa gns yyacHUKa i
thopma iH(popMoBaHOi 3rogn (AN yYaCHUKIB, AKMM BUMOBHIOETLCA 18 Ta Ginblue poOKiB nig uac
npoBefeHHA AOCnigpKeHHs), chiHanbHa Bepcis, 2.0-UA(UK) Big 20 nunHAa 2022 yKpaiHCbKOKD MOBOIO;
IHcbopmauis i popma 3rogm Ha yyacTb AJ1A YOIOBiKa-napTHepa yyacHuui B pasi nepeodiry BariTHOCTI 3
BiAXUEHHAMN a60 HapPOMKEHHA AUTMHU 3 MOPYLIEHHSAMU cTaHy 340poB’Aa, chiHanbHa Bepcis, 2.0-
UA(UK) Big, 20 nunHsa 2022 yKpaiHCbKOIK MOBOKO [0 MPOTOKOJ1Y KAiHIYHOrO BUNPOGYBaHHA «EEKTUBHICTb
Ta 6e3neka npuiiomy NepopasibHOr0 ceMarnyTuay y nopiBHAHHI 3 Naauebo y aitei Ta nignitkis 3 LYKPOBUM
diabetoM 2-ro Tuny, AKi NiKylOTbCA MeTdopMmiHOM Ta/abo 6a3asibHUM iHCY/TIHOM.», KO [OCHiIKEHHS
NN9924-4437, chiHanbHa Bepcia 1.0 Big 20 TpasHA 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 nunHa 2022
POKY [0 MPOTOKO/Y KAIHIYHOro AocrimpkeHHs «[MpocnekTuBHe paHAoMi3oBaHe GaraTOLEHTpPOBE BiaKpuTe
NoOpiBHAMbHE AOCNiMKEHHA (ha3n 3, WO NPoBOAUTLCA B NapasiesibHUX rpynax i3 3aciinfeHnm LeHTPasIbHUM
OLiHIOBaHHSIM 3 METO BU3HAUYEHHs1 edDEKTMBHOCTI, 6€3NeYHOCTi Ta NePEeHOCMMOCTI KOMOiHaLji a3TpeoHam-
aBibaktam (ATM-AVI) fmeTpoHigason (MTZ) y nopiBHAHHI 3 meponeHemikonictuH (MER+COL) pgns
NiKyBaHHS1 CEeprio3HUX IHQDEKLIA, 3YMOB/IEHMX FpaMHeraTtMBHUMKU GakTepisMu, BKIKOYHO 3i CTikumu Ao
6aratoKOMMNOHEHTHUX JikapCbkUX 3acobiB 36yaHVKamu, WO NPOoAykylTb MeTano-6eta-nakramasy (MBL),
ONs AKuX BapiaHTK nikyBaHHA o6MexeHi abo BiAcyTHI», ko4 gocnimpkeHHs C3601002, 3 nonpaskoto 2 Big 18
TpaBHsa 2022 poky; cnoHcop - «®daiizep IHk.», CLUA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»



20. bpouwypa pgocnigHuka (Palbociclib (PD-0332991)), Bepcis 15 Big KBiTHA 2022 poKy 40 NPOTOKOY
KNiHIYHOrO  gocnimkeHHss «®asa 3, 6GaraToueHTpPoBe paHAoMi3oBaHe MoABiliHe cnine nnaue6o-
KOHTpO/SIbOBaHe AochifxeHHs cpynBecTpaHTty (dasnogekc®) 3 um 6e3 PD-0332991 (nanbouuknib) =+
rosepeniH y XiHOK 3 ropMOH-peLenTop-no3nTMBHNUM, HER2-HeraTMBHUM MeTacTaTUYHUM PakoM MOJIOUHOT
3a/1031, 3 MPOrPeCyBaHHSM 3axBOPKOBaHHA NICAs MONepefHbOl eHAOKPUHHOT Tepanii», koA AOC/iAKEHHS
A5481023, 3 iHKOpNopoBaHOoK nonpaskoto 3 Big 20 xoBTHA 2015 poky; cnoHcop - dalizep IHk., CLUA
3aasHuK - TOB «MAPEKCEJT YkpaiHa»

21. 3miHa Ha3Bu Ta agpecu CnoHcopa; bpouwypa gocnigHuka Pembrolizumab (MK-3475), BugaHHsa 22
BiA 13 TpaBHA 2022 poKy, aHIMiliICbKOIO MOBOIO; JIMCT-PO3’AICHEHHA A0 cekuili 4.1 T1a 1.3 Big 30 TpaBHSA
2022 poky go nportokony MK-7902-012 3 iHkopnopoBaHoto nonpaskoto 03 Big 28 TpaBHA 2021 poky,
aHrniicbKo MOBOI; YKpaiHa, MK-7902-012, IHchopmauis Ta OKYMEHT Npo iHchopmoBaHy 3rogy A
nauieHTa, Bepcia 1.04 Big 17 cepnHsa 2022 pokKy, YKpalHCbKOIO MOBOM; YKpaiHa, MK-7902-012,
IHcbopMaLia Ta AOKYMEHT Npo iHPopMoBaHy 3roay Ha HaAaHHA HEOOOB’A3KOBOro 3pasKa MyX/IMHHOT
TKaHuHU, Bepcia 1.02 Big 17 cepnHa 2022 poKy, YKPaiHCbLKOIO MOBOIO; 3pa3ku MapKyBaHHA
pocnimpxysaHoro nikapcbkoro 3aco6y MK-3475: MK-3475 Kit, Bepcisa 2.0 Big 22 6epe3Hsa 2022 p.,
aHINIACbKOK Ta YKpaiHCbkoio moBamu; MK-3475 Vial, Bepcia 2.0 Big 22 GepesHa 2022 p.,
AHIIACBbKOIO Ta YKPAIHCbKOI MOBaMu; 3pa3oK CMpPOLLEHOro MapKyBaHHSA 3apeeCcTPOBaHOro B YKpaiHi
NKapCbKOro 3aco0y, AKNii 3aCTOCOBYETLCA B K/iHIYHOMY BUNpoGyBaHHi MK-7902-012, Bepcis 2.0 Big
17 cepnHa 2022 p. yKkpaiHCbKOO MoOBOI; 3miHa Ha3Bu MIMB Ta BignoBiganbHOro pocnigHuka no
NPOTOKONY KAIHIYHOro AoChifpKEeHHS «baraToueHTpoBe, paHAoMi30BaHe, NoABiiHE cnine, KOHTPOsIbOBaHe 3a
[OMOMOro0 aKTMBHOIO npenaparty KhiHiuHe gocnimpkeHHs [l da3n gns ouiHkM 6e3nekn 1a edeKTUBHOCTI
neHBatuHioy (E7080/MK-7902) 3 nemb6ponizymabom (MK-3475) y noegHaHHi 3 TpaHcapTepiasibHo
ximioem6onizauieto (TACE) nopiBHAHO 3 npoBefeHHAM Tinbkn TACE y yyacHWKIB 3 HEBUMIKOBHOW /
HemeTacTaTUYHOK renartouesntonsapHo kKapumHomow (LEAP-012)», kop pocnipkeHHs MK-7902-012, 3
iHkopnoposaHoto nonpaskolo 03 Big 28 TpaBHA 2021 poky; crnoHcop - «Mepk LWapn Eng Ooym Kopn.»,
JovipHe nignpuemctBo «Mepk EHgA Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/[], YkpaiHa»

BYNO CTANO
«Mepk LWapn eHa Ooym Kopn.», pouipHe | TOB Mepk LWapn eHg Ooym (Merck Sharp &
nignpuemcteo «Mepk eHa Ko., IHk.», CLUA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 lIct JliHkonbH aBeHw, nlc 2000,
Merck & Co., Inc., USA), PaBeii, Hoto [xepci, 07065, CLUA (126 East

Apapeca: Mepk fApaiiB, 1, nowTtoBa cKpuHbka | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
100, m. BavTtxayc-CteiiwH, wrtat Hoto-Oxepci, | USA)

08889-0100, CLLA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-
0100, USA)

BY/NO CTANO
A-M.H. Ckopwuii A4.l. K.M.H. MNiceybka M.E.
KoMmyHanbHe HekomepuiliHe nignpuemctBo | KomyHanbHe HeKomepLiiliHe nignpuemMcTBo
«OGNacHUA LIEeHTP OHKOJIOril», OHKOXipypriuHe | «O6/1acCHUI LEHTP OHKOJIOrii», OHKOXipypriuHe
BiAAiNneHHs ne4viHkM Ta NigWAyHKOBOI 3a103U, | BigAiNneHHA opraHiB  4YepeBHOI  MOPOXHUHWU,
M. XapkiB M. XapkiB

22. OHOBNEHWIA NMPOTOKON KiiHiuHOro Bunpo6yBaHHA MK-3475-866, 3 iHKOPNOpPOBaHOK MOMPAaBKOIO
04 Big, 06 nunHa 2022 poky, aHrNilicbKo MOBOLO; YKpaiHa, MK-3475-866, Bepcia 2.00 Big 11 cepnHA
2022 p., YKpaiHCbKOIO MOBOIO, iH(hopMauis Ta AOKYMEHT npo iHhopmoBaHy 3roay A1 NaLieHTa;
YkpaiHa, MK-3475-866, Bepcis 02 Big 11 cepnHAa 2022 p., YKpaiHCbKOK MOBOIO, iHhopMauiiHnii
JINCTOK i AOKYMeHT npo iHpopmMoBaHy 3rogy Ha MaiiGyTHe GiomeguuHe AocnimkeHHA; OHOBNEHi
3paskM MapKyBaHHA nikapcbkux 3aco6iB: MK-3475 (nemGponisymad); Lucnnatun (Cisplatin);
FemuyuTtabiH (Gemcitabine): MK-3475_Kit, Bepcia 2.0 Big 04 nunHa 2022 poKy, aHIMIACbKOK Ta
yKpaiHcbkolo moBamu; MK-3475_Vial, Bepcia 2.0 Big 04 nunHa 2022 poky, aHrnificbkow Ta
yKpaiHcbkoto moBamu; Cisplatin_Kit, Bepcia 2.0 Big 26 nunHa 2022 poKy, aHrNilicbkolo Ta
yKpaiHcbkoto MoBamu; Cisplatin_Vial, Bepcia 2.0 Big 26 nunHA 2022 poKy, aHrAilicbkor Ta
yKpaiHcbkoto mMoBamu; Gemcitabine_Kit, Bepcia 2.0 Big 13 nunHA 2022 poky, aHrMAINCbLKOKD Ta
yKpaiHCcbKolo moBamu; Gemcitabine_Vial, Bepcia 2.0 Big 13 nunHAa 2022 poky, aHrNificbKowo Ta
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YKpaiHCbKOIO MoBaMu; 3pa3oK CMpOLLEHOr0 MapKyBaHHS 3apeecTpoBaHOro B YKpaiHi nikapcbKoro
3aco0y, AKuii 3aCTOCOBYETbCSA B K/liHiUHOMY Bunpo6yBaHHi MK-3475-866, Bepcis 2.0 Big 22 cepnHsa
2022 poKy, YKpaiHCbKOK0 MOBOH; 3pa3oK MapKyBaHHSA AOC/iAKyBaHOro slikapcbkoro sacodoy MK-3475
(nem6ponisymab) /nnaue6o AN NTOKaA/IbHOrO BUKOPUCTaHHA B AOCNIAHULBKUX LeHTpax, Bepcia 2.0
Bif 22 cepnHA 2022 poky, YKpaiHCbKOIO MOBOIO; 3MiHa BignNOBiAa/ILHOroO AoOC/igHUKA [0 NPOTOKOMY
KNiHIYHOrO  JocnigpkeHHs «PaHgomisoBaHe, noggiliHe crine pgocnimkeHHs [l dpasm  gns  oujiHkM
nepionepawyiiHoro 3acTtocyBaHHs nemo6posnisymady (MK-3475) y kombGiHauii 3 Heoaf'loBaHTHO
XiMmioTepanielo MOPIBHAHO 3 MepionepavuiiiHMM 3acTocyBaHHAM nnauebo y kombiHauii 3 Heoan'toBaHTHOH)
XimioTepanielo B y4aCHMKIB 3 M'I30BO-iHBA3VBHUM PakOM CEYOBOro Mixypa, NpuaaTtHuX Anst NiKkyBaHHS
uucnnatuHom (KEYNOTE-866)», kog, aocnimkeHHss MK-3475-866, 3 iHkoprnopoBaHoto nonpaskoto 03 Big 01
nunnHa 2021 poky; cnoHcop - TOB Mepk Wapn eng oym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifgnoBiganbHICcTIO «MC/, YkpaiHa»

BYNO CTANO
3aB. Big. Han6aHasaH T.A. 3aB. Big. Kigik A.I'.
KomyHasbHe HekoMepLiiHe nignprMemMcTBo | KoMmyHasbHe HekomepLUiiHe nignpPUEMCTBO
«O6nacHUii  LEHTP  OHKOMOrii», OHKOoyposoridyHe | «O6MacHUA LLeHTP OHKOJOTii», OHKOYPOsIOorivyHe
BigAiIeHHSA, M. XapKiB BigAiNIeHHs, M. XapkiB

23. bpouwypa gocnigHuka (Palbociclib (PD-0332991)), Bepcis 15 Big kBiTHA 2022 poky; loaaToK Ao
thopmu 3roau Ha yyacTb y AochnifmxeHHi, Bepcia 4.0 Big 25 nunHa 2022 poky, YKpalHCLKOIO Ta
pOCiiicbKOI0 MOBaMM [0 NPOTOKO/Y KAIHIYHOIO AOCNiMKeHHS «PaHAomi3oBaHe, 6araToueHTpoBe, NOABINHO
cnine pocnipkeHHa gasvm 3 npenapaTty PD-0332991 (nepopasibHOro iHribiTopa LMKAIH-3a1eXHUX KiHa3
(CDK) 4 Ta 6) i3 neTpo30/10M y NOPIBHAHHI 3 KOMGIHAUE naauebo i N1eTpo30/y A NiKyBaHHS XXIHOK Y
nepiogi NOCTMEHoMNay3mn, XBOPUX Ha pak MOJIOYHOI 3a/103M, WO € MO3MTUBHWM CTOCOBHO peuenTopiB [o
ectporeHa [ER (+)] i HeraTUBHMM CTOCOBHO peLenTopiB A0 enigepmasnibHoro dgpaktopa pocty 2 tuny [HER2
(9)], SiKi paHiwe He oTPUMYBa/IN XOAHOIO CUCTEMHOIO MPOTUPAKOBOrO AiKyBaHHSA 3 MPMBOAY NPOrpecyBaHHs
XBOpO6M», KoA aocnimpkeHHs A5481008, 3 nonpaBkoto 8 Big 21 TpaBHsA 2018 poky; cnoHcop - «Paizep IHK.»/
Pfizer Inc., CLLA

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

24. 3MiHa KOHTpaKTHOI AocnigHULbKOI opraHi3auii (3asBHUKa) B YkpaiHi Ha TOB «KMIHIYHI
BUMPOBYBAHHA» [0 npoTokosay KAiHIYHOTO BuUNpobyBaHHSA «PaHpgomizoBaHe, noAgiliHe chine
pocnigxeHHs dasw |l 3 BuKkopucTaHHAM ABOX nnauebo i akTMBHOro npenaparty B SAKOCTi KOHTPOJIIO 3 METOH
BMBYEHHS e(peKTMBHOCTI Ta 6e3nevHoCTi 4O4ATKOBOI 8-TWXKHEBOI Tepanii 6yaecoHigom 9 mry hopmi kancyn
Y NOPIBHSIHHI 3 ByaecoHigomM 6 mry dhopMi Kancyn i byaecoHigoM-MMX® 9 mr y hopmi TabneTok y naujieHTiB
i3 BMPaA3KOBUM KONITOM, pedipakTepHMM A0 CTaHAapTHOI Tepanii mMecana3uHOM», Kog, AOCNiMKEHHS
BUX-4/UCA, Bepcis 2.0 Big 02 nunHa 2019 poky; cnoHcop - Ap. ®anbk ®apma Nm6X, HimeuwunHa (Dr. Falk
Pharma GmbH, Germany)

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

BYNIO CTANO
TOB «OCT YkpaiHa» TOB «K/1IHIYHI BUTPOBYBAHHS»

25. OHoBneHa Bpolwypa gocnigHuka gnsa [ocnigkKyBaHOro Jlikapcbkoro 3aco6y X842, sugaHHAa 3.2
Big 17 uepBHA 2022 poky; OHoBneHa bpowypa aocnigHuka Ans AOCNifKYBaHOro nikapcbKoro
3aco6y X842, BumpgaHHa 3.3 Big 11 nunHAa 2022 poKy [0 MPOTOKO/Y KAiHIYHOMO BUNPOOYBaHHS
«PaHgomizoBaHe, 3 NOABINHOW IMITALliEld Ta 3 aKTMBHUM KOHTPOMEM Afs niabopy Ao3wn, noApiHe crine
OOCMIMKEHHST Y NauieHTiB 3 epo3nBHMM e30dharitoM, CNpuYMHEHUM racTpoesodareasibHOW ped/ItoKCHO
xBopo6ot (FEPX), ctyneHa C abo D 3a Jloc-AHAXenecbkol Krnacudpikalieto, a TakoX y MauieHTiB 3
NPUHaNMHI YaCcTKOBMMM CUMNTOMaMu epo3uBHOro esodiarity, cnpuumHeHoro NEPX, ane 6e3 3aroeHHs 3a
pe3ysibTaTtoM €eHAOCKOMIYHOro AOCNIMKEHHA NiC/AA OTPUMAHHA HUMMU 8-TVXXHEBOrO Kypcy 3arolBasibHOI
CTaHAapTHOI Tepanil iHribiTopoM NpoToHHOI nomnu (IMM), 38419 BUBYEHHA 6E3MeYHOCTi Ta NepeHOCUMOCTI
NiKyBaHHS, WBWAKOCTI 3aroloBaHHSA eposili nicns 3actocyBaHHA X842 abo naHconpasosly NpoTAroM 4 TUXHIB,
a TakoX Xapaktepy 3MiH CUMMTOMIB MPOTATOM HACTYMHOro 4-TMXXHEBOro nepiogy JlikyBaHHSA
naHconpasosioM», kof focnimkeHHsa CX842A2201, sepcia 3.0 3 nonpaskoto 2.0 Big 25 ntoToro 2022 poky;
cnoHcop - «CiHknyc ®apma Al», Leeiuyapis/ Cinclus Pharma AG, LUseiiuapis

3aasHuK - TOB «MAPEKCEJT YkpaiHa»



26. 3miHa BignoBiganbLHOro gocnigHukKa y Micui npoBeaeHHs KiHiYHOro BUNPOoGyBaHHA [0 NPOTOKO/Y
KMIHIYHOrO JocnimkeHHa «52-TwkHeBe, paHAoMi3oBaHe, NoABifiHe chine, 3 MOABIHUM MacKyBaHHAM, 3
KOHTposieM nnauebo Ta akTMBHUM KOHTposneM pgocnimpkeHHs (Podnyminact, Janipecn® 500 Mkr), wo
NPOBOAUTLCA B NapasiesibHUX rpynax 3 MEeTOH OUiHKM eddeKTUBHOCTI Ta 6e3MeyHOoCTi ABOX A03 npenaparty
CHF6001 y chopmi Cyxoro mopoLUKy A0S iHransuii, Wo [oAalTbCs A0 NiATPUMYHOYOT MOTPIAHOI Tepanii y
NauieHTIB i3 XPOHIYHUM OBCTPYKTUBHUM 3aXBOPHOBaHHAM siereHb (XO3J/1) Ta XPOHIYHUM BPOHXITOM», KOp,
pocnipkeHHs CLI-06001AA1-05, sepcia 4.0 Big 18 6epe3Hs 2022 poky; cnoHcop - «K'e3i dapmaueBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3anaBHVK - TOBapUCTBO 3 06MEXEHOI0 BifgnoBigasbHICTIO «/TABKOPT KNIHIKAM AEBE/IOMMEHT YKPAIHA»

BYNO CTANO
BO.M.H., npodp. AwmHa 1.0. K.M.H. MockaneHko C.M.
[JepxaBHa ycTaHoBa «HauioHasbHWin IHCTUTYT | [lepxaBHa YycTaHOBa «HauiOHasIbHWIA  IHCTUTYT
TusiaTpii i nynemoHonorii iMm. ®.I'. AHoBCbKOro | prusiatpii i nynbmMoHonorii iM. ®.I'. HAHOBCLKOro
HauioHanbHOT akagemii MeguuHux Hayk YkpaiHw», | HauioHanbHOI akafemMil MefuyHUX HayK YKpaiHu»,
BiAJINEHHA [iarHoCTMKW, Tepanii Ta KNiHIYHOT | BIAAIIEHHA  AiarHOCTWKM, Tepanii  Ta  KiHIYHOT
hapmakonorii 3aXBopoBaHb /1ereHb, M. Kuis hapmakoorii 3aXBOpoBaHb /1ereHb, M. Kuis

27. 3miHa Micusi npoBefeHHs1 K/iHIYHOro BUMPOOYBaHHA Ta BiANOBigaNbLHOro AocnigHuka [0
MPOTOKO/y KMIHIYHOTO BMNpobyBaHHA «baratoueHTpoBe paHAOMI30BaHe, MOABIMHO chine, nnaue6bo-
KOHTpOsibOBaHe pgocnimpkeHHs [l dasn 3 MeTow OuiHKM o3aHiMogy A4S npuiioMy nepopasibHO npwu
NPOBEAEHHI IHAYKUIMHOT Tepanii nauieHTam i3 cepefHbOTSHXKKAM abo TSHKkuM nepebirom xBopobu KpoHa B
aKkTMBHIV chopmi (gocnimkeHHs Ne2 3 OuiHKM IHAYKUIMHOT Tepanii)», kog gocnimkeHHs RPC01-3202, pegakuis
6.0 Big 14 uepsHa 2021 p.; cnoHcop - «CenmpkeH IHTepHewHn Il Capn» (Celgene International 1l Sarl),
LBeliuapis

3asBHIK - TOBAPUCTBO 3 OEMEXXEHOIO BIAMOBIAANBHICTIO "MI EC AN-YKPAIHA"

BYNO CTANO
36upak I.M. K.M.H. MeTpuHa B.O.
O6nacHa KniHiuHa nikapHsa, BigaineHHs xipyprii, | KomyHanbHe HeKomepLuiiiHe nignpmMemMcTBO
M. |BaHO-PpaHKIBCbK «O0nacHa KiniHiuHa nikapHA IBaHO-PpaHKIBCbKOT
06NnacHOI pagu», racCTpoeHTeposIoriyHe BigAineHHs,
M. IBaHO-PpaHKiBCbK

28. bpowypa gocnigHuka [OCAiAKyBaHOro nikapcbKoro 3aco6y Ouunepnima6 (Ociperlimab) (BGB-
A1217), pepakuia 3.0 Big 19 nuctonaga 2021 poky aHraificbkoro MoBow; Bpolwypa pocnigHuka
pocnigxysaHoro siikapcbkoro 3acooy Tucnenisyma6 (Tislelizumab) (BGB A317), peaakuis 9.0 Big 20
XOBTHSA 2021 poKy aHrnificbkoo MoBo1o; IHhopmaLiiiHMiA NMCTOK NauieHTa Ta oopma iHhopmoBaHOT
srogu, ana YkpaiHu, Bepcia 3.0 Big 09 uepBHA 2022 poOKy YKpPaiHCLKOK Ta POCIliCbKOIO MOBamu;
IHhopMauiiHMii NUcToK nauieHTa Ta popma iHhopmoBaHOI 3roan Ha NPoBefEHHA HEOGOB A3KOBUX
Gionciii, gnA YkpaiHu, Bepcia 2.0 Big 09 uepBHA 2022 poKy YKPaiHCbKOK Ta POCifiCbKO0 MOBaMu;
IHhopMauiiHMiA NINCTOK nauieHTa Ta hopma iHhopmMOBaHOI 3roaM Ha HeOGOB’A3KOBE B3ATTA 3paskKiB
KpoBi, AnAa YKpaiHu, Bepcia 2.0 Big 09 uepBHA 2022 pOKY YKpaiHCbKOK Ta POCIfiCbKO MOBaMWu;
IHcbopmauiiiHuii NMCTOK nauieHTa Ta ¢popma iH(hOpMOBaHOI 3rogn Ha NPOAOBXEHHS JliKyBaHHA npu
nporpecyBaHHi 3aXBOpPIOBaHHA, AN1A YKpaiHu, Bepcia 2.0 Big 09 uepBHA 2022 poKy YKpPaiHCbKOI Ta
pocilicbkolo moBamu; JoaaTtkoBuii iHpopmauiiiHMIi NMMCTOK NavuieHTa Ta hopma iHhopmoBaHOi 3roaun
Ha 36epiraHHA | BUKOpUCTaHHSA GionoriuHMX 3paskiB B MaiiGyTHIX JOCNiMKEHHAX, ANns YKpaiHu, Bepcis
1.0 Big 09 uepBHA 2022 poKy YKpaiHCbKOK Ta pociiicbkolo MoBawmu; JopaTtok Ao iHopmaliiHoro
nvcTka nauieHta Ta chopmu iHhopmoBaHOI 3roau Ha BUNAAOK HenepepGauvyBaHUX cuTyauiid, Ans
YkpaiHu, Bepcisa 1.0 Big 15 uepBHA 2022 poKy YKpPaiHCbKOK Ta POCIiCbKOI MOBaMu [0 MPOTOKONY
KNiHIYHOro focnimKeHHA «JocnimkeHHsA dpa3n 2 3 BUBYEHHSA epekTUBHOCTI Ta 6e3neyvyHocTi Tucnenisymaoy
(BGB-A317), MOHOK/MOHa/IbHOro aHTuTina pfo PD-1, y noegHaHHi 3 npenapatom BGB-A1217,
MOHOK/IOH&a/TbHUM aHTUTiNIom o TIGIT, a6o 6€3 HbOro B MaLi€eHTOK 3 peuuguByodnm abo mMetactatuyHuM
pakoM LUMIAKM MaTkW, SKi paHile OTpuMyBann JikyBaHHS 3 NPWBOAY [aHOro 3axXBOPHOBAHHS», KO,
pocnigpkeHHss BGB-A317-A1217-202, sepcis 0.0 Big 04 BepecHs 2020 poky ; cnoHcop - BeiGene, Ltd. c/o
BeiGene USA, Inc., CLLA

3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



29. bpouypa gocnigHuka, PD-332991 (Palbociclib), Bepcis 15.0 Big KBiTHA 2022 poKy, aHINiliCbKOK
MoBoto; A5481173_IHchopmauis ansa nauieHTa tTa oopma iHchopmoBaHOI 3rogu, YKpaiHa, Bepcia 2.1.0
Bif 26 nunHA 2022 p. Ha OCHOBI Bepcii Ha piBHI gocnimxeHHs Big 01 nunHA 2022 p., aHrNiliCbKOIO,
YKPaiHCbKOKO Ta POCIACbKOW MOBaMM [0 MPOTOKOMY KIiHIYHOrO  gocnimpkeHHs TPOTOKON
MPOAOBXEHHA NIKYBAHHA YYACHWKIB KAIHIYHNX AOCNIIKEHDb MANBOUMKIBY, CNOHCOPOM
AKUX € KOMMNAHIA «M®AV3EP», kog gocnimkeHHs A5481173, ocTaTouHWii npoTokon, 17 nucronaga
2021 p.; cnoHcop - Mdainsep IHk., CLUA

3asnBHuK - Mdpansep IHk., CLUA

30. Bpouiypa gocnigHuka, BuUAaHHA 7 Bif, 22 KBiTHA 2022 poKy, aHIMiNCbKOK MOBOLO; IHhopmaLiiHuii
nuctok i chopma 3rogm, Bepcia V5.0UKR(uk)1.0 Big 22 cepnHAa 2022 poky, nepeknag YKpaiHCbKO
MOBOIO Bif, 24 cepnHA 2022 poky; IHhopmauiiiHuii nucTok i chopma 3roam, Bepcia V5.0UKR(ru)1.0 Big
22 cepnHsa 2022 poKy, nepeknaj pociicbKolo MOBOIO Bif, 24 cepnHA 2022 poKy A0 MNPOTOKO/Y
KNiHIYHOrO BUNPOOYBaHHA «JocnimxkeHHsa dpa3un 2 3actocyBaHHA npenapaty INCB086550 (iHribiTtopa PD-L1
ANna nepopanbHOro NpuitoMy) B YYaCHWUKIB AOCAIMKEHHS i3 BUOPAHUMY CONMIAHUMM NyX/IMHAMU, WO paHille
He OTpPUMYB&aUIN NiKyBaHHSA iHriGiTopaMn iMyHHUX KOHTPOJIbHUX TOYOK», koA, pocnimxkeHHsa INCB 86550-203,
Bepcia 2 3 iHKkopnopoBaHoto norpaskoto 1 Big 08 6epesHs 2021 poky; cnoHcop - Incyte Corporation, United
States

3anBHuK - MignpuemcTso 3 100% iHo3eMHOI iHBecTuLjelo «AVK'HOBIA PAC YkpaiHa»

31. OHOBNEHMIA NPOTOKOAN KiiHiuHOro Bunpo6yBaHHA MK-7684A-004, 3 iHKOPNOpPOBaHOIO MOMPaBKOIO
04 Big, 05 cepnHsa 2022 poky, aHrNilicbKO MOBOLO; YKpaiHa, MK-7684A-004, IHhopMaLiiHWIA NTUCTOK i
[OKYMEHT npo iHhopmoBaHy 3rogy Ha MalilGyTHe GiomeauuHe gocnigkeHHs, Bepcisa 02 Big 23 cepnHA
2022 p., YKpaiHCbKOK MOBOIO 10 NPOTOKOJTY K/iHIYHOro AOCNIMKEHHS «Bigkpute gocnimkeHHsa dasmn 2 gns
OUiHKM Ge3nekn Ta edpektmBHOCTi MK-7684A (kombiHauin MK-7684 [BibocTonimadl 3 MK-3475
[membponizymab]) y yyacHuKiB 3 peuuamBytouMMyu abo pedpakTepHUMU remMaTtosornyHUMKN 3/109KICHUMM
HOBOYTBOPEHHAMW», koA, AocnimpkeHHs MK-7684A-004, 3 iHKoprioposaHo nonpaskoto 03 Big 18 ntoToro
2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/[], YkpaiHa»

32. OHoB/EHI po3ginu Jocbe AocNimpKyBaHOro nikapcbkoro 3acody Mosunetuzumab (RO7030816),
CTEPU/IbHUI PO3UUH ANA iH ekuin, 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; OHoBAneHi po3ainu Jocbe Po3unMHHUKa gnsa MocyHeTy3ymaoy
(RO5541267), ctepunbHuiA po3uuH, 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;
OHoBneHuit po3gin Jocbe Tounnisymady (RO4877533), KOHLEHTpAT A1A NPUrOTYBaHHA PO3UYUHY AN
BHYTPilWWHbOBEHHUX iHy3iii 200 mr/ 10 mn (20mn) P.3.1 - RIM-REGQUAL - 077450 v3.0, aHrniiicbkoro
MOBOI0; 3MiHA Ha3BM BUPOGHUYOI AiNnAHKM BMPOoGHUKa Ha "DHL Supply Chain Operations GmbH",
HimeuunHa gna Mosunetuzumab (RO7030816), ctepunibHUii PO3UYMH ANA iH €KWwii, 5 mr/0.5mn, 45
mr/mn, Po3unHHuKa pna MocyHetysymalby (RO5541267), cTepunibHMA po3uuH, 35 mMn Ta
Touunisymady (RO4877533), KOHLEHTpaT A/A NPUrOTYBaHHA PO3UUHY AN1A BHYTPILLHbOBEHHUX
iHdysii 200 mr/ 10 mn (20mn); MopoBXeHHA TepMiHY NpPUAATHOCTI AOCNiAKYBaHOro npenapary
MocyHeTy3yma6 (Mosunetuzumab), po3uuH ansa iH ekuii, 5 mr/ 0,5 mn i 45 mr/ mn, go 30 micsuis Ta
Po3unHHuka pna MocyHeTy3ymaby (RO5541267), ctepunbHuii po3uuH, 35 mn go 36 MicsuiB;
Bpowypa pgocnigHuka RO7030816 (Mosunetuzumab, BTCT4465A), Bepcis 8, Big KBiTHA 2022 poky,
aHrnificokoro MoBoto; IHchopmauis ana nauieHta Ta dopma iHchopMoBaHOI 3roau, ANnA YKpaiHu,
OCHOBHa 3rofa, Bepcis 2.0 Big 27 nunHa 2022 poky Ha ocHOBi mavictep I Ta ®I3 gna gocnimxeHHsA
GA43191, Bepcia 3 Big 23 uepBHA 2022 poKy, aHI/NIACBKOIO Ta YKpaiHCbKOW MoBamu; JlucTt-
po3’sacHeHHs po MNMpoTtokony Big 04 Gepe3HA 2022 p., aHrNifiCbKOO MOBOI; JINCTU-PO3’ACHEHHA [0
MpoTtokony Big 07rpyaHa 2021, aHrniiicbkoro MOBOWK; JlucTu-po3’sscHeHHs Ao [MpoTtokony Bif
03uepBHA2022 p., aHrailicbkold MOBOK; Jluct-nam’atka Ana  gocnigpkeHHa GA43191sig
03uepBHA2022 p., aHIMNIACLKOID MOBOIO; JIUCT-NaM’AATKA CTOCOBHO 3acifaHHA BHYTPIilHbLOI KOMiICIi 3
MoHiTopuHry (IMC (Internal Monitoring Committee)), Big 15 6epe3Hsa 2022 p. , aHrNiliCbKOKO MOBOIO;
Jlnct-naMm’sAiTKa CTOCOBHO 3acifaHHA BHyTpiWHbLOI KoMmicii 3 MoHiTopuHry (IMC (Internal Monitoring
Committee)), Big 27 uepBHA 2022 p., aHrNiNCbKO MOBOK; 3MiHAa Micus NpoBeAEeHHS K/iHIYHOIO
BUNPOOYBaHHA [0 NPOTOKO/Y KiHIYHOro pocnimkeHHs «®PA3A IB, BATATOLEHTPOBE, BIAKPUTE
OJOCNIIKEHHA 3 ECKAJIAUIEKD O3 3 METOKO OUIHKW BE3NMEYHOCTI, NMEPEHOCUMOCTI,
OAPMAKOKIHETUKN | ®APMAKOAVMHAMIKM MIAWKIPHOIO BBEAEHHA MOCYHETY3YMABY B
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YYACHWKIB 3 CUCTEMHUM YEPBOHVMM BOBYAKOM», koa pocnipkeHHs GA43191, sepcia 2 Big 12
cepnHsa 2021; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland / ®. XodpchmaHH—/1a Pow /174, LBeliyapis
3aaBHUK - TOB «APEHCIA EKCMN/IOPATOPI MEAICIH», YkpaiHa

BYNO CTANO
DHL Solutions Fashion GmbH Address: In der | DHL Supply Chain Operations GmbH Address: In
Au 9, 61197 Florstadt, HimeyuunHa der Au 9, 61197 Florstadt, Hessen, HimeuuuHa
BYNO CTA/O
K.M.H. KoBasieHko C.O. K.M.H. KoBausieHko C.O.
MeguuHuii LeHTP ToBapucTBa 3 OOMexeHow | MeAUUHUiA LEHTP TOBapucTtBa 3 OOMEXEHOIo
BignoBiganbHicTO «FapMoHis Kpacu», | BiANOBiAa/IbLHICTIO «ApeHcin Exkcnnoparopi
BiAAiNeHHs KNiHIYHUX BUNPOOGYyBaHb, M. Kuis Megicin», Bigain kKniHiyHUX gocnimkeHb, M. Kuis

33. 3miHa Ha3Bu Micusa NpoBeAeHHS KAiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/IY KNiHIYHOTO A0CNIAKEHHSN
«PaHgomi3oBaHe KniHiyHe gocnimpkeHHa ®as3m 3 Komb6iHoBaHOI Tepanii AMiBaHTaMa6oM Ta fla3epTiHibom y
MOpPiBHAHHI 3 OcMMepTHHIGOM Ta Y NOPIBHAHHI 3 J1a3epTiHiboM AK NepLUoT NiHil Tepanii y naujieHTiB 3 MicLeBo-
nowvpeHnm abo MeTacTaTUYHUM  HeOpiGHOKNITUHHMM  PakoMm JilereHb 3 MyTalielo  peuenTopis
enigepmasnbHoro pakropa pocty (EGFR-myTaLieto)», kog gocnimkeHHa 73841937NSC3003, 3 Nonpaskoto 2
Big 23.09.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», Benbris

3aaBHUK - «<AHCCEH ®APMALIEBTUVKA HB>», Benbris

BYNO CTANO
O.M.H., npody. BoHaapeHko |.M. O.M.H., npod. BoHaapeHko |.M.
KomyHanbHe HekomepuiiiHe nignpuemMctBo | KOMyHasibHe HekomepuiiiHe nignpuemcTBo «Micbka
"Micbka KniHiYHa niKapHs Ned" | kniHiuHa nikapHa Ned» OHINPOBCLKOI MiCbKOI paaum,
AHINPOBCbLKOI MICbKOI pagu, MiCbKuiA | XimioTepaneBTUYHe BiagAiNeHHsA 3 DEHHUM
ximioTepaneBTUYHNI LEeHTP, M. HiNpo cTauioHapom, QHINPOBCbKUiA gepXaBHUII MegUUHNIA
yHiBepcuTteT, Kadeppa OHKonorii Ta Megu4yHOI
pagionorii, M. HINpo

34. YkpaiHa, MK-3475-905, sBepcia 3.01 Big 05 cepnHsa 2022 p., yKpaiHCbKOI0O MOBOIO, iHhopmMaLis Ta
[AOKYMEHT npo iHhopmoBaHy 3rogy [Ans nauieHTa; OHOBMEHi 3pa3Kyn MapKyBaHHA NiKapCbKUX
3aco6iB: MK-3475 (nemGponisymat); EHdopTymaé BepotuH (Enfortumab Vedotin): MK-3475_Kit,
Bepcia 2.0 Big 25 cepnHA 2022 poKy, aHrNilicbKOKo Ta YKpaiHCbKoto moBamu; MK-3475_Vial, Bepcis 2.0
Big 05 cepnHAa 2022 poky, aHINMINCbLKOK Ta yKpaiHCbKoo moBamu; Enfortumab Vedotin_Kit, Bepcis 2.0
Bif 03 cepnHA 2022 poKy, aHINiACbKOIO Ta yKpaiHcbkoo MoBamu; Enfortumab Vedotin_Vial, Bepcis
2.0 Big 03 cepnHsa 2022 poKy, aHrNIiCbKO Ta YKpPAiHCbKOW MoBamu; 3pa3oK CHpPOLLEHOro
MapKyBaHHSl 3apeecTpPpOBaHOro B YKpaiHi SlikapCbKOro 3acoby, sikuii 3acCTOCOBYETLCA B KJ/liHIYHOMY
BunpoGyBaHHi MK-3475-905, Bepcia 2.0 Big 25 cepnHa 2022 poKy, YKpaiHCbKOK MOBOK; 3MiHa
BiANOBifaNbHOro AocnifHMKa [0 MPOTOKO/Y KNiHIYHOro AocnimpkeHHA «PaHaomizoBaHe pocnimpkeHHs I
hasm ans ouiHKM UUCTEKTOMIT B KOMOGIHaUIT 3 nepionepauiiHiM 3acTOCyBaHHAM nem6posnisymady Ta ans
OUiHKM UMCTEKTOMii B KOMOGIiHauUii 3 nepionepauiiHiM 3acToCyBaHHAM eHchopTymaby BeAOTUHY Ta
nembponizymaby NopiBHAHO 3 NPOBEAEHHAM TifIbKM LIMCTEKTOMIT A5 YHACHVKIB 3 M'S30BO-iHBA3VBHUM PakoMm
CEevYoBOro Mixypa, S\KMM He MOXHa MPOBOAUTU AiKyBaHHS LUMCM/IATUHOM abo siki BiAMOBWINCS Bif, NliKyBaHHS
uucnnatuHom (KEYNOTE-905/EV-303)», kog gocnipkeHHss MK-3475-905, 3 iHKopnopoBaHOH nonpaskoto 06
Big 04 kBiTHA 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBaApMUCTBO 3 06MEXEHOH0 BignoBiganbHICcTIO «MC/, YkpaiHa»

BYNoO CTANO
3aB.Big. Han6aHaaH T.A. nikap Kigik A.r.
KomyHanbHe HekomepLiiiHe nignpuemcTso | KomyHanbHe HekoMepLiiiHe nianpremcTeo
«O6nacHUA LEHTP OHKOJOrii», OHKOyponoriyHe | «O6GMacHUA  LUEHTP  OHKOMOTii»,  OHKOYpOJIoriyHe
BigAiIeHHSA, M. XapKiB BifAiSIeHHA, M. XapkKiB

35. OHOBNEeHuiA NpoToKon KhiHiuHoro gocnimkeHHsa OBI-822-011, ocTtaTouHa pegakuia 7.1 Big 07
6epe3Ha 2022 p.; CuHOMNCUC OHOBJ/IEHOro MPOTOKONY KiiHiYHOro pocnimkeHHs OBI-822-011,
octaTtouHa pepgakuia 7.1 Big 07 Gepe3Hsa 2022 p., ocTaTOUHUI Nepeknag 3 aHrniicbKkoi MOBU Ha
yKpaiHCbKy MoBY Big 12 nunHa 2022 p.; IHdopmauiiHMii NUCTOK p[nAA naugieHta i dopma
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iHhpopmoBaHOi 3rogu, octatouHa pegakuia ansa YkpaiHu 6.0 Big 05 nunHa 2022 p., ocTaToOuHMiA
nepeknag 3 aHrniicbkoi MOBM Ha YKpaiHCbKy MoOBY Big 05 cepnHsa 2022 p., ocTaTOuHWIA nepeknapg, 3
aHrnificbkoi MoBM Ha pociiicbky MoBY Big 05 cepnHA 2022 p.; 3miHa HasBU MicUA NMpoBefeHHs
KNiHiYHOro BUNPOGYBaHHA Ta BiANOBIAA/ILHOIO AOC/AIAHUKA [0 MPOTOKO/Y KNiHIYHOTO AOCHiAKEHHSA
«BigkpuTe paHgomizoBaHe gocnimkeHHs 1l ha3m 3 ouiHkn apgarnokcagny cimoneHiHy (OBI-822)/OBI-821
(BakuuHM Ha ocHoBi aHTUreHy Globo H) npu npoeBefeHHi af'toBaHTHOI Tepanii nauieHTam i3 Tpudi HeraTuBHUM
pakom MOJIOYHOT 3a/103M Ha paHHiin cTagji, y SKkMx BigMiyaeTbcsa ekcnpecia Globo H i € BMCOKniA pr3nk
po3BUTKY peunauBy (kofoBe no3HayeHHsa pochnimkeHHa: GLORIA)», kop pocnigpxkeHHs OBI-822-011,
ocTtaToyHa pepgakuis 6.0 Big 17 uepBHs 2020 p.; cnoHcop - OBl Pharma, Inc., TaliBaHb, KuTaicbka
Pecny6nika

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

BYNO CTANO
3aB. ueHTpom byxTees [.C. 3aB. Big. OtueHaw H.M.
KomyHanbHe  HekomepuiiHe nignpuemcTBo | KOMyHanbHe  HeKOMepuiiiHe  NigNPUEMCTBO
«O6GMacHUiA LEHTP OHKOMOrii», OHKOXipypriuHe | «O6MaCHUIA LLEHTP OHKOMOrii», 06/1IaCHUI LieHTp
BigAiNneHHA M’AKMX TKaHUH Ta FPygHOI 3a/1031, | MaMOsOrii, M. XapKiB
M. XapKiB

36. OHoBnNeHHa bpowypu pgocnigHMka AoCNiAKYBaHOro Jiikapcbkoro 3aco6y Mipikisymao
(LY3074828), Bepcia Big 12 uepBHA 2022 poOKYy aHrAiicbKO MOBOK [0 MNPOTOKOAY KIiHIYHOIO
pocnipkeHHs «baraToueHTpoBe, Bigkpute, MNMopoexeHe AocnimkeHHa 1l ®a3mn ana OuiHku [oBrotpusanol
EcpektmBHOCTi Ta BesneuyHocTti 3actocyBaHHA Mipikisymaby y [lauieHTiB i3 XBOpo60t0 KpoHa», Ko
pocnipkeHHs 16T-MC-AMAX, 3 iHkoprnioposaHoto nonpaskot (a) Big 01 nunHa 2021 poky; cnoHcop - Eni
Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

37. bpouypa gocnigHuka gna aocnigpxyBaHoro nikapcbkoro 3acooy BAF312 CinoHimog, BugaHHa 20,
BiAg 19 kBiTHA 2022 poky; Bpollypa gocnigHuka ansa focnifgpKysaHoro nikapcbkoro saco6y FTY720D
diHronimop, BupaHHa 25, Big 11 kBiTHA 2022 poky; IHopmauiiHuii nucTok i hopma 3roau ans
yyacHUKIB, AKUM BUMOBHIOETLCA 18 pokiB nig yac pgocnimkeHHs, Bepcia V00.03UKR(uk) 1.0 Big 11
nunHAa 2022 poky, nepeknag BuKoHaHOo 05 cepnHs 2022 poky (yKpaiHCbKOl MoBoOWo), (Main ICF
V00.03UKR(uk) 1.0 (11Jul2022); "IHcphopMaLMOHHbIi NUCTOK U ¢hopmMa cornacusa Ans y4yacTHUKOB,
KOTOpbIM uUcnosiHseTcs 18 net Bo Bpems uccnepgosaHusn”, sepcia V00.03UKR(ru) 1.0 Big 11 nunHAa
2022 poky, nepeknag BMKoHaHo 05 cepnHA 2022 poky (pociiicbkoto moBoto), (Main ICF V00.03UKR(ru)
1.0 (11Jul2022); IHchopMmauiitHuii NUCTOK i chopma 3rogn ans 6atbkiB, Bepcia V00.03UKR(uk) 1.0 Big,
11 nunHa 2022 poKy, nepeknag BUKOHaHO 05 cepnHA 2022 poKy (YKpaiHCbKO0 MOBOL0), (Parental ICF
V00.03UKR(uk) 1.0 (11Jul2022); " NHcopmMaLUOHHbIV NUCTOK U chopma cornacus gna pogurtenein”,
Bepcia V00.03UKR(ru) 1.0 Big 11 nunHa 2022 poky, nepeknag BUKOHaHO 05 cepnHAa 2022 poky
(pociiicbkoto MoBotw), (Parental ICF VO00.03UKR(ru) 1.0 (11Jul2022); MonpaBka po Jocbe
pocnipkyBaHoro nikapcbkoro sacooy BAF312, 0.1 wmr, 0.25 wmr, 0.5 mr, 1 mr, 2 Mr, TaGneTKkn, BKPUTI
NNiBKOBOI 060/10HKOIO, 6002850_SM_IP_AMEN_3_967, Big 25 TpaBHA 2022 poky; OHOBMEHI cekuii
Aocbe pocnimKyBaHOro nikapcbkoro 3aco6y BAF312, 0.1 wmr, TaGsieTKu, BKPUTI NNiBKOBOH
o6onoHkoto: 2.1.P.8 «CrabinbHicTb», 6002850 SM_| P8 975, Bepcia 4.0 Big 25 tpaBHa 2022 poky;
MonpaBka go ocbe gocnigkyBaHOro nikapcbkoro saco6y BAF312, 0.1 mr, 0.25 mr, 0.5 mr, 1 mr, 2 wr,
TabseTKn, BKPUTI NJ1iBKOBOIO 06GO/I0HKOIO, 6002850 _SM_I_AMEN_4 967, Big 02 uepBHA 2022 poOKy;
OHoBneHi cekuii flocbe AocnigpKyBaHOro Jsiikapcbkoro saco6y BAF312, 0.1 mr, Ta6neTku, BKPUTI
NNiBKOBOK 0060/710HKOMO: 2.1.P.3 «BupoGHMyTBO», 6002850_SM_I_P3_975, Bepcia 2.0 Big 01 uepBHA
2022 poky; OHOBANeHi ceKuil locbe gocnimKyBaHOro nikapcbkoro 3acooy BAF312, 0.25 mr, 0.5 mr, 1
MT, 2 M, TAGNeTKn, BKpUTI NniBKOBOIO 00GO0/I0HKOI0: 2.1.P3 «BUpOOHNLTBOY,
6002636_SM_I_RDO01_P3_975, Bepcia 2.0 Big 01 uepBHA 2022 poky; [opaHHA BUPOGHUKIB
pocnipkyBaHoro nikapcbkoro sacooy BAF312, 0.1 mr, 0.25 wmr, 0.5 mr, 1 mr, 2 Mr, TaGneTKU, BKPUTI
NNiBKOBOKO 0OOJIOHKOK, a came: Confarma France SAS, (CONFARMA FRANCE HOMBOURG),
®paHuin; Fisher Clinical Services GmbH, HimeuyuduHa; [MoAoOBXeHHA TepMiHYy nNpPUAATHOCTI
pocnigpkyBaHoro siikapcbkoro sacody BAF312 CinoHimopg, Ta6s1eTKu, BKPUTI NNiIBKOBOKO 0G0/MOHKOLO,
0.1 mr, go 30 micAuiB; 3MiHa Micusa NpoBeAeHHs KMIHIYHOro BUNPOOOBYBaHHA [0 NPOTOKOJY K/iHIYHOIO
OOCNIMKEHHA «2-pivyHe, paHAOMi30BaHe, NOABiiHE cnine AOCNIMKEHHS BiACYTHOCTI MEHLOI eddeKTUBHOCTI,
L0 MPOBOAMTLCS B 3 rpynax g/1s NnopiBHAHHA edhekTMBHOCTI Ta 6e3neyHocTi odpaTymymady i CinoHiMoay 3
hiHroNniMoAoM y naujieHTiB UTAYOro BiKy 3 PO3CIAAHUM CK/1EPO30M, i3 NOAa/bLUMM BIAKPUTUM PO3LLUMPEHUM
nocnimkeHHsm», ko pocnigpkeHHs CBAF312D2301, Bepcia 00 Big 28 ciuHa 2021 poky; CMoHcop -
«HoapTic ®apma Al», LLBeluapia / Novartis Pharma AG, Switzerland
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3aaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTANO
K.M.H. MakefoHcbka |.B. K.M.H. MakepoHcbka |.B.
KomyHanbHe HeKkomepuiiiHe nignpueMmcTBo | KomyHanbHe HeKkomepuiliHe niagnpuemMcTBO
«Micbka puTAYa KniHiyHa nikapHa Ne6» | «Micbka auTsaya  KniHiYHA  nikapHsa  Ne6»
JAHINPOBCLKOI MiCbKOI pagu, HeBposoriuHe | AHINPOBCLKOI MiCbKOT pagu, antaye
BiAAiNNeHHA MOJTIOALWIOrO BiKy, M. [IHIiNpo HEeBPOJIOrivHe BiagainieHHs, M. JHinpo

38. 3miHa BignoBigaIbHOrO AOCNiAHUKA [0 NPOTOKO/Y K/IHIYHOrO A[OCAIMKEHHS «PaHaoMizoBaHe,
nofgiiHe cnine, nnaue60-KOHTPONbOBaHe, GaraToueHTpoBe AochimpkeHHs 3b a3y 3 MeTol OUiHKK
edekTMBHOCTI Ta 6e3neyHOCTi NiALWKIPHOro BBEAEHHSA rycenibKyMaoy [/19 3MEHLUEHHS O3HaK | CUMNTOMIB Ta
CNOBIMIbHEHHA PEHTreHOONYHOI NPOrpecii Yy nauieHTiB 3 aKTMBHWM NcopiaTUyHUM  apTpUTOM», KOZ
pocnipkeHHa CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHA 2022 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaueBTuka HB, benbris

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANO
nikap JlitoBueHko 1.B. A.M.H. TonoBueHko O.l.
MeguuHuin -~ LeHTp ToBapucTBa 3  0OMEXeHOKW | MeanyHwiA UEeHTpP TOoBapucTBa 3 OOMEXEHOH
BiANOBIJANbHICTIO  «Xesc KniHik», MeAVNYHWUIA | BiANOBIiAabHICTIO «Xenc KniHik», meguuHuii
KNIHIYHUA AOCAIAHVUBKWIA LEHTP, BiAA4iN Kapaionorii | KAiHIYHWA  AOCAIAHULBKINIA LEeHTp, BigAin
Ta peBmaTonorii, M. BiHHMUSA Kapgionorii Ta peBmartonorii, M. BiHH1Us

39. Bpowypa gocnigHuka ana aresonisymady (TECENTRIQ®, RO5541267), Bepcisa 19 Big cepnHs
2022 p. [0 NPOTOKOAIB KAIHIYHMX AOCniMKeHb: «baratoleHTpoBe paHAoMi3oBaHe nnaueb0o-KoOHTPOIbOBaHe
pocnipxkeHHa 1l dha3n aresonisymady (aHTu-PD-L1 aHTUTINIO) B pexumi MoHoTepanii Ta B NOEAHAHHI 3
ximioTepanielo Ha OCHOBI NJIATWHW Y MaLieHTIB i3 HesKoBaHO MiCLeBO-MoLWMpeHo abo MeTacTaTUYyHo
ypoTeniasibHOK  KapuuHOMOK», Kof —gocnimpkeHHsa WO30070, Bepcia 10 Big 10 ciyHa 2022 p.;
«baraToueHTpoBe, paHAOMi30BaHe, nnauebo-koOHTpoNbOBaHe, noApiiHe cnine pgocnimkeHHsa Il chasn
aTesonisymadby (aHTu-PD-L1 aHTWTIIO) B SKOCTI af’toBaHTHOI Tepanii y Maui€HTiB 3 HMPKOBO-KAITUHHO
KapLUMHOMOI 3 BMCOKMM PU3NKOM PO3BUTKY MeTacTasiB Micns HedpekTomii», ko gocnimkeHHs WO039210,
Bepcia 10 Big 12 nuctonaga 2021 p.; «lMoagiiHe cnine nnaue60o-KOHTpo/iboBaHe paHAoMizoBaHe dhasu i
OOCNiMKEHHsT inaTacepTidy Yy KomGiHauil 3 nakniTakcesnom B SKOCTI AiKyBaHHA AN NaUi€HTIB 3 FEHHUMU
nopyweHHsamn PIK3CA/AKTL/PTEN B rpyni MicLEBOMNOWMPEHOrO abo MeTacTaTMyHOro, noTpiliHO-
HeraTMBHOIO paky MOJIOYHOI 3a/1031 abo B rpyni ropMoH-No3nTNBHOrO, HER2-HeratMBHOro paky MO/04YHOT
3a/1031», ko4 gocnipkeHHa C0O40016, sepcia 11 (Koropta C) Big 17 ntotoro 2022 p.; «baratoueHTpose,
paHgomi3oBaHe, noggiiHe cnine, nnaueb6o-koOHTposiboBaHe AochimkeHHs Il ¢pa3u atesonizymady (aHTu-
PD-L1 aHTUTI/IO) B SAKOCTI af’toBaHTHOI Tepanii Micnsa pagukanbHOro NikyBaHHA Yy nauieHTiB 3 MicLeBo-
NOLUMPEHOD NSOCKOKMITUHHOK KapLUUHOMOIO roJfI0BU Ta LWKT BUCOKOTO PU3NKY», KO fochimpKeHHS WO040242,
Bepcis 11 Big 04 nuctonaga 2021 p.; «lMoggiHe cnine, 6aratoueHTpoBe, paHAoMi3oBaHe gocimkeHHs Il
hasm NS ouiHkM edIeKTUBHOCTI Ta 6e3nekn Heoad'toBaHTHOI Tepanii ate3onizymaéom abo nnauebo B
KOMOiHaL,ji 3 XimioTepanielo Ha OCHOBI MpenaparTiB NaTVHW Y NaUieHTIB 3 onepadenbHUM HeAPIGHOKAITUHHUM
pakom nereHsb I, IIIA | BUGipkoBo IlIB cTagji», kog gocnimpkeHHs GO40241, sepcis 9 Big 28 notoro 2022 p.;
«Bigkpute, 6aratoueHTpOBe NPOAOBXEHHSA OOCNIMKEHb 3  [OBIOCTPOKOBMM  CMOCTEPEXEHHSAM  3a
nauieHtTamu, SiKi npuiAiMann yyacTb Y OOCAIMKEHHSAX aTte3o0sisymaldy, Ae CNOHCOPOM Oynn [KeHeHTeK IHK.
Ta/abo ®.XothdpmaHH-fIa Pow Nta», kog gocnigkeHHs BO39633, sepcia 10 Big 13 rpygHs 2021 p.;
«PaHpomizoBaHe, noggiiHe cnine, nnauebo-koHTposboBaHe hasu Il gocnigxeHHa Tiparonymaby (aHTu-
TIGIT aHTWTINO) B KOMGiHaLi 3 aTe30/1i3yMaboM Yy NOpPIiBHAHHI 3 Nnauebo B KOMOiHayji 3 aTe30nizymabom y
nauieHTIB i3 paHille HenikoBaHUM MiCLEeBO-NOWNPEHMM Hepe3ekTabesibHUM abo meTtactaTtuyHum PD-L1-
Ce/IeKTUBHUM HepiGHOKNITMHHUM pakoMm JiereHb», KoA gocnimkeHHs GO41717, sepcisa 4 Big 03 nuctonaga
2021 p.; «PaHgomizoBaHe, noggiiiHe cnine, naauebo-koHTposiboBaHe hasu Il gocnigpkeHHs ate3onisymady
B noedHaHHi 3 Tiparonyma6om (aHTU-TIGIT aHTUTINO) abo 6e3 Tiparosiymaby Yy nauieHTiB i3
Hepe3ekTabesIbHOK MI0CKOKNITMHHO KapLUMHOMOK CTPaBOXO4y, YMs KapuuHOMa He nporpecysana nicns
paguvkasnbHOT XiMiONpOMeHeBOT Tepanii», ko4 AocnimkeHHA YO042137, sepcia 5 Big 27 cepnHa 2021 p;
«PaHgomisoBaHe, noggiiHe cnine, nnauebo-KoOHTponboBaHe, asn |l AoCHiMKEeHHS 3acTOCyBaHHS
aresonizymady y noegHaHHi 3 6eBaunsymabom abo 6e3 6esauusymaby y KoMbGiHauii 3 uucnnaTtMHOM Ta
remyuTabiHoM y NauieHTIB i3 paHille HeMiKoBaHNM NOLLUMPEHUM pakoMm GiniapHOro TpakTy», Ko, AOCAIAKEHHS
GO042661, Bepcia 4 Big 14 rpygHs 2021 p.; «PaHgomizoBaHe, 6araToueHTpoBe, thasun IB/IIl gocnigxeHHs
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hapmakoKiHETUKN, e(eKTUBHOCTI Ta Oe3MeyYHOCTi 3acToCyBaHHA NiALWKIpHOI ¢hopMmn atesonisymady y
MOPIBHAHHI 3  BHYTPILWHLOBEHHOI (hopmoto  aTte3onisymaby y nauieHTiB i3 paHiwe nikoBaHUM
MiCLLeBOMOLUMPEHUM abo MeTacTaTUYHUM HeAPiOHOKTITUHHUM pakoM siereHb», Kog, AocnimpkeHHs BP40657,
Bepcis 6 Big 25 ntotoro 2022 p.; «PaHgoMi3oBaHe, noAgiliHe cnine, 6aratoueHTpose dasm Il gocnigxeHHs
3acTocyBaHHA aTte3onisymady (aHTU-PD-L1 aHTMTI/I0) NpoTK nnauebo Sk af’toBaHTHOT Tepanii y nauieHTiB 3
M’A30BO-IHBA3MBHMUM PakOM CEYOBOr0 Mixypa BMCOKOTO PU3NKY 3 HasABHOW Uupkynowouow AHK nyxnunHu
nicns yUCTEKTOMIT», Kog focnimpkeHHs BO42843, sepcis 4 Big 06 ciuHa 2022 p.; «PaHgomi3oBaHe, NoABiiHe
cnine, nnauebo-koHTponboBaHe gocnimkeHHs dasm [l gna ouiHkM  edpekTMBHOCTI Ta 6e3neyHocTi
ag'toBaHTHOI Tepanii aresonisyma6omMm abo nnauebo y KoMOiHauii 3 TpacTy3ymabom €eMTaHCMHOM Y
nauieHTisa i3 HER2-no3WTMBHUM pakomM MOJIOYHOI 3a/103M 3 BUCOKMM PU3MKOM peumavBy Micns
nepegonepavuiiHoi Tepanii», kog gocnigpkeHHs WO42633, sBepcis 3 Big 23 ntotoro 2022 p.; «PaHaomizoBaHe
GaraToLEHTPOBE BigKpUTE NepexpecHe AOCAIMKEHHS A5 OUIHKM nepeBarn 3acToCyBaHHSA MigLWKIpHOT dhopmu
aTe3onlisymaby B TMOPIBHAHHI 3  BHYTPILWHBLOBEHHOK (OOPMOIO  aresonizymady Yy nauieHTiB 3
HeAPIGHOKNITMHHUM pakoM JiereHb 3a MOBIAOM/IEHHAMU NalieHTiB | MeAWYHUX NpauiBHUKIB», KOZ
pocnipkeHHa MO43576, Bepcia 1 Big 16 cepnHa 2021 p.; «PaHAomi3oBaHe, BigkpuTe, baraToueHTpoBe
pocnipkeHHa a3 1ll nigTpuMmyBanbHOT Tepanii KombiHauielo nypb6iHekTeanHy Ta arte3onisymady B
NOPIBHAHHI 3 MOHOTepanielo arte3oNisymadbom y nauieHTiB 3 ApiGHOKMTITUHHUM pakoM NereHb Mi3HbOoT cTagil
nicnsa iHAYKUiAHOT Tepanii nepLuoi fiHii 3a 4ONOMOrow Kap6onaatuHy, eTono3uay Ta aTes3osisymaby», Kog,
pocnipkeHHs GO43104, sepcia 3 Big 03 rpyaHa 2021 p.; crnoHcop - ®.XodhdmaHH-N19 Pow JlTg
(LWBeliyapis)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANOBIAa/IbHICTIO «PoLl YKpaiHa»

40. OHoBEeHWI T NPOTOKON KNiHiuHOro gocnimkeHHs AC-058B303, pegakuiss 6.UKR.A Big 04 cepnHs
2022 p.; CMHOMNCUC OHOBJ/IEHOrO NMPOTOKOANY KiiHIYHOro gocnimkeHHAa AC-058B303, pegakuia 6.UKR.A
Bif 04 cepnHsa 2022 p., ocTaToO4HMIT Nepeknag 3 aHrNificbKOi MOBX Ha YKpaiHCbKY MOBY Big 15 cepnHA
2022 p.; IHchopmaunin ana naudieHta Ta cpopma iHchopmoBaHOi 3roau, ocTaToyHa pepakuia 7.0 ans
YkpaiHu Big 15 cepnHsa 2022 p., ocTtaTouHUii Nepeknag 3 aHrMiicbKOi MOBU Ha YKpaiHCbKY MOBY Bif,
24 cepnHA 2022 p., OCTAaTOYHWIA Nepeknag 3 aHrMiicbKOI MOBU Ha POCIiificbKy MOBY Bif 24 cepnHs
2022 p.; bpowypa ana pgocnigHuka 3 npenapaty noHecumopg (ACT-128800), pepakuis 17 Big 06
TpaBHA 2022 p.; KepiBHMLUTBO WO0A0 NPOBeAEHHA OOC/iMKEHHSA Mif yac 3HAUHUX NOTPSACiHb Big 12
TpaBHA 2022 p.; KepiBHULTBO ANns Micub NMpPoOBeAeHHs1 K/iHIYHOro AocnigkeHHA B YKpaiHi Big 27
naunHAa 2022 p.; 3miHa Micusa npoBeAeHHA KI/IHIYHOrO [OCNimKEeHHA [0 MPOTOKO/Y KAiHIYHOro
pocnipkeHHs «baratoueHTpoBe HEMOPIBHAMbHE  [OCNIMKEHHS MOHecumoay Mpu  AOBrOTPUBa/IOMY
3acTocyBaHHi B f03i 20 Mr 3 METOH OLiHKM Moro 6e3neyvyHocCTi, NEPEHOCMMOCTI Ta 34aTHOCTI KOHTPOHOBATH
nepebir 3axXBOPIOBaHHA Y XBOPUX Ha PeunamnBytoumnii po3cisHuii ckriepo3 (MPOAOBXEHHSA AochigpkeHHs AC-
058B301)», koa pocnimpkeHHs AC-058B303, pepakuis 5 Big 20 nunHa 2021 p.; cnoHcop - “AKTenioH
dapmacbtoTukans flimiteq”, LUseinuapis

3asBHuK - TOBAPUCTBO 3 OBMEXXEHOHO BIAMOBIAANBHICTHO "MI EC A/-YKPAIHA"

BYNO CTANO
O.M.H., npod., Mockosko C.IM. O.M.H., npod., Mockosko C.IM.
KomyHanbHuii 3aknag "BiHHMUbKa o6GnacHa | MeguyHUiA LEeHTP TOBapuctBa 3 OGMEXeHOo
ncuxoHeBposioriyHa nikapHs iMm.akag,. | BignoBiganbHICTIO "MeauuHwmii LEeHTp
O.l.F0weHka", BigaineHHsa  HesBposorii  Ne3, | "Cantotem”, nikyBa/IbHO-NpoinakTUUHUiA
BiHHNLUbKWIA HauioOHa/IbHUM MeaudHuiA | Biggin, M. BiHHMUSA
yHiBepcuter iMm. M.l. TMuporoBa, Kategpa
HEepPBOBUX XBOPOO6, M. BiHHMLSsA

41. bpouwypa pgocnigHuka, PF-06873600, Bepcia 6.0 Big nvnHa 2022 p., aHrNilicbKoro MOBOIO;
C3661001_Incpopmanis ana naudieHta 1a dopma iHpOpMOBaAHOI 3rogM Ha yvyacTb y HayKOBOMY
pocnipkeHHi_YkpaiHa_Bepcia 11.11.0 Big 09 cepnHa 2022 p. aHrNiNCbKOK, YKPAIHCHKOK Ta
pOCilicbKO0 MOBaMU A0 NPOTOKOAY KriHiYHOro gocnigxeHHs «PO3LWWWMPEHE OCNIOXKEHHA ®A3U 1/2a
3l 3b/IbWEHHAM A031 1A OUIHKW BEIMNEYHOCTI, NMEPEHOCUMOCTI, ®APMAKOKIHETWKWN,
®APMAKOAMHAMIKA TA MPOTUNYXNINHHOI AKTUBHOCTI MPEMNAPATY PF-06873600 B AKOCTI
MOHOTEPAMII TA ¥ KOMBIHALII 3 EHAOKPVWHHOK TEPAMIEKD», kog pocnimkeHHs C3661001,
nonpaeska 7 go npoTokony Big 07 yepBHs 2021 poky; cnoHcop - Mdyaiizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

42. OHoBneHa bpowypa gocnigHuka IgPro20, ImyHorno6ynid nognin G(human immunoglobulin G) /
XiseHTpa (Hizentra®) | IgPro20, Bepcis 12.0 Big 14 rpyaHa 2021, aHrniiCbKOIO MOBOIO 10 NMPOTOKONY
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KNiHIYHOrO JocnimKeHHA «JocnifpkeHHA 3 OUiHKM edeKTUBHOCTI, 6e3neyHocTi Ta hapMakoKiHETUKU MNpu
3acTtocyBaHHi npenapaty IgPro20 (imyHorno6yniHy Ans nigwkipHOro BBeAeHHs, Xi3eHTpa®) y [opoc/inX
nauieHTiB i3 gepmartomiosutom (OAM) - pocnimkeHHa RECLAIIM», kog pocnigxeHHs IgPro20_ 3007,
nonpaska 3 Big 21 nmnHa 2020 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn Bepinr EnEnCi, CLUA
3aaBHuK - TOB "ApgaHceq KniHikan", YkpaiHa

43. 1VIT15043 MNam’aTKa ANs OOCAiAHUKIB NMPO 3anpoBafXeHHA BigAaseHOi nepeBipKU NepBUHHUX
pJaHux B YKpaiHi Big 01 BepecHsi 2022 p. [0 NPOTOKONY KHIYHOro AocnimkeHHa «PaHzomizoBaHe,
noasiiHe cnine, nnaue60-KOHTPO/IbOBaHE A[OC/IMKEHHS A1 BUBYEHHSA e(heKTMBHOCTI Ta 6e3neyHoCTi
npenapaty IHxektacdep® (KapbokcumanbTo3a 3asiza) Ans JikyBaHHS cepueBOi HedoCTaTHOCTI npwu
3anisogediunTHNX cTaHax», koA gocnipkeHHs 1VIT15043, diiHanbHa Bepcisa 3 Big 11 ciuHa 2021 poky;
crnoHcop - «AmepikaH PemkeHT, IHK.», CLLUA (American Regent, Inc., USA)

3asiBHUK - TOBapUCTBO 3 0OMEXEHOH0 BignoBiganbHIcTi0 «KLP YkpaiHa»

44, bpollypa gocnigHuKa AOCNiAKYBaHOro nikapcbKoro 3acody ®inrotTiHio (GS-6034), BugaHHAa 17
Biz 15 nunHA 2022 poKy aHrNificbKoO MOBOKO [0 MPOTOKONY KAIHIYHOrO  BUMpoOyBaHHSA
«baraToueHTpoBe, BigKpUTE, [OBroTpMBasie MOAOBXEHE [OC/IMKEHHSA [N OuiHKM 6e3neyHocTi Ta
e(PeKTMBHOCTI 3acTOoCyBaHHA (PiNroTiHiGY B NaLiEHTIB i3 peBMaToigHUM apTPUTOM», KOA AoC/igpKeHHa GS-
US-417-0304, nonpaska 7 Bif 21 ciuHa 2022 poky; cnoHcop - Galapagos NV, benebris

3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPAIHA»)

45. Bbpowypa pocnigHuka, R0O5541267, Tecentriq (ATe3sonizymab/Atezolizumab), Bepcia 19 Big
cepnHa 2022 poKy aHI/iACbKOIO MOBOK [0 MNPOTOKOMY KAIHIYHOrO JocnimxeHHs «baratoueHTpose,
paHfoMi3oBaHe, Bigkpute pocnimkeHHs Il dpasm 3 nopiBHAHHA komGiHauii ATesonisymady (aHTu-Pd-L1
aHTUTINIA) 3 a/'I0OBAHTHOK aHTPaLMKNiHOBOK/TakcaHOBOK XiMioTepanieto Ha BiAMIHY Bif, Ti/Ibku XimioTepanii B
nawieHTiB 3 onepabesibHUM TPUYi HEraTMBHUM PakoM MOJIOUHOT 3as103u» (IMpassion030), kof, [OCNifKEHHS
BIG 16-05/AFT-27/W039391, Bepcia 8 Big 24 nuctonaga 2021 poky; cnoHcop - F. Hoffmann-La Roche
Ltd. /®. XododpmaHH-/1a Pow M1Ta. /®. Modpcpmann-/1a Pow fTg4., LWseiuapis

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

46. CP-4-006 MnaH pgiii y Hag3BUYAKHMUX cUTyaLifaX ANA NiKyBaHHA nauieHTiB nig yac kpusm (MOD-
4023 | CP-4-006 | CP-4-006_LT-OLE Contingency Plan for Patient Management During Times of Crisis
VV-TMF-207586 | Bepcis 1.0 Big 21 6epe3Ha 2022 p.) 40 NPOTOKOMY KNiHIYHOIO JOCNimpKeHHA «Bigkpute
paHLoMi30BaHe GaraTtoueHTpoBe AOC/iMKEHHS ha3n 3, TpMBaNicTio 12 MicALiB, 3 OUIHKM e(peKTUBHOCTI Ta
6e3MeyHoCTi 3acTtocyBaHHA npenapaty MOD-4023 oauvH pa3 Ha TWXAEHb, Y MNOPIBHAHHI 3 LWOAEHHOI
Tepanieto MeHOTpoNiHOM®, y aiTei y npenybepTatHOMY Bili 3 AediLUTOM rOPMOHY POCTY», KOA, AOCAIIKEHHSA
CP-4-006, lMNMonpaska 2 Big 06 TpasHA 2018; cnoHcop - OMNKO Baiionogxikc Jitg. (OPKO Biologics Ltd.),
I3painb

3aaBHUK - TOB «KLIP YkpaiHa»

47. 3MmiHa MicuA npoBeAeHHs KNiHIYHOroO BUMPOOYBaHHA A0 MPOTOKONY KAIHIYHOrO AOCAiMKEHHS
«PaHgomi3oBaHe, BigkpuTe, G6araTtoueHTpPoBe AOCAIMKEHHS 3 BMBYEHHA NiKyBaHHs npenapaTtom AB-729,
aHanorom Hykneo3(T)uAaiB Ta nerinboBaHUM iHTEpepoHOM asibda-2a y NauieHTiB 3 XPOHIYHOK iHMheKUieto
Bipycy renatuty B», kog gocnimpkeHHa AB-729-201, sepcia 3.0 Big 17 uepBHA 2022 poky; cnoHcop - ApbyTyc
Biogpapma KopnopeliwH, CLUA/ Arbutus Biopharma Corporation, USA

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

BYNO CTAJ/O
nikap Aob6psHcbka M.A. nikap JobpsHcbka M.A.
MeguuHuii UeHTp ToBapucTBa 3 OGMeXeHow | MeguuHwii UeHTP ToBapucTBa 3 OGMEXEHOH
BignoBiganbHicTiO "FapmoHis Kpacu", | BignoBiganbHicTiO «ApeHcia  EkcnnopaTtopi
BiAAiNIeHHs KNiHIYHUX BUNpoGyBaHb, M. Knis MegiciH», Bigain KniHiYHMX gocnigxeHb,

®disnyHa apgpeca: YkpaiHa, 01135, M. Kwuis,
Byn. YopHoBona, 12
HOpugnuHa agpeca: YkpaiHa, 08112, KuiBCcbka
06n., CBATOWMHCbKWUIA p-H, c. KanitaHiBKa,
Byn. CobopHa 21-b
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48. 3miHa Micusi npoBeAeHHs KNiHiYHOro BUNPoGyBaHHA; MPOAOBXEHHA TepMiHY NpPoOBeAEeHHSA
KNiHIYHOro BMNPOOYBaHHA B YCiX KpaiHax, Ae NPoBOAUTLCSA K/iHiYHe BUNPOOGyBaHHA Ta B YKpaiHi Ao
02 pokiB i 04 micsALiB 4O NPOTOKO/Y KAiHIYHOro BUNpobyBaHHsA «lMoAgiliHo chine, paHAoMi3oBaHe, niauebo-
KOHTPO/IbOBaHe [OCAiMKEeHHA 3 OAHOKpaTHUM | 6GaratokpaTtHMM 3acTtocyBaHHAM npenapaty AB-836,
KancugHoro iHribitopa BipycHoro renatuty B, pAna ouiHkM Moro  6e3nevyHocTi, NepeHocMMOCTi Ta
(hapmaKOKIHETUKN Yy 3[0POBUX YHACHUKIB Ta B YHACHUKIB 3 XPOHIYHOI iH(PEKLLiEID BipyCHOro renatunty B», kog
pocnipxeHHs AB-836-001, sepcis 2.0 Big 28 kBiTHSA 2022 poky; cnoHcop - ApbyTyc biodhapma KopnopeiwuH,
CLWA/ Arbutus Biopharma Corporation, USA

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

BYNO CTANO
K.M.H. Konowmiiiuyk /1.A. K.M.H. Konomiiuyk /1.A.
MeguuHuiA UEHTP TOoBapucTtBa 3 OOMEXeHOow | MeAWUHUIA LEeHTP ToBapucTBa 3 OGMEXEHOH
BignoBiganbHicTIO «FapMoOHisn Kpacu», | BignoBiganbHicTio «ApeHcia  Ekcnnoparopi
BiAAiNeHHs KNiHiYHUX BUNpPOGyBaHb, M. KuiB Megicin», Bigain KniHivHUX gocnimkeHb, M. Kuis

49. OHOBNEHUI I NPOTOKOJ KAiHiYHOro Bunpo6yBaHHA JS001-027-11I-HCC, Bepcis 1.3 Big 26 ciuHa 2022
poky; IHcdopmauiiHuii nucTtok i opma 3roau, Bepcia V1.4UKR(uk)1.0 Big 08 uepBHA 2022 poky,
nepeknaj ykpaiHcbkol mMoBoio Big 08 nunHs 2022 poky; IHpopmauiiHuiA nuctok i chopma 3roam,
Bepcia V1.4UKR(ru)1.0 Big 08 uepBHA 2022 poky, Nnepeknag pocificbkoo MoBoto Big 08 nunHa 2022
poky; IHcdopmauiiiHuii nuctok i chopma 3roau BariTHOI nmapTHepku, Bepcia V1.2UKR(uk)1.0 Big 06
yepBHsA 2022 poKy, nepeknag yKpaiHcbKolo MoBoto Big 08 nunHA 2022 poky; IHdhopMauiiiHnii NUCTOK i
thopma 3roau BariTHOI napTHepku, Bepcia V1.2UKR(ru)l.0 Big 06 uepBHA 2022 poKy, nepeknap,
pociiicbkolo moBoto Big 08 nunHa 2022 poky; JogaTkoBa ¢hopma iHPOpPMOBaHOI 3roan y4yacHuka gns
3a0e3nevyeHHss MOXJIMBOCTI BXMBaHHA HEBigKNagHUX 3axo4iB y 3B’A3KY 3 BIiICbKOBOMO arpecicto
Pociiicbkoi ®epepauii Ha TepuTopii YKpaiHu, Bepcia V1.0UKR(uk)1.0 Big 22 cepnHa 2022 poky,
nepeknag yKpaiHcbKo MoBOIO Big 06 BepecHA 2022 poky; fopaTtkoBa popma iHthopMmoBaHOi 3rogun
yyaCHUKa 1A 3abe3nevyeHHss MOX/IUBOCTi BXXMBAHHA HEBIAKMaAHUX 3aXo0pfiB Y 3B’A3KY 3 BiiCbKOBOIO
arpecieto Pocilicbkoi ®egepauii Ha Teputopii YkpaiHu, Bepcia V1.0UKR(ru)1.0 Big 22 cepnHa 2022
POKy, Nepeknap, pocilicbkoio MOBOHO Bif, 05 BepecHA 2022 poKy; 3MiHa MicLs NpoBeAeHHsA KNiHiuHOro
BMNPOGYBaHHA [0 MPOTOKO/Y K/HIYHOTO BUNpobyBaHHA «[llpocnekTuBHe, paHAOMi3oBaHe, nnauebo-
KOHTpOJIbOBaHe, NoABiiHe cnine, 6GaratoueHTpoBe, peecTpaviliHe KkniHiYHe pocnimpkeHHa dasm Il ans
NopiBHAHHA Topunanimady (JS001) y noegHaHHI 3 1eHBaTUHIOOM Ta naauebo y NoefHaHHI 3 eHBaTHIOOM
AK Tepanii 1-i niHii Npy nowmpeHiii renatouentonsapHii kapumHomi (FLIK)», kog gocnimkeHHs JS001-027-111-
HCC, Bepcisa 1.2 Bif 02 BepecHs 2020 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China
3anBHuK - MignpuemcTso 3 100% iHo3eMHOI iHBecTuLjelo «AVK'HOBIA PAC YkpaiHa»

BYNO CTANO
K.M.H. Miceybka M.E. K.M.H. MNiceybka M.E.
KomyHasnbHe HekomepuinHe nignpuemcTeo | KomyHanoHe HekomepLinHe nignpueMCTBO
«O6nacHUiA UEeHTp OHKosorii», OHKoXipypriuHe | «O6nacHWA LEHTP OHKO/Orii», OHKOXipypriuHe
BigAiNneHHA NeyYiHKM Ta NigW/IYHKOBOI 3a/103M, | BigAi/leHHA oOpraHiB 4YepeBHOI MOPOXHUHMU,
M. XapkiB M. XapkiB

50. MopoBXeHHA nepioay NpoBeAeHHA KNiHIYHOro BUNPoOGYBaHHA B CBITi Ta B YKpaiHi o 30 uepBHA
2024 p. [0 NPOTOKO/Y KNIHIYHOTO AochifpkeHHA «PaHooMi3oBaHe BiOKPUTE [OC/IOXEHHSA 3 aKTUBHUM
KOHTpOJIEM, LLO MPOBOAUTBLCA 3 METOK OLiHKM 6e3neyvHoCTi, nepeHocMMocTi i eddekTUBHOCTI adpabiLuHy
ONA BHYTPILWHLOBEHHOTO / NepopasibHOro 3acTOCYBaHHSA MpPW JliKyBaHHI NauieHTiB 3i cTacdifoKoKoBUMU
iHthekuismn KicTok abo cyrnobis», kog pocnipkeHHs Debio 1450-BJI-205, octatoyHa pegakuis 6.0 3
iHTerpoBaHot [Monpaskoto 3 Big 01 nuctonaga 2021 p.; cnoHcop - «[eb6iochapm IHTepHewHn CA»
[Debiopharm International SA], LLBeliuapis

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

51. OHOB/IeHUII NPOTOKON KAiHiuHOro Bunpo6yBaHHA CNTO1959CRD3001 3 nonpaBkok 5 Big 12
nunHsa 2022 poky; MNoaoBXeHHs1 TPMBAIOCTI KNiHIYHOro BUNPOGYBaHHA B YKpaiHi Ao 31 nunHa 2027
POKY; 3MEHLIEeHHA Ki/IbKOCTi nauieHTiB, AKi NpuiiMaloTb y4yacTb Y K/AiHIYHOMY BUNPOGYBaHHI Ha
TepuTopil YkpaiHu, 3 280 Ao 160 oci6; 3any4dyeHHA A[O0AATKOBOro BUPOGHUKA AOCNIAXYyBaHOro
nikapcbkoro 3acooby CNTO1959 (rycenbkymab) Ta BignosigHe Mnaue6o: Catalent CTS, LLC, CLUA;
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OHoBMeHHA mopyniB [locbe AoOcCnigpKyBaHOro Jsikapcbkoro 3acooy CNTO1959 (rycenbkymat) Ta
BignosigHe [MMnaue6o: Module 3 “Quality” - IMPD: Drug Substance, S-section Chemistry,
Manufacturing, and Control, Bepcia 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 niotoro 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 niotoro 2022 pokKy;
Module 3 “Quality” — IMPD: Appendices, A-section Chemistry, Manufacturing, and Control, Bepcisa
4.0 Big nwoTtoro 2022 poky; Module 3.2.R “Regional Information” - 3.2.R Medical Device - 1 ml
UltraSafe Plus, BugaHHA Big 07 notoro 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,
nTtoro 2022 poky; Module 3.2.R “Regional Information” - 3.2.R Medical Device - 2 ml UltraSafe Plus,
BuAaHHA Big 14 notoro 2022 poky; Module 3.2.R “Regional Information” - 3.2.R Medical Device - 2
ml YpsoMate, BugaHHsa Big 17 ntotoro 2022 poky; IHcpopmauis ana nadieHta i ®opma iHhopmoBaHOi
srogn, Mogenb ana YkpaiHu, Bepcia 10.0 Big 26 nunHa 2022 poKy, YKPAiHCLKOI Ta POCilAiCbKOK
MoBamu; MaTepianu ana nauieHTiB: Po3gpykK 3MicTy eKkpaHy «AHKeTa WoA0 cTaHy 340poB’a» (EQ-5D-
5L Tablet version), Bepcia 1.00 Big 20 kBiTHA 2022 poKy, YKpailHCbLKOIO MOBOI; Po3fpyK 3micTy
eKpaHy «OnpoOCHUK O coCTosiHUM 3a0poBbA» (EQ-5D-5L Tablet version), Bepcis 1.00 Big 19 KBiTHS
2022 pokKy, pociiicbkolo MOBOIO; Po3apyK 3micTy eKkpaHy «IHCTPyKuUii 4O CaMOCTIIHOrO 3anOBHEHHS
aHKeTU Mo 3ana/ibHOMYy 3aXBOPIOBaHHIO KuweudHuka» (IBDQ), Bepcia 1.00 Big 05 nunHa 2022 poky,
YKpaiHCbKOIO MOBOI; Po3gpyk 3MicTy ekpaHy «MHCTPYyKUMUM MO CaMOCTOATE/IbHOMY 3arnosIHEHUIO
onpocHuka IBDQ» (IBDQ), Bepcis 1.00 Big 18 nunHa 2022 poky, pocCiiicbKolo MOBOK; Po3gpyk 3micTy
eKkpaHy AHKeta «PGIC-CD», Bepcia 1.00 Big 14 uepBHA 2022 poKy, YKPaiHCbKOIO MOBOI; Po3apyK
3MicTy ekpaHy AHKeTta «PGIC-CD», Bepcia 1.00 Big 18 tpaBHA 2022 poOKy, pPOCIiCbKOIO MOBOLO;
Po3gpyk 3micty ekpaHy AHKeTa «PGIS-CD», Bepcia 1.00 Big 14 uepBHA 2022 poOKy, YKpaiHCbKOMO
MoBoto; Po3pgpyk 3micty ekpaHy AHKeta «PGIC-CD», Bepcia 1.00 Big 18 TpaBHA 2022 poky,
pociiicbkolo MoBo1o; Po3gpyk 3micTy ekpaHy OnutyBasibHUK «PROMIS Btoma — KopoTtka chopma 7a»,
Bepcia 1.00 Big 14 yepBHA 2022 poKy, YKPATHCLKOIO MOBOIO; PO34pyK 3MICTYy eKpaHy OnuTyBanbHUK
«PROMIS YtomnsemocTb - Kpartkuii BonpocHuK 7a», Bepcia 1.00 Big 18 TpaBHA 2022 poKy,
pociiicbkolo MoBO10; Po3gpyk 3MmicTy ekpaHy OnutyBanbHuk «PROMIS-29», Bepcia 1.00 Big 14
uepBHA 2022 poKy, yKpaiHCbKOK MOBOIO; Po3gpyk 3MicTy ekpaHy OnutyBasibHUK «PROMIS-29»,
Bepcia 1.00 Big 18 TpaBHA 2022 poKy, pociiicbkolo MOBOIo; Po3apyk 3micTy ekpaHy «HaBuasibHWiA
MoAynb i3 KOpPUCTYBaHHA MiaHwWeToMm, Bepcia 2.00 Big 25 nuctonaga 2020 pokKy, YKpaiHCbKOIO
MOBOI0; P0O34pyK 3MiCTy eKpaHy «YUeOHbIi MOoA4y /b MO UCNOJIb30BaHUIO N/aHweTa», Bepcia 2.00 Big
06 nucrtonaga 2020 poKy, POCINCbLKOK MOBOI; Po3gpyK 3MiCcTy eKpaHy «OnutyBaJIbHUMK 3
npayes3naTHOCTI Ta NOriplweHHA NOBCAKAEHHOT AiANbHOCTI — XBopo6a KpoHa (WPAI-CD) (enekTpoHHa
Bepcifa)», Bepcia 1.00 Big 14 uvepBHA 2022 pOKY, YKPAIHCbKOIO MOBOIO; PO3gpyK 3MiCcTy eKpaHy
onutyBanbHUK «Work Productivity and Activity Impairment Questionnaire — Crohn’s Disease (WPAI-
CD) (Electronic)», Bepcis 1.00 Big 18 TpaBHA 2022 pOKy, POCiiCbKOIO MOBOI [0 NPOTOKO/Y KAiHIYHOIO
pocnigxeHHs «PaHpgomizoBaHe, MoABiliHe crine, nnaueb60-KOHTPO/ibOBaHe Ta 3 aKTUBHWM KOHTPOSiEeM,
baraToueHTpoBe AOChiMKeHHA a3y 2/3, WO NpoBOAUTLCA Yy MapasesibHUX rpynax 3 MeTO OLjiHKK
epekTMBHOCTI Ta 6e3Me4yHOCTi rycenbKymalOy Yy nauieHTiB i3 XBOpo60 KpoHa B akTuBHI oasi Bif
cepefiHbOoro 10 BaXKOro CTYMeHs TSXKOCTi», KoA aocnifgxeHHss CNTO1959CRD3001, 3 nonpaskoto 4 Big 21
nunnHa 2021 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmauesTrka HB, Benbris
3aasHuK - TOB «MAPEKCEJT YkpaiHa»

52. OHOBNEHUI NPOTOKON K/iHiUHOro BUNpo6yBaHHAa ABX464-108, ocTtaTouHa Bepcia 3.0, 13 nunHsA
2022, aHrniiicbkolo MoOBOL; CTUCNWII BUKNAL OHOBJ/IEHOrO MNMPOTOKOJ/Y KNiHIYHOro BUNPOGYBaHHA
ABX464-108, octaTtouHa Bepcia 3.0, 13 nunHAa 2022, yKpalHCbKOK MOBOLO; Bpollypa gocnigHuka
ABX464, BugaHHsa 8.0, 29 kBiTHA 2022, aHrnificbkoro MoBol; IHpopMaLiiHMIA NUCTOK NaujieHTa Ta
cthopma 3rogu, Bepcia 3.0 Big 22 nunHa 2022, ykpaiHCbLKOIO MOBOIO A/1s1 YkpaiHu (ABX464-108_PIS/ICF
— Ukrainian, UA - V3.0 -22-JUL-2022); KapTka nauieHTa, octato4yHa Bepcia 3.0 Big 06 kBiTHA 2022
yKpaiHCcbKkolo MoBoto (0281 Patient Card_Final 3.0_06-Apr-2022_Ukrainian); OnuTyBaJ/IbHUK LWOA0
CMOCTEPEXEHHS 3a rosIoBHUM 6onem, (ONUTyBaJIbHUK LWOAO FOJIOBHOro 60/110), 3akniouHa Bepcisa 3.0
Bif, 25 noTtoro 2022, ykpaiHcbKoto MmoBoto (Headache Questionnaire, Final Version 3.0_Ukrainian, 25
Feb 2022); IHchopmauLiiHMiA NUCT Ana nikaps nauieHta, Bepcia: 2.0 octaTtouHa Big 03 6epe3Ha 2022
yKpaiHCcbKolo moBoto (Letter for the patient’s doctor, Protocol: ABX464-108 - Version: V2.0 Final,
Ukrainian, 03Mar2022); 3roga Ha nogasblie [OC/iAHKEHHA 3a YMOBU BariTtHocTi, Bepcia 2.0 Big 24
yepBHA 2022, yKpaiHCbKOIO MOBOI AnAa YKpaiHn (ABX464-108_Pregnancy FU ICF - Ukrainian,
UA_V2.0_24-JUN-2022 (previously “Pregnant Partner ICF”)); IHCTpyKUiA gna 3a6opy 3paska Kania 3a
AornomMmororo npoGipku ANA aHanisy Kana, octatoyHa Bepcia Big 07-2017 ykpaiHCbKOIO MOBOIO
(ABX464-108_K 6999SET_Patient Instruction Stool sampling_ UKR_07-2017_final); Clearblue_TecT Ha
BariTHicTb_LLIBuaKke BnusHaueHHs 23004302.03 07-2020, yKpaiHCbKOO MOBOIO [10 MPOTOKO/Y KAiHIYHOro
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pocnipkeHHa «lMofanblue BigkpuTe AOCNIMKEHHA dasn 2 AN OUiHKM  [OBroTpMBasioro  npodinto
6e3neyvHocTi Ta eekTMBHOCTI nNpenapaty ABX464 npu 3acToCyBaHHi Yy A03i 25 Mr oguH pa3 Ha AeHb
nauieHTaMmu i3 akTMBHUM BUPA3KOBMM KOJITOM CepefHbOro Ta THXKKOro CTYNEHIO», KOA4 AOCNiMKEHHS
ABX464-108, octaTtouHa Bepcisa 1.0, 01.09.2021; cnoHcop - ABIVAX, ®paHuis

3aaBHUK - «CKoyn IHTepHeLwHN AlM», HimeuunHa

53. OHOBEHMIT NPOTOKON KNiHiYHOro BUnNpo6ysaHHAa ACE-LY-312 (D8227C00001), Bepcisa 5.0 Big, 22
yepBHA 2022 poky; Bpowypa gocnigHuka Acalabrutinib (ACP-196, CALQUENCE®), BugaHHsa 11.0 Big,
21 nwTtoro 2022 p., aHrniiicbkolo mMoBow; CnpoweHe AAN13 Vincristine, po3unH pnA iHeKuii,
aHrniicbkoo moBoo; OGI'pyYHTYBaHHA BUKOPUCTAHHA nawe6o, Bepcia 2.0 Big 03 nuctonaga 2021p.,
aHrniicbkolo MoBoW; IHchopmaunis npo gocnigkeHHA Ta ¢opma iHthopmoBaHOI 3rogu, OCHOBHAa
Bepcis 6.0 Big 24 uepBHsa 2022 p., micueBa Bepcia ana Ykpaitu 6.0 Big 13 nunHA 2022 p. aHrniicbKoto
MoBoO0; IHchopmauia npo gocnimkeHHa Ta hopma iHchopmoBaHOI 3roan, oCHOBHa Bepcia 6.0 Big 24
yepBHA 2022 p., MicueBa Bepcia anAa YkpaiHu 6.0 Big 13 nunHa 2022 p., nepeknageHo YKpPaiHCbKOKo
MOBOIO A/1s1 YKpaiHu Bif, 20 nunHa 2022 p.; IHchopmauis npo aocnigpxkeHHA Ta popma iHchopmoBaHOT
3rogu, ocHoBHa Bepcif 6.0 Big 24 uepBHA 2022 p., micueBa Bepcia ans YkpaiHu 6.0 Big 13 nunHsa 2022
p., NepeKkNafeHo PoOCIiCbKOID MOBOK ANA YKpaiHu Big 20 nunHA 2022 p.; Cxema fo iHchopmoBaHoOI
3rogu nauieHTa, Bepcia 3.0 Big 09 uepBHA 2022 p., yKpalHCbKOIO MOBOK ANA YKpaiHu; Cxema Ao
iHdhopMmoBaHoOi 3roau nauieHTa, Bepcia 3.0 Big 09 uepBHA 2022 p., poCiliCbKOIO MOBOIO A1 YKpaiHu;
Bpowypa gna nauieHta, Bepcia 3.0 Big 09 uepBHA 2022 p., YKPAIHCbKOIO MOBOIO A1 YKpaiHu;
Bpowypa ana nauieHta, Bepcia 3.0 Big 09 uepBHA 2022 p., pPOCICbKOIO MOBOK AN YKpaiHu;
NucTiBka gna nauieHta, Bepcia 3.0 Big 09 uepBHA 2022 p., YKPAIHCbKOKO MOBOK AN YKpaiHu;
NucTiBka gnAa nauieHTa, Bepcia 3.0 Big 09 uepBHA 2022 p., pocilicbKo MOBOO AnA YKpaiHu; JIuct go
nikapa 3aranbHOI nNpakTuky, Bepcia 3.0 Big 09 uepBHA 2022 p., YKPAiHCbKOO MOBOI A5 YKpaAiHU;
NlucTt po nikapA 3arasibHOI NpakTuku, Bepcia 3.0 Big 09 uepBHA 2022 p., pociiicbkol0 MOBOIO AnA
YkpaiHu; IHcdopmauiiiiuii nuctok pocnigkeHHa ESCALADE, Bepcia 4.0 Big 09 uepBHAa 2022 p.,
YKpaiHCbKOIO MOBOIO A5 YKpaiHu; IHdopmauiiiHmii nuctok gocnipkeHHs ESCALADE, Bepcis 3.0 Big
09 uepBHA 2022 p., pociiicbkolo MoBow Ans YkpaiHn; ESCALADE_OuiHka 3acTtocyBaHHSA
akana6pyTtuHioy + R-CHOP ansa nikyBaHHs AaudysHol B-BenukokniTuHHoi nimcomu (ABBK/) He
nigTuny GCB, Bepcifi ykpaiHCcbKolo MmoBoto; ESCALADE_OuiHKa 3aCTOCYBaHHA akanabpyTuHioy + R-
CHOP pnsa nikyBaHHsAi audpy3Hoi B-BenukokniTuHHoi nimcomu (ABBK/1) He niaTuny GCB, Bepcis
pOCilicbKOK MOBOIO [10 MPOTOKOY K/iHIYHOro BUNpoGyBaHHA «PaHgomisoBaHe, noggiiiHe cnine, niaue6o-
KOHTpO/ibOBaHe ha3n 3 A0CNiAKEHHS aKanabpyTUHIGY Y KOMbiHauii 3 puTykcumabom, umknodocgamigom,
[OKCOopybiuMHOM, BIHKpUCTUHOM Ta npefgHidoHom (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine,
and Prednisone — R-CHOP) y naujieHTiB BikOM < 70 pokiB i3 paHile HenikoBaHow AndysHow B-
BEJINKOKNITUHHOW NiMJIOMO!0, LU0 BUHUKIA 3 K/TITUH HErepMiHaIbHOIo LLEeHTpY», Kog fAocnigkeHHs ACE-LY-
312 (D8227C00001), Bepcisa 3.0 Big 05 xx0BTHS 2021 poky; cnoHcop - Acerta Pharma B.V., (A Member of the
AstraZeneca Group), Netherlands

3anaBHVK - TOBApUCTBO 3 06MEXEHOI0 BignoBigasbHICTIO «/TABKOPTT KNHIKAM AEBE/IOMMEHT YKPAIHA»

54. OHOB/EHNI NPOTOKOJ KNiHiuHOro Bunpo6ysaHHA MK-3475-689 3 iHkopnopoBaHoto nonpaskoto 07
Bif 07 uepBHA 2022 poKy, aHINiliCbKOIO MOBOIO; YKpaiHa, MK-3475-689, Bepcis 09 Big 05 cepnHsa 2022
P., YKpaiHCbKOI0 MOBOIO, iHhOopMaLlifa Ta AOKYMEHT Npo iHhopmoBaHy 3roay A/A nauieHTa; YKpaiHa,
MK-3475-689, iHhopmaLiliHMiA NUCTOK i AOKYMEHT nNpo iHhopMoBaHy 3rogy Ha MaiiGyTHE GiomeauuHe
pocnimpkeHHs, Bepcia 03 Big 05 cepnHAa 2022 p., YKpPAIHCLKOIO MOBOKO [0 MPOTOKO/Y KNiHIYHOIO
JocnipkeHHs «PaHpomisoBaHe, BigkpuTe gocnimkeHHs 1l dpasm gnsa ouiHkM nemoponizymady B SKOCTI
Heoaf toBaHTHOI Tepanii Ta B KOMOIHaUIl 3i CTaH4APTHUM JliKyBaHHAM B SKOCTI af'loBaHTHOI Tepanii npu
onepabenbHOMY J1I0KOPErioHa/IbHO PO3MOBCHMKEHOMY M/IOCKOKNITUHHOMY paky rosioBu Ta wwmi IlI-IVA
cTagii», Ko gocnipkeHHss MK-3475-689, 3 iHKoprnopoBaHo nonpasBkoto 06 Big 03 6epe3Hsa 2022 poky;
crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApMCTBO 3 06MEXEHOH0 BifgnoBiganbHicTio «MC/, YkpaiHa»

55. OHoBneHwuii MpoTokon KiHIYHOro BUNpoGyBaHHA 21140, Bepcis 2.0 3 rno6asbHOIO nonpaBkoto 1
BiA 28 uepBHA 2022 poky; bpowypa gocnigHuka BAY 1841788, Bepcis 7.0, nonpaska 1.0 Big 21 nunHsA
2022 p., aHrniiicbkolo moBolO; [locbe AOCiAKYBaHOro ikapcbkoro saco6y Japonytamig (BAY
1841788), Po3gin «Quality», Bepcia 001 Big 13 nunHa 2022 p., aHriicbkolo MOBOW; Jocbe Mnaue6o
[0 AocnimKyBaHOro nikapcbKoro 3aco6y flaponytamia (BAY 1841788), Po3gin «Quality», Bepcia 002
Big 13 nunHa 2022 p., aHrnificbkoto moBoto; MoBHe [locbe [OCNigKYyBaHOrO NiKapCbKOro 3acooy
HJaponytamig (BAY 1841788), Po3gin «Safety and Efficacy», Bepcia 01 Big 22 nunua 2022 p.,
aHrniincbKo MOBOK; locbe pocnigkyBaHOro nikapcbkoro 3aco6y BAY 1841788, Po3sgin 2.1.P «Drug
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Product», Bepcia 07 Big 13 nunHa 2022 p., aHriailicbkolo MoBow; Jfocbe Mnauye6éo pfo
pocnipkyBaHoro nikapcbkoro 3acooy BAY 1841788, Po3gin 2.1.P «Drug Product», Bepcia 06 Big 13
nvnHa 2022 p., aHrniiicbkolo MoBoto; BasoBa ®I3 gna YkpaiHu, aHrniicbkoro MOBOIO, Bepcis 2.0 Big
18 nunHa 2022 p., nepeknageHo Ha YKpaiHCbKY MOBY Anf YKpaiHu Bif 29 nunHa 2022 p.; basosa ®I3
Ana YKpaiHu, aHrnificbkolo MoBoto, Bepcis 2.0 Big 18 nunHa 2022 p., nepeknageHo Ha POCIACbKY
MOBY AN YKpaiHu Big 29 nunuAa 2022 p.; ARANOTE (21140) rpacdik npoueayp, Bepcia 1.0 Big 31
TpaBHA 2022 p., yKpaiHCbKOIO MOBOI AnA YkpaiHu; ARANOTE (21140) rpadcpik npouenyp, Bepcis 1.0
Big 31 TpaBHA 2022 p., POCINCHLKOIO MOBOI AJIA YKpaAiHM [0 MPOTOKOJY KAIHIYHOTO AOCHIAKEHHS
«PaHpomizoBaHe, NoagiiHe cnine, nnauebo-koOHTPOIbOBaHe AOCiMKEHHS dha3n 3 npenapaTty gaponyrtamig
B [IONOBHEHHA A0 aHAporeHgenpueauiiHoi Tepanii (A4T) y nopiBHAHHI 3 naaue6o naoc ALT y YONOBIKIB i3
MeTacTaTU4YHMM TOPMOH-UYYTIMBMM pakoM nepeamixypoBoi 3anosm (MMYPIM3)», kog gocnigpkeHHs 21140,
Bepcis Big 24 BepecHs 2020 p.; cnoHcop - Bayer Consumer Care AG, LLBeinuapis

3asBHUK - TOBAPMCTBO 3 06MEXEHO!0 BiAnoBiganbHIcTio «/TABKOPI KNIHIKAN AEBENOMMEHT YKPAIHA»

56. OHOBMEeHMiT NPOTOKON KniHiuHOro BunpoGysaHHA MK-3475-B61, 3 iHkopnopoBaHOIO NOMNpPaBKOLO
03 Big 04 cepnHsa 2022 poOKy, aHIiACHLKOK MOBOKO [0 MPOTOKO/Y K/IHIYHOMO [OCNIMKEHHS «BigkpuTe
KniHiYHe gocnimkeHHs 1l dpasm, Wwo NpoBOANTLCS B OAHIN rpyni 415 OUiHKM neM6posisymaby B KOMOiHaUT 3
NIEHBATMHIGOM B SKOCTI MEpLUOi AiHiT JliKyBaHHA B Y4YaCHUKIB 3 PO3MOBCIOMKEHOK / MeTacTaTUyHOK
HECBITNOKNITUHHOK ~ HUPKOBO-K/MITUHHOK  KapuuHomoto  Hupkun  (HCKHKKH)  (KEYNOTE-B61)», «kop,
pocnipkeHHss MK-3475-B61, 3 iHkoprnopoBaHoto nonpaskoto 02 Big 25 cepnHs 2021 poky; cnoHcop - TOB
Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/, YKkpaiHa»

57. OHOB/EHNI NPOTOKOJ KNiHiuHOro Bunpo6ysaHHA MK-3475-355 3 iHkopnopoBaHoto nonpaskoto 07
Big 17 uepBHA 2022 poKy, aHIMINCbLKOK MOBOIO; 3MiHAa Ha3Bu Ta agpecu CnoHcopa: Byno «Mepk
Wapn eHa Aoym Kopn.», godipHe nignpuemctBo «Mepk eHg Ko., IHK.», CLLUA, (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA), Agpeca: Mepk fpaiiB, 1, nowtoBa CKpuHbka 100, M.
Baiitxayc-CteiiwH, wrtar Hblo-Oxepci, 08889-0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100, USA) Ctano TOB Mepk Lapn eHg Aoym (Merck Sharp
& Dohme LLC), Agpeca: 126 IcTt JliHkonbH aBeHto, n/c 2000, PaBeii, Hbto Oxepci, 07065, CLUA (126
East Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, USA); Bpowypa gocnigHuka Pembrolizumab
(MK-3475), BugaHHa 22 Big 13 tpaBHA 2022 poOKy, aHIMilicCbKOK MOBOIO [0 MPOTOKO/Y KNiHIYHOMO
pocnimpkeHHss «PaHgomizoBaHe, noagiHe-chine pgocnimkeHHs 1l cda3nm ansa nopiBHSHHA  liKyBaHHS
nemoponizymadom (MK-3475) y KombiHauji 3 npenapaTamu ximioTepanii Ta fikyBaHHSA nnaue6o y komoeiHauii
3 npenapaTtamu ximioTepanii y nawieHTiB 3 paHille HenikoBaHUM MiCLEBO-peunamnByouMM HeonepabesibHUM
abo meTacTaTUYHMM MOTPIAHO-HEraTBHUM pakoM MosiodHOT 3ano3n (KEYNOTE-355)», ko AOCAigKEeHHS
MK-3475-355, 3 iHkoprnoposaHoto nonpaskoto 06 Big 01 BepecHA 2021 poky; cnoHcop - «Mepk LWapn EHA,
Joym Kopn.», godipHe nignpuemctso» Mepk EHg Ko.,IHk.» (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc.), CLLUA

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBifasbHICTI0O «MC/, YKpaiHa»
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