Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne06 Big 28.03.2024,
HTP Ne12 Big 28.03.2024, Ha siKi 6y/i1 oTpUMaHi NO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «BigkpwuTe KniHiYHe BUNPOByBaHHS MO BUBYEHHIO NEPEHOCMMOCTI, 6e3neku ikapcbkoro 3acoby Metacnpeii
AKTUB, CMpeil HasasibHWiA, L030BaHU y 300p0OBUX LOOGPOBOSLLUIB 3 eckanauield f03u», KoL LOCIMKEHHS
Val/lPh-MOMI/OKS, Bepcisi npoTtokony 2.0 Big 07.03.2024, cnoHcop - TOB «BAJIAPTIH ®APMA», YkpaiHa
daza - |, nepLue yBegeHHs npenapary NANHI

3asaBHuK - TOB «BAJTAPTIH ®APMA», YKkpaiHa

Ne M.1.6. BiANOBIA&LHOrO AOCMIAHVKA,

n/n Hasga Micus npoBefeHHS KIiHIYHOro BUNPo6yBaHHS

1. | ron. nikap Aptuw B.1.

Megnunmii LeHTp TOB «KniHika IHHO®AP - YkpaiHa IHHoBeliTiB ®apma Pecepu», UepHiseLpbka 06/1.,
HoBocenuubkuii palioH, c. BosiHu

2. 3miHa Ha3BU y MicuLi NpoBeAeHHA KNiHIYHOro BUNpPo6yBaHHA; 3MiHa BiANOBiAa/IbHOro AOCNIAHUKA;
20103 KapTka nogsikuv nicnsi npoxXoKeHHs oNUTyBaJ/IbHUKA AJ151 yYaCHUKa AgocnimkeHHs Bepcia 1.0 Bif,
29 BepecHs 2022 poKy; OHoBneHa Bepcif [locb€e [OCNifKYyBaHOro likapcbKoro 3aco6y BAY 94-8862
(finerenone) IMPD Q Bepcisa 01 Big 01 yepBHA 2023 poky; 20103 KoHTakTHa KapTka, Bepcia 5.0 Big 7
nnHA 2023 poKy YKpalHCBLKOK Ta POCifiCbKOO MOBaMM, Ha 6a3i KOHTAKTHOI KapTKu, Bepcia 5.0 ansa
YKpaiHu Big 7 nunHa 2023 poky; OHOB/eHa Opollypa gocnigHuka, Bepcisa 10.0 Big 25 cepnHa 2023
poky; AocnigpkeHHA 20103: iHchopMaLiliHWMii NMCTOK A1 NOBIAOMJIEHHA YYAaCHUKIB [OCAIQKEHHA NPO
HOBOrO rOJIOBHOIO AocnigHuka, Bepcia 1.0 Big 25 BepecHAa 2023 p. AnAa YKpaiHU YKpPaiHCBKOMO i
pocilicbkoto moBamu; IHchopMmauiiiHuii GroneTeHb Ans yyacHuUkiB gocnimkeHHA FINEARTS-HF nepuwe
BMAAHHA YKpaiHCbKOI Ta pociiicbkolo MoBamu; IHcopmauiiiHuii GloneteHb A yYacHUKIB
pocnipkeHHa FINEARTS-HF ppyre BupaHHs YKpaiHCbKOK Ta pocilicbkoo MoBamu; Bpowypa
pocnigHuka Bepcia 10 Big 25.08.2023, Mpumitka o dpaiiny Bepcia 1 Big 27.09.2023; IMPD-
_BAY948862_ID03_20230427_10 mr i 20 mr Bepcis 3, Big 27.04.2023, MpumiTka go caiiny Bepcis 1 Big,
26.09.2023 [0 NPOTOKOY KAiHIYHOTO AocnimxeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, noAgiliHe-cnine B
napanensHUX rpynax, naauebo-KoHTPOsIboBaHe AOC/IMKEHHA 4718 OUIHKM e(IEKTUBHOCTI Ta 6e3neyHoCTi
thiHepeHOHY Npy 3aXBOPIOBaHHI Ta CMEPTHOCTI NavieHTiB 3 cepueBoto HepgocTaTHicTio (NYHA knac II-1V) Ta
hpakuieto BuMKMAy NiBOro wnyHouka =40% (®BAW =40%)», kop pocnigpkeHHs No. BAY 94-8862
(finerenone) 1 20103, Bepcia 3.0 3 iHTEerpoBaHo NonpasKoto 2 Bif, 16 TpaBHA 2022 poky. J/lIokanbHa nonpaska
00 npoTokony (ApreHTuHa, bpasunis, Konymbis, Mekcuka, Pocis, YkpaiHa) BAY 94-8862 (piHepeHoH) / 20103
Bifg, 26 »0BTHA 2022; cnoHcop - baiep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

BYNO

CTAJO

A-M.H. IcaeBaI.C.
[epxaBHa ycTaHoBa «HaliOHA/IbHWIA  IHCTUTYT
Tepanii imeHi J1.T. Manoi HauioHanbHOI akagemii

nikap bypskoscbka O.0.
[epxaBHa ycTaHoBa «HalioHANbHWIA  IHCTUTYT
Tepanii imeHi J1.T. Manoi HauioHanbHOI akagemil

3axBOoprOBaHb Ha

MeAMYHUX HayK YKpaiHu», Big[iz1 KOMMNJEKCHOro
3HWKEHHA PU3MKY XPOHIUHUX HeiHdeKuiliHuX

racTpoeHTeponorii Ta Tepanii, M. Xapkis

MeANYHUX HayK YKparlHu»,

BiA4iN BUBYEHHSA

3axBOplOBaHb OpraHiB TpaBJ/lIeHHA Ta X
6asi BiAfiNeHHsA | KOMOPOGIAHOCTI 3 HeiHdeKUinHMMK
3aXBOpPIOBAHHAMMU Ha 6asi BigAineHHsA

racTpoeHTeposorii Ta Tepanii, M. Xapkis

BYNO

CTAJIO

MpuMITKN

B-M.H., npodp. PywiTeii .M.
KomyHasibHe HekoMepLjiiiHe
niANpUeEMCTBO «Micbka
nikapHsa NelO» 3anopisbKoi

MICbKOT paau,
KappgionoriyHe

BiaggineHHs, [OepxaBHUiA
3aknap, «3anopisbka
MeAauyHa akapemis
nicnAgUNIOMHOI  OCBITU

K.M.H. Manamapuyk O.l.
KomyHasibHe HekomepujliHe
nigNnpUeEMCTBO «Micbka
nikapHa NelO» 3anopi3bkoi
MiCbKOT  paau, Kappgio-
peBMaTosnoriuHe
BigAiNneHHs,

M. 3anopixxs

HEe PEKOMEHAOBaHO Ao
OCKiNbKU:

- Yy BIiAMNOBiAb Ha 3ayBaXeHHA He HafaHo
Jorogip npo cnienpauto Mix KHIM «Micbka
nikapHs Nel0» 3anopi3bkoi MiCbkOi paan Ta
3anopisbknm OepXXaBHUM Me KO-
hapmMaLeBTUYHUM YHIBEPCUTETOM BifNOBIAHO
no n. 5.1, po3giny V «MNopsgky npoBedeHHs
KNiHIYHMX BUNPOBYBaHb NiKapCcbkux 3acobis
Ta  eKkcrneptMsvM  MaTepianiB  KNiHIYHUX

3aTBepoXEHHA,




MiHicTepcTBa  OXOPOHMU BUNPOGYBaHb», 3aTBEP[KEHOTO  HAaKa30M

300pOB'A YKpaiHu», MO3 Ykpaium Big 23.09.2009 Ne690 i3
Kadpegpa Tepani, 3MiHaMK, OCKi/IbkM JocCnigHUKK Manamapuyk
KniHiyHOT  chapmakonoril O.l. Ta dywrTeit .M. € npauiBHMKamy JaHOro
Ta €HAOKPUHONOTrII, BMHS;

M. 3anopixoks - BiAMNOBIAHO A0 Hakaly MO3 YkpaiHu Bif

15.02.2021 poky Ne253, He HagaHo
MorofxeHHA KepiBHMKa 3akKnagy OXOPOHU
340pOB’A Ha HajaHHA MeaMyHOI [0NoMOoru
nauieHTy BYLLe3a3HaYEeHUMM HayKoBO-
negaroriyHMMu npauiBHUKamu;

- Yy HagaHin Yrogi Big 27.07.2023 p., sika
nignucaxa gupekropom KHIM «Micbka nikapHs
NelO»  3anopisbkoi  MicbkOi pagu Ta
pocnigHnkom ®yuwteem .M. 3a3HaveHo, WO
Yroga yknageHa Mix KHIM «Micbka nikapHs
NelO»  3anopisbkoi  MiCbkOi paauM Ta
pocnigHukom Manamapuykom O.l, a He
dyuwiteem I.M.

3. YkpaiHa, MK-7902-007/E7080-G000-314, IHchopmauis Ta AOKYMEHT npo iHcopmoBaHy 3rogy AnA
nauieHTa, Bepcia 1.03 Big, 29 ciuHa 2024 p. yKpPAiHCbKOK MOBOK [0 NPOTOKOY KAiHIYHOro AOC/IIKEHHS
«PaHgomizoBaHe, noggiiiHe cnine gocnigpxkeHHs Il pasm kombiHauii neméponisymady (MK-3475) 3 abo 6e3
nexHBaTuHi6a (E7080/MK-7902) y paHille HenikoBaHUX NaUi€EHTIB 3 MeTacTaTUYHUM HEAPIOGHOKAITUHHUM pakom
neredb (HOKPJT) 3 nokaszHukom nponopuii nyxamHmn (TPS), wo 6inblie abo gopiHioe 1% (LEAP-007)», kopg,
pocnipkeHHs MK-7902-007, 3 iHkoprnopoBaHoto nonpaskoto 07 Big, 18 cepnHa 2022 poky; crnoHcop - TOB Mepk
Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

4. bpouypa gocnigHuka (nem6ponisymat), Bepcisi 24, 8 nuctonaga 2023 poKy, aHrNMiiCbKO MOBOIO;
YnpaBniHHA pusukamu ansa MK-3475 Big 8 nuctonaga 2023 p., aHrnificbkoo MoBow; Popma
iHhopMOBaHOI 3rogn Ha y4yacTb y BBifHili YaCTUHI JOCNifKEHHA ANA OUiHKM 6e3neYHOCTi, Bepcia 7.0
Big 16 ciuHA 2024 p. AnAa YKpaiHu, aHrNiiicbKolo MmoBol; Popma iHPOpMOBaHOI 3rogn Ha yyacTtb y
BBIifHili YaCTUHI gocnigKeHHA ANA OLiHKM 6e3neYHOoCTi, Bepcia 7.0 Big 16 ciuHa 2024 p. ana YKpaiHu,
YKpaiHCbKOIO MOBOI0; Popma iHpOpMOBaHOI 3rogM Ha yyacTb Yy BBigHIV yacTUHI gocnigkeHHA ansa
OLiHKMN 6e3neyvHocTi, Bepcia 7.0 Big 16 ciuHa 2024 p. ana YKpaiHu, pociiicbkoo MOBOK [0 NPOTOKO/Y
KNiHIYHOrO JocnigkeHHs «PaHAoMmi3oBaHe MoAgiiHe crine AocnimkKeHHs a3 3 eHKopadieHidy Ta
GiHIMeTiHIOY B NOEAHaHHI 3 NemMmoéponisyMmadoM y NopiBHAHHI 40 niaueb0o B NOeAHaHHI 3 nem6ponizymadom y
nauieHTiB i3 MeTacTaTM4yHOW abo HeonepabesibHOK MICLLEBO MOLUMPEHOK MeIaHOMOK, MO3UTMBHOK A0
myTauiii BRAF V600E/K», kog pgocnimpkeHHs C4221016, octatouHa Bepcis npotokony, Monpaska 5 Big 09
XO0BTHSA 2023 poky; cnoHcop - MNdpaisep IHk., CLUA

3asnBHuK - Mdpansep IHk., CLUA

5. YKpaiHa, MK-3475-B15, Bepcia 3.00 Big 31 ciuHa 2024 p., yKpaiHCbLKOO MOBOIO, iHhopmauisa T1a
[AOKYMEHT npo iHopmoBaHy 3rogy AnA nauieHta; MK-3475-B15 3006paXeHHs1 Ha €NeKTPOHHUX
woaeHHUKax ana nauieHta (Instrument Screenshots: EORTC QLQ-C30; BCI (Bladder Cancer Index);
EQ-5D-5L Health Questionnaire; Standard Application Screenshots; Version History) gna YkpaiHu
YKpaiHCbKOI0 MOBOI0, Bepcia 4.0 Big 18 ciuHa 2024p. MK-3475-B15 300paXeHHA Ha efIeKTPOHHUX
woaeHHUKax ansa nauieHTa (Instrument Screenshots: EORTC QLQ-C30; BCI (Bladder Cancer Index);
EQ-5D-5L Health Questionnaire; Standard Application Screenshots; Version History) gna YkpaiHu
pociiicbkoto moBolo, Bepcia 4.0 Big 29 rpyaHa 2023 p. OO0 MPOTOKOMY KAIHIYHOrO AO0CAIMKEHHS
«PaHgomizoBaHe, BigkpuTe gochigpkeHHa Il dasm  gnsa  ouiHkM  nepionepauiiHoro  3acTocyBaHHS
eHdopTymMalby BefoOTUHY y KOMOGiHauil 3 nem6ponisymaéom (MK-3475) nopiBHAHO 3 Heoaz'toBaHTHOK
Tepanieto reMuMTabiHoMm Ta UWMCM/IaTUHOM Yy YYacCHMKIB 3 M'SI30BO-iIHBA3MBHUM pPakoOM CEYOBOrO Mixypa,
npugatHux ansa nikysaHHa umcnnatnHom (KEYNOTE-B15 / EV-304)», kon pocnipxkeHHs MK-3475-B15, 3
iHKoprnopoBaHoto nonpaskoto 03 Big 06 noToro 2023 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»



6. OHOB/eHa Gpolwypa gocnigHMKa Ha AocnigKyBaHUA nikapcbkuii 3acié Aypsanymao (MEDI4736)
BuaaHHA 19 Big 11 BepecHs 2023 poky; IHhopmauis npo aocnimxkeHHA Ta ®opma iHhopmoBaHoi 3rogu
ANs gopocnux, nokasibHa Bepcia 11.0 Big 14 rpyaHAa 2023 poKy aHrniicbkor moBoto; IHchopmauis npo
pocnipkeHHa Ta ®opma iHchopMoBaHOi 3roau ANA fopocnux, NokanbHa Bepcisa 11.0 Big 14 rpyaHsA
2023 poky. MNepeknageHoO yKpaiHCbKOK MOBOIO AnA YkpaiHu 20 rpyaHa 2023 p.; IHdopmauia npo
pocnipkeHHA Ta Popma iHhopMoBaHOI 3roau Ans AOPOCNUX, JlokanbHa Bepcia 11.0 Big 14 rpyaHa
2023 poky. MNepeknageHo Ha pocificbKy MoBY ans YkpaiHu 20 rpyaHsa 2023 p.; OHOBeHi pekoMeHpauii
LWOAO0 YCYHEHHSA TOKCUYHOCTI anAa OQypBanymaly ta Tpemenimymaoy, Bepcis Big 21 BepecHs 2023 p.;
3miHa BignoBiganbHOro gocnigHMKa y Micli npoBeAeHHs K/iHIYHOro BUNPoGyBaHHA Ta 3MiHa Micus
npoBefeHHs KiHIYHOrO BUMPOOYBaHHA [0 MNPOTOKO/Y KNIHIYHOTO AocnigXeHHs «PaHaomizoBaHe,
GaraToLEHTpOBe, NOABIMHO cnine, MixHapoAHe AochimkeHHs |l hasm gna BUBYEHHS edeKkTUBHOCTI Ta
6e3neyvyHocTi KOom6iHOBaHOI Tepanii gypBaslymabom i3 onanapiooMm Yy MOPIBHSHHI 3 MOHOTepanieto
OypBanilymMaboM y AKOCTi NiATPUMYBasIbHOI Tepanii y nauieHTiB 3 HeApiGHOKNITUHHUM pakoM nereHis IV ctagil,
AKi OTPYMYBaUIM Tepanilo NepLloi NiHil, B AkMX XBopoba He nporpecysasia nicnsa crtaHdapTHOI xiMmioTepanii
npenapaTom nnatvHu 3 gypsanymadom (gocnigxeHHss ORION)», kog gocnigpkeHHa D9102C00001, sepcia 5.0
Big 09 rpyaHsa 2021 poky; cnoHcop - AstraZeneca AB, LLBeuis

3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»

BYJ1O CTANIO
| 4.M.H., npoch. [oTbko €.C. | nikap oTbko |.10.
LieHTpanbHa MicbKa KiiHiuHa nikapHsa, Micbkuii | KOMyHanibHe  HekomepuiiiHe  nignpuMeMCTBO
OHKONOTiUHWUI  UeHTp, [epxaBHuii  Buwmii | «LleHTpanbHa  MicbKa  KNiHiuHa  nikapHA»
HaBYa/IbHUI 3aKnaf «YXXropoAchbkuii HalioHanbHuii | YXXropoACcbKOi MICbKOI  pagu, TepanesBTUYHe
yHiBEpCUTET», Kadenpa OHKosorii Ta pagionorii | BiAAINeHHA, [lepXaBHUA BUWMIA  HaBYaIbHWIA

thakynbTeTy nicnsAunIoMHOT OCBITH Ta | 3aknaj «YKropoAcbKuii HaLjoHasIbHWIA
[OYHIBEPCUTETCHLKOT NiAroTOBKMW, M. YXXropog, yHiBepcuTeT», Kadhedpa OHKonorii Ta pagionorii
hakynbTeTy nicnaannAOMHOI OCBITU Ta

OOYHIBEPCUTETCHKOI NiATOTOBKK, M. YXXropog

7. OHOoBNeHe Jocbe gocnigKyBaHoOro nikapcbkoro saco6y (IMPD): Ta6neTku IMU-838 5 mr / 15 mr [ 22,5
mr / 30 mr / 45 mr Jlikapcbka cy6ceTaHuis: Bigodnygimyc kanbuin gurigpat (IM90838), Bepcis 14 Bipg,
rpyaHa 2023p., aHrniiicbkolo moBoto; OHoBneHe flocbe (IMPD) Ha Mnaue6o ana Ta6netku IMU-838
TabneTtkn (Bigocnygimyc kanbuito), Bepcia 9 Big rpyaHa 2023p., aHrMiicbKOK MOBOKO [0 MPOTOKOJTY
KMIHIYHOTO AOCNifpKeHHs «baratoueHTpoBe paH4oMi30BaHe NOABIMHO crine gocnigpkeHHsa I dasu, wo
NPOBOAMTLCA 3 METOK OUIHKA edeKTUBHOCTI, 6e3nevyHoCTi Ta nepeHocumocTi npenapaTty IMU-838 y
MOPIBHAHHI 3 Nnauebo npu AikyBaHHI AOPOCANX NAUIEHTIB i3 peunanByto4MM po3CistHUM CKknepo3om (KkogoBe
nosHayeHHsi: ENSURE-2)», kog, gocnigpkeHHsa P3-IMU-838-RMS-02, octaTtouHa pegakuis 3.0 Big 22 BepecHs
2022 poky; cnoHcop - «IMMyHik Al» [Immunic AG], HimeuyuunHa

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

8. IHchopmaLuisa npo gocnimkeHHs Ta popma iHchopMmoBaHoi 3roau, Mogenb ansa YkpaiHu, Bepcis 7.0 Big,
20 noToro 2024 poky (yKpaiHCbKOIO Ta POCIACbKOK MOBaMM) A0 MPOTOKOSY K/IHIYHOMO AO0CNILKEHHS
«SERENA-2: PaHaomizoBaHe, Bigkpute, y napanenbHux rpynax, baratoueHTpoBe AOChifxeHHs dasun 2
MOPIBHSAHHA eDEKTUBHOCTI Ta 6e3MeYHOCTI NnepopasibHoro npenapaty AZD9833 i dynBecTpaHTa y XIHOK 3
nowmnpeHnm ER-nos3ntneHnm HER2-HeraTMBHUM pakom MOJIOYHOT 3aU103U», KoA, focnigxeHHs D8530C00002,
Bepcis 6.0 Big 04 TpaBHs 2023 poky; cnoHcop - AcTpa3eHeka Ab, LLBeuisi / AstraZeneca AB, Sweden
3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

9. bpowypa aocnigHuka: ToauuTUHIG Big ciuHa 2024 p., Bepcia 20.0 40 NPOTOKOAY KAiHIYHOIO
pocnipkeHHa «EdekTuBHICTb, 6e3neyHiCTb, NepeHoCUMICTb i dhapMakokeHeTuka TodhauuTuHidy npu
NiKyBaHHi CUCTEMHOrO HOBEHI/IBHOrO igionaTnyHoro apTputy (CkOIA) 3 aKTUBHUMU CUCTEMHUMW MposiBamu y
AiTen Ta nignitkie», Kog gocnimkeHHs A3921165, 3 iHkopnopoBaHoto nonpaskoto 8 Big 01 BepecHs 2023 poky;
cnoHcop - Mcpainzep IHk, CLUA [Pfizer Inc, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

10. Bpowypa gocnigHuka TaBanagoH (Tavapadon) Bepcia 5.0 Big 9 ciuHa 2024 p., aHrAIACLKOIO
MOBOI0; 3MiHa MicLUA NpoBeAeHHs K/IHIYHOro BUNPOOYBaHHA [0 MPOTOKOMY KMIHIYHOIO AO0C/IAKEHHS
«PaHgomizoBaHe, noggiviHe cnine, nnauebo-KOHTPObOBaHE AOCAIMKEHHA dhasy 3 Yy napanesibHuX rpynax
TPMBANICTIO 27 TWXKHIB i3 THYUYKMM Nig60opoM 403U ANS OLiHKM e(PeKTUBHOCTI, 6€3neYHOCTi Ta NepeHOCUMOCTI
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TaBanafgoHy Yy nauieHTiB 3 XxBOpo6ot [lapkiHCOHa Ha paHHin cTagii (gocnigpkeHHs TEMPO-2)», kof
pocnipkeHHa CVL-751-PD-002, sepcis 4.0 Big 06 nvnHa 2023 p.; cnoHcop - Cepesen Tepan'toTike, /1/1C, CLWA
[Cerevel Therapeutics, LLC, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYJO CTAJNIO
O.M.H., npody. Mockosko C.I1. A.M.H., npod. Mockosko C.T1.
MeaudHuii  UeHTp ToBapuctBa 3 0OMEXeHOH | MeguyHuini  LUeHTpP ToBapucTBa 3 0OMEXEHOH
BIANOBIgaNbHICTIO «MeguyHuin LeHTp «CantoTem», | BigNoBigasIbHICTIO «MeanyHnii ueHTp «Cantotem»,
NiKyBaJ/IbHO-NpoiNIaKTUYHUIA Bigain, M. BiHHMUS | NiKyBa/ibHO-AiarHOCTUYHUIA Bigain, M. BiHHMUA

11. Bpowypa gocnigHuka TaBanagoH (Tavapadon) Bepcia 5.0 Big 9 ciuHa 2024 p., aHrNIACbLKOIO
MOBOI0; 3MiHa MicLiAA NPOBeAEHHA K/iHIYHOro BUNPOOYBaHHSA 40 NPOTOKO/Y KNiHIYHOIO A0CAIAKEHHS «58-
TMXXHEBE BiAKpUTE [OOCifpKeHHs TaBanagoHy Yy naujieHTiB 3 XBOpo6ow [lapkiHCOHa (AoChifKeHHs
TEMPO-4)», kop, pocnigxeHHss CVL-751-PD-004, Bepcia 5.0 Big 10 nunHa 2023 p.; cnoHcop - CepeBen
Tepan'toTike, JINIC, CLWA [Cerevel Therapeutics, LLC, USA]

3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTA/O
O.M.H., npody. Mockosko C.IM. O.M.H., npody. Mockosko C.IM.
MeauyHnin  UeHTp ToBapucTBa 3 0OMEXeHOw | MeauuHuii  LeHTp ToBapucTBa 3 OOMEXEHO
BigNoBiganbHICTI0O «MeanyHuii ueHTp «CanioTtem», | BiANOBIAA/IBHICTIO «MeguyHuii LeHTp «CanoTems,
niKyBasibHO-npodinakTUYHUiA Bigain, M. BiHHMUA | niKyBanbHO-AiarHOCTUYHUIA Bigain, M. BiHHMUSA

12. Bpouwypa pocnigHuka Vibostolimab MK-7684/MK-7684A, BugaHHa 12 Big, 31 ciuHa 2024 poky,
aHrniicbKol MoOBOLO; YKpaiHa, MK-7684A-004, iHchopmauifa Ta AOKYMEHT npo iHthopMmoBaHy 3rogy Ans
nauieHTa, Bepcis 2.00 Big, 19 notoro 2024 p., yKpaiHCbKOK MOBOI [0 NPOTOKOY KNiHIYHOIO AOCAIAKEHHS
«BigkpuTe gocnigpkeHHs hasm 2 gna ouiHkm 6esnekn Ta edpekTuBHOCTi MK-7684A (komOGiHauia MK-7684
[BiGocTONIMaG] 3 MK-3475 [nemoOponizyma6]) y yyacHMKIB 3 peuuavByouumMm abo pedpakTepHuMun
remMartonoriYHUMmn 3/109KICHUMU HOBOYTBOPEHHAMU», KoA aocnimpkeHHa MK-7684A-004, 3 iHKOPNoOpoBaHoo
nonpaskoto 05 Big 19 rpyaHa 2023 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «MC/J, YkpaiHa»

13. YkpaiHa, MK-7339-009, IHchopmauis Ta 4OKYMEHT npo iHhopmoBaHy 3rofy ANA nauieHTa, Bepcia
2.02 Big 22 nwToro 2024 poOKy YKPAiHCbKOK MOBOK [0 MPOTOKOAY K/HIYHOTO AO0CAIMKEHHS
«PaHgomizoBaHe Bigkpute gocnimkeHHs dasm 2 Ta 3 Onanapuby y KombiHauii 3 NMem6ponisymaéom y
MOPIBHSAHHI 3 XiMioTepanieto y KombiHauii 3 MNemo6ponisymabom nicns iHAYKLUii KNiHIYHOT nepesBarn 3 NepLuor
NiHietlo  ximioTepanii 'y Komb6iHauii 3 [Membponizymabom Yy nauieHTiB 3 MiCLEeBO-peLnanByHOvMM
HeonepabenbHMM abo MeTacTaTUYHUM MOTPIAHO-HErATUBHUM  pakoM  MosiouHOT  3ano3m  (TNBC)
(KEYLYNK-009)», kog, gocnimxkeHHs MK-7339-009, 3 iHkopnopoBaHot nonpaskoto 03 Big 22 TpasHA 2023
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasibHicTI0 «MC/L YkpaiHa»

14. 3miHa Ha3BM Micusa NpoBeAeHHs gocnimkeHHsA; LWoaeHHWK npuiiomy AN nawieHTOM y focnigKeHHi
ICP-CL-00107, Bepcis 3.0 Big 29 G6epe3Hsa 2022 p. aHrniiicbkoo moBoto; LWoaeHHuK npuiiomy AN
nadieHToMm y pocnigkeHHi ICP-CL-00107, Bepcia 3.0 Big 29 6Gepe3Ha 2022 poKy, nepeknageHo
YKpaiHCbKOIO MOBOK pAns YKpaiHu 02 nwotoro 2024 poKy A0 NPOTOKOAY KAiHIYHOrO A0CNimAKEHHS
«baraToueHTpoBe BigkputTe gocnimkeHHs dasn I/l 3 BUBYEHHS HOBOTO iHriGiTopa TMPO3MHKIHa3N BpyToHa —
openadépyTuUHiGy B NauieHTIB i3 B-KAITUHHUMW 3N0SKICHUMW HOBOYTBOPEHHAMMW», Kog, AocnimkeHHs ICP-
CL-00107, Bepcia 5.0 Big 30 imctonaga 2021 poky; cnoHcop - «IHHoKep ®apma IHK.» (InnoCare Pharma Inc.),
CLWA

3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

BYNO CTANIO
O.M.H., npod). Kpsadok LA, O.M.H., npod. Kpsayok LA,
Kninika HauioHanbHOro iHCTUTYTY paky, HaykoBo- | JepxaBHe HeKoMepLiliHe nignpuemMcTBo
[AocrigHe BigaineHHs ximiotTepanii remo671acTo3iB 1a | «HawioHaIbHUIA ~ IHCTUTYT  paKy», HayKoBO-




af'loBaHTHUX  MeToAiB  JiKyBaHHA, BigAiNeHHa | gocnigHe BigdineHHsa XimioTepanii remo6nacTosiB Ta
OHKOremartosiorii 3 CEKTOPOM afl'loBaHTHUX METOAiB | af'loBaHTHUX  METOAiB  NiKyBaHHA,  BigAineHHA
nikyBaHHs, M. Kuis OHKOremartosiorii 3 CEKTOPOM af’toBaHTHUX MeTOo.iB
NikyBaHHg, M. KuiB

15. bpowypa gocnigHuka Eftilagimod alpha (efti; IMP321), BuganHsa 11 Big, 15 niotoro 2024 poky,
aHrniicbkolo mMoBow; bBpowypa pgocnigHuka Pembrolizumab, KEYTRUDA®, BugaHHa 24 Big
08 nuctonaga 2023 pokKy, aHraificbkoro MoBOWO; IHpopMaLiiHMIA NNCTOK Ansa naudieHta i popma
iHdbopmoBaHoi 3roau, Bepcisa 6.0 Big 29 niotoro 2024 poky, anA YKpaiHu, HA OCHOBI MaiicTep-Bepcil
IHcbopmauiiiHoro nuctka anAa nauieHrta i oopmun iHchopmoBaHoi 3rogu, Bepcia 1.6.1, Big 26 ntoTtoro
2024 poky, Ha ocHoBi NMpoTokony Bepcii 1.6, Big 18 nunHA 2023 poKy, aHIMiINCbKOI Ta YKPATHCbLKOIO
moBamu; floaatok ao IHchopmauiiHoro nucTka gnsa naygieHta i popmu iHpopmoBaHoi 3rogu, Bepcis 6.0
Big 29 niotoro 2024 poKy, ana YKpaiHu, Ha OCHOBI Malictep-Bepcii IHhopMmauiliHoro nuctka gns
nauieHTa i oopmu iHbopMmoBaHoi 3roau, Bepcis 1.6.1, Big 26 niotoro 2024 poky, Ha ocHoBi MpoTokony
Bepcii 1.6, Big 18 nunHA 2023 poKy, aHrNilicbKo Ta yKpaiHCbKOK MoBamu; [locbe AocnimKyBaHOro
nikapcbkoro 3aco6y Eftilagimod Alfa (IMP321), Bepcis 8.2 Big 14 ntotoro 2024 p., aHrNilicCbKO MOBOIO;
3pas3kn mapKyBaHHA pocnigxyBaHoro npenaparty Eftilagimod alpha Edrinarimop anbda, 25 mrimn,
OyKneT gnA BTOPUMHHOIO NakyBaHHA (KOpoG6ka), Big 15 nuctonapga 2023 poKy, aHrificbKoio Ta
YKpaiHCbKOI0O MOBOI; 3pasku MapKyBaHHA pfocnigxyBaHoro npenapaty Pembrolizumab alpha
MNemGponisyma6 anbda, 25 mr/mn, 6ykneT A BTOPUHHOIO NaKyBaHHA (KOpo6ka), Big 15 nuctonaga
2023 pokKy, aHrNificbKOIO Ta YKPAIHCbKOK MOBOIO [0 MPOTOKONY K/iHIYHOro gocnigpxeHHs TACTI-003 («/[Ba
aKTVBHI iIMyHOTepaneBTUYHI 3ac0bu»): baraToLueHTpoBe, BiAKpMTE, paHaoMi30BaHe AocnimkeHHs Il dpasu ans
OLHKM 3aCTOCyBaHHSI PO34YMHHOrO ribpugHoro 6inka LAG-3, eptunarimogy anbda (ecptu; IMP321), y
KOMOiHauii 3 nem6ponisymaéom (aHtaroHictom PD-1) ana nepwoi niHil Tepanii nauieHTiB 3
HepesekTabesibHO peunanBHOK abo MeTacTaTUYHOK MNJIOCKOKMITUHHOK KapuUHOMOK TO/10BU Ta LWui
(MKKruw), kog pocnipkenHsa TACTI-003, Bepcia 1.6 Big 18 nunHa 2023 poky; crnoHcop - Immutep S.A.S. /
ImmyTen C.A.C., ®paHuis

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

16. OHoBneHa Bepcisa Jlocbe AocnigKyBaHOro nikapcbkoro 3aco6y IMU-838 tabneTtku, 5 mr / 15 mr [ 22.5
mr / 30 mr / 45 mr, Bepcis 14 Big rpyaHs 2023 poky (IMPD IMU-838 Tablets 5mg/15mg/22,5mg /30 mg/
45 mg, version 14 dated December 2023); OHoBneHa Bepcisa [ocbe AOCNiAKYBaHOro iKapcbKOro
3aco6y Mnaue6o gna IMU-838 Ta6neTtku, Bepcia 9 Big rpygHa 2023 poky (IMPD Placebo For IMU-838
Tablets, version 9 dated December 2023) A0 NPOTOKOAY KMIHIYHONO AOCAIAXEHHS «PaHAoMi3oBaHe,
noagiiHe cnine, nnaue60-KOHTPO/IbOBaHe, GaraTOUeHTPOBE AOCNIMKEHHA a3 2 ANa OLUiHKM BNAUBY
npenapaty IMU-838 Ha aKTUBHICTb 3aXBOPIOBaHHSA, Aka BUMIPIOETLCA 3a pe3y/ibTataMn MarHiTHo-pe3oHaHCHOT
Tomorpadii (MPT), a TakoX 6e3neyHiCTb i NepeHOCUMICTb Y NauieHTiB 3 peLuanBYHUUM-PEMITYOUNM
po3scissHum ckneposom (PPPC) (EMPhASIS)», kog gocnigxeHHs P2-IMU-838-MS, Bepcis 4.1 Big 23 rpyaHs
2022 poky; cnoHcop - «IMMyHik AlM», HimeyunHa / Immunic AG, Germany

3anBHUK - ToBapMCTBO 3 06MEXeHO BianoBigasnbHicTio «BEPYM K/TIHIKAN PICEPY», YkpaiHa

17. YkpaiHa, MK-3475-B21 | ENGOT-enl1l | GOG-3053, IHhopmaLis Ta AOKYMEHT npo iHthopmoBaHy
3rogy ANA nauieHta, Bepcia 1.04 Big 28 niotoro 2024 p., yKpaiHCbKOO MOBOIO; 3MiHa Ha3B Micub
npoBefeHHs KiHIYHOrO BUMPOOYBaAHHA [0 MNPOTOKO/Y KIHIYHOTO AocnigkeHHs «PaHaomizoBaHe,
noagivHe cnine gocnimkeHHs 1l pasn gna ouiHkM nemoponisymady nopiBHAHO 3 nnauebo y koMbGiHaui 3
aA'toBaHTHOK XiMioTepanielo 3 abo 6e3 NpoMeHeBOI Tepanii ANA NiKkyBaHHSA MaUiEHTOK 3 HegaBHO
[AiarHOCTOBaHMM pakom eHAOMETPIsA 3 BUCOKMM PU3UKOM Micnis onepauii 3 nikyBanbHot meTtor (KEYNOTE-
B21 / ENGOT-enl1l / GOG-3053)», kog pocnimpkeHHsa MK-3475-B21 | ENGOT-enll /| GOG-3053, 3
iHKoprioposaHoto nonpaskoto 03 Bifg 25 cepriHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBaApMCTBO 3 06MEXEHO BiANoBigasibHiCcTI0 «MC/L YkpaiHa»

BYNO CTANO
nikap CiHenbHikos 1.B. nikap CiHenbHikoB |.B.
KomyHanbHe  nignpuemMcTtBo  «BonuHcbkuii | KoMyHanbHe nignpuemMcTBOo «BonuHcbKa
o6nacHuii  MegWYHWUII  LUEHTP  OHKOJIOrii» | o6slacHa  K/iHIYHA  nikapHa»  BOJIMHCBLKOT
BonMHCbLKOT  06G/s1aCHOI  pagu,  OHKOJIOTYHE | 0G/s1IaCHOI pagu, OGNaCHU MegUYHUA LIeHTP

XiMioTepaneBTUYHe BigaineHHs, M. JTyLbk OHKONOTiT, OHKOJOTiYHEe XiMioTepaneBTUYHE
BigAiNeHHs, M. JlyLbK
nikap 3y6 O.B. nikap 3y6 O.B.




KomyHasibHe HekomMepLiiHe nignpuemcTBo | KomyHasibHe HekomepLiiHe nigNpPUeEMCTBO
«UepHiriBCbKMin ~ MeauuHWUii  LUEHTP  CyvyacHOi | «YepHiriBCbkuiAi  MeAWYHWIA  LEeHTP  cydacHol
OHKOJOri1» UepHiriBCcbKkoT obnacHoi paawn, | oHKonorii» UepHiriBcbkoi ob6nacHoi pagu,
BiAfiNneHHA KNiHiYHOI OHKonorii Ta riHekonorii, | BigAineHHA KNiHiYHOT OHKooril, M. YepHiris

M. YepHiris

18. bpouuypa gocnigHuka Lorigerlimab (MGD019), Bepcia 6.0 Big 30 nuctonaga 2023 p.; CP-MGD019-
01, Indhopmauia gnsa naudieHta Ta dpopma iHQPOPMOBaHOI 3roau — PO3LWMPEHHS KOropTu, Ana YKpaiHu,
t¢hiHanbHa Bepcia 5.0 Big 16 noToro 2024 p. ykpaiHCbKOK MOBOIO, Ha OCHOBI MaiicTep-Bepcii
aHrniiicbkolo MmoBoK Ana €sponu, ciHanbHa Bepcisa 8.0 Big 14 ntotoro 2024 p.; CP-MGD019-01,
IHchopmauia ana nauieHta Ta hopma iHchopMOBaHOiI 3rogu — PO3LWINPEHHSA KOFropTU, Ans YKpaiHu,
thiHanbHa Bepcia 5.0 Big 16 nwoToro 2024 p. poCiiicCbKOKO MOBOIO, Ha OCHOBiI MaiicTep-Bepcii
aHrniicbKo MOBOLO Ana €Bponu, diiHanbHa Bepcis 8.0 Big 14 ntoToro 2024 p. 10 NPOTOKO/Y KAiHIYHOIO
JocnimpkeHHa «Bigkpute pocnifgxeHHs | dhasu, Wo Bneplle npoBogUTLCA Ha MIOAMHI 3 eckanauielo o3u
MGDO019 Ta po3wWwunpeHHsaM koropTu, bicneundivHoro DART® npoTeiHa, wo 3B'A3ye PD-1 1a CTLA-4 y
nauieHTiB 3 HeonepabesibHUMKN a60 MeTacTaTUYHUMU HOBOYTBOPEHHAMM», Kog, AocnimkeHHs CP-MGD019-01,
Monpaska 4 no npotokosny Bif 02 yepBHA 2021 p.; cnoHcop - MakpoxeHike, IHK. (MacroGenics, Inc.), CLUA
3asaBHUK - TOB «KLIP YkpaiHa»

19. Bpouwypa gocnigHuka BpiBapauetam, Bepcis 25.0 Big 23 noToro 2024 poky, aHrNMilicbKOl0 MOBOIO
[0 NPOTOKO/Y KNIHIYHOTO AOCAIMKEHHS «baratoueHTpoBe, BiAKPUTE OOCAIMKEHHSA 3 OAHIEK rpynow ans
OLiHKK AOBroTpMBasIoil 6e3nekn, NepeHoCMMOCTi Ta edpekTUBHOCTI GpiBapaleTamy B y4aCHVKIB AOCAIAKEHHS
BIKOM Bif 2 00 26 POKIB i3 AUTAYOK abCaHCHOK enifencieto abo BEHINIbHOK abCaHCHOK enifiencien», Koa
pocnipkeHHss EP0132, 3 iHkopnopoBaHO nonpaeBkoto 2 Bifg, 29 6epesHst 2021 poky; cnoHcop - UCB Biopharma
SRL, Belgium

3aaBHUK - MNignpremcTso 3 100% iHo3emMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

20. OHOB/EHWIT NPOTOKON KiiHIYHOro BunpoGyBaHHsa EFC16033, 3 nonpaBkow 10, Bepcia 1, Big
20 rpypHa 2023 poky; bpouwypa gocnigHuka gnsa gocnigxysBaHoro nikapcbkoro sacooy SAR442168
(tolebrutinib), BupaHHa 13 Big 18 rpyaHa 2023 poky; OHoBeHi po3ginu [locbe [oOCnigaXyBaHOro
nikapcbkoro 3aco6y: IMPD - Quality Data Reviewer Guide, Tolebrutinib - tablet, film-coated, Dosage
strength: 60 mg, Big nuctonaga 2023 poky; IMPD - Quality Data — Drug Substance, Tolebrutinib, Big,
nuctonaga 2023 poky; IMPD - Quality Data — Drug Product, Tolebrutinib - tablet, film-coated, Dosage
strength: 60 mg, Big nuctonaga 2023 poky; IMPD - Quality Data —Placebo, Placebo for tolebrutinib film-
coated tablets, Big nuctonapga 2023 poky; IMPD - Quality Data -Non-Modified Medicinal Product,
Teriflunomide, tablet, Dosage strength: 14 mg, Big nucrtonaga 2023 poky; IMPD - Quality Data -
Placebo, Placebo for teriflunomide film-coated tablets, Big nucronaga 2023 poky; 3miHa Ha3BMU
BUPOGHUKA A0CNigKYBaHOro JlikapcbKoro saco6y TepudyHomig, TabGneTku, BKPUTI OOOJIOHKOHO,
14 wr, Ta nnaue6o Ao TepudbnyHomig, Tabnetku, BKpUTi 060n0HKow, 3 SANOFI WINTHROP
INDUSTRIE, France Ha Opella Healthcare International SAS, France; MoaoBXeHHsI TpUBaJIOCTI
KNiHiYHOro BUNPOGYBaHHA B YKpaiHi Ao 31 nunHa 2024 poky [0 NMPOTOKONY KiHIYHOIO AOCHiAKEHHSA
«PaHgomizoBaHe, noggiiHe cnine [OCiMKEHHS 3 ha3n Ans BUBYEHHS €EKTMBHOCTI Ta 6e3MneqHOCTi
npenapaty SAR442168 y nopiBHSAHHI 3 TepudayHoMigom (O6amkio®) B yyacCHUKIB 3 peLuauByoHUMn
chopmamm po3scisHoro ckneposy (GEMINI 1)», kop pgocnigpkeHHss EFC16033, 3 nonpaBkoi 09 Big
17 nuctonaga 2023 poky; cnoHcop - Genzyme Corporation, USA (IxeHsalim KopnopeiiwH, CLUA)

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

21. OHOB/IEHWI NPOTOKON KNiHiYHOro Bunpo6yBaHHA EFC16645, 3 nonpaBkow 12, Bepcia 1 Bipg,
20 rpyaHA 2023 poKy A0 NPOTOKOAY K/iHIYHOrO AOCNiMKEHHST «PaHgoMi3oBaHe NoABiiHe criine A0CNiAKEHHS
[l dpa3n 3 BUBYEHHS edpeKTMBHOCTI Ta 6e3nevHocTi npenapaty SAR442168 y nopiBHAHHI 3 nnauebo cepen,
YyYaCHUKIB 3 BTOPUHHO-MPOrPecyoynM po3cisHuM  cknepo3om 6e3  peumaumsis (HERCULES)», kop
pocnipkeHHs EFC16645, 3 nonpaskoto 11, Bepcia 1 Big 20 nuctonaga 2023p.; cnoHcop - Genzyme
Corporation, USA (OxeH3aiim KopnopeiwH, CLUA)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»



