Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 11 Big 20.03.25, Ha AKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. OHoOBeHHA ceKuin «HAKicTb» [locbe AocnigpKyBaHOro Jikapcbkoro 3acoby frexalimab
(dbpekcanimab): IMPD QUALITY DATA - DRUG SUBSTANCE, frexalimab (150 mg/mL solution),
BuAaHHA Big 29 nuctonaga 2024 poky; IMPD QUALITY DATA - DRUG PRODUCT, Frexalimab solution
for injection, Dosage strength: 1200 mg/8mL (150 mg/mL), BugaHHa Big 20 rpyaHa 2024 poky;
A.2 ADVENTITIOUS AGENTS SAFETY EVALUATION, Frexalimab, solution for injection, 150 mg/mL,
BugaHHa 02 rpyaHsa 2024 poky; QUALITY DATA REVIEWER GUIDE SAR441344/frexalimab solution for
injection, Dosage strength: 1200 mg/8mL (150 mg/mL), BuaaHHa Big 14 niotoro 2025 pokKy;
MopoBxeHHA TepMiHY NMPUAATHOCTI AOCNiIAKYBaHOro nikapcbKkoro 3aco6y SAR441344, po3yuunH Aans
iH’ekuin (no 300 Mr y dpnakoHax 06’emom 2 mn) 3 24 ao 36 micaliB 40 NPOTOKO/Y KNIHIYHOMO AOC/iAXEHHS
«PaHpowmizoBaHe, noagiliHe cnine, nnaue60-KOHTPOIbOBaHe AOCAIMKEHHS dha3n 2 AN OLHKM eDEKTUBHOCTI
Ta 6e3nekn SAR441344, MOHOK/IOHA/IbHOTO aHTUTINa Ao aHTaroHicta CD40L, y nauieHTiB 3 peunansyoumm
pO3CisiHUM CK1epO30M», KO aocnimkeHH ACT16877, 3 nonpaskoto 03, Bepcia 1 Big 16 nuctonana 2023 poky;
crnoHcop - sanofi-aventis recherche & developpement, France (CaHocpi-ABeHTiC pellepll e aeBesionMaH,
®paHuin)

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

2. [ocbe pocnimKyBaHOro Jikapcbkoro 3acoGy Jfaponytamin (BAY 1841788), Bepcis ID06 Bipg,
26 ntotoro 2024 p., aHrNilicbKolo MOBOH; JloCLE AOCiAKYBaHOro slikapcbkoro 3acooy BAY 1841788,
Posgin 2.1.P «Drug Product», Bepcia 08 Big 20 niotoro 2024 p., aHrnaiiicbkold MOBOW; [loCb€E
pocnipkyBaHoOro nikapcbkoro sacooy BAY 1841788, Po3ain 2.1.S «Drug Substance», Bepcisa 04 Big
20 motoro 2024 p., aHrNicbKo MOBOIO; JINCT NOAAKM NaUieHTy, NepeknageHo Ha YKpaiHCbKy MOBY
8 XOoBTHA 2024 p.; JlIuct NopsAKM NauieHTy, nepeknageHo Ha pocilicbky MOBY 8 XOBTHA 2024 p.;
BAY21140 KapTka-nam'aATka nauieHTa, Bepcia 3.0 Big 09 TpaBHA 2024 p., Bepcis 2.0 ana YkpaiHu Bif,
09 TpaBHA 2024 p, aHrnificbkolo moBow; BAY21140 KapTtka-nam'aTka nauieHTa, Bepcia 3.0 Big
09 TpaBHs 2024 p., Bepcia 2.0 ana YkpaiHu Big 09 TpaBHA 2024 p. NepeknageHo YKpPAIHCbKOO MOBOIO
Ans YkpaiHm 16 BepecHA 2024 p.; BAY21140 Kaptka-nam'sitka nauieHta, Bepcia 3.0 Big 09 TpaBHSA
2024 p., Bepcia 2.0 gna YkpaiHu Big, 09 TpaBHsa 2024 p. MepeknageHo pocCiiicbKOK MOBOIO 4151 YKpaiHu
16 BepecHA 2024 p. A0 NPOTOKONY KiHIYHOrO AocnimpkeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnauebo-
KOHTPO/IbOBaHe JOC/iMKeHHA dha3n 3 npenaparty AaponyTtamif, B 4OMNOBHEHHS [0 aHAporeHaenpusaLiiHol
Tepanii (A4T) y nopiBHAHHI 3 nnauebo naoc AT y 4OMOBIKIB i3 MeTacTaTUYHUM FOPMOH-YYT/IBUM PakoMm
nepegmixyposoi 3as103n (MFUPM3)», kog gocnimkeHHsa 21140, sepcia 2.0 3 rnobasibHOW nonpaskoo 1 Bif
28 uepBHSA 2022 poky; cnoHcop - Bayer Consumer Care AG, LLBseiiuapis

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

3. 3miHa Ha3BU MicUb NPOBeAEHHSA K/IHIYHOrO BUNPOGYBaHHA [0 MPOTOKO/TY KAIHIYHOMO AOCAIIKEHHS
«BbaraToueHTpoBe, paHAOMI30BaHe, NoABiiHE chine, KOHTPOSIboBaHe AJochigpkeHHs dasu b ans ouiHkn
edheKTMBHOCTI, 6e3Me4HOCTi Ta (hapMakoKiHETUKM BULLMX [O03 OKpenisymaby y A0pOoC/AuMX MalieHTiB 3
peunanByovMM PO3CISHUM CK1epo30M», ko aocnimpkeHHss BN42082, sepcis 4 Big 21 rpyaHs 2023 p.; CnoHcop
- ®.XothdmaHH-/15 Pow /114, LBeiiyapis

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

BYNO

CTANO

O.M.H., npodp. BonowwmHa H.IM.
AepxaBHa ycTtaHOBa «IHCTUTYT HeBpPOJOrii,
ncuxiatpii Ta Hapkonorii HauioHanbHOT akageMmii
MeANYHUX HayK YKpaiHu», BiOAji/IEHHSA
ayToOIMyHHUX Ta [JereHepaTuMBHUX 3axXBOPHOBaHb
HepBOBOT CUCTEMU, M. XapKiB

O.M.H., npod). BonowwuHa H.1M.

AepxaBHa ycTtaHoBa «IHCTUTYT HeBPOJOrii,
ncuxiarpii Ta Hapkonorii imeHi MN.B. BonowuHa
HauioHanbHOi  akagemii  MeAWYHUX  HayK
YkpaiHn», BigaineHHs ayTOIMYHHUX Ta
JereHepaTMBHUX 3aXBOPHOBaHb HEPBOBOI CUCTEMMU,
LLEHTP PO3CiAHOro ckneposy, M. Xapkis

nikap 3axaposa J1.A.

[epxaBHa ycTaHOBa «YKpPAiHCbKUIA AepXaBHWI
HayKOBO-AOCMIAHUA [HCTUTYT MeauKO-COLia/IbHMX
npobnem iHBanigHOCTi  MiHicTepcTBa OXOPOHU
340pOB’A  YKpaiHu», HEeBPOJIOriuHe eKCNepTHO-
peaGinitaujiiiHe BigaineHHa, M. [Hinpo

nikap 3axaposa J1.A.

JepxaBHa ycTaHOBa «YKPaiHCbKUA OEepXaBHWIA
HayKOBO-AOC/MIAHNA HCTUTYT MeAUKO-CoLia/ibHMX
npobnem iHBanigHoOCTi  MiHicTepcTBa OXOpPOHU
3[10p0B’'A YKpaiHu», BigpineHHA HeBponorii Ta
peaGinitauii 3 LleHTpom Tepanii 6onto, M. [IHINpo




K.M.H. Yepke3 A.M. K.M.H. Yepkes A.M.

KomyHanbHe HekomepLiiiiHe nignpuemcTeo | KomyHanbHe HekomepUiiHe nignpuemMcTeo
«3anopisbka obnacHa KNiHiYHa nikapHs» | «3anopi3bka obnacHa KniHiYHa niKkapHa»
3anopisbKoi obnacHoi pagu, BigAaineHHa | 3anopisbkoi  obnacHol  pagW, HeBpOJIOriuHe

HeBposorii Nel, M. 3anopixks BifgAiNeHHs, M. 3anopiXks

4. 3MiHa Ha3BU MicUb NpoBefeHHS KMiHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y K/HIYHOINO AOCNiAKEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NoABiiHE chine, KOHTPOSIbOBaHe AochigpkeHHs dasu b ans ouiHkn
ehekTnBHOCTI, 6e3Ne4HOCTi Ta (hapMakOKIHETUKMA BULMX [03 OKpenidymady Yy [O0pOoCanX 3 NepBUHHUM
NpPOrpecy4vmMM po3cistHUM CKepo3om», ko gocnimkeHHss BN42083, Bepcis 4 Big 21 rpyaHsa 2023 p.; CNoHcop

- ®.XothdmaHH-/19 Pow /114, LWBeiiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

BYNO

CTAJO

O.M.H., npody. BonowwHa H.IM.

AepxaBHa yctaHoBa «lHCTUTYT HeBpPONOril,
ncuxiaTpii Ta Hapkonorii HauioHanbHOT akageMmii
MegUUYHUX HayK YKpaiHu», BifOi1IeHHA
ayToOIMyHHUX Ta [JereHepaTtuMBHUX 3axXBOPHOBaHb
HEepBOBOI CUCTEMW, LEHTP PO3CISHOTO CK/1epo3y,
M. XapkiB

O.M.H., npod. BonowwnHa H.IM.

AepxaBHa ycTtaHoBa «IHCTUTYT HeBpPONOTil,
ncuxiaTpii Ta Hapkonorii imeHi MN.B. BonowuHa
HauioHanbHOI  akagemii  MeAUWYHUX  HayK
YKpaiHu», BiOOiIeHHA ayToIMYHHUX i
JereHepaTMBHUX 3axBOpPIOBaHb HEPBOBOI CUCTEMMW,
LLeHTP PO3CiSIHOTO CK/IEPO3yY, M. XapkiB

K.M.H. Wynsra O. 4.

KomyHasibHe nignpuemMctBo «BonmHcbka ob6nacHa
KniHiYHa nikapHa» BonvHcbkoi obnacHoi  pagw,
HeBPOJIOriyHe BigaineHHs, M. Jlyubk

4.M.H. Wynera O. 4.

KomyHanbHe nignpuemctBo «BonunHcbka o6nacHa
KniHiYHa nikapHa» BonvHcebkoi obnacHoi  paaw,
HEeBPOJOriyHe BigAineHHs 3 NKKamu
iHTEHCMBHOI Tepanii Ta iHCY/IbTHAUM G/IOKOM,
M. JIyubK

nikap 3axaposa J1.A.
[epxaBHa ycTaHOBa «YKpalHCbKWI [AepXaBHWIA
HayKoBO-A0CAIOHWA  IHCTUTYT MeAMKO-COoLia/IbHUX
npo6nem iHBaNigHOCTI  MiHiCTepcTBa  OXOPOHM
3[0pOB’A YKpaiHW», HeBpPONOoriuHe eKCcrnepTHO-

peaGinitauiiiHe BigaineHHs, M. [IHINpo

nikap 3axaposa J1.A.
JepxaBHa ycTaHOBa «YKpaiHCbKUI [AepXaBHWUiA
HayKoBO-A0CNIAHWIA  IHCTUTYT MefUKO-coLiasibHUX
npo6sem iHBasigHOCTI  MiHicTepcTBa  OXOPOHU
3[0pOB’'A YKpaiHn», BiagfineHHs HeBponorii T1a
peabGinitauii 3 LleHTpom Tepanii 6onto, M. 1HINPo

K.M.H. Yepke3 A.M.

K.M.H. Uepke3s A.M.

KomyHasnbHe HekomepLiiHe nignNpUeMcTBO | KoMyHasbHe HekomepLUiiHe nignpueMCTBO
«3anopisbka obnacHa KNiHiYHa nikapHa» | «3anopisbka obnacHa KniHiyHa nikapHs»
3anopisbKoi o6nacHoi pagu, BiAggineHHs | 3anopisbkoi  06iacHOi  pagu,  HeBPOJIOrivuHe

HeBpoJsiorii Nel, M. 3anopixxs

BigaifIeHHA, M. 3anopixxs

5. Bpowypa gocnigHuka gna aocnigKyBaHoro fikapcbkoro 3acooy SAR442168 (tolebrutinib), BugaHHa
14 Big 29 nuctonaga 2024 poky; IHchopmaunia gnsa nagieHta Ta popma iHhopmoBaHoi 3roau, Bepcia Ne6
Bif, 27 ciuHA 2025 poKy, yKpaiHCbKOIO Ta pocilicbKolo MoBaMu; KOpoTka xapakTepucTuka nikapcbKkoro
3acoby O6Gampkno® (AUBAGIO®), 7 mr Ta 14 wmr, Tabnetkm BKPUTIi NNIBKOBOKO O0OGOJ/IOHKOK
(tepucbnyHowmipg, (teriflunomide)), Big 29 nunHsa 2024 poky; 3MiHa Ha3BU MicLAA NPOBeAEHHSA KNiHIYHOro
BMNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOrO AOCAIMKEHHS «IHTEpPBEHLUjiHEe po3lmpeHe AocnimkeHHa dasn 3
0151 BUBUEHHSA [OBrOCTPOKOBOI 6e3Mnekn Ta NepeHoCMMOCTi TONeOGPYTUHIOY B YHACHUKIB i3 peumavByOYUM
PO3CISIHUM CKNEePO30M, MEPBUMHHUM MPOrPeCYoYnMM PO3CIAHUM CKNepo3oM abo BTOPUHHUM MPOrpecyoymm
HepeunamByoUuMM PO3CISHUM CK/1EPO30M», KOA, AochimpkeHHa LTS17043, 3 iHKopnopoBaHoto nonpaskoto 08,
Bepcia 1 Big 27 BepecHsa 2024 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-
ABeHTiCc Pelepw e [lesenonmaH, ®paHLis)

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

BYNO
O.M.H., npody. BonowwnHa H.IM.
JdepxaBHa ycTtaHOBa «IHCTUTYT HeBPONOTrii,
ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemit

CTA/IO
O.M.H., npod. BonowwnHa H.IM.
AepxaBHa ycTtaHoBa «IHCTUTYT HeBPOJOrii,
ncuxiatpii Ta Hapkonorii imeHi M.B. BonowwnHa

MeaUuYHNX HayK YKpaiHn», BigaineHHs | HauyioHanbHOiI  akagemii  MegUYHUX HayK
ayToIMyHHUX | [ereHepaTvBHWX  3aXBOPIOBaHb | YKpaiHu», Big4iNneHHn ayToOIMYHHUX i
HEpPBOBO| CUCTEMU, LEHTP PO3CIAHOr0 CKNeposy, | AereHepaTtuBHUX 3aXBOPHOBaHb HEPBOBOI CUCTEMMU,

M. XapkiB LEeHTP PO3CiAHOro ckieposy, M. Xapkis




6. 3miHa BignoBigasIbHOro AOCNiAHMKa Ta Ha3BM MicLA NpPoBefeHHA K/iHIYHOro BUMPOOGYBaHHA [0
MPOTOKOJTY KIHIYHOIO AoCNifpKeHHs «PaHaomi3oBaHe, noagiiHe cnine gocaimxeHHs [l dasn ans nopiBHAHHSA
nemo6posnisymaoy 3 nnauebo y kombiHaLil 3 Heoa'toBaHTHOO XiMioTepanieto Ta af'toBaHTHOK eHAOKPUHHO
Tepanieto Mpu NikyBaHHi paky MOJIOYHOI 3a/103M 3 HasABHICTIO PeLenTopiB A0 €CTPOreHiB i BiACYTHICTIO
NIOACLKUX peLenTopiB enigepManbHoro cakropa pocty 2 (ER+ / HER2-) Ha paHHili cTagii npu BUCOKOMY
ctyneHi pusnky (KEYNOTE-756)», kog pocnigxeHHs MK-3475-756, 3 iHkopnoposaHoto nornpaskoto 07 Bif,
08 BepecHs 2023 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO
nikap bep3oii O.A.
KomyHanbHa ycTtaHoBa
KNiHiYHA  NiKapHA»,
xipyprii, M. Ogeca

CTAJIO

K.M.H. Kaposnb I.B.

KomyHanbHe HeKkoMmepuiliHe nNigNPUEMCTBO
«OpecbkKa o61acHa KiiHiuHa nikapHa» OpgecbKoi
o6nacHol pagu», BigdiNeHHs TopakanbHOI Xipypril,
M. Opeca

«Opecbka ob6nacHa
BigAiNEHHsT  TOpakabHOI

7. bpowypa gocnigHuka Lorigerlimab (MGDO019), Bepcisa 7.0 Big 09 rpygHa 2024 p. [0 NPOTOKONY
KMiHIYHOTO JocnimKeHHs «BigkpuTe gocnimpkeHHs | dhasu, Wwo BnepLlie NnpoBoAUTLCA Ha JTIOAMHI 3 eckaslalieto
4031 MGDO019 Ta po3LWMPeHHSM KoropTu, bicneuudiyHoro DART® npoTteiHa, wo 38'A3ye PD-1 ta CTLA-4y
nauieHTiB 3 HeonepabenbHMMM ab0 MeTacTaTUYHVMKM  HOBOYTBOPEHHAMW», KOA  LOCAIIKEHHS
CP-MGDO019-01, TlonpaBka 5 no npotokony Big 31 XOBTHA 2022 p.; cnoHcop - MakpolhkeHike, IHK.
(MacroGenics, Inc.), CLLA

3asaBHUK - TOB «KLIP YkpaiHa»

8. 36inbLIeHHSA KiNbKOCTI AocnigxyBaHnX B YKpaiHi 3 520 go 600 oci6; 3miHa Ha3BU MicLA NpoBeAEHHA
KNiHIYHOrO BUMNPOGYBaHHA [0 MNPOTOKO/Y KNIHIYHOMO A0C/iApKeHHs «baraToueHTpoBe paHAoMi3oBaHe
noAgiiHo cnine gocnigkenHs Il hasn, Wo npoBoANTLCA 3 METOH OLiHKM eddeKTUBHOCTI, 6e3nevHocTi Ta
nepeHocumocTi npenapaty IMU-838 y nopiBHAHHI 3 nnauebo npu nikyBaHHi AOPOCNUX MAaUEHTIB i3
peLuanByOUMM PO3CIAHUM CKNepo3om (kogose nosHaveHHs: ENSURE-2)», kog, gocnigkeHHsa P3-IMU-838-
RMS-02, octaTouHa pepgakuia 4.0 Big 18 6epes3Ha 2024 poky; cnoHcop - «IMMyHiKk Al» [Immunic AG],
HimeuunHa

3anBHuK - TOB «BOPABANA KNIHIKAM TPAISIC YKP»

BYJIO

CTAJIO

nikap 3axaposa J1.A.
[epxaBHa ycTaHOBa «YKpaiHCbKWI [epXaBHWUIA
HayKOBO-AOCMIOHUA IHCTUTYT MeAMKO-CoLjia/lbHUX
npobnem iHBaNigHOCTI  MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHW», HEeBPONOriuHe eKChnepTHO-
peabiniTauiiHe BigAaineHHsA, m. Hinpo

nikap 3axaposa J1.A.
JepxaBHa ycTaHOBa «YKpaiHCbKUI [AepXaBHUi
HayKOBO-AOCAIAHUA HCTUTYT MeAUKO-coLiasibHMX
npo6nem iHBanigHoOCTi  MiHicTepcTBa OXOpPOHM
3[0pOB’A YKpaiHu», BigAiNneHHA HeBponorii ta
pea6initayii 3 LleHTpom Tepanii 60110, M. [IHINpo

9. IHdopmaLiiHMiA NNCTOK yyacHuKa Ta dopma iHchopMoBaHOI 3rogu Ans yyacTi y NigaoCnimKeHHi
®dapmakokiHeTukn (PK) y mexax kiHi4HOro gocnigkeHHs 3 kogom CLI-06001AA1-04, Bepcia 1.1 Big,
02 BepecHs 2024 poKy — AnA YKpaiHW, aHriicbkolo MOBOH; IHpopMaLiiHMIA IMCTOK yYacHUKa Ta
dopma iHpopmoBaHoOiI 3rogn anA yyacTti y nigaocnimxkeHHi dapmakokiHeTukn (PK) y mexax KiiHiuHoro
pocnipkeHHa 3 kogom CLI-06001AA1-04, Bepcia 1.1 Big 02 BepecHsa 2024 poky — Ans YKpaiHw,
YKpPaiHCbKOI0 MOBOLO 10 NPOTOKO/1Y KNIHIYHOIO AOC/IMKEHHS «52-TWXKHEBE, paHA0Mi30BaHe, MOABiHe chine,
nnauebo KOHTPOIbOBaHE AOCAIMKEHHS Y NapasiesibHUX rpynax 3 METOH OLIHKM e(PEKTUBHOCTI Ta 6€3NeYHOCTi
ABOX 03 npenapaty CHF6001 y chopmi cyxoro nNopoLlKy Ansi iHransuii, Wo AofarTbCs A0 NiATPUMYUOT
NOTPINHOI Tepanii y NauieHTiB i3 XPOHIYHUM OOGCTPYKTMBHMM 3axXBOPHOBaHHAM nereHb (XO3/1) Ta XPOHiYHUM
OGpoHXiTOM», ko4 pocnimkeHHss CLI-06001AA1-04, sepcis 5.0 Big 03 6epesHsa 2023 poky; cnoHcop - «K'esi
®apmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

10. OHoBneHi Po3ginu Aocbe aocnimkyBaHoOro nikapcbkoro 3acody Imetennctatr (GRN163L): Po3ain
2.3 Introduction, locbe gocnimxyBaHOro ikapcbkoro 3aco6y Imetensctar (GRN163L), Big 14 ciuHA
2025 poky; Pospin 3.2.P Drug Product, Jlocbe pgocnigKyBaHOro siikapcbkoro 3aco6y Imetenbcrar
(GRN163L), rno6anbHa Bepcisa 4.0 Big 14 ciuHA 2025 poKy [0 NPOTOKOMY KAIHIYHOTO BMNpPOOYyBaHHS
«JlocnimkeHHs 3 ouiHkm npenapaTy ImetenbcTaT (GRN163L) y flikyBaHHI 3aneXHNX Bif TpaHCcAy3ili nauieHTiB
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3 mienogmcnnactTuyHum cuHgpomom (MAC) 3 «HU3bKMM» abo «NPOMIKHUM-1» CTyNneHeM puU3nKy 3a LLIKaow
IPSS, 3 nporpecyBaHHAM abo BiACYTHICTIO BiAnoBidi Ha Tepanito epuTponoes-CTUMY/IIIYMMKU areHTamm
(ECA)», kop, pocnigpkeHHs 63935937MDS3001, 3 nonpaskoto 8 Big 30 nuctonaga 2022 poky; cnoHcop - FepoH
KopnopeliwH, CLUA / Geron Corporation, USA

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

11. OHoBNeHa 6pollypa gocigHvka no npenaparty Capynapu6 (Saruparib, AZD5305), Bepcis 5.0 Big 20
rpygHAa 2024 pokKy, aHriicbKoo MOBOIO; OHOBJIEHA Gpollypa gocnigHuka no npenaparty Capynapuo
(Saruparib, AZD5305), Bepcisa 5.1 Big, 10 ciuHA 2025 poKy, aHrNilicbKolo MoBOIO; OHOBJ/IEHHA PO3A4iniB
Aocbe gocnigkKyBaHOro nikapcbkoro 3acooy Capynapu6 (Saruparib, AZD5305), aHrniliCbKO MOBOIO:
Po3pgin 2.6.2 NMucbmoBe pestome 3 hapmakonorii, Bepcisa Big 18 rpygHAa 2024 poky; Po3gain
2.6.4 NMucbmoBe pestome 3 hapmakoKiHETUKK, Bepcisa Big 19 rpyaHa 2024 poky; Po3pgin 2.6.6 MucbmoBe
pestome 3 TOKcUKonorii, Bepcisa Big 19 rpyaHa 2024 poky; 3mMiHa HasBU MicLsl NPOBeAEHHSs K/iHIYHOro
BMNPOGYBaHHA [0 NPOTOKO/Y KIiHIYHOrO AocnimkeHHs «MogynbHa chasa I/lla, BigkpuTe 6aratoueHTpoBe
OOCNiHKeHHA 4718 OUiHKM 6e3nekun, nepeHoCcumMocTi, papMakoKiHeTUKK, dhapMakodMHamiky Ta nonepeaHsol
edpekTrBHOCTI 3pocTatounx fo3 AZD5305, ak MoHOTeparnii Ta B KOMGiHaLiT 3 NPOTUNYX/IMHHUMUK 3acobamu y
nauieHTiB 3 NPOrpecyrynMmn CoMmigHUMN 3M08KICHUMM HOBOYTBOpPeHHAMU (PETRA)», kof AOCNimXeHHSA
D9720C00001, Bepcis 12.0, nonpaska 11.0 Big 16 cepnHa 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYJ1IO

CTAJIO

nikap rotbko I.1O.

KomyHasbHe HeKoMepLiiHe nigNpPUeEMCTBO
«Y)ropoAcbka Micbka OGaraTonpodisibHa KiiHiYHa
NiKapHs» Y>Xropoacbkoi MiCbKOT pagu, OHKOorivyHe
BigAineHHs, [lep)XaBHW BULLMIA HaBYaIbHWIA 3aKiag,
«Y)XTOPOACbKWI  HaLiOHa/IbHUI  yHIBEPCUTET»,
Kadpegpa oOHKonorii Ta pagionorii - hakynbTeTy
nicnAguNIOMHOT  OCBITM  Ta  [0YHIBEPCUTETCHKOI
NiAroToBKKW, M. YXXropog,

nikap rotbko .1O.

KomyHasbHe HekomepLiiHe nigNnpUeEMCTBO
«YXropogcbka Micbka 6GaraTonpodiinibHa KniHivHa
NiKapHs» YXropoacbKoi MiCbKOI pagu,
BigoKpemneHuii nigpo3ain «KniHiuHa nikapHsa 3
HeBiAKNaAHUX CTaHiB Ta E€KCTPEHOI MeaU4YHOI
[OMOMOIU», OHKOMOriYHE BiAAiNeHHs, [epxaBHuli
BULLMIA  HaBYaNbHWIA  3aKnag — «YXropoACbKuii
HaLioHa/IbHWIA yHIBEPCUTET», Kadegpa OHKoNOrIT Ta

pagionorii dhakynbTeTy nicnsauMniIoMHOI OCBITU Ta
[OYHIBEPCUTETCHKOT NiArOTOBKM, M. Y)XXropoza,

12. OHoBneHunii po3gin «HAkicTb» [OCbe AOCNIAKYBAHOrO NiKAPCbLKOro 3acoby YnagauuTUHIO
(ABT-494), Bepcia 20.0 C Big 08 nuctonaga 2024 poKy A0 MPOTOKONY KAIHIYHOrO AO0CAIAKEHHS
«baraToueHTpoBe, paHaoMi3oBaHe, NoABiiHe crine, nnaye60-KOHTPOIbOBaHE AOBrOCTPOKOBE NPOAOBXEHE
OOCNiMKEHHS NiATPUMYOYOT Tepanii ANsa BUBYEHHSI e(peKTUBHOCTI Ta 6e3neyHoCTi YnagauntuHioy (ABT-494)
y naLjeHTiB 3 XxBopo6oto KpoHa, Ak 3aBepLunav gocnigpkerHsa M14-431 un M14-433», ko fgocnigpkeHHs M14-
430, 3 iHKOpnopoBaHUMM AgMiHICTpaTUBHMMYK 3MiHaMmu 5,6 1 7 i Monpaskamn 1, 2, 3, 4,5, 6, 7, 7.01, 7.02, 7.04,
8, 8.01, 9 Ta 10 Big 11 6epe3Hs 2024 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «<EB6BI BiothapmachktoTikan3 TM6X», LLseliLapisa

13. 3miHa MicuA nNpoBeAeHHA KJiHIYHOrO BUMPOGYBaHHA [0 MPOTOKO/Y K/IIHIYHOMO AOCHIAKEHHS
«BbaraToueHTpoBe, paH4OMiI30BaHe, NoAgiliHe criine, nnauebo-kOHTpoNboBaHe focimkeHHs hasn llib gns
OUiHKN edieKTUBHOCTI Ta 6esneyHocTi npenapaty OKpenisymad y [AOpPOCNAUX Maui€EHTIB 3 NEepPBUHHO-
NpOrpecyYMM po3cistHUM CKIepo3om», koa agocnimpkeHHs WA40404, sepcis 6 Big 04 nunHs 2024 p.; cnoHcop
- ®. XothdmaHH-/1a Pow /114, Weeinyapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «MiMifli FOKPENH», Ykpaina

BY/O CTAJIO
K.M.H. Taniny J1.®. K.M.H. Tasiny J1.9.
MeguuHuiAi UeHTp ToBapuctBa 3 o6mexeHow | MPUBATHE nanPUEMCTBO «KMIHIKA
BignoBiganbHicTio «CmapT Mepgikan LeHTp», MEAIKOM», KOHCYNbTaTUBHO-AiarHOCTUYHe
M. KniB BigAineHHsA cTauioHapHoro nigposainy
Meaun4yHoro ueHTpy, M. Kuis

14. Bpowypa pgocnigHuka 16pyTuHi6 (IMBRUVICA® (ibrutinib)), BugaHua 18 Big 05 rpyaHs
2024 poKy, aHrnificbKoo MOBOIO; [lOKYMEHT 3 06I'PyHTyBaHHAM [loBigKoBOi iH(hopmauii 3 6e3neku Big
05 rpyaHsa 2024 poKy no Bpowypwu gocnigHuka, BugaHHAa 18, aHrniicbKo mMoBoH; IHchopMaviitHuii
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nuctok i chopma 3rogun, sepcia V13.0UKR(uk)1.0, Big 07 ntotoro 2025 poky, nepeknag yKpaiHCbKOLo
MoBolo Bif, 14 nwotoro 2025 poKy [0 NPOTOKO/Y KIIHIYHOTO AOCAimKeHHA «[MpOoTOKON MNPOAOBXEHHS
NiKyBaHHA MauieHTiB, AKi NPOAOBXYIOTb OTPUMYBaTN KOPUCTL Bif Tepanii iGPYTUHIGOM nic/s 3aBepLUeHHS
yyacti y KAHIYHUX JOCnifMKeHHsAX i6pyTuHiby», kog pocnimkeHHs PCYC-1145-LT, iHkoprnopoBaHuii
nonpaskoto 3 Big 21 BepecHsa 2023 poky; cnoHcop - Pharmacyclics Switzerland GmbH, LLseiiLapis

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

15. 3miHa Ha3B MicUb NPOBeAEHHs KNiHIYHOTO BUMPOOYBAHHA [0 MPOTOKOMNY KAiHIYHOrO AOCAIAKEHHS
«PaHgomizoBaHe, noagiliHe cnine, nnaueb0-KoOHTPOAbOBaHE AOCAIMKEHHS B NapasiefibHUX rpynax Ans OLiHKN
edheKTMBHOCTI, 6e3neyYyHoCTi Ta MNepeHOCMMOCTi AeKcnpamineKkcony [Ans nepopasibHOro 3acTOCyBaHHS
NPOTAroM 24 TUXHIB y NaLieHTiB 3 e031MHOMiIbHOK acTMolo (EXHALE-4)», kog, gocnigxkeHHss AR-DEX-22-03,

nonpaska 3 Bif 25 ceprnHsa 2023 p.; cnoHcop - ApeTest Tepan'toTike IHK. (Areteia Therapeutics, Inc.), CLUA
3asBHuK - TOB «<BOPAABANL, KNIHIKAT TPAINC YKP»

BYNO

CTANO

A.M.H., npod). OcTpoBCbkMit M.M.

KomyHanbHe  HekomepuiiiHe nigNPUEMCTBO
«IBaHO-®PpaHKiBCbKMii oGnacHwii
chTnsionynbmMoHoNOrivHMiA LeHTp IBaHO-
®dpaHKIBCbKOI 06/s1aCHOT  pagu», Big4iNeHHs

Ny/IbMOHO/OTIT, M. |IBaHO-®paHKIiBCbK

A.M.H., npod. OcTpoBcbkuii M.M.

KomyHanbHe  HekomepuiiiHe  NiANPUMEMCTBO
«UeHTp iHdeKUiliHMX 3axBoploBaHb |IBaHO-
®paHKIBCbKOI 06/1aCHOI  pagu», BiA4I/IEHHS

MyNbMOHONOrIT, M. IBaHO-PpaHKiBCbK

K.M.H. MNpumyko H.A.

JepxaBHa ycTtaHoBa «HauiOHaNbHUIA IHCTUTYT
c¢rusiarpii i nynbmoHonorii im. ®.I'. AHOBCbLKOro
HauioHanbHOI  akagemii  MeguYHUX  HaykK
YKpaiHu», BigaineHHsa nysnbMoHonorii, M. Kuis

K.M.H. Mpumyiko H.A.

JepxaBHa ycTaHoBa «HauioHanbHUIA HayKOBUMA
LeHTp dTusiarTpii, Ny/IbMOHOJOrIi Ta anepronorii
iMeHi ®.I'. AHoBcbkoro HauioHanbHOI akagemii
MeANYHUX HayK YKpaiHu», BiA4iNEeHHs
nynbMOHoNOriT, M. Knis

K.M.H. MockaneHko C.M.

[epxaBHa ycTtaHoBa «HauiOHa/IbHUA HCTUTYT
dTusiarpii i nynbmoHonorii im. ®.I'. AHoBCbLKOro
HauioHanbHOI  akagemii  MeAUWYHUX  HayK
YKpalHu», BigfileHHA diarHoCTuKK, Tepanii Ta
KNiHiYHOT  (papmakoniorii  3axBOploBaHb  JiereHb,
M. Kuis

K.M.H. MockaneHko C.M.

AepxaBHa yctaHoBa «HauioHafibHUI HayKOBWUA
LeHTp cpTusiarpii, nynbMoHosoril Ta anepronorii
iMeHi ®.I. AHOBCcbKOro HauioHanbHOI akagemii
MeANYHUX HayK YKpaiHu», Big4iNIeHHA
AiarHocTuky, Tepanii Ta K/IiHIYHOT dhapmakonorii
3axBOpPKOBaHb JiereHb, M. Kuis

O.M.H. Kypuk J1.M.

[epxaBHa yctaHoBa «HauiOHa/IbHUIA HCTUTYT
c¢Tusiarpii i nynbmMmoHonorii im. ®.I'. AHOBCbLKOro
HauioHanbHOI  akagemii  MeguYHUX  HayK
YKpaiHu»,  BigaineHHss  GPOHXO00BCTPYKTMBHUX
XBOPOO nereHb, M. Kuis

O.M.H. Kypuk J1.M.

AepxaBHa yctaHoBa «HauioHasibHUI HayKOBWIA
LeHTp dTusiarTpii, Ny/IbMOHOJIOrii Ta anepronorii
iMeHi ®.I'. AHoBcbkoro HauioHanbHOI akagemii
MeaNYHUNX HayK YKpaiHn», BigAiNEHHS
OGPOHXO006CTPYKTUBHUX XBOPOO6 f1ereHb, M. Kuis

16. Bpouwypa gocnigHuka CT-P53, Bepcia 2.2 Big 06 ntotoro 2025 poky, aHrNificbKO MOBOI [0
MPOTOKOJTY K/iIHIYHOTO gochimkeHHs «dPa3za 1/3, noagiiiHe cnine, paHAOMi30BaHe, 3 akTVBHUM KOHTPOSEM, Y
napanensHUX rpynax AocaifKeHHs 415 NOPiBHAHHA epeKTUBHOCTI, (hapMakoKiHETUKM, hapMaKkoJMHaMIK1 Ta
6e3nekn npenapaty CT-P53 i npenapaty OKpeBYC Yy Maui€eHTIB 3 peuuamnByoyo-peEMITYIOUMM PO3CISHUM
CKnepo3som», Ko gocnimxkeHHsa CT-P53 3.1, Bepcis 2.3 Big, 18 »x0BTHA 2024 poky; cnoHcop - CENNTPIOH, IHk.,
Pecny6nika Kopes (MisgeHHa Kopes) / CELLTRION, Inc., Republic of Korea (South Korea)

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

17. Bpowypa pocnigHuka Ha pgocnigkyBaHWiA nikapcbkuii 3acié Cenerimod, Bepcia 15 Big rpygHAa
2024 p., aHrniicbkoo MOBOLO; PeknamHi NIUCTIBKN AN XBOPUX 3 NMOMIPHUM aG0 TSHXKKAM CUCTEMHUM
4YepBOHUM BOBYaKOM MPO NpPoBeAeHHs MDKHaApPOAHOro KniHiYHOro aocnipxeHHA ¢asu 3 Ta cTucna
iHpopmauis npo gocnigkeHHsA, Bepcia 7.0 Big 17 rpyaHa 2024, aHINiACbKOIO Ta YKPAIHCbKOO MOBamMMu;
Aocbe pocnigxyBaHOro nikapcbkoro 3aco6y Cenerimod - sikictb, Bepcia 1 Big 13 ciuHa 2025 p.,
aHrNiNCbKOK MOBOIO [0 NPOTOKO/Y K/iHIYHOrO gocnigpkeHHs «dasa 3, 6araToLeHTpoOBe, paHA0MI30BaHe,
noagiiHo  3acninneHe, nnaueb0-KOHTPONbOBaHE, B NapanefibHUX rpynax A[OCAIMKEHHS AN OLiHKM
eheKkTMBHOCTI, 6e3nekn Ta nepeHocumocTi LieHepumoa y [0pPOC/MX NAUEHTIB 3 CUCTEMHUM YepBOHUM
BoBYakoM (CYB) cepeHbOro Ta TSHKKOrO CTyneHs Ha qooHi 6a30B0i Tepanii», kog gocnigxeHHs 1D-064A302,
thiHanbHa Bepcia 2 Big 06 rpyaHa 2023 p.; cnoHcop - Idorsia Pharmaceuticals Ltd, Switzerland

3asaBHUK - TOB «CaHaKnic», YkpaiHa



18. MpoTtokon KniHiyHOro pocnimkeHHAa J2G-MC-JZJX, Bepcia 3 nonpaskoto (i) Big 16 ciuHA
2025 poKy aHrniiicbkolo mMoBOl; Bpolypa pocnigHuKa AoCAigKyBaHOro JliKapCbKOro 3acooy
CennepkartiHio, Bepcia Big 23 »oBTHA 2024 poKy aHrnificbkoo MoBolo; IHpopmauisa ansa nauieHTa
pocnipkeHHa Ta Popma IHcpopmoBaHOi 3roau Ans yyacTi y AocnigpKeHHi AN BUKOPUCTaHHA B YKpaiHi
YKpaiHCbKOI MOBoO10, Bepcisi Ne 7.0 Big, 15 ciuHa 2025 poky; IHpopmauis ana nauieHTa gocnigxeHHA Ta
®dopma IHdopmoBaHoi 3roau Ans nepexogy Ha iHWe nNikyBaHHA B paMKax [OOC/iAKEeHHs AN
BUKOPUCTAHHA B YKpaiHi yKpaiHCbKOI0 MOBOIO, Bepcia Ne 7.0 Big 15 ciuHa 2025 poKy [0 NpOTOKOy
KniHiyHoro pocnimkeHHss «LIBRETTO 432: [MMnauebo-koHTposibOBaHE MOABiiHE criine paHAoMi3oBaHe
pocnimkeHHss 3 a3y Ogna  OUiHKM  afd’loBaHTHOI Tepanii  ce/inepkKatUHIGOM nicns  pagukasibHOT
JNIOKoperioHapHoi Tepanii y nauieHTiB 3 HeApiGHOKMITMHHMM pakom nereHi ctagii IB—IIIA 3 HasBHICTIO
riopugHoro reHa RET», kog pgocnipxeHHa J2G-MC-JZJX, Bepcisa 3 nonpaskoto (h) Big 17 ceprHa 2023 poky;
cnoHcop - Eni Ninni eng Komnari, CLWA / Eli Lilly and Company, USA

3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

19. KapTka HaragyBaHHA npo Bi3uT: «MK4482-023_Appointment Reminder Card V1 _Ukrainian-
UA_13JAN2025», ykpaiHCbKOIO MOBO0; CBifiloLTBO NPO 3aBepLUEHHSs y4yacTi B fOCiMKeHHi: «MK4482-
023_Completion Certificate_V1_Ukrainian-UA_13JAN2025», yKpaiHCbKOI0O MOBOIO; JIMCT-3BEpPHEHHA
Ao naudieHTa: «MK4482-023_Dear Patient Letter_V1_Ukrainian-UA_13JAN2025», yKpaiHCbKOIO MOBOIO;
Bpouwypa woao Ha6opy nauieHTiB: «MK4482-023_Recruitment Brochure_High Risk_V1_Ukrainian-
UA_13JAN2025», yKpaiHCbKOI0 MOBOIO; Pnaep wono Hadopy nauieHTiB: «MK4482-023_Recruitment
Flyer_V1_Ukrainian-UA_13JAN2025», ykKpaiHCbKOIO MOBOI; [Mnakat woao HaGopy nauieHTIB:
«MK4482-023_Recruitment Poster_V1_Ukrainian-UA_13JAN2025», yKpaiHCbKOO MOBOI; MarHit-
HaragyBaHHs: «MK4482-023_Reminder Magnet_V1_Ukrainian-UA_13JAN2025», yKpaiHCbKOI MOBOIO;
IHhopMauiiHuii  nuct  npo  pgocnimkeHHs: «MK4482-023_Study Fact Sheet V1_Ukrainian-
UA_13JAN2025», ykpaiHCcbKOlo MoBOI0; KapTka nogsku: «MK4482-023_Thank You Card_V1_Ukrainian-
UA_13JAN2025», YKpaiHCbKOIO MOBOI0; Kanengap Bi3uTIB: «MK4482-023_Visit
Calendar_V1_Ukrainian-UA_13JAN2025», yKkpaiHCbKOIO MOBOIO [0 NPOTOKOJ/TY KNiHIYHOTO AOCNIIKEHHSA
«PaHgomizoBaHe, nnaueb0-KOHTPONbOBaHEe, MOABIHE Cchine KAiHiYHEe JocnimpKeHHA 3 goasy A4S OLHKM
ehekTnBHOCTI Ta 6e3nekn mosiHynipasipy (MK-4482) y HerocnitasnizoBaHux gopocnmx i3 COVID-19 3
BMCOKMM PU3MKOM MpPOrpecyBaHHsA XBOpobw», koa gocnimkeHHss MK-4482-023, sepcis 00 Big 27 cepnHs
2024 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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



