Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rAsAHYTUX Ha 3acigaHHAX HEP Ne27 Big 06.11.2025, HTP Ne4l
BiA 06.11.2025, Ha siki 6y/In OTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. «PaHgomi3oBaHe BigkpuTe GaratoueHTpoBe pocnimkeHHs Il dhasm 3 ouiHkM 6pPenoBiTyry B NMOPIBHAHHI 3
BiACTPOYEHOIO Tepanieto Npu NiKyBaHHI XPOHIYHOro BipycHoro renatuty D (kogoBe no3HavyeHHs: AZURE-4)»,
Koa pgocnimkeHHa BJIT-778-304, pepakuis 2.0 Big 20 cepnHs 2025 p., cnoHcop - «bnymken Tepam'toTike, IHK.»
[Bluejay Therapeutics, Inc.], CLLA

dasza - Il

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC AV-YKPAIHA»

No M.1.6. BignoBigansHoOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA

1. O.M.H., npodh. Kosanb T.I.

ToBapucTBO 3 O0OMEXEHOW BiANOBIAANLHICTIO «MeanyHWil LEeHTp 300poB'a Ta peabinitauii
«100 BigcOoTKIB XUTTA», MNonTaBckbKe BigaineHHs, M. Montasa

2. K.M.H. MapTuHiok I".A.

KomyHasibHe HekomepuiiHe MignpueMcTBO «LleHTpasibHa Micbka slikapHsi» PiBHEHCBKOI MICbKOT
paaun, ObnacHWiA NikyBaslbHO-AiarHOCTUYHWIA renaToIorivyHUiA LeHTP, M. PiBHe

2. «[10BrocTpoKoBe pO3LIMPEHE AOCNIMKEHHS ANS BMBYEHHS e(EKTMBHOCTI Ta 6e3neyHoCTi npenapaty
BepekiTyr (UPB-101) y 4OPOCNNX YYAaCHUKIB 3 BaXXKOK aCTMOL0, siKi 3aBepLumau gocnimpkeHHss VALIANT», kog,
pocnigpkeHHss UPB-CP-05, Bepcis 2.0 rno6asnbHa nonpaska 1 Big 15 cepnHa 2025 p., cnoHcop - AncTpim bio,
IHK., CLLA [Upstream Bio, Inc., USA]

®a3za -l

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3Ba Micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1. A.M.H., npodh. OcTpoBcbkuii M.M.

KomyHanbHe HekomepLiiiHe nignpueMcTBOo «LLeHTp iH(DeKLUiHMX 3aXBOploBaHb |BaHO-PpaHKiBCbKOI
06/1aCHOI paan», BiaaiNeHHs1 Ny/IbMOHO/OTIT, M. IBaHO-PpaHKIiBCbK

2. O.M.H., npody. KoBaneHko C.B.

O6niacHe kOMyHa/lbHEe HeKoMepLjiiHe MiANPUEMCTBO «YepHiBelbka obnacHa KAiHIYHA MiKapHSa»,
BiAAiNeHHS NyNbMOHOAOrIT, M. YepHiBui

3. «PaHgomizoBaHe GaraToLEHTpPOBE MNOABIiHE cnine nnauebo-KOHTPO/IbOBaHE AOCAIMKEHHSA dhasn 2a 3
OUiHKM ed)eKTMBHOCTI, 6e3nekn Ta dapmakoKiHETUKM OaratokpaTHUX pAo3 npenapaty TRIV-509 ans
NigWKIPHOro BBELEHHSA Y AOPOCANX MAaLieHTIB 3 atoniyHMM AepMaTUTOM cepeiHboro abo BaXXKOro CTyneHs
TSHKKOCTI», koA, gocnigpkeHHs 509-101, sepcisa 2.0 Big 18 nunHa 2025 poky, cnoHcop - TpiseHi baiio, IHk., CLUA/
Triveni Bio, Inc., USA

®a3a - lla

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

No M.1.6. BignoBigasibHOro AocnigHuka

n/n HasBa Micusa NpoBeAeHHs KNiHIYHOro BUNPo6yBaHHS

1. nikap PyaeHko I.B.

TOBAPNCTBO 3 OBMEXEHOIO BIAMOBIJANBHICTIO «APEHCIA EKCI/IOPATOPI
MEZAICIH», Bigain KNiHiYHMX gocnimpkeHb MeamyHoro LeHTpy, M. Knis

4. OHOBNEHNIT NPOTOKO KAiHIYHOro BUNpoGyBaHHA, Bepcifa 3.0 Big 21 nunHa 2025 poKy aHrNilicbKoto
MmoBoto; OHoBneHa Opowypa pgocnigHuka no npenapary bBbanuyuHpeHoH (Balcinrenone) Ta
BanuuHpeHoH (Balcinrenone)lfanarnichnosun (Dapagliflozin), Bepcisa 9.0 Big 20 cepnHa 2025 poky
aHrnificbkoo moBoto; IHchopmauis npo pgocnigpxkeHHsa Ta dpopma iHpopmoBaHOI 3roau, JlokasibHa
Bepcis Homep 2.0 Big 02 BepecHA 2025 poKy AnA YKpaiHW YKPaiHCbKOK MOBOIO Ha OCHOBi Mactep
Bepcii Homep 2.0 Big 30 nunHa 2025 poky; 36iNblIeHHA TepMiHYy NpuUAATHOCTI AocAigKyBaHUX



nikapcbkux 3aco6iB banuuHpeHoH (Balcinrenone)/fanarnicnosund (Dapagliflozin) 15 mr /10 mr ta
BanuuHpeHoH (Balcinrenone)! AanarniconosuH (Dapagliflozin) 40 mr /10 mr 3 30 micsiLiB A0 36 micAuiB;
OHoBnNeHHA po3ainiB [flocbe AocnigKyBaHOro nikapcbKkoro saco6y BbanuuHpeHoH (Balcinrenone)l
[anarnichnosun (Dapagliflozin), aHrnilicbkoto moBoto: Betyn [locbe AOCiAXKyBaHOrO NiKapcbKoro
3acoby banuuHpeHoH (Balcinrenone)l AanarnidnosunH (Dapagliflozin), TBepai kancynu, Bepcia 2.0
Big 15 nunHAa 2025 poky; P.8 CrabGinbHicTb ANA AOCNiAKyBaHOro ikapcbkoro 3saco6y: P.8.1 A
KopoTtkuii onuc ctaGinbHOCTi AocnigKyBaHOro nikapcbkoro saco6y BanuuHpeHoH (Balcinrenone)/
AanarnicpnosuH (Dapagliflozin), TBepgi kancynu, Bepcisa 5.0 Big 15 nunHa 2025 poky; P.8.1 B BucHoBok
Wwoao CcTaGiNbHOCTI  AOCNifKyBaHOrO JlikKapcbkoro 3aco6y bBanuyuHpeHoH (Balcinrenone)l
AanarnicbnosuH (Dapagliflozin), TBeppgi kancynu, Bepcisa 5.0 Big, 15 nunHA 2025 poky; P.8.3 AaHi wopao
CTabiNbLHOCTI [AOCNiAKyBaHOro nikapcbKoro 3aco6y BbanuunHpeHoH (Balcinrenone)l OanarnidpnosuvH
(Dapagliflozin), TBepai kancynu, Bepcis 5.0 Big 15 nunHa 2025 poky; Po3gin 2.6.4 NucbmoBe pestome 3
dapMaKOKiHETUKN, JliKapcbka pevuoBuHa AZD9977, Bepcia Big 27 uepBHA 2025 poKy aHI/iACbKOIO
MoBoto; Po3ain 2.6.6 MucbMoBe pestome 3 TOKCUKOOTrIT, Nikapcbka pe4oBuHa AZD9977 GasiuMHPEHOH
(balcinrenone), Bepcis Big, 24 uepBHA 2025 poKy aHrnilicbKoto MoBoto; Po3gin 2.6.7 TabnuuHe pestome
3 Tokcukonorii, nikapcbka peyoBuHa 6anunHpeHoH (balcinrenone), Bepcia Big 18 nunHa 2025 poky
AHINiNCbKOK MOBOIO [0 MPOTOKOSY KAiHIYHOTO JOCNIAKEHHS] «PaHfomi3oBaHe, MOABINHE chine AOCNiLKEHHS
dhasmn 3 404 ouiHkM BNAnBY npenapaty banuyuHpeHoH/Janarniddno3unH nopisHAHO nvwe 3 Janarnid)103vHOM
Ha pU3NK BUHUKHEHHS SIBULL, CepLeBOl HeL0CTATHOCTI Ta cepLeBo-CyAUHHOT CMepTi Y NauieHTiB i3 cepLeBoto
HeJOCTaTHICTIO Ta NopyLUeHHAM (PYHKLUIT HAPOK», ko4 AocnimkeHHa D6402C00012, sepcia 2.0 Big 11 ciyHA
2024; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

5. Bpolwypa pgocnigHuka ansa AocnigKyBaHOro nikapcbKoro 3aco6y naseprtiHio (YH25448), Bepcia 16
Big 08 nunHA 2025 poky; 3pa3kM MapKyBaHHA ANnA nikapcbkoro 3aco6y lecpiTiHiG (komepuiiiHuii
npenapart FeqiTiHi6-PaTtiohapm®), 250 mr, 10 Ta6N1eTOK, BKPUTUX MJ1IBKOBOKO 060J/10HKOO, Bepcia 1.0
Big 17 nunHa 2025 pokKy (YyKpaiHCbKOK MOBOI); 3pa3ku MapKyBaHHA AN JliKAPCbKOro 3acooy
FedpiTiHi6 (KOoMmepuiiiHuii npenapaT lediTiHi6-PaTiochapm®), 250 mr, TaGseTKn, BKPUTI NJ1iBKOBOIO
060/10HKOI0, BMicT: 3 6nictepu, no 10 TabneTok y 6nictepi, Bepcia 2.0 Big 18 nunHA 2025 poky
(ykpaiHcbKolo MoBO10); IHchopMmauin ana nauieHTa Ta dopma iHcpopmoBaHoi 3roau (ana NMoaoBXeHHSA
nepiogy pAocnipkeHHs), Bepcia 9.0 Big 11 BepecHsa 2025 poKy, YKpPaiHCbKOI, POCiliCbKOK Ta
aHrniicbKkoo MoBamu Asisl YKpaiHu Ha OCHOBI MbKHapogHoi mogeni ®I3 gns 0CHOBHOro focnigkKeHHsA
(ocHoBHa ®PI3 ana MNMogoBXeHHA nepiogy AocnimkeHHs), Bepcia 9.2 Big 29 cepnHa 2025 poky [0
NPOTOKONY K/IHIYHOro AocnimkeHHs «PaHgomizoBaHe, noggiiHe cnine gocnimpkeHHs ®asu Il gna ouiHku
edheKTMBHOCTI Ta 6e3nNeYHOCTi Na3epTiHidy B NOPIBHAHHI 3 rediTiHIGOM K Tepanii nepLoi NiHii B NauieHTiB 3
MiCUEBO-MOLIMPEHNM ab0 MeTacTaTUd4HUM HeApPiIOHOKMITUHHUM pPakoM NereHiB 3 MyTauli€eto, WO CEHCUTU3YE
peuenTop enigepMasibHOro hakrtopa pocTy», Kog, AocnimkeHHs YH25448-301, sepcisd 3.2 Big 31 ciuHA
2025 poky; cnoHcop - Yuhan Corporation, Republic of Korea / FOxaH KopnopeiiwwH, Pecny6nika Kopes
3asaBHUK - TOB «MAPEKCEN YkpaiHa»

6. Bpolwypa gocnigHuKa gocnigpkyBaHOro nikapcbkoro 3acody RO7197597 (Giredestrant, GDC-9545),
Bepcia 9 Big 13 TpaBHA 2025p., aHrNIACbKOK MOBOK [0 MPOTOKO/Y KAIHIYHOTO AOC/iLKEHHS
«PaHpomizoBaHe, BigKpuTe, baratoueHTpoBe gocnigxeHHs dasu Il 3 ouiHK1 edekTUBHOCTI Ta 6e3MeUHOCTI
aj’'toBaHTHOI Tepanii ripefecTpaHToOM NOPIBHAHO 3 af’t0BaHTHOK €HAOKPUHHOK MOHOTepanieo 3a BUO6OpoOM
nikaps B NaLieHTIB 3 eCTporeH-peLenTop-no3nTneHuM, HER2-HeratMBH1UM pakoM MOJ/IOHYHOT 3a/1031 Ha PaHHil
cTagii», ko gocnigxeHHs GO42784, Bepcis 5 Big 25 cepnHsa 2023 p.; cnoHcop - ®. XoddmaHH-/1a Poww J1T4,
Leeiyapia (F. Hoffman-La Roche Ltd., Switzerland)

3asBHuK - TOBAPUCTBO 3 OBEMEXXEHOHO BIAMNOBIAANBHICTHO «MiMi4i FOKPEH>, YKpaiHa

7. Dopatok 1 Big 14 cepnHAa 2025 poky Ao Bpowypu gocnigHuka 16pyTnHio (IMBRUVICA® (ibrutinib)),
BuaaHHA 18 Big 05 rpyaHs 2024 poky, aHr/1iiCbKOO MOBOLO; [lOKYMEHT 3 06I'pyHTYBaHHAM [0BiAKOBOI
iHdbopMmauii 3 6e3neku Big 29 cepnHA 2025 poky ao Bpouwypu gocnigHuka, BugaHHsa 18, avrniicbkoro
MoBolo; IHchopmauiiiHuii nncTok i hopma 3rogu, Bepcia V14.0UKR(uk)1.0, Big 16 BepecHsA 2025 poky,
nepeknag YKpaiHCbKOK MOBOIO Big 22 BepecHsa 2025 poKy; 3miHa HasBM Micus MNpoOBefEeHHA
BUNPOOYBAHHSA 10 NPOTOKO/Y K/iHIYHOrO A0CNiAXeHHs «[MpOTOKON NPOAOBXEHHS NiKyBaHHS NaLEHTIB, SKi
NPOAOBXYIOTb OTPMMYBaTU KOPWUCTb Big Tepanii iGPYTUHIGOM nicns 3aBepLIeHHs y4vacTi Y KNiHIYHUX
OOCNIMKEHHSIX IBPYTUHIBY», KoA, aocnimkeHHss PCYC-1145-LT, iHkoprnopoBaHuii nonpaBkoto 3 Bifg 21 BepecHs
2023 poky; cnoHcop - Pharmacyclics Switzerland GmbH, LLBeiiuapis

3asBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»



BYNO

CTA/NO

3aB. LUeHTpom YceHko IM.B.

KomyHasnbHe HekomepLiiHe nignpuemctBo «Micbka
KniHiyHa nikapHa Ned» [HINPOBCLKOI MICbKOT paju,
remartonoriyHe BigaineHHsa, M. JHinpo

3aB. Bif. YceHko I'.B.

KomyHasnibHe HekomepLiiHe nignpuemctBo «Micbka
KniHiyHa nikapHa Ned» [HINPOBCHLKOT MICbKOT paau,
remartosioriyHe BiafiNneHHs 3 6/10KOM
TpaHcnnaHTauil remMonoeTuyHUX CTOBOYPOBUX
KNiTUH, M. [IHINpO

8. 3miHa Micub nNpoBeAEeHHSA KJiHIYHOrO BUNPOOYBaHHA [0 NPOTOKOAY KAIHIYHOTO AOCAiSKEHHS
«BbaraToueHTpoBe paHAOMI30BaHe NOABIHO crine gocnigpkeHHs |l dhasuy, Wwo NnpoBOANTECA 3 METOH OLHKN
edheKTMBHOCTI, 6€3neYHOoCTi Ta nepeHocumocTi npenaparty IMU-838 y nopiBHSAHHI 3 NAauebo npu nikyBaHHi
[OpOCNUX NauieHTIB i3 peunamByouMM pPO3CISHMM CKiepo3om (KogoBe no3HadeHHs: ENSURE-2)», kopg
pocnipkeHHs P3-IMU-838-RMS-02, octatouHa pegakuist 4.0 Big 18 6epesHs 2024 poKy; CNOHCOP - «IMMYHIK

Al» [Immunic AG], HimevunHa

3asiBHVK - TOB «BOP/ABANL, KNIHIKAN TPAINC YKP»

BYJIO CTAJNIO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomyHanbHe HekomepuiiHe nignpuemctBo | TOBAPUCTBO 3 OBMEXXEHOHRO
«JIbBiBCbKe TepuTopiasibHe meguyHe | BIANOBIAA/IbHICTIO «HEWPO®OKYC»,
06 egHaHHA «KniHiyHa nikapHA nnaHoBoro | M. JIbBiB
NiKyBaHHA, peab6initauii Ta  naniaTMBHOI
gonomoru», HeBposioriyHe BiggineHHA 3

MeAUYHOIo peabinitauieto, M. J/IbBiB

4.M.H., npodp. Kanbbyc O.1.

BigokpemneHuit CTPYKTYpPHUii nigposain
«YHiBepcuTeTCbKa nikapHsA» [ HINPOBCbLKOro
AepXaBHOro MeAWYHOro yHiBepcurery,
BigAiNeHHs HeBpOoIoril, AHinpoBCcbKuiA
OepXaBHUIA MeguuyHWiiI YHiBepcuTeT, Kadeppa
HeBponorii, M. IHiNpo

A.M.H., npodp. Kanbbyc O.1.
YHiBepcuteTcbka  NiKapHs
OepXXaBHOTO MeAUYHOro
BigAiNeHHs1 HeBpooril, M. JHiNpo

JAHinpoBCcbKOro
YHiBepcurerty,

nikap 3axaposa J1.A.

[epxaBHa ycTaHOBa «YKpaiHCbKUI [epXaBHUIA
HayKoBO-AoCNigHWIA iHCTUTYT MeUKo-
coujiasibHUX npoé6nem iHBaNnigHOCTI
MiHicTepcTBa OXOpPOHU 300pPOB’A  YKpaiHU»,
BiAQiNeHHA HeBpoJsiorii Ta peaGinitayii 3
LleHTpom Tepanii 6010, M. [JHiNpo

nikap 3axaposa /1.A.

[HinpoBcbKa KNiHiYHa NiKapHsA Ha 3ai3HUYHOMY
TpaHcnopTi inii «LleHTp OXOpOoHU 3[0pOB A»
AT «YKp3anisHULA», HEBPOJIOriuHe BigaineHHsA
cTauioHapy, M. [JHinpo

K.M.H. Mopo3 O.M.

[epxaBHa ycTaHOBa «YKpaiHCbKWI [OepXaBHWUiA
HayKOBO-AOCMIAHUA HCTUTYT MeAUKO-coLia/ibHMX
npobnem iHBanigHOCTI  MiHicTepcTBa OXOpPOHU
3[40pOB’A YKpaiHW», HeBpONoriuHe BigAineHHs,
M. JHinpo

K.M.H. Mopo3 O.M.

[epxaBHa YcTaHOBa «YKpPaiHCbKU Aep>KaBHWi
HayKOBO-A0CAIAHNLBKWNIA IHCTUTYT MeaunKo-
couianbHux npobnem iHBasigHOCTI MiHicTepcTBa
OXOPOHM  300pOB'A  YKpaiHu»,  BiggpineHHs
HeBponorii 3 LleHTPOM pO3CiSHOro ckneposy,
M. [JHinpo

nikap Xaitos P.IM.

MeauuHuii ueHTp KomyHanbHoro nignpuemcrea
«[lHinponeTpoBCbLKWUii oGnacHwuii
cneujianizoBaHuii peaGiniTauiiiHuin LEeHTp
«COoHNiA nmvaH» AHinponeTpoBCbKOi
o6nacHoi pagu», BigAiNeHHA BiQHOBHOrIO
niKyBaHHA Hacnigkis 3anaJibHuX,
[ereHepaTuBHUX, AeMieniHisyrunx
3axBoploBaHb HepPBOBOi cuctemn, ToBapucTeo 3
o6MeXeHOo BignoBiganbHICTIO «[IHINPOBCBLKUIA

MepUYHUIA iHCTUTYT TpaguuiAHo| i
HeTpaguuiiHOl MeAULMHNY, Kadegpa
«BHYTPILWHBOT MeAULUHU 3 Kypcom

npodpiNakTUYHUX AUCUUNAiIH», M. [HINpo

nikap Xaitos P.IM.

TOBAPUCTBO 3 OBMEX>XEHOHRO
BIANOBIAANBHICTIO «MIHICTEPCTBO
CMNOKOK TA BIAHOBJ/IEHHSA», M. [Hinpo




9. BK/IIOYEHHA [0[ATKOBUX MicLb MpoBefeHHA KNIHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
pocnipkeHHa «baraToueHTpoBe, BigkpuTe gocnimxkeHHs 11l dpasn 4N ouiHKM AOBroCTPOKOBOI 6e3neyHOoCTi Ta
epekTVBHOCTI B y4acCHUKIB, AKUM Hapasi MpoBOAMTLCA NiKyBaHHA ab0 CMOCTEPEXEHHS Y OOCMNIIKEHHSX, L0
BK/IlOYaAlOTL NemM6ponisymad», kof pocnimkeHHs MK-3475-587, 3 iHkopnopoBaHot nonpaskoto 08 Bif
25 ntoToro 2025 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3Ba micusi NpoBeAEHHS K/TiIHIYHOTO BUNPOOYBaHHS

1. | nikap NMineybka O.IM.

KomyHasibHe HekoMepuiiiHe NignpPUeEMCTBO «)KUTOMUPCBLKUIA 061aCHWUI OHKOMOTIYHUIA AucnaHcep»
XXnutommupcbkoi 061acHoT paaun, BigaiieHHs KiHiYHOT OHKONOTiT, M. XKuToMup

2. | nikap loteko L.

BigokpemneHnii nigpo3gin «KniHivHa nikapHa 3 HEBIAKIa4HWX CTaHiB Ta EKCTPEeHOi MefuuyHOl
JonomMorv» KoMyHas/IbHOrO HEKOMEPLHOIo NiANPUEMCTBA «YXropoAcbka Micbka 6araTonpodisibHa
KNiHIYHA NikapHSA» Y>XropoAcbKoi MICbKOI paaun, OHKOMONIYHE BiaAdi/IeHHs, M. Y)XXropoa

3. | nikap NapamoHoB B.B.

KomyHanbHe  HekomepliliHe  nignpuMeEMCTBO  «KnMiHIYHMIA  LEeHTP  OHKonoril,  remaTtonorii,
TpaHCNAaHToOrii Ta NaniaTMBHOI AONOMOrM Yepkacbkoi 061acHOi paaw», Biaain KniHiYHoT OHKoAoriT
(OHKOXiMiOTEpaneBTUYHWIM), M. Yepkacu

4. | A.M.H., npod. /lnceHko C.A.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «IMoAiibCbKWi perioHanibHWiA LEHTP OHKONOTIT BIHHULbKOT
obnacHol pagu», XimioTepaneBTUYHE BiAAINEHHA 3 JIDKKaMW [OEeHHOro nepebyBaHHA MauieHTIB,
BiHHULbKWIA HauioHabHWIA MeanyHwin yHiBepcuteT iM. M.l MuporoBa, kadegpa npoMeHeBOI
JiarHoCTUKM, NPOMEHeBOI Tepanii Ta OHKO/IOrii, M. BiHHMLSA

10. OHoBneHui MpoTokon KniHiuHOro pgocnigpkeHHa VIR-CHDV-V203, MNonpaBka 2, Bepcisa 1.0 Big
01 cepnHsa 2025 poKy, aHrniiicbkoo MOBOI; Bpowypa gocnigHuka ana ToGeBicapTty (VIR-3434),
BuaaHHA 5 Big 04 yuepBHA 2025 poKy, aHrniicbKo MoBOIO; floaaTtok 1 Big 25 nunHa 2025 poky go
Bpowypu gocnigHuka ana Tooesicapty (VIR-3434), BugaHHs 5 Big 04 uepBHs 2025 poKy, aHIiNCbKOIO
MoBoto; Bpouwypa gocnigHuka ana Ene6cipaHy (VIR-2218), BugaHHA 7 Big 04 uepBHA 2025 poky,
aHrniicbkoo MoBot; floaatok 1 Big 25 nunHsa 2025 poky go Bpowypu gocnigHuka gns EneécipaHy
(VIR-2218), BugaHHsa 7 Big 04 uepBHs 2025 poKy, aHIMiNcbKO MOBOLO; IHpopMaLiiHUA NUCTOK Ta
cthopma iHpopmoBaHoi 3rogn, Bepcia V5.0UKR1.0 Big 24 nunHa 2025 poKy, aHrAilicbkoo MOBOIO;
IHhbopmauiiiHuiAc nucTtok Ta cpopma iHchopmoBaHoi 3roau, Bepcia V5.0UKR(uk)1.0 Big 24 nunHsA
2025 poKy, nepeknag BUKOHAHO Big 12 cepnHA 2025 poky; IHdopmauiiHuii nucTok i dopma
iHcbopMoOBaHOi 3rogn Ha HEOBGOB’A3KOBE NigAOCNiMKEHHA 3 Gioncielo nedviHku, Bepcia V4.0UKR1.0 Big,
24 nunHAa 2025 poky, aHrnificbkoo MoBowo; IHhopmauiiiHuii nucTok i hopma iHchopMoBaHOI 3roau Ha
HeO0GOB’sAI3KOBE NiAAOC/IAKEHHA 3 Gioncieto neyviHky, Bepcia V4.0UKR(uk)1.0 Big 24 nunHsa 2025 poky,
nepeknag BMKOHaHo Big 08 cepnHsa 2025 poky; IHopmauiiiHuii nMcToK Ta chopma iHhopMOBaHOi 3rogu
ANA BariTHOI yyacHuui aGo BariTHOI MapTHEpPKM yyacHuUKa pocnigkeHHs, Bepcia V3.0UKR1.0 Big
18 nunHA 2025 poKy, aHrnilicbKkol MoBOIO; IHhopmauiiHuii nMcToK Ta ¢hopma iHthopMmoBaHOT 3rogu
ANA BariTHOI yyacHuLi a6o BariTHOI MapTHEPKU yyacHUKa gocnimxeHHs, Bepcia V3.0UKR(uk)1.0 Big,
18 nunHa 2025 poky, nepeknag BUKOHaHO Big 08 cepnHa 2025 poky; 3pa3oK eTUKeTKU Ansa
AocnipKyBaHOro sniikapcbkoro 3aco6y VIR-3434 y Burnapgi 6yknety, sepcis 1.0 Big 16 kBiTHA 2025 poKy,
GaraTbMa MoOBamMu, BK/IIOHaUU YKPAIHCbKY; 3pa3oK eTUKeTKU ANA [AOCNifKYyBaHOro ikapcbKoro
3acoby VIR-2218 y Burnsai 6yknety, Bepcia 1.0 Big 13 rpyaHa 2024 poky, GaraTbma MoBamu,
BK/1IOYAIOUUN YKPATHCbKY [0 NPOTOKO/Y KNiHIYHOTO OOCNIOAXKEHHSA «PaHOoMi3oBaHe BigKpUTE OOCNILKEHHS
ha3nm 3 4n1a ouiHkM ed)eKTMBHOCTI Ta 6e3neyvyHoCTi KOMGIHOBaHOI Tepanii npenaparamy TobGesiGapT +
eneocipaH B y4acHUKIB i3 XpPOHIYHOIO iHgekLUieto, saky Buknukae BID (ECLIPSE 1)», kog gocnimpkeHHs VIR-
CHDV-V203, OpuriHan, Bepcisa 2.0 Big 07 nuctonaga 2024 poky; cnoHcop - Bip BaiiotekHonogxi, IHk., CLUA /
Vir Biotechnology, Inc., USA

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

11. [docbe pAocnimKyBaHOro nikapcbkoro 3aco6y SPY002-091 (IMPD-Quality), pepakuisa 2.0 Big
04 BepecHA 2025 p.; MopoBXeHHA TepMiHY NPUAATHOCTI AO0CNiAKYBaHOro nikapcbKoro 3aco6y SPY002-
091, po3uuH ansa iH’ekuiii, 200 mrimn (400 mr / 2 mn) 3 18 go 24 micauiB; MoAOBXEHHA TepMiHY
npugaTtHoCTi JocnigkyBaHOro Jiikapcbkoro 3sacooy SPY002-091, KoHUeHTpaTr ANA NPUroTyBaHHSA
po3unHy ansa iHdysiii, 200 mr/mn (400 mr / 2 mn) 3 18 go 24 wmicsauiB; focbe pocnigKyBaHOro
nikapcbkoro 3aco6y SPYPBO-101 (IMPD-Quality), octatouHa pegakuisa 4.0 Big 29 cepnHa 2025 p.;
MopoBXxeHHA TepMiHY NpUAATHOCTI AocAigKyBaHOro nikapcbkoro sacody SPYPBO-101 Placebo po
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SPY002-091, po34uH an1 in’ekuiin, 200 mr/mn (400 mr/ 2 mn) 3 12 go 18 micauis; Jocbe gocnigmKyBaHOro
nikapcbkoro saco6y SPYPBO-102 (IMPD-Quality), octatouHa pegakuis 4.0 Big 29 cepnHsa 2025 p.;
MopoBxeHHA TepMiHY NpuaaTHOCTI AocnigKyBaHOro nikapcbkoro sacooy SPYPBO-102 Placebo go
SPY002-091, KOHLEHTpAT A8 NPUroTyBaHHSA PO3UnHy AnA iHdysiid, 200 mr/mn (400 mr /2 mn) 312 go 18
MicauiB; bpowypa ana pocnigHuka 3 npenaparty SPY002-091 (Fully Human mAb Targeting TL1A),
pepakuifa 3.1 Big, 22 cepnHsa 2025 p. 10 NPOTOKOJY KNiHIYHOrO BUNPoByBaHHA «naTdopmHe gocnigxeHHs |l
hasm 3 ouiHK1 epeKTUBHOCTI i1 6e3MeYHOCTI aHTUTIN TPUBAOT Aii MPU 3aCTOCYBaHHI B PEXUMI MOHO- abo
KOMOGIHOBaHOT Tepanii 3 NpMBOAY CEpPenHbOTSHKKOrO abo TSHXKKOro nepebiry BMPa3KOBOro KONITY B aKTUBHIi
cdhopmi», kog pocnimkeHHss SPY123-201, OCHOBHWIA NPOTOKO/ KAiIHIYHOTrO BMNpobyBaHHsA SPY123-201,
pefakuis 1.2 Big 04 uepsHs 2025 p.; [JoaaTtok A0 NPOTOKO/Y KNiHIYHOro BUNpobyBaHHA SPY123-201, wo
ONMCYE KOHKPETHE BTPYYaHHS i3 3acTocyBaHHsM npenapaty SPY002, peagakuis 1.0 Big 24 vepsHs 2025 p.;
cnoHcop - «Cnaep Tepan'toTike, IHK.» [Spyre Therapeutics, Inc.], CLUA

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC A-YKPATHA»

12. AtecTauisi OLiHKM Ha nanepoBoMy HOCIii ANns 360py AaHUX 3 METOK €/IeKTPOHHOI OLiHKN
pesynbTtatiB nikyBaHHs (eCOA): «Paper Assessment Attestation for eCOA Data Collection, Ukrainian
(Ukraine) V1.0 27-Aug-2025», Bepcia 1.0 Big 27 cepnHAa 2025 pokKy, YKpaiHCbKOIO MOBOI 10 NPOTOKO/Y
KMiHIYHOTO  gocnipkeHHs «PaHpgomisoBaHe, noggiliHe cnine pocnimkeHHs |l dpasm  gns  ouiHkM
nepionepawyiiHoro 3acTtocyBaHHs nemoposisymady (MK-3475) y «kombGiHauii 3 Heoan'loBaHTHO
ximioTepanieto MOpIiBHAHO 3 nepionepaujiiHuM 3acTOCyBaHHAM Mauebo y Komb6iHauii 3 Heoaj'toBaHTHOM
ximioTepanieto B y4yacCHMKIB 3 M'SI30BO-iHBa3VBHUM pPakOM CEYOBOro Mixypa, npugaTtHuxX ANnsa fikyBaHHSA
uucnnatuHom (KEYNOTE-866)», kog gocnigpkeHHs MK-3475-866, 3 iHkopnopoBaHo nonpaskoto 06 Big,
14 cepnHs 2023 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

13. ®dopma f03BOJY Ha 3apaxyBaHHS KOLWTIB Ha paxXyHOK Ta 3rofa Ha 06pO6KY NepCoOHa/IbHUX AaHUX,
Bepcia 5.0 Big 22 cepnHA 2025 p., yKpalHCbKOIO MOBOIO; IHCTPYKUii Ta WOAEHHUK AN 36UpaHHs
[060BOI ceui B Mexax gocnigpkeHHAa TNT119-PMN-201, sepcia 1.0 Big 02 nunHa 2025 p., yKpaiHCbKOIO
MOBOI0, Nnepeknag YKpalHCbKOIO MOBOIO Bifi 27 OBTHA 2025 p.; KapTka yyacHukKa AoOCNifgXeHHS,
Maiictep aHrniiicbka Bepcif 1.0 Big 28 kBiTHA 2025 p., nepeknag YKpaiHCbKOIO MOBOIO Bif, 27 )XOBTHA
2025 p. 40 NPOTOKO/Y KAIHIYHOTO AOCAIMKEHHSA «BigkpuTe gocnimxkeHHs ha3n 2 ansa ouiHkM 6e3nekn Ta
edhekTMBHOCTI npenapaty bygonpytyr (TNT119) y nauieHTiB 3 NepBUHHOK MeMOpPaHO3HOK HedhponaTieto
(MMH)», kog, gocnipkeHHs TNT119-PMN-201, nonpaska 2 Big 12 yepBHsa 2025 p.; cnoHcop - Climb Bio, Inc.,
USA (Knaiim6 bio, IHk., CLUA)

3asBHUK - TOBAPMCTBO 3 0GMEXEHOI0 BiAnoBiaasbHICTI0O «BIOPACI YKPATHA»

14. fJopaBaHHA Lkanu 6onto 3a Bupasom oo6nuuua nepernsaHyta (FPS-R) Bepcia Big 29 BepecHs
2025 p. yKpailHCbKOI0 MOBOIO; 3a/lyueHHSA [0AAaTKOBOro Micus NpoBeAeHHs KJ1iHIYHOro BUNpoGyBaHHA
[0 MpOTOKOMY KiHIYHOro AocnifxeHHs «baratoueHTpoBe BigkpuTe AochnimkeHHA das3u 1l ona ouiHkm
ehekTnBHOCTI, 6e3nekn, (hapmakoKkiHETMKM Ta dhapMakogvHamiku caTpanisymady y fiteil 3 M'I30BOHO
anctpodpieto JroweHa (SHIELD DMD)», kog, nocnigpxkeHHss BN45398, sepcis 3 Bif 06 rpyaHsa 2024 p.; cnoHcop
- ®.XothdmaHH-/19 Pow /114, LWBeiiyapis

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

Ne M.1.6. BignoBigasibHOro AocnigHvka

n/n HasBa Micus NpoBeAeHHS KiHIYHOTO BUNPOOGYBaHHS

1. | K.M.H. MapTuHioKk B.HO.

[JepxaBHe HekoMmepLiiHe MiANPUEMCTBO «YKpaiHCbKMI MeguyHuili LeHTp peabinitauii gitein 3
OpPraHiyHVM  ypaXXeHHAM HepBOBOI cucTemm MiHicCTepcTBa OXOPOHM  3[40POB’'A  YKpaiHu»,
KOHCY/IbTAaTMBHO-AiarHoCTUYHe BiggineHHsa, M. Knis




