Jopartok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHax HEP Ne 24 Big 05.12.24, HTP Ne 45
BiA 05.12.24, Ha AIKi 6ynu OTPUMaHi NO3UTUBHI BACHOBKU eKcnepTiB»

1. «AOCNIAKEHHA EQEKTVBHOCTI TA BE3MEK/ ®IKCOBAHOI KOMBIHALII BITAMIHIB (BITAMIH B6,
B12 TA ®ONNIEBA KMCNOTA) AN1A NMAPEHTEPA/IbHOIO BBEAEHHSA Y MOPIBHAHHI 3 MEPOPAJIbHAM
3ACTOCYBAHHAM BITAMIHY B12 TA IX BM/IVMB HA BMICT BITAMIHY B12 TA 3OATHICTb AO
METUNHOBAHHA MPU AEDILNTI KOBANAMIHY», koa pocnipkeHHs EASYVIT - Study, Bepcis 1,
25 BepecHsa 2024 p., cnoHcop - MEJAILE ApuHaiimitTtens Mottep Mmwe6X & Ko.Kr, HimewunHa (MEDICE
Arzneimittel Putter GmbH & Co. KG, Germany)

daza - IV

3asBHVK - TOBAPVICTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTIO «AIC YKPAIHA»

No MM.1.B. BigNoBigaILHOro AOC/iAHMKA

n/n Hassa Micus npoBefeHHs K/iHIYHOro BUNPO6YBaHHS

1. | A.M.H., npodp. 3ynaHeup |.A.

JlikyBaNbHO-AiarHOCTUYHMIA  LEHTP NpMBATHOIO MiANPMEMCTBA NPMBATHOI BUPOGHUYOT  oipMK
«AUMHYC», BiaaineHHsa KNiHIYHUX AocimKeHb, M. KDONMMBHULLKWIA

2. | A.M.H., npod. MNMonos C.b.

[epxaBHa ycTaHoBa «lHCTUTYT npobnem eHAoKpuHHOT natonorii im. B.A. JaHunescbkoro HAMH
YKpaiHn», KOHCY/IbTaTMBHA NOAiIKNiHIKa, M. XapkiB

2. «PaHpgowmizoBaHe pocnimpkeHHs Il dpasn Ans ouiHKM edEeKTMBHOCTI Ta 6e3nedyHOCTi nemoponizymady
(MK-3475) y komb6iHauii 3 neHBatuHi6om (E7080/MK-7902) i ximioTepani€ld MOPIBHAHO 3i CTaHAAPTHUM
NiKyBaHHAM B SIKOCTi NepLUOi NiHii Tepanii 4158 yY4acHUKIB 3 MeTacTaTUYHOK KapLUMHOMOK CTPaBoxoay», Kog,
pocnipkeHHs MK-7902-014 (E7080-G000-320), 3 iHkoprnopoBaHoto nonpaskoto 08 Big 10 nnnHa 2024 poky,
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

®a3za - Il

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «MC/[, YkpaiHa»

Ne M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOOYBaHHS

1. | nikap Ko63es O.l.

KomyHasnibHe nignpruemcTBO «PiBHEHCbKa o6nacHa KiiHiYHa JlikapHs iMeHi HOpis CemeHoka»
PiBHEHCBKOT 061aCHOT paau, 061acHUn LEHTP KapAioTopakanbHOI Xipyprii, M. PiBHe

2. | nikap 3y6koB O.0.

[epxaBHa ycTaHoBa «HauioHanbHWIA  HaykoBWIA  LEHTp  Xipyprii  Ta  TpaHcniaHTonoril
imeHi O.0. WanimoBa HauioHanbHOT akagemii MeguyHMx HayK YKpaiHu», BiAAiE€HHS OHKOJOTii,
M. Kunis

3. | nikap NigBep6eLbka A.B.

Ob6nacHe KoMyHa/llbHe HekoMepuiliHe nignpUeEMCTBO «BYKOBUHCHLKUIA K/IHIYHWIA  OHKONOTIYHWIA
LEHTP», CTPYKTYPHUIA Nigpo34in KaiHiYHOT OHKooriT, M. YepHiBLi

3. «OCHOBHMIN NPOTOKO/ ABOX HE3aNEeXHUX, paH4OMI30BaHUX, MOABIMHUX CAINUX AOCNimkeHb da3n 3 ons
MOPIBHAHHA ed)eKTUBHOCTI Ta 6e3nekn cppekcanimady (SAR441344) 3 TepithriyHOMIAOM Y [0pPOCAUX
YyYacCHVKIB 3 peunanByouuMm popmMammn po3cisiHOro ckiieposy», koa gocnimkeHHs EFC17919, 3 nonpaBkoko
02, Bepcia 1 Big 02 kBiTHA 2024 poky, cnoHcop - Sanofi-Aventis Recherche & Developpement, France
(CaHodi-ABeHTic Peluepw e [leBenonmMaH, ®paHuis)

Pa3za - Il

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigaibHOro AocnigHMkKa

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPO6YBaHHS

1. | nikap InbHiypka O.B.

O6nacHe KOMyHaslbHe HekoMepuiiiHe nignpuMeMcTBO «UepHiBeubka JikapHsa LWBMAKOT MeaUYHOT
[0ONOMOru», LUEHTP HeBiAKNaAHOT HeBpoOril, M. YepHiBLi

2. | 4.M.H., npody. Mockosko C.I1.




MeauyHWn LeHTp ToBapucTBa 3 0OMEXEHO BiAnoBiAa/IbHICTIO «MeanyHuin LeHTp «Cantem»,
NiKyBasIbHO-AiarHOCTUYHWIA Bigain, M. BiHHMUSA

3. | nikap OniweBcbka H.B.

Meanunnin LeHTp «Ok!KniHik+» TOBapucTBa 3 O0OMEXEHOH BifgMnoBiAAbHICTIO «MiXHapogHWUiA
IHCTUTYT K/IHIYHUX [OCNiMKeHb», CcTauioHapHe BigAineHHa, Big4in Hesponorii, ncuxiatpii Ta
eninentonorii, M. Knis

4. | p.M.H., npod. Herpuu T.1.

KomyHanbHe HekomepuiiHe nianpnemcTBo JIbBiBCbKOT 06/1aCHOT paau «/1bBiBCbka 061acHa KiHivHa
NiKkapHs», HEBPOJIOTiYHe BIiAAIIEHHS, JIbBIBCbKWIA  HaUiOHA/IbHUIA  MEAUYHUIA  yHiBEpCUTET
imeHi JaHunna Nanvubkoro, kKadpeapa HeBponorii, M. JIbeiB

5. | A.M.H., npod. MNaLwKoBCbKM B.M.

KomyHasibHe HekoMepuiiiHe nignpuemMcTBO «LleHTpasnibHa Micbka KfiHiYHa fikapHa» YepHiBeubKoi
MiCbKOT paau, TepaneBTnyHe BigaineHHst Nel (kopnyc Ne3), M. YepHiBLi

6. | K.M.H., goueHT JlopoweHko O.0.

JliKyBaUsIbHO-[iarHOCTUYHWIA LeHTp «HEMPO FTIOBAJT» ToBapuCTBa 3 06MEXEHOI0 BigNOBiAaIbHICTIO
«HEMNPO MNOBAJT», nikyBasibHO-NpodinakTUuHUiA nigpo3sain, M. |BaHo-PpaHKiBCbK

7. | o.M.H. Wynera O.4.

KomyHasibHe nignprMemMcTBO «Bo/MHCbKA 06/1acHa KAiHidHa nikapHa» BOAMHCBLKOT 061acHOi pagu,
HEBPOJIOriYHe BifAiNEeHHS 3 JIDKKaMU iIHTEHCMBHOI Tepanii Ta iHCYNbTHUM 610koM, M. JTyLbK

8. | K.M.H. XaByHka M.A.

KoMmyHanbHe HekoMmepuiiHe nignpuemcTBo «J/IbBiBCbke TepuTOpiasibHe MeaundHe 06’'eAHaHHSA
«KniHiyHa nikapHsA nNa1aHoBOro NikyBaHHSA, peabinitTauii Ta naniatMBHOI 4ONOMOIW», BifOKPEMIEHNI
nigpo3ain «5-a JlikapHs», HEeBPOOrivyHe BigAiNeHHs 3 MeAnYHo peabiniTauieto, M. JIbBiB

4. «PaHpomizoBaHe, noAgiliHe cnine, nnaueb0-KOHTPONbOBaHe AOCAIMKEHHS B NapasiesibHuX rpynax ans
OL|iHKM e(heKTMBHOCTI, 6e3MEeYHOCTI Ta NEPEHOCUMOCTI AeKCNpamineKkcony A5 NepopasibHOro 3aCTOCYBaHHS
NpoTAroM 52 TWXKHIB Y NAUIEHTIB 3 TAXKOKW €03MHOINIbHOW acTtmor (EXHALE-3)», koA AoCnifKeHHA
AR-DEX-22-02, nonpaska 2, Big 20 nitotoro 2023 p., cnoHcop - ApeTtes Tepan'toTike IHK. (Areteia Therapeutics,
Inc, USA)

®a3za - Il

3anBHuK - TOB «BOPNABAINA KNIHIKAM TPAISIC YKP»

Ne MM.1.6. BignoBiganLHOro focnigHuKa

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS

1. | p.M.H., npodp. AHgpeiiumH C.M.

KomyHanbHe HekomepuiliHe nignpreMcTBO «TepHONisIbCbka KOMYyHaslbHa Micbka NikapHa No2»,
TepaneBTuuHe BiggineHHa Nel, TepHOMINbCbKWI  HauioOHaNbHWIA  MeAuuyHWiA  yHiBepcuTeT
iMeHi |.4. FTopbayeBcbkoro MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu, Kadepgpa nponegesTUKK
BHYTPILLIHLOT MeanumMHM Ta oTmraiatpii, M. TepHoninb

2. | A.M.H., npod. KoBaneHko C.B.

O6racHe KOMyHa/lbHE HEKOMepLiiHe MigNPUMEMCTBO «YepHiBelbka obnacHa KaiHiYHA MikapHSa»,
ny/IbMOHOJI0rYHe BigAiNeHHsA, M. YepHiBu,i

3. | A-M.H., npodp. Oemuyk A.B.

MpuBaTHe Masie NiagNpPUEMCTBO, MeAUYHUIA LEeHTP «[Mynbe», TepaneBTUYHe BigaineHHs, M. BiHHMUSA
4. | K.M.H. BuwHuseubkuii 1.

KomyHasibHe nignpuemcTtBo  «JlikapHa Nol» >KUTOMUPCBHKOT MICbKOT pajun, KOHCY/IbTaTUBHO-
NiKyBasibHe BiaaifieHHs «HaykoBO-A0CNiAHNLLKAM LEHTP», M. XKUTOMUP

5. | K.M.H. CnenyeHko H.C.

KomyHasibHe HekomepujiliHe MignpuMeEMCTBO «BiHHMUbKA MiCbKa KAiHiYHA slikapHa Nol», KiHiYHe
TepaneBTMyHe BiagineHHsa Nel, M. BiHHMUS

6. | K.M.H. BabaHiHa T.B.

MeaunyHnin LeHTp «YHiBepcanbHa KiiHika «Obepir» ToBapucTBa 3 0O6MEXEHOK BiANOBIAANIBHICTHO
«Kanutan», KniHiko-KOHCYbTaTUBHE BigaineHHs, M. Knis

7. | 3aB. Big. N'yHaepTaiino b.1.

KuniBcbka K/iHiYHa NikapHA Ha 3aisHM4HoMy TpaHcnopTi Ne2 dinii «LleHTp OXOopoHW 340pOoB’s»
aKLIOHEPHOro ToBapucTBa «YKpaiHCbKa 3aU1i3HULSA», NYyNIbMOHO0MYHE BiggineHHs, M. Knis

8. | nikap JoHeupb A.T.

MeanyHWin LLeHTp ToBapuCcTBa 3 OOMEXEHOW BignoBiAasbHICTIO «Meabya-KniHik», nikyBasibHO-
npocpinakTMyHuiA Nigposgain, M. Kuis

9. | nikap BacuneHko K.O.

MeanyHWiin LeHTp ToBapMCcTBa 3 0OMEXEHOI0 BignoBiganbHicTI0 «EgenbBeiic Meaike», nikyBasibHO-




npodpinakTMyHMiA Nigposain, M. Knis

10. | o.M.H., npodp. lnawyk T.O.

KomyHasnibHe HekomepuiiHe nignprMeMcTBO «LleHTpasibHa Micbka KAiHIYHA NikapHsa» YepHiBeLbKoi
MiCbkOT pagun, TepaneBTuUyHe BigdinieHHs Nol, ByKOBWHCbKWUIA AepXaBHWU MeOUYHWA YHIBEpPCUTET,
Kadpepa nponefeBTUKM BHYTPILWHIX XBOPOO, M. YepHiBLi

11. | A.M.H., npocp. CTaHicnasuyk M.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «BiHHMLbKa 06nacHa kiiHivHa nikapHsa iM. M.1. Muporosa
BiHHMLbKOT 06nacHoi Pagu», O6nacHuil niKyBaslbHO-A4iarHOCTUYHUIA NY/IbMOHOJIOTIYHWIA LieHTp,
BiHHMLbKWIA HaUiOHa/IbHWIA MeguyHuin  yHiBepcuTeT iM. M.l. Muporosa, kadegpa BHYTPILWHLOT
MeanumHm Nel, M. BiHHMUS

5. «BigkpuTe, 6aratoueHTpoBe, A0AaTKOBE AOCAIMKEHHS ONS1 OUIHKA CMPWUIAHATTS NauieHToOM ¢hisnyHOro
BM/IMBY PO3CIAHOrO CKIEpo3y Ta HafaHHS NoAasiblIoro AOCTYny A0 OKpesnisymady nauieHTam 3 po3CistHuM
CK/1IEepO30M, SIKi paHile 6panu yyacTb Y AOCNIMKEHHSX, CMOHCOPOBAHMX KOMMAHIe «[KeHeHTek» Ta/abo
«®. XohhmaHH-JIa Pow JlITo» Ta, siki HE MawTb AOCTYMNHOCTI A0 Nporpamn AOCTyny MiCas KAiHIYHOro
BUNPOOBYyBaHHA», KoA pocnimxkeHHss MN45053, Bepcis 4 Bifg, 22 )0oBTHA 2024 p., cnoHcop - ®.XodhdmaHH-/15
Pow N1a, Weeiiyapis

®a3za - Il

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHMKa

n/n HaszBa micusa npoBefeHHs KNiHIYHOro BUNpo6byBaHHS

1. | nikap 3axapoBa J1.A.

[epxaBHa ycTaHOBa «YKPAIHCbKUA AepXaBHWUIA HayKOBO-AOCAIAHUA IHCTUTYT MEeLUKO-COUiasIbHUX
npo6sem iHBanigHOCTI MiHiCTEpCcTBa OXOPOHWM 340POB’A  YKpaiHW», HEBPOJIONYHE EKCMEepPTHO-
peab6iniTauiiiHe BigaineHHa, M. Hinpo

2. | nikap Centok O.B.

MeanyHMn LeHTp ToBapucTBa 3 0OMEXEHOW BiANOBISANLHICTIO «MeanuHuii ueHTp «Jonomora
Mnwc», M. Knis

6. «[ocnimkeHHA da3un 1b/2a y ABOX YacTuHaxX AN OUiHKW 6e3neyHOCTi Ta ehekTMBHOCTI npenapaTty Megi-
CondpeH 419 MiCLUEBOro HalKIpHOro 3aCTOCYBaHHS AN 3HEOO0/I0BaHHS | aHTUCENTUYHOT 06POBKN paH npwu
BMKOPUCTaHHI nepej ctaHAapTHUM NikyBaHHAM (CJ1) (BKIHOYHO i3 HaknagaHHAM LUBIB) MPOCTUX paH LUKipK
Masioro i cepefHbOro po3Mmipy y Aopocnux oci6», koa gocnipxkeHHs MEDISOLFEN_H_06, sepcia 2.0 Big
24 BepecHs 2024 poky, cnoHcop - «Megi-CondpeH Mti ITa», AscTpania [Medi-Solfen Pty Ltd, Australia]
®aza—|, Ib; Il, lla

3aaBHUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

No M.1.B. BignosigasbHOro gocnigHnkKa

n/n HasBa micLs npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npod. 3axapaw HO.M.

MeamnyHuii LeHTp ToBapuCTBa 3 OOMEXEHOI BignoBiAaNbHICTIO «ApeHcisa Ekcnnopartopi MegiciH»,
BigAiN KNiHiYHMX gocnimkeHb, M. Kuis

7. «<PaHgomi3oBaHe, NnoAgiliHe cnine, nnaule60-KOHTPO/IbOBaHe, KEpOBaHe MOAiISMX AOCNIAKEHHS dha3un 3 Ans
OUiHKM BNAVBY BakcgpocTtaty B KOMOGiHaUil 3 Janarnidp/03MHOM MOpiBHAHO nuwe 3 Janarnich/103MHOM Ha
pU3MK PO3BUTKY BUMAaAKIB BNepLle BUSAB/EHOI CepLeBOol HeAOCTATHOCTI Ta CepueBO-CYAMHHOI cmepTi B
YYaCHUKIB i3 NiABULLEHUM PU3NKOM PO3BUTKY CepLeBOi HeJoCTaTHOCT», Koh gocnimxkeHHs D6973C00001,
Bepcia 1.0 Big 27 cepnHa 2024 poky, crnioHcop - AstraZeneca AB, Sweden

®a3za - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne M.1.B. BignosiganbHOro gocnigHnka

n/n HasBa MicLs npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | nikap OoHeub O.A.

MeanyHuin UeHTP ToBapucTBa 3 OOMEXEHOW BignoBiganbHICTIO «Mepaodya-KniHik», nikyBanbHO-
npodpinakTMyHMiA Nigposain, M. Knis

2. | K.M.H. BabaHiHa T.B.

MeaunuHnin ueHTp «YHiBepcanbHa KhiHika «O6epir» ToBapucTBa 3 0OMEXEHON BiANOBILALHICTIO




«Kanutan», KNiHiko-KOHCYy/AbTaTUBHE BigAiNeHHs, M. Knis

3. | A-M.H., npocp. lnawyk T.O.

KomyHasnibHe HekomepuiiiHe nignprueMcTBo «LleHTpasibHa Micbka KAiHiYHa sikapHsa» YepHiBeLbKoi
MiCcbkOi pagu, TepaneBTU4He BiadineHHss Nel, ByKOBMHCbKWI OepXaBHWUI MeAWMYHWA YHIBEPCUTET,
Kadpegpa nponefeBTUKM BHYTPILWHIX XBOPO6, M. YepHiBLi

8. «PaHpgowmisoBaHe, BigkpuTe, OaratoueHTpoBe pgocnigxkeHHs |ll ¢asn 3unoBepTtamady BefoOTUHY
(MK-2140) y kom6iHauii 3i cxemoto R-CHP nopiBHAHO 3 nikyBaHHAM 3a cxemoto R-CHOP y yyacHUKIB 3 paHille
HenikoBaHo Andy3HO B-BenukokniTnHHO nimdomoto (waveLINE-010)», kog, gocnimpxkeHHs MK-2140-010,
Bepcisa 00 Big 27 cepnHa 2024 poky, cnoHcop - TOB Mepk Wapn eHg Joym (Merck Sharp & Dohme LLC), USA
Pa3za - Il

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

Ne M.1.6. BignoBiga/IbHOro AoCNiAHMKaA

n/n HasBa micLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap PexTtmaH I'.B.

KomyHanbHe HekomepuiliHe nianpueMcTBo «XMefbHuLbKka o61acHa NikapHs» XMesbHULBKOT
061acHOl pagym, BiaAdiNeHHS reMaTonorii Ta OHKONOriT, M. XMe/TbHULbKWiA

2. | A.M.H., npodp. Kpsayok |.A.

[JepxaBHe HekomepLiiHe MiANPUEMCTBO «HauioHa/IbHWIA IHCTUTYT paky», KfiHika XiMmioTepanii Ta
OHKOremarosorii, HayKOBO-K/TiHIYHWIA BiAain OHKOreMaTosiorii, BiaaiieHHs: oHKoremaTonorii, M. Kuis
3. | K.6.H. CimoHOBa M.I.

[JepxaBHa ycTaHoBa «IHCTUTYT NaTo/Orii KPOBI Ta TpaHCY3iNHOT MeanLMHU HalioHanbHOT akagemii
MeANYHNX HayK YKpaiHW», BigAiNneHHsa rematonorii, M. JIbeiB

4. | nikap HoraeBa /1.1.

KomyHaslbHe  HekomepujiiiHe  MignpuUeEMCTBO  «K/iHIYHWIA  LEHTP  OHKOJIOfii,  remMaTtosorii,
TpaHcnaHToOori Ta naniatMBHOI gonomorn Yepkacbkoi o6nacHoi pagu», Bigain remartonorii ta
TpaHcnIaHTauji KiICTKOBOro MO3Ky 3 KabiHeTamu XimioTepanii, M. Yepkacu

5. | nikap MenbHUK Y.1.

KomyHanibHe HekomepuiiHe nignpueMcTBO «KniBCbka MiCbka KiHiYHA nikapHa Ne9» BMKOHABYOro
opraHy KwuiBcbkoi Micbkoi pagn (KWMIBCbKOI MICbKOT AepXaBHOI agMiHiCcTpauii), remaTosioriyHe
BigaineHHs Nel, m. Kuis

6. | K.M.H. Fnywko H.J.

KomyHasnbHe HekomepuiiiHe nignpuemctBo «O6nacHa K/iHiYHa fikapHa  IBaHO-®paHKiBCbKOI
0611aCHOI pagu», remaTosioriyHe BigaineHHs, M. |IBaHO-PpaHKiBCbK

7. | KM.H. MNeTpywa O.0.

MeanuHnin LeHTp «YHiBepcasibHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEHOI BiAMnoBiga/IbHICTIO
«Kanutan», KNiHiKko-KoOHCYy/IbTaTUBHE BigaiNeHHs, M. Knis

9. OHoBneHa Gpowypa gocnigHuka 3 npenapary Putykcuma6, Bepcisa 30 Big 21 yepBHA 2024 poky;
MopoBXeHHA TepMiHy NPOBEAEHHA K/iHIYHOro BUNPOGYBaHHA B YKpaiHi HA 2 POKU [0 NPOTOKO/Y
KMIHIYHOTO JocnigpkeHHs «baraToueHTpoBe, paHAoOMi3oBaHe, MNOABIHO cnine, nnaueb0-KOHTPOsIboBaHe
pocnipkeHHst |l dpasm ans nopiBHAHHA ePeKTUBHOCTI Ta 6e3neyHocTi npenaparty Monarysymab BeAOTUH y
KoMbiHauji 3 Putykcumabom Ta CHP (R-CHP) i Putykcumabom Ta CHOP (R-CHOP) y nauieHTiB i3 gudpy3Hoto
KPYMHOK/ITUHHOK B-KNITUHHOIO NiMGOOMOL0, SKi paHille He OTpUMyBa/IM JiKyBaHHA», KOA4 AOCAIAKEHHS
G039942, sBepcisa 7 Big 18 rpyaHs 2020 poky; cnoHcop - ®. XothdMmaHH-/1a Pow NT4., [F. Hoffmann-La Roche
Ltd], Lseliyapis
3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

10. bBpouwypa pocnigHuka ans npenapaty Guselkumabl/ F'ycenbkyma6é (CNTO1959 (guselkumab),
BMAAHHA 16 Big 29 cepnHsa 2024 poky; [locbe pocnimxKyBaHoOro nikapcbkoro saco6y Guselkumabl
F'ycenbkymab (CNTO1959 (guselkumab) ta BignoBigHoro Mnauye6o go Nycenbkyma6: Module 3: Quality
- IMPD: Drug Substance, S-section Chemistry, Manufacturing, and Control, Bepcis 6.0 Big 21 6epe3Hsa
2024 poky; Module 3: Quality — IMPD: Drug Product, Pre-filled Syringe 100 mg/mL, 0.5 mL and 1 mL fill,
P-section Chemistry, Manufacturing, and Control, Bepcisa 6.0 Big 21 6epe3Ha 2024 poky; Module 3:
Quality - IMPD: Drug Product, Placebo Pre-Filled Syringe 0.5 mL and 1 mL fill, P-section Chemistry,
Manufacturing, and Control, Bepcis 5.0 Big, 30 kBiTHA 2024 poKy; Module 3: Quality — IMPD: Appendices,
A-section Chemistry, Manufacturing, and Control, Bepcia 5.0 Big 30 kBiTHA 2024 poky; Module 3:
Quality — IMPD: Regional, R-section; 1 mL UltraSafe Plus™ Passive Needle Guard (UltraSafe Plus)



Chemistry, Manufacturing, and Control, Bepcia 1.0 Big 28 niotoro 2022 poky; IHcopmauisa ans
nauieHTa i ®opma iHchopmoBaHoi 3roau, Mogenb ana YkpaiHu, sepcis 4.0 Big 20 nucronaga 2024 poky,
YKpPaiHCbKOIO Ta POCIiAICbKOIO MOBamMM [0 MPOTOKONY KAiHIYHOro gochimkeHHs «PaHgomizoBaHe, noagiliHe
cnine, nnaueb0-KOHTPONbOBaHe, 6araTtoLeHTpoBe AocnifxeHHA 3b dha3n 3 METOH OLiHKM edeKTUBHOCTI Ta
6e3MeyHoCTi MigWwKipHOro BBeAEHHA rycesibKymaody A1 3MEeHLIEHHA 03HaK i CUMNTOMIB Ta CrOBi/IbHEHHSA
PEHTreHOoorYHOT nporpecii y nauieHTiB 3 akTUBHUM NCOPIaTUYHUM  apTPUTOM», KO LOCHILKEHHSA
CNTO1959PSA3004, nonpaska 2 Big 04 TpasHs 2022 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium /
AHcceH PapmaLeBTUKa HB, Benebris
3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

11. 3miHa Ha3BU Micua NPOBeAEHHA KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOIo AOCAIMKEHHS
«PaHpowmizoBaHe, BigkpuTe gocnigpxeHHs Il dhasm ans ouiHku nepionepawiiHoro 3acTocyBaHHsl eHhopTymMady
BEJOTUHY Yy KOMOGiHauii 3 nemoéponisymadom (MK-3475) nopiBHAHO 3 HeOoaA'loBaHTHOW Teparnieto
remMumMTabiHom Ta UUCNAaTUHOM Y YYACHUKIB 3 M'A30BO-iHBA3VBHUM pakoM CEYOBOro Mixypa, NpuaarHux ans
nikysaHHa umcnnatuHom (KEYNOTE-B15 / EV-304)», kog, gocnigpkeHHa MK-3475-B15, 3 iHKOpnopoBaHo
nonpaskoto 04 Big 17 nuctonaga 2023 poky; crnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp &
Dohme LLC, USA)3asnBHuK - TOBapUCTBO 3 0O6MEXEHOH0 BifnoBifanbHicTio «MC/ YkpaiHa»

BYNO CTA/O
K.M.H. Hedpcpa M.1O. K.M.H. Hedpdpa M.1O.
KomyHanbHe  HekomepuiiHe nignpuemcTBo | KOMyHanbHe  HekomepuiliHe  NigNPUEMCTBO
XapkiBCbKOi  obnacHoi pagu «O6GnacHuii | XapkiBcbkoi  o6nacHoi pagun  «OGnacHui
KNiHIYHWIA cnewianizoBaHuii AUcnaHcep | KapAionoriyHuil LeHTp», XipypriyHe BigdineHHs 3
pagiayiiHOro 3axucTy HacesieHHA», XipypriyHe | OHKONOTIYHUMUW fibKKamKn, M. XapkiB
BiAAINEHHS 3 OHKONOTYHMMU AibKKamMKn, M. XapkiB

12. OHoBEeHUI NpoToKON, NonpaBka 9 Big 10 uepBHA 2024 poKy aHr1iliCbKOK MOBOLO; 3MiHAa cCMOHCOopa
NPOTOKOJY K/liHiYHOro Bunpo6yBaHHA GS-US-417-0304 3 Galapagos NV, Benbris Ha Alfasigma S.p.A,
ITania; IHhbopmauiiiHuii nncTok Ta popma iHchopmMmoBaHoOI 3roau nauieHTa, Bepcia 14.1 Big 12 nunHA
2024 poky yKpaiHCbKOIO Ta pociiicbKkolo MoBaMmu; KapTka nauieHTta, Bepcis 4.0 Big, 28 uepBHs 2024 poKy
YKpPaiHCbKOIO Ta POCIiAiCbKOI0 MOBaMU 10 MPOTOKO/Y K/iHIYHOIO AOCAiMKEeHHS «baraToueHTpoBe, BigkpuTe,
OOBroTpuBasie MOLOBXEHE [OCMIMKEHHS A1 OUiHKM 6e3neyHoCTi Ta e(eKTMBHOCTI 3acTOCyBaHHS
hinroTiHiGy B NauieHTIB i3 peBMaTOIgHNM apTPUTOM», KOA, AocnimkeHHa GS-US-417-0304, nonpaska 8 Big 30
yepBHS 2023 POKY; CrnoHcop - Galapagos NV, Benebrisi
3aaBHuKk - TOBAPWCTBO 3 OBMEXEHOIK BIAMNOBIOANIBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

BYNO CTAJIO
Galapagos NV, benbeis Alfasigma S.p.A, Imanis

13. OonoBHeHHA |: FnoGanbHWMII nepenik KHOYOBUX CNIBPOGITHUKIB i BignoBigHWX BigAiniB Ta
noctaya/ibHUKIB K/iHIUHUX MaTepianiB diHanbHa Bepcisa 13.0, Big 03 XOBTHA 2024, aHrnificbKoto
MoBolo; JlucT-nogsaka, diHanbHa Bepcia 3.0-UA(UK) Big 24 »oBTHA 2024 p., YKpaiHCbKOIO MOBOIO;
NucTt-nogska diHanbHa Bepcia 3.0-UA(RU) Big, 24 xoBTHA 2024 p., pociiicbkolo MoBOW; Jluct gnsa
y4yacHuKa pocnigxeHHsa wopno Homepy EU CT i iHcopmauii npo nyonikaudito cpiHanbHa Bepcis 1.0-
UA(UK) Big 22 xoBTHA 2024 p., YKpPaAiHCbKOIO MOBOIO; JIUCT ANsl yYaCHUKa AOCNIMKEHHS WO000 HOMepY
EU CT i iHdpopmauii npo ny6nikauito cpiHanbHa Bepcis 1.0-UA(RU) Big 22 »oBTHA 2024 p., pocCiiicbKoto
MOBOIO [0 MPOTOKO/1Y K/IHIYHOro BMNPo6yBaHHS «JOC/impKeHHs 3 Nigbopy 403K Ans OUiHKM e(PekTUBHOCTI i
6e3nekn 3acTtocyBaHHA npenapaty ComanayuTaH (somapacitan) oguMH pa3 Ha TWXKAEHb Y MOPIBHSHHI 3
3actocyBaHHAM npenapaty HopaitponiH® (Norditropin®) ogunH pas Ha AeHb Y AiTel i3 3aTPUMKOI POCTY, L0
Oy HapOMKEHI ManMMKN ANs recTauiiHOro Biky Ta He Ha3AorHa M y 3pocTi A0 BiKy 2 POKM Ta cTaplue», Ko,
pocnipkeHHs NN8640-4245, dhiHanbHa Bepcia 12.0 Big 21 6epesHsa 2024 p.; cnoHcop - Novo Nordisk A/S
(Denmark)

3asBHUK - TOB «HoBo Hopgaick YkpaiHa»

14. OHoBneHa Bpouwypa focnigHnka KoHuusyma6, npoekt NN7415, Femocpinia A ycknagHeHa a6o
Heyck/lagHeHa iHriGitopamu go PV, Femodpinia B ycknagHeHa abo HeycKknagHeHa iHriGitopamu go
®IX, BugaHHAa 15, driHanbHa Bepcia 1.0 Big 30 XOBTHA 2024 p., aHrNiliCBKOO MOBOIO [0 NPOTOKO/IIB
KNiHiYHMX  gocnigkeHb: «EdekTuBHicTb Ta 6e3neka npodinakTMYHOro 3acTtocyBaHHS KoOHUu3ymaoy vy
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nawieHTiB 3 remocpinieto A un B, He ycknagHeHoto iHribiTopamuy», kog, gocnigpkeHHs NN7415-4307, dhiHanbHa
Bepcia 6.0 Big 22 yepBHsA 2023; «EekTUBHICTL Ta 6e3neka npodifakTMyHoOro 3actocyBaHHs KoHUuM3ymaoy y
nawieHTiB 3 remodpinieto A un b, ycknagHeHot iHribitopamu», kog gocnimpkeHHs NN7415-4311, diiHanbHa
Bepcis 9.0 Bif, 27 BepesHsa 2023; CroHcop - Novo Nordisk  A/S (OaHis)
3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

15. bpowypa pocnigHuka Pembrolizumab (MK-3475), sugaHHa 25 Big 10 »oBTHA 2024 poky,
AHrNINCbKOKD MOBOK [0 MPOTOKOJIB KIHIYHUX AOCNiMKEHb: «PaHaoMi3oBaHe, BigKpUTe OO0CAIMKEHHS
Il dpasm gnsa ouiHkM edhbekTUBHOCTI Ta 6e3nekn nemoponizymady (MK-3475) B KoMbGiHaLji 3 akciTiHibom B
MOPIBHSAHHI 3 MOHOTEpPAIE CYHITIHIOOM 5K /TIKyBaHHS NepLLOT MiHii y nayieHTiB 3 10KasIbHO NPOrpecyyoto abo
MeTacTa3yluo  CBIT/IOKNITUHHOW  KapuuMHoMot  Hupkn  (KEYNOTE-426)», Kofg — AOCHifKEHHS
MK-3475-426, 3 iHKOpnNopoBaHOoI MonpaBkolo 22 Bif 22 6epe3Ha 2024 poky; «PaHgomizoBaHe, Bigkpute
KniHiuyHe gocnigxeHHs Il ha3n NopiBHAHHA Nemoponizymady Ta OpPeHTyKCMMady BeAOTUMHY Y MauieHTiB 3
peunanBytovold abo pPesUCTEHTHOK A0 JiKyBaHHS KNACUMYHOK MiMAIOMOI0 XOMKKiHa», KOA, AOCNIIKEHHS
MK-3475-204, 3 iHKopnopoBaHol nonpaskow 06 Big 24 uepBHA 2022; «PaHOoMmi3oBaHe, Bigkpute
pocnipkeHHs 1l hasn gna ouiHk nemoponisymady B SKOCTi Heoa'toBaHTHOI Tepanii Ta B kOMOGiHaLil 3i
CTaHAApPTHUM JiKyBaHHSAM B SKOCTi af'loBaHTHOI Tepamii npu onepabenbHOMY JIOKOpErioHaslbHO
PO3MOBCIOAKEHOMY MJIOCKOK/TITUHHOMY paky rosiosu Ta wui llI-IVA ctagii», kog gocnigpxeHHa MK-3475-689, 3
iHKOpnopoBaHoto nonpaskoto 09 Big 29 6epesHsa 2024 poky; «PaHgomizoBaHe, noasiiiHe-cine gocnigpkeHHs Il
hasn [OBOXKOMMOHEHTHOI XimioTepanii npenapaTtamu nnatMHA B KOMOGiHaUii 3 nem6ponizymaéom
(MK-3475) abo 6e3 HbOro, B sIKOCTi Heoa'toBaHTHOI / aA’toBaHTHOI Tepanii AN nauieHTiB 3 onepadesibHUM
HeApPiGHOKNITUHHUM pakom nerexs I, A Ta llIB (T3-4N2) ctaagin (HAP) (KEYNOTE-671)», Ko A0CAiAKEHHS
MK-3475-671, 3 iHKopnopoBaHoto nonpasBkoto 11 Big 29 nuctonaga 2022 poky; «PaHgomizoBaHe, Il dhasn,
noAgiliHe cnine AocnimkeHHs KOMGiHauil TpacTysymaby, ximioTepanii Ta nem6ponizymady y NOpiBHAHHI 3
KOMOiHaujieto TpacTy3ymaby, ximioTepanii Ta niaue6o sk Tepanii nepwoi NiHil y nauieHTis 3 HER2-no3uTMBHOK0
MeTacTaTMYHOK afeHOKapLMHOMOLO LLUYHKY abo LWAYHKOBO-CTpaBoxigHoro 3'egHaHHA (KEYNOTE 811)», kof
pocnipkeHHa MK-3475-811, 3 inkoprnoposaHoto nornpaskoto 09 Big 08 BepecHs 2022 poky; «PaHAoMi30BaHe,
noZBiiiHe cnine kniHiyHe gocnimpkeHHs asu 3 nemoGponisymady (MK-3475) y kombiHauii 3 XimioTepanieto y
NopiBHAHHI 3 niauebo y Kom6iHaLil 3 XimioTepanielo B AKOCTI NiKyBaHHA NepLuoi NiHii y nauieHTis 3 HER2-
HeraTMBHO, NonepeaHL0 HesTiKOBaHOo, HeonepabebHOW abo MeTacTaTUYHOK afeHOKapLUUHOMOHO LUTYHKY
abo racTtpoesodpareanbHoro 3'egHaHHA  (KEYNOTE-859)», «kog pgocnigpkeHHs MK-3475-859, 3
iHKopnopoBaHoto nonpaskoto 06 Bif 28 BepecHsi 2022 poky; «PaHaomi3oBaHe, NoBiliHe crine gocnigpkeHHs 11
hasn Ansi NOpiBHAHHA nemoponisymady 3 nnauebo y KombiHauii 3 HeoaA'toBaHTHOK XiMioTepanielo Ta
aj'toBaHTHOK EeHAOKPUHHOK Tepanierd Npu NikyBaHHI paky MOMOYHOI 3a/1031 3 HasIBHICTIO peuenTopiB Ao
€CTPOreHiB i BiACYTHICTIO IIOACLKMUX peLenTopiB enigepMasibHoro aktopa pocty 2 (ER+ / HER2-) Ha paHHili
cTagii npyn Bucokomy ctyneHi pusmky (KEYNOTE-756)», kog, pocnimpkeHHs MK-3475-756, 3 iHKOpnopoBaHoto
nonpaskoto 07 Big 08 BepecHs 2023 poky; «PaHgomizoBaHe, noggiiiHe cnine gocnigxeHHsa 1l dasu
npoBefeHHs XimioTepanii 3 abo 6e3 nem6ponisymady 3 nojasibluvM NigTPUMYHOUUM  NiKyBaHHAM
onanapubom abo nnauebo 418 Tepanii nepLloi MiHil y nauieHTiB 3 PO3NOBCIOMKEHUM eniTeslia/IbHUM pakoMm
seyHnkiB (EPA) 6e3 myTauiin y reHi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», Kog A0CMioKEHHS
MK-7339-001/ENGOT-0v43/GOG-3036, 3 iHKoproposaHot nonpaskoto 04 Big 07 nuctonaga 2022 poky;
«[lMoggiiiHe cnine gocnimkeHns Il dhasn, Wwo npoBoAUTLCA B ABOX Fpynax Assi OLiHK/ 6e3nekn Ta ehekTUBHOCTI
nem6ponisymaby (MK-3475) y nopiBHAHHI 3 Miauebo B SAKOCTI af'toBaHTHOI Tepanii y Yy4YacHWKIB i3
renaTouestoAsipHOK KapLUHOMOK Ta MOBHOK PafionoriyHOK BiAMOBIAA NicNs XipypriyHoi pesekuii abo
nokanbHoi abnsauii (KEYNOTE-937)», koa gocnimkeHHss MK-3475-937, 3 iHKoprnopoBaHOoto nonpaskoto 08 Bif
08 rpyaHs 2022 poky; «PaHgomizoBaHe, nnaueb0-KOHTPONIboBaHe KiiHiuHe gocnigkeHHs |l dpasn 3 OUiHKK
6e3nekn Ta edIeKTMBHOCTI CTepeoTakcu4yHOoi pagioTepanii (SBRT) y noegHaHHi 3 Mem6ponisymaéom
(MK-3475) a60 6e3 Hb0oro y nauieHTiB 3 HeonepabesibHUM HeApiGHOKNITUHHUM pakom nerenis (HAKP) cTagji |
a6o Il (KEYNOTE-867)», kog gocnimkeHHs MK-3475-867, 3 iHkoprniopoBaHoo nonpaskoto 07 Big, 24 KBITHA
2024 poky; «focnipkeHHs 1l a3 gna nemoponisymady y KombiHauil 3 nemeTpekcegom / npenapaTom
nnatnHu (kapéonnatmH abo uucnnatvH) 3 nofjasbluMM BBEAEHHSAM nemo6posisymady y kombGiHauii 3
NigTPMMYIOUYMM NiKyBaHHAM onanapnbom abo nemeTpekcenoM B AKOCTI Tepanii nepLloi NiHil y nauieHTiB i3
MeTacTaTUYHUM HEMNMOCKOKNITUHHUM HeApPiGHOKNITUHHM pakoM JiIereHis», ko4 gocnimpxkeHHa MK-7339-006, 3
iHKopnoposaHoto nonpaskoto 07 Big 30 TpaBHs 2024 poky; «[ocnigpkeHHs 1l dhasm ans neméponisymady y
KoMOGiHaLji 3 kapbonsaTMHoM / TakcaHoM (MaksiiTakcen abo Hab-nakmitakcen) 3 NOfanblUMM BBELEHHAM
nemobponizymady y KoMbGiHauji 3 niagTpMMyHUMM MikyBaHHAM ofianapnbom abo 6e3 HbOro B SIKOCTI Tepanii
nepLoT MiHiT y NauieHTiB i3 MeTacTaTMYHUM MI0CKOKNITUHHUM HeAPIGHOKNITUHHMM pakoMm nereHis (HOKPJT)»,
Koa pgocnimkerHs MK-7339-008, 3 iHkoprnopoBaHoto nonpaskoto 07 Big 31 ciuHsA 2024 poky; «PaHaomizoBaHe,
noagiiHe cnine pocnimpkeHHa 1l da3n Ans ouiHKM nepionepauinHoro 3actocyBaHHS nemM6ponisymady
(MK-3475) y komb6iHaLjii 3 Heoa'toBaHTHOI XiMioTepanielo NOPIBHAHO 3 nepionepauiiHuM 3acTOCyBaHHAM
nnaue6o y KombiHauil 3 Heoa'toBaHTHOO XiMiOoTepanieto B yH4acHWKIB 3 M'A30BO-iHBa3UBHUM pakoM CEYOBOro
Mixypa, npugatHux ansa nikysaHHa umcnnatuHom (KEYNOTE-866)», kog pocnigxkeHHs MK-3475-866, 3
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iHKopnoposaHoto nonpaskoto 06 Big 14 cepnHA 2023 poky; «PaHfoMi3oBaHe, Bigkpute gocnimkeHHs Il dasu
nemo6ponisymady (MK-3475) y noegHaHHi 3 neHBaTnHi6om (E7080 / MK-7902) y NnOpiBHAHHI 3 XiMioTeparnieto
nepLUoi NiHil NikyBaHHS MpY PO3NOBCIOMXKEHIN abo peuuayByoviin kapumHoMi eHgomeTpisa (LEAP-001)», kog,
pocnipkeHHa MK-7902-001, 3 iHkopriopoBaHoto nonpaskoto 07 Big 13 moTtoro 2024 poky; «PaHfomi3oBaHe
BigKpuTe pocnimpkeHHA dasm 2 Ta 3 Onanapuby y KombGiHauii 3 MNMemOGponisymaGomMm Yy MOPIBHAHHI 3
ximioTepanieto y kombiHauii 3 MNembponizymabom nicns iHAYKLiT KIIHIYHOT nepeBarn 3 MEepLUok JTHIE
ximioTepanii y koMm6iHau,ji 3 NMemb6ponizymabom y nauieHTiB 3 MiCLLEEBO-peLUANBYOYMM HeonepabenbHum abo
MeTacTaTU4HUM NOTPINHO-HEraTMBHUM pakoM Mos104HOT 3a103u (TNBC) (KEYLYNK-009)», Kog AoCnigpKeHHS
MK-7339-009, 3 iHkoprniopoBaHoto nonpaskoto 03 Big 22 TpasHsi 2023 poky; «ocnimxeHHs dha3n 2 onanapnby
Yy KOMGIHALiT 3 NeM6poNi3ymMmaGomM y nauieHTiB 3 paHille AiKoBaHUM PO3MOBCHAKEHUM PAKOM 3 MyTaL|iElo reHa
y CUCTEMI roMOAOrivyHOT pekombiHauiiHoi penapauii (HRRm) AHK Ta/abo 3 MNOpyLEeHHSIM FOMOMOriYHOI
pekombiHauii (HRD) AHK», ko gocnipkeHHs MK-7339-007, 3 iHkoprnopoBaHoto nonpaskoto 05 Big 20 rpygHa
2022 poky; «PangomizoBaHe, noagiiHe-crine kniHivyHe gocnimxenHs 11l ha3n nemeponisymady (MK-3475) Ta
ximioTepanii (XP a6o FP) B nopiBHAHHI 3 niauebo Ta ximiotepanieto (XP abo FP) B akocTi Heoa'toBaHTHOrO /
af'toBaHTHOIO NliKkyBaHHA MaLlieHTiB 3 aeHOKapLUVHOMOK LWIYHKY Ta LUIYHKOBO-CTPaBOXIAHOMo 3'‘e4HaHHA
(WC3) (KEYNOTE-585)», kop pocnigpkeHHs MK-3475-585, 3 iHkopnoposaHot nornpaskoo 10 Big
20 nuctonaga 2023 poky; «PaHAomizoBaHe, NoBiiiHe c/ine, niaueb60-KOHTPOIbOBaHE KAiHIYHE AOCNIAKEHHS
Il da3n pnsa BMBYEHHSA edeKTMBHOCTI Ta 6e3neyHocTi nmem6ponisymady (MK-3475) y kombiHauii 3
ximionpomeHeBoto Tepanieto (XIMT) y NopiBHAHHI nvwe 3 ximionpoMeHeBot Teparnieto (XIMT) B yYacHUKIB 3
M’A130BO-iHBa3MBHMM pakoM cevyosoro Mixypa (MIPCM) (KEYNOTE-992)», kog pocnigpxkeHHa MK-3475-992, 3
iHKopnopoBaHoto nonpaeskoto 04 Big 15 rpyaHa 2022 poky; «PaHgoMisoBaHe, noggiiHe cnine gocnigpkeHHs |l
hasn ximiopagioTepanii y kom6iHauil 3 nem6ponisymaéom abo 6e3 HbOro A5 NiKyBaHHS /10Ka/lbHO

PO3NOBCHOKEHOTO paky LUINIAKK MaTKm 3 BUCOKUM CTyneHem puU3nKy
(KEYNOTE-A18/ENGOT-cx11/GOG-3047)», koa pocnipkeHHs MK-3475-A18/[ENGOT-cx11/GOG-3047, 3
iHKopropoBaHo nonpaskok 04 Bif, 08 nuctonaga 2022 poky; «AocnigxeHHs |l chasn

nemo6ponisymady (MK-3475) y komGiHauii 3 CynyTHbOKW XiMIOMPOMEHEBOK Tepaniel 3 nofasiblunMm
BBEJEHHAM nem6ponizymady 3 osanapmbom abo 6e3 HbOro MOPIBHAHO 3 CYNYTHLOK XiMiONPOMEHEBOH
Tepanieto 3 nNoJasiblUMM BBEAEHHAM [AypBanymaby B Y4yacCHWKIB 3 HeorepabesibHUM  I0KalbHO
PO3MOBCIOAXEHUM HeAPIOHOKNITUHHUM pakom nereHis Il ctaaii (HAPM)», ko pocnimpxkeHHs MK-7339-012, 3
iHKopnopoBaHol nomnpaskoto 08 Big 15 kBiTHA 2024 poky; «PaHgomizoBaHe, noAgiiiHe crine, nnaue6o-
KOHTpO/sIboBaHe pocnimkeHHs Il ha3n gna ouiHkm nembponisymaby (MK-3475) y noegHaHHI 3 CynyTHbOR
XiMIONPOMEHEBOIO Tepanieto 3 NoganbLUNM BBEAEHHSAM nemoponizymady 3 onanapnoom (MK-7339) abo 6e3
HbOr0 Yy TMOPIBHSIHHI NulIe 3 CYNyTHbOK XiMIONPOMEHEBOK Tepanield B YYacCHUKIB 3 HeLLodaBHO
[iarHoCTOBaHMM f10Kasli30BaHUM APIGHOKNITUHHMM pakoM nereHis (JIAPM)», kog gocnipkeHHs MK-7339-013,
3 iHKopropoBaHoto nonpaskoto 05 Big 04 kBiTHS 2024 poky; «PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs 1l
chasu N1 ouiHKM Nnemoponizymady nopiBHAHO 3 Naauebo y KombiHauii 3 af'toBaHTHOK XiMioTepanieto 3 abo
6e3 npomeHeBoI Tepanil 415 NiKyBaHHA NaLieHTOK 3 HeaBHO AiarHOCTOBaHVM pPakoM eHAOMETPIA 3 BUCOKUM
pyv3MKOM nicnsa onepauii 3 nikysasibHolo MeTo (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», koA
pocnipkeHHa MK-3475-B21 | ENGOT-enl1l /| GOG-3053, 3 iHkopriopoBaHoto nonpaskoto 03 Big 25 cepnHa
2022 poky; «Bigkpute kiiHiuHe pgocnimpkeHHs |l dasun, Wwo npoBOAUTLCA B OAHIM rpyni A1 OUiHKM
neMmoposisymadby B KomOGiHauUil 3 JIeHBATUHIOOM B HAKOCTI MepLIol AiHiT JIKyBaHHA B YYacHUKIB 3
PO3MOBCIOAXEHOK / MeTacTaTUYHOK HECBIT/IOKTITUHHOK HUPKOBO-KMTITUHHOK KapLUUHOMOK HUPKU (HCKHKKH)
(KEYNOTE-B61)», kof pocnimkeHHa MK-3475-B61, 3 iHkoprnopoBaHoto nornpaskoto 03 Big 04 cepnHa 2022
poky; «PaHgomizoBaHe, BigkpuTe pgochigpkeHHs Il cdasn gns ouiHkM nepionepauiiiHOro 3acToCyBaHHS
eHdopTymaby BeAOTMHY Yy KOMOGiHaUil 3 nemo6ponisymadom (MK-3475) nopiBHAHO 3 Heoaf'tOBaHTHOM
Tepaniew remuutTabiHoM Ta UMCNAATMHOM Yy Y4YacHMKIB 3 M'Si30BO-iHBA3WBHMM pPakoOM CEYOBOro Mixypa,
npuaaTHux 4na nikysaHHa umcnnatuHom (KEYNOTE-B15 / EV-304)», koa gocnimkenHs MK-3475-B15, 3
iHKopnoposaHoto nonpaskoto 04 Big 17 nuctonaga 2023 poky; «baratoueHTpoBe, paH4oMi3oBaHe, noagiHe
cnine pocnipkeHHa 1l dasn kombiHauii MK-7684 3 nemoponisymaoom (MK-7684A) nopiBHAHO 3
MOHOTepanieto nemo6ponizymadbom B SAKOCTI nepwoi AiHil Tepanii Ansa yyacHukis 3 PD-L1-no3vTUBHUM
MeTacTaTU4YHUM HeApiGHOKNITUHHUM pakom nereHis» (KEYVIBE-003), kog gocnigpkeHHs MK-7684A-003, 3
iHkopnoposaHoto nonpaskoto 04 Big 08 nuctonaga 2022 poky; «Bigkpute, paHaoMizoBaHe [oCigXeHHS |l
hasmn ansa ouiHKM edheKTMBHOCTI Ta 6e3neyHocTi nemoéponisymady (MK-3475) y komb6iHauii 3
6ensytugpaHom (MK-6482) Tta neHsaTtuHibom (MK-7902), a6o MK-1308A y komb6iHauii 3 sieHBaTUHIOOM
MOPIBHAHO 3 MNem6bposisymabom i feHBaTUHIOOM B SKOCTI MepLoi MiHii Tepanii gns y4YacHukiB 3

PO3MOBCIOAXXEHOI CBIT/TIOK/TITUHHOKO HUPKOBO-K/TITUHHOIO KapLMHOMOIO», Kopg, [OCNIMKEHHSA
MK-6482-012, 3 iHkoprnopoBaHoto nonpaskoto 05 Big 04 yepBHs 2024 poky; «PaHgomisoBaHe, NoagiliHe crine
pocnipkeHHs 1l dasn nem6ponisymady (MK-3475) y komGiHauii 3 eH3aslyTamigom MOpPIBHAHO 3

eH3anyTamigom 3 nnayebo y y4acHMKIB 3 MeTacTaTUYHMM KacTpauifiHO-pe3nCTEHTHUM pakom nepeamixypoBol
3a103n (MCRPC) (KEYNOTE-641)», kog, gocnigxeHHs MK-3475-641, 3 iHkoprnopoBaHo nonpaskoto 09 Big,
22 TpaBHa 2023 poky; «focnimkeHHs Il hasn nemoéponisymady (MK-3475) KOXHi 6 TUXHIB Yy NauieHTiB 3
peunanBytovoo abo pehpakTepHOIo KiacuyHo NiMGoMOoKo Xo4KKiHa abo y nauieHTiB 3 peunamnByroyoro abo
pedpakTeEPHOD MEPBUHHOK MefiaCTUHA/IbHOK B-  KPYMHOKNITUHHOK  NiMADOMOIO», KOA, [OCHIAXKEHHS
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MK-3475-B68, 3 iHkoprnopoBaHoto nornpaskoto 04 Big 06 yepBHA 2023 poky; «Bigkpute, paHaoMizoBaHe
pocnipxkeHHs 11l dhasu onsa BUBYUEHHA (hapMakoKiHETUKM Ta 6e3neyHOoCTi neMopoisymady A1a NiALWwKipHOro
BBEJEHHA TMOPIBHAHO 3 nemobposnisymaboMm [Ans BHYTPILLHbOBEHHOrO BBEAEHHA, B KOMOGiHauii 3
[OBOXKOMIMOHEHTHOK XiMiOoTeparietlo npenaparamu nnatvHW, B AKOCTI NepLuol MiHil Tepanii 418 yyacHVKIiB 3
MeTacTaTUYHUM MJIOCKOKIITUHHUM ab0 HensIoCKOKNITUHHUM  HeApPiGHOKNITUHHUM  pakoM JIereHiB», Kof
pocnipkeHHa MK-3475-A86, Bepcia 3 iHkoprnopoBaHow nonpaskolo 08 Big 30 cepnHa 2024 poky;
«BbaraToueHTpoBe, BigkpuTe gocnigpkeHHs Il hasu Ans ouiHKM OBrocTPOKOBOT 6€3Ne4YHOCTi Ta eDEKTUBHOCTI
B YYaCHMKIB, SIKUM Hapasi NpoBOAMUTLCS JiKyBaHHS ab0 CNOCTEPEXEHHS Yy AOCAIMKEHHSX, L0 BK/IOYATb
nemoponisymad», kog gocnimpkeHHs MK-3475-587, 3 iHkoprnopoBaHot nonpaBkoo 05 Big 05 rpyaHs
2023 poky; «Bigkpute pocnimpkeHHs 1l dasm MK-7684A (kombGiHauis npenapatiB Bi6ocToniMaby Ta
nemoponisymady) y KOmOiHauii 3 KOHKYPEHTHOK XiMiONPOMEHEBOK Tepamniew Ta NofasibLIok Tepaniero
npenapatom MK-7684A NOpPIBHAHO 3 NPOBeAEHHSAM KOHKYPEHTHOI XiMionpoMeHeBoi Tepanii 3 nogasblinm
BBEJEHHAM AypBasiymaby y nalieHTiB 3 Hepe3ekTabe/lbHUM MiCLLeBONOLNPEHUM HEAPIGHOKTITUHHAM pakoM
nerenis (HAPAN) Ill cTagjii» (KEYVIBE-006), kog, gocnigxeHHs MK-7684A-006, 3 iHKOPNOpoBaHO NOMNPaBKoo
01 Big 15 BepecHs 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

16. OHoBneHuit po3gin P.8 STABILITY Jocbe pgocnigKyBaHOro nikapcbkoro 3saco6y MK-1026,
TabneTkn, BKPUTIi NniBKOBOK oGonoHkow (FMF2), Bepcia 08Q3X4 Big 11 nuctonaga 2024 poky;
MoaoBXeHHSA TepMiHy NPUAATHOCTI AOCIOKYBAHOIO JlikapcbKoro 3acoody MK-1026, TaGneTku, BKPUTI
NNiBKOBOK 060J/I0OHKOIO MO 45 Mmr i 65 mr, AnAa nepopanbHoro sactocyBaHHs (FMF2) o 36 micsauiB y
3B’A3KY 3 OHOBJIEHHAM [aHUX WOoA0 CTabiNIbHOCTI 40 NPOTOKO/Y KAiHIYHOro BUNPOOYBaHHSA «J0CNiaKeHHs
Il dhasn ouiHkm edhekTMBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 reMaTosiornyHUMKN 3/105IKICHUMMA
3aXBOPIOBaHHAMU», Kof pocnifgxkeHHs MK-1026-003, 3 iHkopnopoBaHolo nornpaskow 08 Big 16 TpaBHS
2024 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLIA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

17. NMopoBXeHHA TPUBANOCTI K/AiHIYHOro BUNPOOYBaHHA B YKpaiHi o 31 rpygHa 2026 poKy [0
NPOTOKONY KAiHiYHOro pocnimkeHHs «ADVANCE OUTCOMES pocnifiKeHHs: eDEKTUBHOCTI Ta 6€3neYHOCTi
paniHenary, cnpsAmoBaHe Ha MNOANINWeEHHA pe3y/bTaTtiB MiKyBaHHA NauieHTIB i3 NIereHeBol apTepiasibHO
rinepteHsieto», kog gocnimkeHHss ROR-PH-301 (APD811-301), 3 iHkopnopoBaHO nonpaskoto 5 Big, 14 rpyaHs
2022 poky; cnoHcop - «fOHanTeq Tepan’toTikc KopnopeliwH» (United Therapeutics Corporation), United States
3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AVK'IOBIA PAC YkpaiHa»

18. 3miHa Ha3BM Micusa NpoBeAeHHs KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKOJY KNiHIYHOIO AOCNioKEHHS
«PaHgomi3oBaHe, noAgiiHe-cnine, GaraToLeHTpoBe, Nnaulebo-KOHTPO/IbOBaHe AOCNIMKEHHS hasn 3 3
BIAKPUTUM nepiofoM AN OUiHKM edPeKTUBHOCTI Ta 6e3neyHocTi iHe6inisymady y Aopocnunx nauieHTiB 3
MiacTeHielo rpasic», kof pgocnimkeHHs VIB0551.P3.S1, Bepcia 7.0, 13 BepecHs 2023 p.; cnoHcop - «Biena
Baiio, IHk./ TopaiizoH Tepan'toTikc Anpneng LIEACi (FopansoH Tepan'toTikc)» [Viela Bio, Inc./Horizon
Therapeutics Ireland DAC (Horizon Therapeutics)], IpnaHgis
3anBHUK - TOBAPUCTBO 3 0BMEXEHO0 BiANOoBiAanbHICTIO «MEAMNENC YKPAIHA»

BYNO CTAJIO
K.M.H. Wynbra O.4. O.M.H. Wynbra O. 4.
KomyHasibHe nignpnemctBo «BonuHcbka o6sacHa | KomyHanbHe nignpuemMcTBo «BonvHcbka ob6nacHa
KNiHiYHa nikapHsa» BonMHCbKOT 06/51acHOI  paaw, | KniHiYHa nikapHs» BonmHCbKoT o06nacHoi pagw,

HeBpPOJIOrivyHe BigAineHHsa, M. JlyLbk HeBpPOoOriyHe BigAineHHsA 3 nkKkamu
iHTeHCMBHOI Tepanii Ta iHCYNbTHUM OG/IOKOM,
M. JTyubK

19. YkpaiHa, MK-7684A-006, IHchopMaLia Ta AOKYMEHT npo iHthopmoBaHy 3rofy A/s nauieHTa, Bepcis
1.03 Big 14 nuctonaga 2024 p. yKpalHCbKOKO MOBOIO [0 MPOTOKO/Y KNIHIYHOIO [OCnimpKeHHS «Bigkpute
pocnipkeHHs 11l pasm MK-7684A (komGiHauisi npenapartiB Bi6ocTonimaGéy Ta nemo6posnisymaody) y
KOMGiHaL,ii 3 KOHKYPEHTHOK XiMiIONPOMEHEBOK Tepaniel Ta nogasibLiol Tepanielo npenapatom MK-7684A
MOPIBHSIHO 3 NPOBEAEHHAM KOHKYPEHTHOT XiMIONPOMEHEBOI Tepanii 3 nogasibluMM BBEAEHHAM gypBastiymaby y
nauieHTIB 3 Hepe3eKTabes/IbHUM MICLEeBONOLUNPEHNM HeAPIGHOKNITUHHUM pakom nereHis (HAP) Il cTtagii»
(KEYVIBE-006), kog pocnimkeHHss MK-7684A-006, 3 iHkopnopoBaHoto nonpaBkow 01 Big 15 BepecHsi
2022 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLIA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»



20. MaTepianu ansa nauieHTiB «HagaHHa Bam nigTpuMkm nig yac yyacti B gocnigkeHHi MONO-OLA1»,
Bepcia 1.0 Big 06 BepecHA 2024 poKy ANA YKpaiHM YKpPAiHCbKOK MOBOIO [0 MPOTOKO/Y KAiHIYHOro
JocnipkeHHs «PaHAomizoBaHe, MoABiiHe cnine, nnauyebo-kOHTpoNboBaHe, gocnigpkeHHsa 1l dhasm
nigTPUMYyOHOT MOHOTepanii ofanapnéom y yyacHukis 3 BRCA Wild Type posnosctogxeHum (FIGO ctagis lll-
IV) cepo3Hum abo eHAOMETPIOIAHNM PakoM SIEYHWKIB BMCOKOrO CTYMEHH 3/105KICHOCTI Mic/is BiAMOBIGl Ha
CTaHAapTHY niaTMHOBMICHY xiMioTepanito nepwoi niHii (MONO-OLAL)», ko gocnigxkeHHs D9319C00001,
Bepcis 2.0 Big 09 cepnHs 2023 p.; crnoHcop - AstraZeneca  AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

21. PeknamHa nNuUcTiBKa A1 XBOPUX 3 MOMIPHUM a60 TSXXKAM CUCTEMHMM YepPBOHMM BOBYAKOM NpPO
npoBefieHHs1 MDKHapoAHOro KiiHiYHOro pocnimkeHHs asn 3 Ta cTucna iHdopmauis npo
pocnipxeHHs, Bepcia 6.0 Big 12 nunHAa 2024, aHrniicbKol Ta yKpaiHCbKOK MoBaMu; PeknamHuii
nnaakat A/ XBOPUX 3 MOMIPHMM a0 TSXKMM CMCTEMHWM YepBOHWM BOBUYAKOM, siKi 3aLikaBrieHi y
y4yacTi B MDKHapogHOMYy KniHiuHOMY gocnigkeHHi ¢hasu 3, Bepcis 6.0 Big 12 nunHa 2024, aHrNilicbKoto
Ta YKpalHCbKOIO MoBamMu; 300paKe€HHS Ha €/IeKTPOHHOMY ONUTYBaJ/IbHUKY QA nauieHta -
onutyBasibHUK NRS Gonto B cyrnio6ax (Joint Pain NRS)), Bepcis 1.32 Big 14.11.2022 p., yKpaiHCbKOIO Ta
pociiicbKkolo moBamun; 306paXeHHsA Ha e/IEKTPOHHOMY ONUTYBA/IbLHUKY 418 NaLi€HTa — ONUTYBa/IbHUK
OCHOBHUII CMMNTOM, WO BUK/IMKAE 3aHENOKOEHHS, NMPO sIKMA noBigomueB nauieHT (Patient-reported
main symptom of concern), Bepcia 1.44 Big 20.12.2022 p., YKPAiHCbKOIO Ta POCIACbLKOIO MOBaMW;
300paXeHHA Ha €NeKTPOHHOMY ONUTYBaJIbHUKY A/1A NauieHTa — onuTyBaJibHUKKM Binb y cyrno6ax
(3aranbHe BpaXeHHSA nauieHTa Woao ctyneHa TXKocTi (Patient Global Impression of Severity) (PGI-S)
Ta 3arasibHe BpaXeHHs nauieHTa woao 3miHu ceoro ctaHy (Patient Global Impression of Change) (PGI-
C)), Bepcia 1.32 Big 14.11.2022 p., yKpaiHCbKOK Ta PpoOCilicbkolo MoBaMu; 300paXeHHA Ha
€/IeKTPOHHOMY ONMUTYBa/IbHUKY AMA NauieHTa — ONUTYBaJ/IbHUK 3 Mpaue3faTHOCTI Ta NOripleHHs
noBcskaeHHOI aisnbHocTi (Work Productivity and Activity Impairment Questionnaire) (WPAI Lupus),
Bepcisa 1.46 Big 21.12.2022 p., yKpaiHCbKOIO Ta POCiiCbKOI0 MOBamu; 306paXKeHHsI Ha eN1IeKTPOHHOMY
onNUTYBaJ/IbHUKY AJ15 NaLi€eHTa — ONUTYBaJ/IbHMK NPO 0COGUCTI BUTpaTu, NOB’si3aHi 3 BoBYakoMm (Lupus-
Related Out-of-Pocket Costs) (LOOP-C), Bepcis 1.37 Big 22.11.2022 p., yKpPaiHCbKOIO Ta POCilfiCbKOIO
MoBamu; 306paeHHsA Ha e/1IeKTPOHHOMY ONUTYBaJIbHUKY AJ1 NayieHTa — 3anuTasibHUK AKICTb XUTTA
npu BoBuYaKy (Lupus Quality of Life (LupusQoL)), Bepcia 1.38 Big 29.11.2022 p., YKpaiHCbKOI Ta
pocilicbkolo MoBamu; 306paXeHHA Ha €/1IEKTPOHHOMY ONMUTYBaJIbHUKY AJ1A Nali€eHTa — ONUTYBa/IbHUK
Bawe 3a0poB’a Ta camonoyyTTa (SF-36v2), Bepcisa 1.38 Big 29.11.2022 p., yKpaiHCbKOIO Ta POCIiICbKOI
MoBaMW [0 MPOTOKO/Y KMIHIYHOTO AochifpkeHHs «®dasa 3, GaraTtoueHTpoBe, paHAoMi3oBaHe, NoABIiHO
3acninneHe, nnauebo-KOHTPO/IbOBaHe, B NapasieflbHUX rpynax AOCNiMKEHHSA AN1A OUiHKM edeKTUBHOCTI,
6e3nekn Ta nepeHocumocTi LieHepumopg y A0opocanX NauieHTiB 3 CUCTEMHMM YepBOHMM BoBYakom (CYB)
cepeHbOro Ta TSXKKOro CTyneHs Ha qooHi 6a30Boi Tepanii», ko gocnigpxkeHHs ID-064A302, cpiHasibHa Bepcis 2
Big 06 rpygHs 2023 p.; cnoHcop - Idorsia  Pharmaceuticals  Ltd, Switzerland
3anBHuK - TOB «CaHaKnic», YkpaiHa

22. IHchopmauis npo onuioHanbHe pAopaTtkoBe pocnimkeHHA dapMakokiHeTUKU Ta copma
iHcbopMoBaHOi 3roau, nokasibHa Bepcia Homep 1.0 gnA YKpaiHu yKpaiHCbKOK MOBOLO, gaTta Bepcil
04 nuctonapga 2024 poky Ha ocHoBi MacTtep Bepcii Homep 1.0 Big 06 6epe3Hs 2024 poKy; MaTepianu gns
nauieHTiB «AMALTHEA Baw ekcnpec-nyTiBHUK [ocnimKkeHHAM», Bepcia 1.0 Big 22 KBiTHA
2024 poky ans YKpaiHu yKpaiHCbKO MOBOIO; Martepianu gna nauieHTiB «OHOBMEHHSA wWopao Baworo
KMIHIYHOIo AOCNIAXXEHHSA», Bepcia 1.0 Big 15 nunHa 2024 poKy Ans YKpaiHM YKpaiHCbKOK MOBOIO;
AZ_D9690C00005, EneKkTpoHHa Ta6énuMusa WoAo npusHavueHoro nikysaHHs, Bepcia 3.0 Big 30 cepnHs
2024 poKy, yKpaiHCbKOI MOBOK [0 MPOTOKO/Y KIIHIYHOTO AocnimpkeHHs «[MoagiiHe cnine, nnaue6o-
KOHTpO/SIbOBaHe AocnifxeHHa dasu lla ansa ouiHkM edrekTMBHOCTI Ta 6e3nekn AZD7798 y naujieHTiB 3
XBOpo6o KpoHa Bif cepefHbOro A0 TSXKKOro cTyneHs BaxkocTi (AMANITESA)», kopd [OCNiAKEeHHS
D9690C00005, Bepcisa 2.0 - Monpaska 1 Big 26 kBiTHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

23. 3MiHa Ha3BMW MicLA NpoBeAeHHS K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKOMY KAIHIYHOrO AOCAIAXKEHHS
«PaHgomizoBaHe, noagiiHe cnine, 6araToueHTpoBe AocAimKeHHS doasn Il y napanenbHux rpynax Ansi ouiHKn
edheKTMBHOCTI 4030BaHOrO iHransaTopy GyaecoHigy, rnikonipoHito Ta oopmoTepony cymapary BigHOCHO
[030BaHOr0 iHraNATopy rNikonipoHito i opmoTeposny hymapaTty Ha cepueBo-/IereHeBi HacigkM y XBOpux Ha
XPOHiYHe 06CTPYKTUBHE 3axBoptoBaHHA nereHs (THARROS)», kof pocnigpkenHs D5989C00001, sepcis 2.0



Bif, 28 CiuHsA 2024 POKy; CrnoHcop - AstraZeneca AB, Sweden
3asABHVK - TOB «ACTPA3EHEKA YKPAIHA»

BYNO CTANO

K.M.H. CnenyeHko H.C. K.M.H., goueHT CnenyeHko H.C.

KomyHasnbHe HekomepLinHe nignpUeMCTBO | KoMyHanbHe HekomepLjiHe nignpUeMCTBO

«BiHHMUbBKa Micbka K/liHiYHa nikapHa Nel», KniHiYHe | «BiHHMUbKa Micbka KniHiYHa nikapHA Nel», KniHiyHe

TepaneBTuYHe BigaineHHsa Nel, M. BiHHMLSA TepaneBTuyHe  BiggiieHHs Nel, BiHHUUbKWIA
HaLUiOHaNIbHWIA MepUYHUIA yHiBepcuteT
im. M.l. MuporoBa, Kadeapa nponegeBTUKU
BHYTPILIHbLOI MegULUMHN, M. BiHHMUSA

24. OHoBneHun lMpoTtokon kKniHiyHOoro BunpooyBaHHA XPF-008-201, Bepcia 8.0 Big 23 BepecHs
2024 pokKy, aHrnificbkoro MoBoto; IHhopmauia gna naugieHTa Ta dopma iHhopMoBaHoOI 3roau, Ans
YkpaiHu, Bepcia 6.0 Big 24 oBTHA 2024 poky, Ha ocHOBi maiictep IN®I3, Bepcia Big 16 XXOBTHA
2024 poky, aHrnificbKoto Ta yKpaiHCbKolo MoBamu; fopaTok go IHchopmauii ans nauieHta Ta dopmu
iHbopmoBaHoi 3roau, ans Ykpaiiu, Bepcisa 6.0 Big 24 xoBTHA 2024 poKy, Ha ocHOBI malictep INDI3,
Bepcis Big 16 0BTHA 2024 poKy, aHINifiCbKOIO Ta YKpaiHCbKOIO MoBamu; LLlogeHHUK anAa woaeHHol
peecTtpauii gaHnx npo cyaomHi Hanaau, XPF-008-201, Bepcia 4.0 Big 19 ciuHA 2024 poKy, aHINilicbKOLo
Ta YKpaiHCbKO MoBaMu; JOCbE AOCNigKYBaHOro jikapcbkoro 3aco6y (IMPD) XEN1101 dopwma IV
(aseTykanHep) Ta nnaue6o A0 AOCAIgKYBAHOrO Jlikapcbkoro 3aco6y, BugaHHs 3.0 Big 20 BepecHs
2024 poKy, aHIiiCbKOIO MOBOIO; 3a/ly4eHHA MiXXHapoAHOI HenaTeHToBaHoI Ha3Bu (INN) aseTtykaniHep
(azetukalner) gna pocnigxyBaHoro nikapcbkoro 3aco6y XEN1101 (AsetykanHep); 3MiHa Ha3BwU
BUPOGHUYOI OiNAHKK ANna AoCNifKyBaHOro nikapcbkoro 3acooy XEN1101 (AseTtykasiHep) Ta niaue6o
[0 AocCnimKyBaHOro siikapcbkoro 3acoGy 3 Xcelience, LLC, CLUA (Lonza; Lonza group) Ha Lonza
Tampa, LLC, CLUA; 3any4yeHHA [04aTKOBUX BUPOGHUUMX AiNSTHOK Ta TeCTyBaJ/IbHUX Nabopartopiii ansa
pocnipKyBaHoOro nikapcbkoro 3aco6y XEN1101 (AsetykasiHep) Ta nnaueGo A0 AOCNifKYyBaHOro
nikapcbKoro 3acooy: Lonza Tampa, LLC, 5415 W Laurel Street, Tampa, Florida (FL) 33607, CLLA; Lonza
Tampa, LLC, 4901 W Grace Street, Tampa, Florida (FL) 33607, CLLUA; Lonza Tampa, LLC, 5709 Johns
Road, Suite 1209, Tampa, Florida (FL) 33634, CLUA; Haupt Pharma Minster GmbH,
Schleebriiggenkamp 15, 48159 Miinster, HimeyunHa; SGS Canada Inc. (SGS Health Science), 6490
Vipond Drive, Mississauga, Ontario, L5T 1W8, KaHapga [0 nNpOTOKO/Y K/iHIYHOTO [AOCNiAKEHHSA
«PaHgomizoBaHe, noggiiHe-cnine, nnauebo-kOHTPOSIbOBaHe, GaraToUEeHTPOBE AOCIMKEHHSA A5 OLiHKK
6e3nekn, nepeHocumocTi Ta edpekTnBHOCTI npenapaTy XEN1101 B AKOCTi 4ONOMiKHOT Tepanii npy enisencii 3
chokanbHUM Oe6loTOoM, 3 BiAKPUTOK NMOAOBXKEHO ha3ot», Koa aocnimkeHHs XPF-008-201, sepcis 7.0 Bif
23 ciuHs 2024 poky; cnoHcop - KceHoH dDapmac'ioTikans IHK., KaHaga/ Xenon Pharmaceuticals Inc., Canada
3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

BYNIO CTAJIO
Xcelience, LLC, CLUA (Lonza; Lonza group) 4910 | Lonza Tampa, LLC, CLLUA 4910 Savarese Circle,
Savarese Circle, Tampa, Florida (FL) 33634, | Tampa, Florida (FL) 33634, CLLUA
CLUA

25. locbe gocnigxyBaHOro nikapcbKoro 3aco6y, Bepcia 2.0 Big 18 oBTHA 2024 poKy, aHIiliCbKOKO
MOBOIO [10 NMPOTOKOJTY KNiHIYHOro AochimpkeHHa «Pasa 1/2 kniHiyHoro BunpobysaHHA ADI-270 (MoandikoBaHi
yo-xumepHi peuentopHi [CAR] V31 T-kniTnHuW, wWo HauineHi Ha CD70) y gopocnux 3 peuuanByoyoo abo
pedpaktepHoo (R/R) CBIT/IOKNITUHHOI HWPKOBO-KMITUHHOK KapumHoMmow (ccRCC)», kon AocCnifXeHHSA
ADI-202427001, Bepcia 1.3 Big 24 nunHa 2024; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT
TepanbHoTiKC, [HK.», CnonyueHi wrartm Amepuku
3anaBHUK - ToBapucTBo 3 06MEXEHOI0 BiAMNOBIAabHICTIO «MBP YKPAIHA»

26. Noci6Huk kopuctysaya (Medidata eDiaries) pna ydyacHuka gocnigpkeHHsa MK4482-023, sepcis 1.0
Big 07 XOBTHA 2024 poKy, YKpaiHCbKO MoBOI; MK4482-023 3pa3ok MapKyBaHHSI €NeKTPOHHOro
WoAeHHMKa ANS BUKOPUCTaHHA nauieHToM, Bepcia 1 anAa YkpaiHu, Big 30 BepecHs 2024 poky,
YKpalHCLKOI0 MOBOIO [10 NMPOTOKOJY KiHIYHOro JochifpkeHHA «PaHaoMizoBaHe, nnaueb0-KoOHTPoboBaHe,
noABiiHe cnine K/iHIYHE AOCNigpKeHHS 3 dha3n An1a OuiHKM edhekTMBHOCTI Ta 6e3nekn MonHynipaBipy
(MK-4482) y HerocniTaslizoBaHux gopocanx i3 COVID-19 3 BUCOKMM pU3NKOM MporpecyBaHHA XBOPOOU», Kop,
pocnipkeHHs MK-4482-023, sepcis 00 Big 27 cepnHa 2024 poky; crnioHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»
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27. 36inblUeHHA KiNbKOCTi NawieHTiB Ana YkpaiHu 3 90 ao 120; MoaoBXeHHs TpUBanocTi NpoBeAeHHs
KNiHIYHOro BUNPoGyBaHHA B YKpaiHi Ha 1 pik, a came A0 31 )XOBTHA 2025 poKy BK/IKOYHO [0 NPOTOKONY
KMiHIYHOrO gocnimkeHHsa «lMnatdopma NpoBefeHHA GaraTtoueHTPoBOro, afanTMBHOro, pPaHAoMi30BaHoro,
KOHTPO/IbOBAHOr0 AOCAIMKEHHS A1 OUiHKM 6e3MeYHOCTi Ta ed)eKTUBHOCTI CTpaTerin i MeToAiB MiKyBaHHS
rocnitTanisoBaHMx nauieHTiB 3 pecnipaTtopHMMK 3axBOploBaHHAMKU: CTparterii Ta MeToan JliKyBaHHSA
pecnipaTopHMX iH(PEKUin Ta HeBigKkNaaHUX CTaHiB, BUKIMKaHuX Bipycamu (STRIVE) — gocnigxeHHs ctpaTerii
iIMyHHOI MoZynsuii», kof gocnimpkeHHs Insight Protocol 018 — Appendix E2, Bepcia 1.0 Big 11 nucTtonaga
2022 poky; cnoHcop - YHiBepcuteT MiHHecotn, CLUA / The University of Minnesota, UMN, USA
3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PapMakci», YkpaiHa

28. YKpaiHa, MK-4482-023, IHchopmaLifa Ta JOKYMEHT Npo iHhopMoBaHy 3rogy ANA nayieHTa, Bepcis 01
Big 15 nuctonaga 2024 p., yKpaiHCbKOO MOBOIO; MNMaM’AAiTKa Ans ydyacHUKa KNiHIYHOro pgocnigXeHHs
MK-4482-023 B YKpaiHi, Bepcia 1.0 Big 14 nuctonaga 2024 poKy, yKpaiHCbKOKO MOBOK [0 NPOTOKONY
KiHIYHOrO AocnimxeHHsa «PaHaomizoBaHe, nnaue60-KOHTPONbOBaHe, NOABIHE chine KAiHIYHe AOC/iMKEeHHS 3
hasn ons ouiHkM edheKTMBHOCTI Ta 6e3nekn monHynipasipy (MK-4482) y HerocniTanizoBaHx 4OPOCNUX i3
COVID-19 3 BMCOK/M PU3MKOM NPOrpecyBaHHA XBOPOOU», KoA pocnigxeHHs MK-4482-023, sepcia 00 Big,
27 ceprnHa 2024 poky; crioHcop - TOB Mepk Lapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»
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