Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNsAHYTUX Ha 3acigaHHAX HEP Ne05 Big 12.03.2026, HTP N210
BiA 12.03.2026, Ha siKi 6y/1n OTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. «JocnimpKkeHHs gpasm 2 Ans ouiHkM edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty SPY002-072 y gopocnivx 3
aKTVBHUM pPEBMATO/IOTNIYHUM 3axBOPHBAHHSM Bif MOMIPHOrO A0 BWCOKOIO CTYMEHS», Kog [AOCMimKEHHS
SPY002-072-201, Bepcisa 1.0 Big 20 yepBHA 2025 poky, cnoHcop - Spyre Therapeutics, Inc., USA (Cnaitep
TepanbioTike, IHK., CLUA)

Pa3za - Il

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

No MM.1.B. BignoBiganLHOro gocnigHukKa

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHS

1. O.M.H., npodp. CTtaHicnasuyk M.A.

KomyHanbHe  HekoMmepujiliHe  mignpuemMcTBO  «BiHHMUbKA o06nacHa  KiHiYHA  NikapHSA
iMm. M.l. MuporoBa BiHHMLbKOT 06nacHOi pagu», BucokocneuianizoBaHwii KAiHiYHWA LleHTp
peBmaTo/10rii, OcTeonopo3y Ta 6ionoriyHoi Tepanii, BiHHUUBKWIA HaUiOHaNbHWIA MeguYHWiA
yHiBepcuteT iMm. M.1. Muporosa, kadegpa BHYTPILLIHLOT MeanumHm Nel, M. BiHHMUS

2. O.M.H., npodp. LWeBuyk C.B.

«YHiBepcuteTcbka  KNiHika»  BiHHWLBKOTO  HauioOHaNIbHOrO0  Megu4yHOro  yHiBepcuteTty
iMm. M.l. TMuporoBa (NikyBasibHO-HABYa/IbHO-HAYKOBWIA LIEHTP), PEBMATO/IONYHE BIAAI/IEHHA 3
TepaneBTUYHUMW bKKamK, BIHHULBKNA HaLiOHa/IbHUIA MeanyYHniA yHiBepceuTeT iM. M., Muporosa,
Kadheapa BHYTPIiLIHLOT MeanumHm Ne2, M. BiHHMUS

3. O.M.H., npody. ApemeHko O.b.

KoMyHasibHe HekomepLuiiHe NignpuemcTBo «KuiBCbKa Micbka KriHiYHa nikapHA Ne3» BUKOHABYOro
opraHy Kuiscbkoi Micbkoi paaun (KMIBCbKOI MICbKOI AepxaBHOI afMiHicTpauil), BiggineHHs tepanii,
HaujoHanbHuii meguuHmii yHisepcuteT iMeHi O.O. boromonbLs, kadegpa BHYTPILLHBOT MEANLUHM
No3, M. Knis

4. nikap Kypunsuuk 1.B.

ToBapucTBO 3 0OMEXEHOI0 BiAMNOBIAABLHICTIO «MeAnyHWA LeHTp «KoHcuniym Megikasi», KiHiko-
KOHCY/IbTaTUBHE BigaineHHs MeauyHoro ueHTpy, M. Kuis

5. O.M.H., npod. XimioH J1.B.

KomyHasibHe HekomepuiiHe nignpueMcTBo KniBCbkoi 061acHOi paan «KuiBcbka ob61acHa KiiHivHa
NikapHsi», KOHCYNbTaTMBHO-AIarHOCTUYHUIA LIEHTP, M. KniB

6. K.M.H. KnebaH f1.1.

KuiBcbka KniHiYHa nikapHa Ha 3anisHu4yHoMy TpaHcnopTi Ne2 qinii «LleHTp oXOpoHW 340pOB’'s»
AKLOHEPHOIO TOBapuCTBa «YKpaiHCbKa 3anidHnua», LIeHTp KNiHiYHMX gocnimkeHb, M. KuiB

7. O.M.H., npody. Hagatkesny O.H.

ToBapnCTBO 3 0GMEXEHOH0 BiANOBIAaNbHICTIO «AKaieMiyHa MeanyHa rpyna», M. /1bBiB

8. O.M.H., npody. CmisH C.I.

KomyHaslbHe HekomepuiiHe nignpuemMcTBO «TepHoMisibCbka 06/s1acHa  KiHIYHA  JlikapHa»
TepHoNiNbCbKOI 06/1acHOT pagu, PeBMATOSONYHE BifAiNeHHS, TEePHONIIbCbKUA HaUiOHaUTbHWIA
MeOUYHUIA yHiBepcuTeT iMeHi |.A. MTopbayeBcbkoro MiHICTEPCTBA OXOPOHU 340PO0B'A YKpaiHu,
Kadheapa BHYTPIiLUHLOT MeanumHn Ne2, M. TepHoninb

9. 3aB. Big. PomaHtok B.IT.

KoMyHaslbHE HeKOoMepuiiiHe nigNnpPUEMCTBO «YepHiriBCbka o6nacHa JikapHsa» UYepHiriBCbKoi
06/1aCHOI paaun, peBmMaTosoriyHe BigaiieHHs, M. YepHiris

10. | A.m.H. Focnogapcbkuia I.4A.

ToBapncTBO 3 0OOMEXEHOW BiAnoBiganbHiCTIO «MeanuHuii UeHTp «KniHika Focnoaapcbkux»,
M. TepHonisib

11. | K.M.H. BuwHuBeubkuii 1.

KomyHanbHe nignpuemcTtBo «JlikapHa Nel» >XMTOMUPCBLKOI MicbKol paan, KoHCynbTaTUBHO-
NikyBasibHe BigfineHHs «HaykoBO-A0CNIAHNLbKUA LeHTP», M. XKUToMup

12. | A.M.H. FTonosyeHko O.1.

ToBapncTBO 3 0OMEXEHOK BignoBigasbHICTIO «MeguuHuini LeHTp Xenc Kninik», MeanyHwii
KNIHIYHWA JOCNigHNUBKWIA LEHTP, BiAAIA KapAionorii Ta peBmartosorii, M. BiHHMUA

13. | K.M.H. KapneHko O.O.

ToBapncTBO 3 OOMEXEHOI BIAMNOBIAANBHICTIO «MDKHAPOAHWIA IHCTUTYT KAIHIYHUX AOCIAKEHbY,
BiAAN Tepanii, peBMaTo/10ri Ta KapAionorii cTauioHapHoro BiggineHHs MeanyHoro LeHTpy «Ok!




| | KniHik+», M. KuiB

2. «baratoueHTpoBe gocnimkeHHsa casu 1b/Il ans ouiHkM 6e3neYyHoCTi, NepeHOCUMOCTi, hapMakKoKIHETUKM i
nonepeaHbOl OLHKM KNiHIYHOT akTMBHOCTI npenapaty TUB-040 npu /Oro 3acTtocyBaHHi y KOMOGIHaLi 3i
CTaHAApPTHUMW npenapaTamv AN NiKyBaHHA paky SEUYHMKIB Yy NauieHTiB 3 eniTesiia/ibHUM Cepo3HuM abo
eHAOMEeTPIoIAHNM eniTenianbHuM pakom siedHukis (PHA) Bucokoro ctyneHs 3nosikicHocTi (NAPISTAR 1-02)»,
ko pocnigpxkeHHs NAPISTAR 1-02, sepcis 2.0 Big 19 rpyaHs 2025 poky, crnioHcop - Tyéynic FTM6X, HimeuunHa/
Tubulis GmbH, Germany

®asza - Ib/ll

3aaBHuK - TOB «APEHCIA EKCIJIOPATOPI MEAICIH», YkpaiHa

Ne M.l.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KiHIYHOro BUNPOGYBaHHS

1. nikap OopoHiHa M.B.

TOBAPUCTBO 3 OBMEXEHOK BIAMOBIOANBHICTIO  «APEHCIA  EKCMJ/IOPATOPI
MEZAICIH», Biggin KNiHiYyHWMX gocnimkeHb MeanyHoro LeHTpy, M. Kuis

3. OHoBneHe J[ocbe pocnipKyBaHOro nikapcbkoro 3aco6y U3-1402 (MK-1022, MarpiTtymaé
AepyKcTeKaH), pegakuia 9.1, Bepcia 090TQ6 Big 09 ciuHA 2026 p., aHIiACbLKOIO MOBOIO; 3aslyHeHHA
[0[aTKOBOro BUPOGHUKaA AOCigKyBaHOro nikapcbkoro sacooy MK-1022: Simtra Deutschland GmbH,
KantstraBe 2, 33790 Halle/Westfalen, Germany; 3pa3ok MapKyBaHHs1 likapcbKoro 3aco6y Maknitakcen,
100 mr/ 16,7mn (6 mr/mn), KOHUEHTpaT ANA PO3UuMHY AnA iHdysii/cdnakoH, Outer Package, Big
10 BepecHAa 2024 poKy, aHIMINCbLKOIO Ta YKPAiIHCbKOK MoBamMu; 3pa3oK MapKyBaHHSA J1iKapCbKOro
3aco6y Maknitakcen, 100 mr/ 16,7mn (6 mr/mn), KOHUEHTpAT ANA PO3UMHY ANA iHdys3ili/dnakoH,
Immediate Container, Big 10 BepecHs 2024 poKy, aHIMNMiACbLKOIO Ta YKPATHCbKOK MOBamMu [0 NPOTOKONy
KniHiyHoro gocnimkeHHa «KEYMAKER-UOL — niggocnigpkeHHs 01G: napaconbkoBe gochigpkeHHs Il casm 3
noYeproBMMy rpynamMmm Ans BUKOPUCTaHHS AOCiAKyBaHMX 3acobiB y koMOiHaUil 3 nem6ponisymaéom i3
JofjaBaHHAM XiMmioTepanil Ha OCHOBI nnatuHM abo 6e3 Hel y paHile HenikoBaHWX Y4acHUKIB i3
HeApiGHOKNITMHHUM pakoM nereHb |V cTagii», kog pocnigxkeHHs MK-3475-01G, 3 iHKOpPNOpOBaHOK
nonpaskoto 01 Big 15 xo0BTHA 2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YKkpaiHa»

4. [ocbe pocnimKyBaHOro snikapcbkoro 3aco6y SPY002-091 (IMPD-Quality), pepakuia 3.0 Bipg,
03 xoBTHS 2025 p.; Jocbe gocnimgKyBaHOro nikapcbKoro 3acooy SPY002-091 (IMPD-Quality), pegakuis
5.0 Big 20 ciuHA 2026 p. 40 NPOTOKOAY KMiHIYHOIo AoCNigXeHHs «naTdopmHe gocnigpkeHHs |l dha3n 3 OLIHKK
eheKTMBHOCTI 1 6e3MeYHOCTI aHTUTINT TPUBasIOi Ail NPy 3aCTOCYBaHHI B PEXUMI MOHO- abo KOMOGIHOBaHOI
Tepanii 3 NPUBOAY CEPEefHbLOTSHKKOrO abo TAXKOro nepebiry BUPa3KOBOIO KOMITY B akTUBHIA dhopMmi», Koz
pocnigxeHHa SPY123-201, OCHOBHUIA MPOTOKON KAiHIYHOro BunpobyeBaHHA SPY123-201, pegakuisa 1.2 Big
04 uepBHA 2025 p.; JofaTtok A0 NPOTOKOJY KIIHIYHOrO BUNPoOyBaHHA SPY123-201, Wo onncye KOHKPEeTHe
BTPyYaHHSA i3 3acTtocyBaHHAM npenapaty SPY002, pepakuia 1.0 Big 24 yepBHa 2025 p.; «MnatdopmHe
pocnigxerHs |l dpasn 3 ouiHkM ePeKTUBHOCTI i1 6e3neYHOCTi aHTUTIN TPUBAOI Aji Npu 3acTOCYBaHHI B peXuMI
MOHO- a60 KOMGIHOBaHOI Tepanil 3 NPUBOAY CepefHbOTKKOro abo TSHXKKOro nepeobiry BMpaskoBOro KONty B
aKTUBHIN chopmi», koa gocnimpkeHHss SPY123-201, OCHOBHUIA NPOTOKOA KiHIYHOTO BUNpo6yBaHHA SPY123-
201, pepakuia 1.2 Big 04 uepsHAa 2025 p.; Joaatok 40 NPOTOKO/TY KAiHIYHOro BUNpo6ysaHHA SPY123-201, wo
OMNMCY€E KOHKPETHE BTPY4YaHHs i3 3acToCyBaHHAM kombiHauii SPY120, pegakuia 1.0 Big 21 cepnHa 2025 p.;
cnoHcop - «Cnaep Tepan'toTike, IHK.» [Spyre Therapeutics, Inc.], CLUA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»

5. Bpowypa gocnigHuka agna AocnifKyBaHoOro jlikapcbKoro 3acody Camizestrant; AZD9833, BugaHHs
8.0 Big 14 nuctonapga 2025 poky; bpowypa gocnigHuka gna npenaparty nopiBHaHHA PA3/TIOAEKCTM
(dbynBecTtpaHnT, ZD9238), BugaHHs 25 Big 21 nunHA 2025 poky; OHoBneHuii Po3gin 2.4 Ornsag, focbe
pocnipkyBaHoro nikapcbkoro 3acod6y Camizestrant, Big 7 nucrtonaga 2025 poky; OHOBMeHi cekuil
Po3pginy 2.6 «Pe3tome foOKNiHIYHUX gaHUX» [loCbE AOCIAKYBAHOrO JliKapCbKOro s3acody Camizestrant:
Cekuin 2.6.2. Pestome dpapMaKkonoriyHux gaHux y Tekctosomy cpopmari, Big 7 nuctonaga 2025 poky;
Cekuin 2.6.4. Pe3lomMme papMaKOKiHETUUHUX AAHUX Y TeKCTOBOMY chopmari, Big 28 )oBTHA 2025 poKy;
Cekuin 2.6.6. Pe3loMe TOKCUKOJ/IOTIYHUX AaHUX Y TekcToBOoMY chopmari, Big 7 nucronaga 2025 poky;
Cekuifa 2.6.7. Pe3tome TOKCUMKONOFNYHUX AAaHUX Yy Burnapgi ta6nuub, Big 14 nuctonaga 2025 poky;
Martepianu ana nauieHTiB: IgeHTUikauliliHa KapTKa yyacHuKa gocnigxeHHsa D8530C00002, maiicTep-
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Bepcia 3.0, Aata HaGYTTA YUMHHOCTI NPOeKTy 04 nunHa 2025 p., nepeknag yKpaiHCLKOIO MOBOIO Bifj
31 nunHa 2025 p. (yKpaiHCbKOI MOBOKO); 3MiHa Ha3BM Micus NpPoBefEeHHSA BUNPOGYyBaHHA; 3MiHa
BiAnoBiganbLHOro pocnigHuka [0 NPOTOKO/Y K/iHIYHOrO gocnigkeHHs «SERENA-2: PaHpowmi3oBaHe,
BiAKpUTE, Y napanenbHUxX rpynax, 6araToueHTpoBe AOCAifKeHHA da3n 2 MOPIBHAHHA edeKTUBHOCTI Ta
6e3neyHocTi nepopanbHOro npenapaty AZD9833 i PynBecTpaHTa Y XIHOK 3 NnowwmpeHnmM ER-MO3UTUBHUM
HER2-HeraTtMBHMM pakoM MOJIOYHOT 3a/103U», KoA aocnigpkeHHs D8530C00002, sepcis 7.0 Big 27 nuctonaga
2024 poky; cnoHcop - Actpa3eHeka Ab, LBeuia / AstraZeneca AB, Sweden

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

BYJ1IO

CTAJIO

nikap Kynsoa A.M.

MeguuHuiA UEHTP TOBapucTBa 3 OOMEXEHOI
BigNoOBifa/IbHICTIO «ACKN€eNioH», JiKyBa/ibHO-
BiarHocTuuHMii nigpospain, Kniscbka 065., Kueeo-
CBATOLWNHCBKMIA p-H, €. XoA0cCiBKa

K.M.H. MaweBcbka O.B.

ToBapuCTBO 3 OOMEXEHOH BiANOBifaNbLHICTIO
«ACK/enioH», TepaneBTUUHUN nigposgain
MepguuHoro ueHTpy, KuiBcbka 061., Kueso-
CBATOWMHCBKWIA p-H, C. XoAociBKa

6. Bpowypa AocnigHuka JNJ-67896062 (macitentan), BugaHHsa 23 Big 04.12.2025 p.; MoBigoMseHHs
Ne 4 woao po3’sicHeHHS NPOToKony Bif, 16.12.2025, nepeknag Ha yKpailHCbKY MOBY Bif, 21.01.2026 10
MPOTOKO/Y KMiHIYHOTO JocnigxeHHs «[lpocnekTnBHe, GaraToueHTpoBe, NoAgiiiHe cnine, 3 MNOABINHOW
iMiTauiero, paHAOMI30BaHe, 3 aKTMBHUM KOHTPOJ/IEM, B NapasiefibHUX rpynax, 3 N0CAi40BHUM BK/THOUEHHSM rpyn,
ajanTnBHe, KOHTPOJIbOBaHE 3a NoAiAMM KiHIYHe AOoCNiAKeHHA TPeTboT ha3un 4115 NOPIBHAHHA ePeKTUBHOCTI,
6€e3MeYyHOCTi Ta NMEepPeHOCMMOCTi MauiTeHTaHa 75 Mr 3 mauiteHTaHoM 10 mMr y nauieHTiB 3 JIereHeBol
apTepiasibHOK TiNepTeHsied 3 nogasbliMM MepiogoM BIAKPUTOro NiKyBaHHS MauiTeHTaHOM 75 Mr», Kopg,
pocnipkeHHss AC-055-315, 3 nonpaBkow 4, Bepcis 5, Big 04.04.2023 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris

3aaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

7. OHOBNEHHA po3giniB flocbe AocnigKyBaHOro Jsiikapcbkoro 3acooy LY3298176 Big 18 BepecHsA
2025 poky: S.1. «3aranibHa iHchopmauia», S.4.1. «Cneuudpikauis», S. 4.4. «AHani3u cepiii», S. 4.5.
«O06rpyHTyBaHHA cneuyudikadii», S.5. «<ETa/loHHi cTaHpapTM a6o martepianu», S.7. «CTabiNbLHICTb»
(NMikapcbka peuoBuHa (LY3298176)), P.3.1. «<Bupo6Hukmu», P.3.2. «Cknag cepii», P.3.3. «<Onuc npouecy
BMPOOHMLTBA Ta 3axOf4iB KOHTPOJIIO SAKOCTI», P.3.4. «KOHTPONb KPUTUUHUX CTaAii i NMPOMIKHOI
npoAaykuii», P.5.1. «Cneuudpikauii», P.5.2. «<kMeToguka aHanisy», P.5.3. «<Banigauis metoguku aHanisy»,
P.5.4. «AHani3u cepii», P.5.6 «O6I'pyHTyBaHHA cneuyudikauii», P.8. «CtabinbHicTb» (JlikapcbKuii 3acio
(iH'ekuin LY3298176)); MpoaoBXXeHHs TepMiHY NPUAATHOCTI J1iIKAPCbKOro 3acoby (iH'ekuii LY3298176)
Ao 36 micAuyiB AnAa niaTpumkn KnidiyHoro pocnipkeHHAa I8F-MC-GPGN. KoHueHTpauii LY3298176
2.5mg, 5mg, 7.5mg, 10mg, 12.5mg, 15mg, un 1.5mg DULA; BKIIOUYEHHA BUPOGHUUUX AiNAHOK,
BiANOBifaNbHUX 3a MNaKyBaHHA i MapKyBaHHA [OCNiMKYBaHOro nikapcbKoro 3acoby (iH'ekuii
LY3298176): Catalent (Shanghai) Clinical Trial Supplies Co, Ltd., China Ta Catalent CTS Edinburgh
Limited, United Kingdom o npotokony KiiHiYHOro BUNpoGyBaHHA «[JOCNifKEeHHA BNAWBY npenapaTty
Tipsenatig B NOPiBHAHHI 3 npenapatom [ynarnytna Ha PO3BUTOK 3HAYHWX HECNPUATIVBUX CepLeBo-
CYAVHHUX MOZIM y naujieHTiB 3 LykpoBuM giabetom 2 Tuny (SURPASS-CVOT)», kog gocnigxeHHs I1I8F-MC-
GPGN, 3 iHkopnoposaHoto nonpaskoto (f) Big 16 kBiTHA 2024 poky; cnoHcop - Eni Jlinni eHg KomnaHi, CLUA / Eli
Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliyapis

8. OHOBNEHNI NPOTOKON KiiHIYHOro gocnigpkeHHa P3-IMU-838-RMS-02, octatouHa pegakuia 5.0 Big
8 rpyaHA 2025 poKy, aHrMiicbKOK MOBOK; OHOBNEeHU i CUHONCUC NPOTOKONY KNiHIYHOro pocnigkeHHs
P3-IMU-838-RMS-02, octaTtouHa pepakuis 5.0 Big 8 rpygHa 2025 poKy, YKpaiHCbKOI MOBOIO;
IHhbopMmauia ana nauieHTa Ta oopma iHchopmoBaHoOi 3rogu, Bepcia 6.1 gna Ykpainu Big 3 rpyaHsa 2025
P., @aHrNIfICbKOIO Ta YKPaiHCbKOI MOBamu; Popma NMOBTOPHOI 3roAn yyacHUKa AOC/ifKEeHHA, Bepcis
3.1 ansa YkpaiHu Big 3 rpyaHa 2025 p., aHrNificbKoo Ta yKpaiHCbKO MoBamu; [locbe A0CNigKyBaHOro
nikapcbkoro 3aco6y (IMPD): Ta6netku IMU-838 5 mr / 15 mr | 22,5 mr / 30 mr | 45 mr Jlikapcbka
cy6ceTaHuin: Bigodnygimyc kanbuin (IMU-838), Bepcis 15 Big )XOBTHA 2025p., aHrNificbKOO MOBOIO [10
NPOTOKO/Y K/IHIYHOTO AOCNiMKEHHS «baraToLeHTpoBe paH4oMi30BaHe NogBiHO cnine gocnimkeHHs Il dpasm,
L0 MPOBOAUTLCA 3 METOK OUIHKM edeKTMBHOCTI, 6e3MeYHOCTi Ta nepeHocumocTi npenapaty IMU-838 y
MOPIBHAHHI 3 Nnauebo npu AikyBaHHI AOPOCANX NAUIEHTIB i3 peunanBytovMM po3CistHUM Ckiepo3oM (kogoBe
nosHayeHHsi: ENSURE-2)», kog, gocnigpkeHHs P3-IMU-838-RMS-02, octaTtouHa pegakuis 4.0 Big 18 6epe3sHsi
2024 poky; cnoHcop - «IMmyHik Al» [Immunic AG], HimeuyunHa

3assHuK - TOB «BOPNABANA KNIHIKAN TPAINIC YKP»



9. MpoTokon KniHiyHoro Bunpo6yeaHHs LFD200A11, MonpaBka 2, Bepcis 3.0 Big 17 rpyaHAa 2025 poky,
aHrniicbkoro MoBow; Bpowypa pgocnigHuka LFD-200, Bepcia 3.0 Big 17 rpyaHa 2025 poky,
aHrniicbKo MoBolo; IHhopmauisa gna nauieHta Ta ®opma iHpopmoBaHoi 3rogn, YactuHa 2, Bepcis
2.0 Big 29 ciuHA 2026 poky, anA YKpaiHu, Ha OCHOBIi MmaiicTep-Bepcii IHpopmauii Ansa ydyacHuka
pocnipkeHHa Ta Popmu iHpopmoBaHoi 3rogu, YactuHa 2, Bepcia 2.0 Big 17 rpyaHa 2025 poky,
YKPAiHCbKOLO Ta aHI/1iNCbKOK MOBamMM 0 NPOTOKO/Y K/TiHIYHOrO JOCMIMKEHHS «PaHaomi3oBaHe, noaBiliHe
cnine pocnimpkeHHa asnm la/lb, 3 nnauebo-KOHTPONEM | aKTUBHUM KOHTPOJIEM, 3 OAHOKPATHUM i
GaraToKpaTHUM 3aCTOCYBaHHSIM AOCAiAXYBaHOro npenapary y 3pocTarumx Ao3ax Ansi NopiBHSIbHOT OLiHKM
6e3neYyHoCTi, NepeHoCcUMOcCTi, hapMakoKiHETUKM | hapmakognHamiky npenapaty LFD-200 y pgopocnmx
YyYacHUKIB, ki € 300poBMMM 0cobammn abo MatoTb PEBMATOIAHWI apTpUT Bif CEPeAHbOBAXKOro A0 BaXKOro
CTYNeHs TSHKKOCTI», ko pocnimkeHHs LFD200A11, Monpaska 1, Bepcia 2.0 Big 16 BepecHsa 2025 poky;
crnoHcop - flihopai IMmyHoTepan'toTike, IHK., CLUA [Lifordi Immunotherapeutics, Inc.], USA

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

10. Bpowypa aocnigHuka JNJ-54767414 (OQapatymymab), BugaHHa 22 Big 17.12.2025 p.; IHcpopmauin
Ans naudieHta ta ®opma iHthopmoBaHoi 3roau — Mpotokon 54767414MMY 3030, Bepcist 6.0 ykpaiHCbKOIO
MOBOI Ans YKpaiHu Big 04.02.2026 p.; KapTka y4yacHuka KiiHiYyHOro pgocnigkeHHs — lMportokon
54767414MMY3030, Bepcis yKpaiHCbKO0 MOBOIO Big 07.01.2026 p.; 3MiHa Ha3BU MicLUA NpoBeAEeHHs
KMiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOrO AOC/iMKEeHHS «baratoueHTpoBe BigKpUTE KAiHIYHE
pocnimpkeHHss 3b a3 TpuBanoro npoAOBXEHHS /iKyBaHHA J[aparymymaGom», Ko [AOCNiAKEHHS
54767414MMY 3030, 3 nonpasBkoto 2 Bif 26.04.2023 p.; cnoHcop - «AHcceH ®apmaueBTvka HB», Benbris
3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris

BY/NO CTANO
nikap YceHko I".B. nikap YceHko I'.B.
KomyHanbHe HekomepLiiHe nignpremctBo «Micbka | KomyHanibHe HekoMepLiliHe nignpveMcTso «Micbka
KniHiyHa nikapHa Ned» [HINPOBCLKOI MICLKOT pagw, | kiiHiYHa nikapHa Ned» [HINPOBCLKOI MICLKOT paju,
remaToJsioriyHe BigaineHHs, M. [IHinpo remaToJsioriyHe BigAaineHHsA 3 GJ/10KOM
TpaHcnnaHTauii reMonoeTuyYHMX CTOBOYpPOBMX
KNiTUH, M. [IHiNnpo

11. BK/OUEHHS [0AATKOBOrO MiCUSA NPOBeAEHHA KAiHIYHOro BMNpPoOGyBaHHA; Martepianm ans
nauieHTiB: EFC18325/EFC18359. IHCTpyKLUia 3i 360py 3pas3KiB Kany B AOMAalUHiX yMmoBax, peg. 1.0 Big
19 ciuHa 2026 p., OCTAaTOUHWUIA NepeKknag 3 aHrNilicbKoi MOBU Ha YKpaiHCbKY MoBY Big 02 niotoro
2026 p., yKpaiHCbKOl0 MoBoOI0; Bepcia 3.0 — MNMoci6HuK kopuctyBaua 3actocyHKy myMedidata, data:
17 rpypHa 2025p., YkpaiHcbka (UK), yKpaiHCbKOKO MOBOK [0 MPOTOKO/Y KNiHIYHOMO [AOCHiIKEHHS
«baraTouleHTpoBe MiXHapoAHe paHAOMi30BaHe MOABINHO crine nnaueb0-KOHTPO/IbOBaHE [A0CHIAKEHHS
Il cha3n 3 ouiHkM edeKTUBHOCTI Ta 6e3neyHoCTi IHAYKUIMHOT Tepanii AyBaKiTyrom B Yy4yacHWKIB i3
CcepeaHbOTHKKMM abo TSXKMM nepebiroM BMpasKoBOro KONITY B aKTUBHIA hopmi», KOA AO0CAIMKEHHS
EFC18325, 3 nonpaskoto 01, sepcisa 1 Big 01 BepecHs 2025 poky; crnoHcop - Sanofi-Aventis Recherche &
Developpement, France (CaHoi-ABeHTic Pelweplt e leBenionMaH, ®paHuis)

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHSI

1. | nikap Cknbano C.A.

ToBapMCTBO 3 OOMEXEHOK BiANOBIAANBHICTIO «MDKHAPOAHWUIA IHCTUTYT KNIHIYHUX AOCAIAKEHBb,
BigAin racTpoeHTeposorii Ta renatosorii cTtauioHapHOro BiagineHHs MeguuHoro ueHTpy «Ok!
KniHik+», M. Kuis

12. BkOUYEeHHA pAoAaTKOBOro MicusA MNpoBeAeHHs1 KAiHIYHOro BUMpPoOOyBaHHA; Martepianu Aans
nauieHTiB: EFC18326/EFC18327. IHCTpYKLifA 3i 360pYy 3paskKiB Kasly B OMALLHIX yMoBax, pea. 1.0 Big 19
ciuHa 2026 p., ocTaTOuHMI Nepeksiag 3 aHrIiicbKoi MOBM Ha YKpaiHCbKy MoBY Big 02 nioTtoro
2026 p., yKkpaiHCcbKOl0 MoBoOIO; Bepcia 3.0 — MNMoci6HUK kopuctyBaua 3actocyHKy myMedidata, Oata:
17 rpyaHa 2025 p., YkpaiHcbka (UK), yKpaiHCbKOKO MOBOK [0 MPOTOKOJY KNIHIYHOIO AOCNIIKEHHSA
«BbaraToueHTpoBe MiXHapogHE paHAOMI30BaHe MOABIHO criine nnaueb0-KOHTPONbOBaHE [OC/TiIKEHHS
Il dhasm 3 ouiHkm edeKTMBHOCTI Ta 6e3neyHOCTi IHAYKUIMHOI Tepanii AgyBaKiTyroM B Yy4acCHMWKIB i3
cepefiHbOTSHKKMM ab0 TSHXKMM nepebirom xBopobu KpoHa B akTuBHIN hopmi», koa gocnigxkeHHs EFC18326, 3
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nonpaskoto 01, Bepcia 1 Big 01 BepecHs 2025 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement,
France (CaHodi-ABeHTic PelwepL e [lesenonmaH, ®paHuis)
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

No M.1.B. BignoBigabLHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPOOGYBaHHS

1. | nikap Ckubano C.A.

ToBapnCcTBO 3 0OMEXEHOI0 BiAMNOBIAANBHICTIO «MiXXHAPOAHWIA IHCTUTYT K/IHIYHUX AOCIIKEHbY, BiAAIN
racTpoeHTeposiorii Ta renatonorii crauioHapHoro BiggineHHs MeguuHoro ueHTpy «OKIKAiHik+»,
M. Kuis

13. OHOB/IEHMI NMPOTOKON KiiHiYHOro pgocnigpkeHHa P3-IMU-838-RMS-01, c¢iHanbHa Bepcia 5.0 Big
8 rpynHA 2025 poKy, aHrNiicbKo MOBOLO; OHOBIeHUIA CUHOMNCUC NPOTOKOY KNiHIYHOIO AOCigKEeHHSA
P3-IMU-838-RMS-01, chiHanbHa Bepcia 5.0 Big 8 rpyaHa 2025 pokKy, yKkpaiHCbKOK MOBOLO; IHhopmauis
AnAa nauieHta Ta dopma iHcpopmoBaHoi 3roau, Bepcia 6.1 ana YkpaiHu Big 9 rpygHa 2025 p.,
aHrNiNcbKoK Ta yKpaiHCbKOK MoBamu; PopMa NOBTOPHOI 3rogM yyacHuKa gocnigkeHHs, Bepcia 3.1
Ana Ykpaiuu Big 9 rpygHa 2025 p., aHrnilicbKoro Ta yKpaiHCbKOO MoBamu; [locbe [OCAifKyBaHOro
nikapcbkoro 3aco6y (IMPD): Ta6netku IMU-838 5 mr / 15 mr [ 22,5 mr / 30 mr | 45 mr Jlikapcbka
cy6cTaHuin: Bigodnygimyc kanbuiii (IMU-838), Bepcis 15 Big )X0BTHSA 2025p., aHr/1iiCbKOIO MOBOIO [0
MPOTOKO/Y KIHIYHOTO AOCNiMKEHHS «baraToLeHTpoBe paH4oMi30BaHe NoggiHo cnine gocnimkeHHs Il dpasm,
WO NPOBOAMTLCA 3 METOK OLiHK/ edeKTUBHOCTI, 6e3neyHocTi Ta nepeHocumocTi npenapaty IMU-838 y
MOPIBHSIHHI 3 Nnauebo npu NikyBaHHI AOPOC/IMX NAUIEHTIB i3 peumamByOHMM PO3CISHUM CKkepo3oM (kogoBe
nosHayeHHs: ENSURE-1)», ko gocnigpkeHHs P3-IMU-838-RMS-01 (ENSURE-1), chiHanbHa Bepcis 4.0 Big,
18 6epesHs 2024 poky; cnoHcop - «IMMyHik AM» [Immunic AG], HimeuunHa

3anBHuK - TOB «BOPNABAINA KNIHIKAN TPAISIC YKP»

14. MpoTokon KniHiYHOro AocnimxeHHs, nonpaska 6, Bepcia 5.0 Big 2 XoBTHA 2025 p.; CT-P51 1.1
IHcbopmaunia gna naudieHta Ta popma iHopmoBaHOI 3rogu, Bepcis ana YkpaiHu 5.1.0 Big 09 ciuHAa
2026 p. yKpaiHCbKOIO MOBOIO; locb€e AOCNifKYBaHOro nikapcbkoro 3acooy: CT-P51 (Memo6ponisymad)
Bepcis 3.0 Big 23 xoBTHA 2025 p. 40 NPOTOKO/Y K/iIHIYHOTO AocnimkeHHs «loagiiHe cnine, paH4oMi30BaHe,
KOHTPO/IbOBaHE aKTUBHUM NpenapaTtoM AOCAIMKEHHS dpasn 1 y TpPbOX MapasieNlbHUX rpynax g8 OUiHKM
thapmakoKiHeETMYHOI NMOAIGHOCTI TPLOX Nikapcbknx hopM neméponilymady (npenapaty CT-P51, npenapaty
KitTpyaa, cxBaneHoro B €C, i npenapaty Kitpyaa, niuensosaHoro B CLUA) B AKOCTi af’toBaHTHOT Tepanii y
naLieHTIB i3 MOBHICTIO BUAaneHow MesiaHomoto ctagii 1B, 1IC Ta lll», kog gocnigpxeHHs CT-P51 1.1, nonpaska
5, Bepcia 4.0 Big 29 kBiTHA 2025 p.; cnoHcop - «CENNITPIOH, IHk.» Pecny6nika Kopest (CELLTRION, Inc.
Republic of Korea)

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

15. OHoBneHui MpoTokon kniHiuHOro BunpoG6yBaHHAa TARA-002-101-Ph2, Bepcis 5.0 Big 20 cepnHs
2025 poky, aHrnificbkoro mMOBOIO; 3MiHa Ha3BM K/iHIUHOrO BUNpPoOyBaHHA Ha «®Pasa 2, BigkpuTte
[OocnipKeHHs 3 OLiHKM 6e3nekun Ta ePEKTUBHOCTI iIHCTUNALIA ceuoBOro Mixypa npenapatom TARA-002
y AOpocCnuX MNauieHTiB i3 M'A30BO-HEiHBA3sMBHMM pPakOM Ce4YOBOro Mixypa BUCOKOro CTyneHs
3M109IKiCHOCTi»; JIMCT-po3’ssicHeHHA Big 20 nuctonaga 2025 poky p[o TMpoTokony KniHiYHOro
Bunpo6yBaHHA TARA-002-101-Ph2, Bepcia 5.0 Big 20 cepnHs 2025 poOKy, aHIMiiCbKO MOBOIO;
Bpowypa pocnigHuka TARA-002, BugaHHsa Ne 8 Big 10 nunHa 2025 poKy, aHrNiiCbKOIO MOBOIO;
IHchopmauia ana naudieHta i dopma iHcpopmoBaHoi 3rogn, TARA-002-101-Ph2, OcHOBHa, gnsa YKpaiHu,
Bepcifa 5.0 Big 27 oBTHA 2025 poKy, aHIMiliCbKOKO Ta YKpaiHCbKOK MoBamu; Popma iHhopMmoBaHOT
3rogu gna BaritHoi napTHepkn, TARA-002-101-Ph2, ansa YkpaiHu, Bepcia 3.0 Big, 27 »xoBTHA 2025 poky,
aHrnificbKo Ta yKpaiHCbKol MoBaM; JIUCT Ao nikapsa 3aranbHoi npakTuku, TARA-002-101-Ph2, ans
YkpaiHu, Bepcis 3.0 Big 28 cepnHs 2025 poky, Ha ocHoBiI Maiictep-Bepcii 03 (ocTtaTouHOi) Big 06 cepnHs
2025 pokKy, aHrnificbKoo Ta yKpaiHcbKolo MoBamu; JIUCT Big nikaps Ao nikaps, Bepcis 2.0 Big 06 cepnHA
2025 poky, aHrnificbkol Ta YKpaiHCbKO MoBamu; laeHTudpikaudiiHa (IH) kapTka y4yacHuka
pocnipkeHHs, gna YkpaiHu, Bepcia 3.0 Big 28 cepnHA 2025 poKy, aHrMiicbKOK Ta YKPaiHCbKOLO
MoOBaMWU [0 MPOTOKO/Y K/IHIYHOro AocnifkeHHsa «®dasa 2, BigkpuTe [OC/iMKEeHHSA 3 OUiHKM 6e3neku Ta
NPOTUMYXIMHHOT aKTUBHOCTI IHCTWU/IALIA cedyoBoro mixypa npenapatom TARA-002 y gopocnux nauieHTiB i3
M'AA30BO-HEIHBA3MBHUM pakoM CEeYO0BOro Mixypa BWCOKOTO CTYNEHS 3/108KICHOCTI», KOA OOCAIMKEHHA
TARA-002-101-Ph2, Bepcia 4.0 Big 05 ciuHa 2024 poky; cnoHcop - Mpotapa Tepan'toTikc, IHK. [Protara
Therapeutics, Inc.], CLLA

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa



BYNO

CTA/O

«®a3za 2, BigkpuTe AOCAIMKEHHSA 3 OLHKLU Ge3neku
Ta MNPOTUNYX/IMHHOT aKTUBHOCTI  iHCTUAALN
ceyoBoro Mmixypa npenapatom TARA-002 vy
[OopoCNuX NauieHTiB i3 M'A30BO-HEiHBa3MBHUM
pakoM CeyoBOro Mixypa BWCOKOTO  CTyMeHs
3/1051KiICHOCTi»

«®a3za 2, BigKkpuTe AOCAIMKEHHSA 3 OLiHKK Ge3neku
Ta edeKTUBHOCTI IHCTUAALIA Ce4yoBOro Mixypa
npenapatom TARA-002 y popoc/svx MauieHTiB i3
M'A30BO-HEIHBA3NBHUM PaKkoM CeyoBOro Mixypa
BMCOKOr0 CTYNeHs 3/105KICHOCTi»




