Jopartok 1

«Mepenik NpPoTOKONIB KAIHIYHUX BUMNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KMIHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne 24 Big 30.07.26, HTP Ne 30 Big,
30.07.26, Ha siKi 6y OTpMMaHi NO3UTUBHI BUCHOBKM €KCnepTiB»

1. «MixxHapoaHe 6araToLeHTPOBE paHAOMi30BaHe MNOABIMHO chine nnaueb0o-KOHTPOIboBaHe AoCnimkeHHs 1l
chasu, Lo NpoBOANTLCS 3 METOH A0BEAEHHS ePEKTUBHOCTI, 6€3NeYHOCTi 1 NEPEHOCMMOCTI KnacenpyoapTty
(DNTH103) y nauieHTiB i3 reHepanizoBaHow MiacTeHielo rpasic (EMERGE)», kog A[oCnioKeHHS
DNTH103-MG-301, pegakuis 1.0 Big 09 kBiTHA 2026 p., cnoHcop - «faeHTyc Tepan'toTike, IHK.» [Dianthus
Therapeutics, Inc.], CLLA

da3za - Il

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

Ne M.1.b. BignosigansHoOro gocnigHuka

n/n Ha3Ba MicLsl NpoBeAeHHs KNiHIYHOIro BUNPOOYBaHHS

1. | k.M.H. KocTioueHko A.B.

ToBapucTBO 3 06MEXEHOI BIANOBIga/bHICTIO «MeanuHnii LieHTp Xenc Kninik», Bigadin HeBponorii
MeanyHOro KNiHiYHOro AoCAiAHNLBKOro LEHTPY, M. BiHHMUS

2. | B.M.H., npodh. Kanbbyc O.I.

YHiBepcuTteTCcbka nikapHA [HINPOBCHKOrO [epXaBHOro MeAMYHOro YHiBepcuTeTy, BiffiNeHHs
HeBponorii, HINPOBCbKWIA AepXaBHUIA MeANYHWUIA YHIBEpPCUTET, Kadeapa HeBposorii, HelipoxXipypril
Ta opTaIbMOSIOriT, M. JHINpo

3. | K.M.H. Umnp I".C.

KomyHanibHe HekomepujiiHe nignpueMmcTBo «O6n1acHa KhiHivYHa nikapHs  I1BaHO-®paHKiBCbKOI
061acHOi paan», HeBPOJIOrivyHe BiaAdiNEeHHS 3 LLEHTPOM PO3CiTHOT0 CKNepo3y, M. IBaHO-PpaHKIBCbK
4. | nikap KapniHcbka K.O.

KomyHanbHe HekomepuiiiHe nignpuemctBo «QO6nacHWiA  KNiHIYHWIA  UEeHTP  Helpoxipyprii Ta
HeBposorii» 3akapnaTcbkoi o06nacHOi pagu, BigdineHHA uepebpoBackynsApHOT nartonorii Ta
€KCTpeHOol MeINYHOI IONOMOru, M. YXXropog,

5. | o.M.H., npodh. Herpuy T.1.

YHiBepcUTETCbKa JliKapHSA AEepXaBHOr0 HEKOMEePpLiNHOro ToBapucTBa «JIbBIBCbKWI HauiOHabHWI
MeaWYHUIA yHiBepcuTeT iMeHi [JaHnuna [anuubkoro», KhiHika HEeBPOSOrii Ta Henpoxipyprii,
HEBPOJIOTiYHE BIAAINEHHA Kamnycy iMeHi Map'sHa [MaHumwurHa, [epxaBHe HeKkoMepLjiiHe
TOBapUCTBO «JIbBIBCbKMI HaUIOHA/IbHWI MeAWYHWIA  yHiBepcuTeT imMeHi [aHuna [anvubkoro»,
Kadpegpa HeBposiorii, M. JIbBiB

6. | K.M.H. JopoweHko O.O.

ToBapuCTBO 3 06MEeXeHOW BianoBiganbHicTio «<HEWPO [/IOBAS», nikyBanbHO-NpodinakTuuHmuii
nigpo3ain JlikyBasbHO-AiarHOCTUYHOO LeHTpY «HEMPO MTOBA/», M. IBaHo-PpaHKiBCbK,C. KpuxisLi
7. | K.M.H. Kapeta C.O.

KomyHasibHe HekomepujiliHe NignprueMcTBO «UepHiriBCcbka o61acHa nikapHsi» UepHiriBCbkoi 061acHoOT
pagu, HEBPOJIOTiYHe BifAiNeHHs ANsi XBOPUX 3 NOPYLLIEHHSIM MO3KOBOro KpOB0OObiry, M. YepHiris

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

ToBapUCTBO 3 06MEXEHOI0 BiANoBiganbHICTI0O «HEVIPO®OKYC», M. flbBiB

9. | K.M.H. Tanny J1.®.

MpuBaTHe nignNpuMeMcTBO  «KniHika Megikom», KOHCYNbTATUBHO-AiarHOCTUUYHE  BiAAineHHs
BiJOKPEM/IEHOTO BiAAiNEHHA MeANYHOro LieHTpy (CTauioHap), M. Kuis

10. | A.M.H., npod. JInTBUHEHKO H.B.

ToBapnCTBO 3 0OMEXEHOK BiAMNOBIAa/IbHICTIO «MeAKOHTUHEHT», LLeHTP HEBPOAOrii Ta peabinitau,ii
JlikyBaNIbHO-ZliarHOCTUYHOIO LUeHTpy, M. MNMonTasa

2. «PaHpomizoBaHe, noggiiHe  cnine  gocnigkeHHa  hasu " gna OLjiHKM BM/vBY
BanuuHpeHoHyl/Aanarnicps03nMHy NopiBHAHO 3 Janarnid)N031MHOM Ha HUPKOBI Ta CepLEeBO-CYAMHHI HACiaKn
Y NauieHTIB i3 XpOHIYHOO XBOPOHOK HUPOK (cTagii 3b Ta 4)», ko gocnigpkeHHa D8790C00001, sepcis 1.0 Big,
08 kBiTHA 2026 poky, cnoHcop - AstraZeneca AB, Sweden

®a3za - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

[ Ne | M.1.6. BignoBifanLHOro AOCNiAHMKA |




n/n
1. | Konowmiituyk H.O.

KomyHasibHe HekoMepLjiiiHe NignpueMcTBO «MeanyHMil LeHTP MicTa KneBa» BMKOHABYOro OpraHy
KniBcbkoi Micbkoi pagmn (KMiBCbKOT MICbKOT AepXaBHOI agMmiHicTpauii), nikyBasibHWA nigpo3ain Ne2,
BigAiNeHHs rocnitanbHOT Hedhposorii Ta gianizy Ne2 3 nasiaTol iHTEHCUBHOI Tepanii, M. KuiB

2. | YynpwuHa J1.0.

MeanyHnin LeHTp ToBaprCTBa 3 0OMEXEHOI0 BiANOBIAANBHICTIO «LIeHTp ciMeliHOT MeauLMHK NAoC»,
NiKyBa/IbHO-NPOohiNakTnYHMiA nigpo3sgin, m. Kuis

3. | NenTioK H.O.

KomyHasibHe HekoMmepuiiHe NigNnpPMeEMCTBO «BiHHULBbKA MiCcbKa KfiHiYHa nikapHA Nel», K/iHiYHe
TepaneBTuyHe BigaineHHsa Nel, BiHHMLbKUIA HaUiOHa/TbHWIA MeanyHuiA yHiBepeuTeT iM. M.1. MNnporosa,
Kapegpa nponeaeBTUKN BHYTPILWHLOT MeAULUMHMK, M. BiHHMUA

HasBa MicLsl NpoBeAEHHS KMiHIYHOTO BUNPOO6YBaHHS

3. OHOBNEHUIA OCHOBHWUIA NPOTOKOJ KNiHIYHOro BUnpooysaHHA SPY123-201, peaakuis 2.0 Big 01 KBiTHA
2026 p.; CuHOMCUC OHOBJ/IEHOTO OCHOBHOIO MPOTOKOJ/Y K/iHIYHOro BunpooyBaHHA SPY123-201,
pepakuia 2.0 Big 01 kBiTHA 2026 p., Nnepeknag, 3 aHrNificbKOi MOBU Ha YKpPaiHCbKY MOBY Bijf, 24 KBiTHS
2026 p.; IHhopmauisa gna ydyacHuka pocnipkeHHA Ta copma iHhopMmoBaHOI 3rogu Ha y4vactb Yy
HayKoBOMY KMiHiYHOMY AocnimkeHHi, ocTaToyHa pegakuis 4.0 onAa YkpaiHu Big 22 TpaBHa 2026 p.;
OCTaTOUHMIA Nepeknag 3 aHrNiicbKoi MOBU Ha YKpaiHCbKy MOBY Bif 05 uepBHA 2026 p.; ocTaToO4HWMIA
nepeknag, 3 aHrNificbKoi MOBU Ha pocilicbKy MoOBY Bif 05 uepBHs 2026 p.; KapTka yuacHuka, octaTouHa
peaakuifa 2 Big 19 rpyaHsa 2025 p.; octatouHMii nepeknag 3 aHrMiicbKoT MOBUM Ha YKpaiHCbKY MOBY Bif,
08 ciuHA 2026 p.; ocTaTO4YHMIA Nepeknag 3 aHrNificbKoi MOBU Ha pociiicbky MoBY Big 08 ciuHs 2026 p.;
MociGHMK ana nauieHTa 3 KOpUCcTyBaHHA gogatkom myMedidata: Bepcisa 3.0 Big 30 rpygHa 2025 p.
aHrnincbKo moBoto; Bepcis 3.0 Big 04 ciuHa 2026 p. ykpaiHCbKOIO MOBOIO; Bepcisa 3.0 Big 30 rpyaHsA
2025 p. pocilicbkolo MoBOIO; Bpowypa gna gocnigHuka 3 npenapaty SPY003-207, pegakuia 3.0 Big,
17 kBiTHA 2026 p.; Jocbe AOCNiMKYBAHOIO Nnikapcbkoro 3aco6y SPY003-207 (IMPD-Quality), pepakuis
7.0 Big, 06 KkBiTHA 2026 p.; 3mMiHa Ha3BU MicLub NPOBEAEHHA K/IHIUHOrO BUNPOOYBaHHA [0 NPOTOKOY
KNiHiYHOro gocnimkeHHs «MnatdopmHe gocnigpkeHHs |l dha3un 3 ouiHKM e(PEKTUBHOCTI i1 6€3NeYHOCTi aHTUTIN
TpuBasoi Ail Npy 3aCToCyBaHHi B peXMMi MOHO- abo KOMGiIHOBaHOI Tepanii 3 NpuBoAy cepefHbOTSXXKOro abo
TSDKKOrO nepebiry BMpasKoBOro KOAiTy B akTWMBHIN diopMi», Kog pocnimkeHHs SPY123-201, OcHOBHWiA
NPOTOKON KNiHIYHOro BUNpobyeaHHA SPY123-201, pepakuisa 1.2 Big 04 yepsHsa 2025 p.; Jonartok, Wo onucye
KOHKpeTHe BTpyYaHHs i3 3acTtocyBaHHAM npenapaTy SPY003, pegakuisa 1.0 Big 31 »oBTHA 2025 p.; CnoHcop -
«Cnaep Tepan'toTike, IHK.» [Spyre Therapeutics, Inc.], CLUA

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMOBIAANBHICTIO «IMl EC AN-YKPAIHA»

BY/NO

CTAJIO

3as. Bif. 360piBCbKMin A.M.
YHiBepcuteTcbka nikapHsa
HeKoMepuiiiHoro nignpuemMmcrea

AepXXaBHOTo
«J1bBiBCbKUiA

HauioHaIbHUIA MeguUHuii YHiBepcurter
imeHi JaHuna TanuubKoro», KiiHika Xipyprii,
XipypriuHe BigAineHHsA Nel Kamnycy

imeHi Map’saHa MaHunwnHa, M. JIbBiB

nikap 360piBcbkuii A.M.

YHiBepcuteTcbka nikapHsa [epxxaBHOro
HeKomepuiiiHoro ToBapuctBa «J/IbBiBCbKWUii
HauioHaNbHNii MeguUHNii YHiBepcuter

iMmeHi JaHuna T[anuubKoro», kriHika Xipyprii,
BigAiNneHHA HeBigknagHoi Xipyprii kamnycy
imeHi Map’saHa MaHuuwmnHa, M. JIbBIB

O.M.H., npodp. BaosuueHko B.I.

KomyHasnbHe HekoMepLiiiHe nignpPMeEMCTBO
«/JIbBiBCbKE TepuTOopiasibHe MefunyHe 06'€fHaHHSA
«baratonpodinbHa KniHiYHa NiKapHA iHTEHCUBHUX
METOAIB  NiKyBaHHA Ta  LWBMAKOT  Meau4yHOTl
pornomoru», LleHTp  Tepanii  BigokpemneHoro
nigposginy «JlikapHa Ceatoro [MaHTeneiiMmoHa»,

OepxaBHe HeKomepuiliHe niagnpuMemMcTBO
«/IbBiBCbKUW HauioHaIbHWA MeAVNYHUIA
YHiBepcuTeT iMeHi [QaHuna T[anuybKoro»,

kacbegpa Tepanii Nel, meaMyHOI AjarHOCTUKM Ta
remaTonorii i TpaHcdpysionorii  pakynbTeTy
nicNsaMnAOMHOI OCBITH, M. JIbBiB

A.M.H., npod. BoosnyeHko B.I.

KomyHasnbHe HekomepLjiiHe nignpPUeEMCTBO
«JIbBiBCbKE TepuTopiasibHe MefnyHe 06'€fHaHHA
«baraTonpodinbHa KniHiYHa NiKapHA iHTEHCUMBHUX
MEeTOAIB  NiKyBaHHA Ta  LWBWAKOT  Megu4YHOl
poriomoru»,  LleHTp  Tepanii  BigokpemneHoro
nigposginy «JlikapHa Cesatoro [MaHTeneiiMmoHa»,

DepxaBHe HeKoMepLiliHe TOBapuUCTBO
«/IbBIiBCbKUW HauioHaIbHWNiA MeAVNYHUIA
yHiBepcuTeT iMeHi [QaHuna [anuuybKoro»,

kKacbegpa Tepanii Nel, mMeaMyHOl AjarHOCTUKM Ta
remaTtonorii i TpaHccpysionorii  hakynbTeTy
nicnsaunAOMHOI OCBITU, M. JIbBiB

4. flocbe pocnimKyBaHoOro nikapcbkoro saco6y BAY 2927088 (IMPD-Q) Bepcisa ID14 Big 25 TpaBHsA
2026 p. aHrnificbkold MoOBOL; KopoTka XxapakTepuctuka f[OC/ifgKyBaHOro nikapcbKoro 3acoby
Memo6poniszymad (Kitpyga) 25 Mr/mn KOHUEHTpaT oNns po3uuHy Aans iHdysii Big 22 kBiTHA 2026 p.;
KoHTponb piapei nig 4yac nikyBaHHA paky_Bepcia 1.0 ykpaiHCbKOO MOBOK A1 YKpaiHu Big
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25 nuctonaga 2025 poky; 22615 KopoTtkuii BuKknap, inchopmauii npo gocnigkeHHAa Ta O/13, Bepcia 3.0
Bif 22 uepBHs 2026 poKy Ha 6a3i 0CHOBHOI Bepcii KopoTkoro Buknagy iHchopmauii npo gocnigkeHHA Ta
AN3, Bepcin 5.0 Bif, 27 ciuHAa 2026 poky; MoaoBxeHHA TepMiHy NpuaaTHOCTI NikapcbKoro sacooy BAY
2927088 3 24 po 36 micALB 40 NPOTOKO/Y KNiHIYHOrO OOCNIIXEHHS «Bigkpute, paHAoMi30BaHe, akTUBHO
KOHTPOJIbOBaHe, baraToLeHTpoBe AoCNiMKeHHs 3 dpa3u ANns OuiHKM edDEKTUBHOCTI Ta 6e3Mnekn nepopasibHOro
BBeAleHHA BAY 2927088 y nopiBHAHHI 3i cCTaHAapPTHUM JliKyBaHHAM Yy AKOCTI Tepanii nepLuoi NiHil y nawieHTis 3
MiCLLEBO-MOLUMPEHUM 260 MeTacTaTUYHUM HeAPIGHOKMITUHHUM pakom nereHb (NSCLC) 3 HER2-akTvByH4YMMM
MyTauiamun», kog gocnigpkeHHsa Sevabertinib (BAY 2927088) | 22615, sepcia 3.0 3 nonpaskoto 6 Big 09 rpyaHa
2025 p.; cnoHcop - baiep Al, HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

5. OHoBneHe [locbe pocnipkyBaHOro sikapcbkoro 3acooy MK-1084, Bepcis 095629 Big 03 uepBHA
2026 p., aHrniiicbkolo MoBOO; MoAOBXEHHs1 TepMiHy NpuUAAaTHOCTI AOCAILKYBAHOIO NiKapCbKOro
3acoby MK-1084, Ta6sieTKn BKpUTi NAiBKOBOIO 060s10HKOI0 (FCT), no 25 mr ta 50 mr go 30 micauis;
3anyuyeHHA p[opaTKoBUX BUPOGHUKIB AocnigkyBaHOro ikapcbkoro 3acooy MK-1084: Hovione
Farmaciencia S.A, Quinta Sao Pedro, Sete Casas, Loures, 2674-506, Portugal; MSD International
GmbH, Kilsheelan, Ballydine, Clonmel, E91 V091, Ireland; OHoBneHwuii po3gin P. ADDITIONAL DRUG
PRODUCT Jocbe pocnigpxyBaHOro siikapcbkoro 3aco6y MK-1084, Bepcia 095G2L Big 15 uepBHSA
2026 p., aHrNINCbKOIO MOBOI; 3a/lydYeHHSA A0AATKOBUX AOCAIMKYBaHUX NiKaApPCbKUX 3aco6iB, Lo
OyayTb BUKOPUCTOBYBATUCA SIK npenapaTty nopiBHAHHA: MNMemeTpekcepn Accord (Pemetrexed Accord,
Pemetrexed disodium), KoHUeHTpaT ANA po3uunHy Ana iHdysiin, 25 mrimn, cdnakoH; MemeTpekceps
Fresenius Kabi (Pemetrexed Fresenius Kabi), KOHUeHTpaT gna posuuHy pnAa iHdgysiii, 25 mrimn,
thnakoH; 3anyueHHA BUPOOGHUKIB JiKAPCbKUX 3aco0iB, WO BUKOPUCTOBYIOTLCA SAK MpenapaTtu
nopiBHsiHHA: MNemeTpekcen Accord: Accord Healthcare Polska Sp. z o0.0., Ul. Lutomierska 50,
Pabianice, 95-200, Poland; MemeTtpekcen Accord: Accord Healthcare Single Member S.A., 64th Km
National Road Athens Lamia, Schimatari, 320 09, Greece; NemeTtpekcepn Fresenius Kabi: Fresenius
Kabi Deutschland GmbH, Freseniusstrasse 1, Friedberg (Hessen), 61169, Germany; NemeTpekcea
Fresenius Kabi: Fresenius Kabi Deutschland GmbH, Pfingstweide 53, Friedberg (Hessen), Hesse,
61169, Germany [0 NPOTOKONY KiHIYHOTO AOchifxeHHs «PaHfomizoBaHe, BigkpuTte, GararoueHTpoBe
KniHiyHe pocnimxeHHs 1l ha3m ansa ouiHkn 6e3nekn Ta edpektuBHocTi MK-1084 y komGiHauji 3 migWwKipHUM
BBeAEHHAM nemMb6ponisymadby Ta OGeparianypoHigasm anbpa (MK-3475A) y nopiBHAHHI 3 MK-3475A vy
KOMbGiHaLji 3 npenapartamu ximioTepanii nemeTpekceaoM / nnaTtuHow (kapbonaaTnHoM abo umMcnnaTtnuHom) y
SIKOCTi NiKyBaHHS NepLUOT AiHiTl ANa yY4acHMKIB i3 PO3NOBCOMKEHNM ab0 MeTacTaTUYHUM HEMNIOCKOKMITUHHUM
HAPN i3 myTauieto KRAS G12C (KANDLELIT-007)», koa pgocnimkeHHss MK-1084-007, Bepcia 00 Bif
27 yepBHSA 2025 poky; cnoHcop - TOB Mepk LWapn eHa Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3anBHUK - TOBapUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

6. MpopoBXeHHA TepMiHy NpPUAATHOCTI AOCNIAKYBaHOro ikapcbKoro 3aco6y JlinocomasibHuiA
aHHamiymH (Liposomal Annamycin) ao 56 MmicsWiB [0 NPOTOKONY KNiHIYHOrO AO0CAiMKEHHA «OnopHe,
GaraToueHTpoBe, paHAOoMi3oBaHe, noAgiiHe cnine, nnauebo-KOHTPOSIbOBaHE [OCMIMKEHHS a3mn 2/3 3
afanTMBHMM AU3aiiHOM 4715 MOPIBHAHHA L-aHHaMILMHY 4715 iH'eKUI y KOMBIHaUIT 3 IH'ekUigMn yuTapabiHy Ta
nnaue6o B KOMOIHaLIT 3 iH'eKLisMM LUMTapabiHy B SKOCTI Tepanii gpyroi AiHil 4ns iHAyKuii pemicii y gopocnmnx
nauieHTiB 3 pedhpakTepHUM/peunanByouMM FOCTPUM MIENOIAHMM 1eiiko30M», Kog, AocnigxeHHs MB-108,
Bepcia 11 Big 27 TpaBHs 2026 poky; cnoHcop - MonekyniH bioTtex, IHk. (MBI), CLUA / Moleculin Biotech, Inc.
(MBI), USA

3asBHuK - TOB «APEHCIA EKCIT/JIOPATOPI MEAICIH», YkpaiHa

7. BKIOYEHHA KoMmepuiiiHOT chopMu AgocnigKyBaHOro nikapcbKoro 3acoly: Japatymymao,
OAP3ANEKC®, DARZALEX 20 mr/Mn, KOHLEHTPAT AJ151 PO3UMHEHHS A1 BHYTPilULHbOBEHHUX iHY3iiA,
Janssen Research & Development, a division of Janssen Pharmaceutica NV, Benbris; Fisher Clinical
Services, LlUBeiiuapifa; Fisher Clinical Services, CWA; Cilag A.G., WBeliyapis; Biogen Inc., CLUA;
FUJIFILM Diosynth Biotechnologies Denmark ApS, MaHifi; Janssen Sciences Ireland Unlimited
Company, lpnaHgia; Samsung Biologics Co, Ltd., Pecny6nika Kopes; Janssen Biologics B.V.,
HigepnaHgn; Janssen Pharmaceutica NV, Benbrif; 3pasok mapKyBaHHA «faparymymaoé 400 mr
(20 mr/mn)» KOHUEHTpAT A1 PO3UMHEHHS, Bepcia 1 Big 23 ntotoro 2022 poky A0 NPOTOKO/Y KNiHIYHOrO
AocnimpkeHHs1 «<baraToyeHTpoBe BigKpuTe KNiHiYHe gocnigxeHHs 3b dpasn TprBaoro NnpogoBXEHHS NiKyBaHHS
AapatymymaGom», kog gocnigxkeHHsa 54767414MMY3030, 3 nonpaBkow 2 Big 26.04.2023 p.; CnoHcop -
«HAHcceH PapmaueBTnka HB», Benbris

3asBHuK - «AHCCEH ®APMALEBTVKA HB», benbris



8. MpoTokon KniHiyHoro BunNpo6yBaHHA C4221026, MonpaBka 2 Big 25 ntotoro 2026 p.; 3MiHa Ha3BU
MicLs NpoBeAeHHs KNiHIYHOro BUNpoGyBaHHA 40 MPOTOKO/TY KNIHIYHOrO AOCAigpKEeHHS «MaiicTep-npoToKon
ONns eHKopadpeHioy | GiHIMeTIHIOY: BiAKpUTe AOCNIMKEHHA NOAA/LLUOIO MliKyBaHHA NaLieHTiB, y4acTb AKUX Y
KMIHIYHUX JocnigpKeHHAX eHkopadpeHiby / BiHIMETIHIBY TpuBae
BigkpuTe AOCNifXEHHA 3 MOAOBXEHHAM A0CTyny A0 NiKyBaHHA YYacHWKIB AOCNiMkKeHb eHkopadeHiby Ta
6iHiMeTiHIBY  3a  npoTokonamy  C4221016 i  C4221023», «kof — pocnimkeHHs — C4221026;
C4221016CIC4221023C, octatoyHa Bepcis, MNMonpaska 1 Big 25 BepecHa 2024 p.; ocTaroyHa Bepcia Bif
25 nuctonaga 2024 p.; cnoHcop - MNdpaiizep IHk. (Pfizer Inc.), CLUA

3asaBHuUK - Mdpaiizep IHK. (Pfizer Inc.), CLLUA

BY/NO

CTAJIO

O.M.H., npod. AyaHiveHko O.C.

JepxaBHa ycTtaHoBa «lHCTUTYT 3arasibHOlI Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aiiueBa
HaujioHanbHOT akagemii MeguyuHnx Hayk YkpaiHu»,
BiafiNneHHs XipypriuHunx iHpeKwL,in Ta
YCKNagHEeHOi  OHKOMOriyHOi  nmaronorii  Ha
25 nbKOK 3 nanator iHTEHCUBHOI Tepanii Ha

O.M.H., npody. AyaHivyeHko O.C.

JepxaBHa yctaHoBa «IHCTUTYT 3arasibHOl Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aiiueBa
HaujioHanbHOT akagemii MeguyHnX Hayk YKpaiHu»,
BiAfineHHa Xipypril cTtpaBoxopfy, LWJ/YHKOBO-
KULLKOBOIO TPaKTy Ta yCKNagHeHOI OHKONOriYHOi
naTtonorii Ha 30 niXoK, M. XapkiB

6 NibKOK, M. XapkiB

9. OHOB/IEHWI NPOTOKON KAiHiYHOro Bunpo6ysaHHA MK-3475-587, 3 iHkopnopoBaHolo nonpaskoto 09
Bif 16 6epe3HA 2026 poKy; 3aslyueHHs AOAATKOBOro AOCAIAKYBaHOrO Jlikapcbkoro 3aco6y MK-3475A;
Bpolwypa gocnigHuka AoCniAKyBaHOro sikapcbkoro saco6y MK-3475A, BugaHHA 5 Big 28 XOBTHA
2025 poKy, aHrNiuncbKo MOBOW; Bpolwypa pocnigHuka A[OCAiAKYyBaHOro JliKApCbKOro 3acoby
Olaparib, BugaHHa 25.0 Big 24 Gepe3HA 2026 poOKy, aHrNilicbKol MOBOW; Bpowypa gocnigHuka
pocnigxyBaHoro nikapcbkoro 3aco6y Lenvatinib, BugaHHs 23 Big 28 TpaBHsi 2026 poKy, aHINiliCbKOO
MOBOIO; [locbe pocnipKyBaHOro sikapcbkoro 3acooy MK-3475A, Bepcia 093RDF Big 01 KBiTHA
2026 poKy, aHrnincbkol mMoBol; Cekuia «Summary of change compared to MK-3475A-D77 &
MK-3475A-F84» Bepcia 0939Q3, aHrnificbkolo MoBoOH; Cekuia «2.2 Introduction Module 2»,
aHrniicbkolo moBoto; Cekuis «2.3 Introduction», Bepcia 092M55, aHrniiicbkold MoBoOlo; CeKuif
«2.4 Nonclinical Overview», Bepcia 0927VK Big 18 6epe3Hsa 2026 poKy, aHrnilicbkoo MOBOIO; CeKuis
«2.5 CO Previous Clinical Trial And Human Experience Data», Bepcia 08KHWP, Big 24 TpaBHs
2024 poky, aHrniicbKkow MoBoto; Cekuia «2.6.2 PHARMACOLOGY WRITTEN SUMMARY», Bepcis
0927VL Big 18 6epe3Hs 2026 poKy, aHrnilicbKoo MoBo0; Cekuif «2.6.4 PHARMACOKINETIC WRITTEN
SUMMARY», Bepcia 0927VP Bipg 18 Oepes3HAa 2026 poOKy, aHINiNCbKO MOBOI; Cekuin
«2.6.6 TOXICOLOGY WRITTEN SUMMARY», Bepcia 0927VQ Big, 18 6epe3Hs 2026 poKy, aHINiACbKOIO
MoBoto; Cekuia «3.2.P DRUG PRODUCT», Bepcia 09439P Big 15 kBiTHA 2026 pPOKY, aHrniiicbKoo
MOBOI0; 3a/ly4eHHA BUPOGHUUUNX AiNAHOK, WO BiANOBiAAIOTHL 3a BUNYCK [0CNIAKYBAHOIO NlIKAPCbKOro
3aco6y MK-3475A: Simtra Deutschland GmbH, Germany, KantstraBe 2, 33790 Halle/Westfalen,
Germany; Solvias AG, Switzerland, Romerpark 2, 4303 Kaiseraugst, Switzerland; Labcorp Early
Development Laboratories Limited, United Kingdom, Otley Road, Harrogate, North Yorkshire, HG3
1PY, United Kingdom; Werthenstein BioPharma GmbH, Switzerland, Industrie Nord 1, 6105 Schachen,
Switzerland; Almac Clinical Services (Ireland) Limited., Ireland, Finnabair Industrial Estate, Dundalk,
A91 PIKD, Ireland; Almac Clinical Services, USA, 25 Fretz Road, Souderton, PA 18964, USA; Almac
Clinical Services Limited, United Kingdom, 9 Charlestown Road, Seagoe Industrial Estate, Craigavon,
Co. Armagh BT63 5PW United Kingdom; Fisher Clinical Services GmbH, Switzerland, Steinbuhlweg 69,
4123 Allschwil, Switzerland; Fisher Clinical Services Inc., USA, 7554 Schantz Road, Allentown, PA
18106, USA; Fisher Clinical Services UK Limited, United Kingdom, Langhurstwood Road, Horsham, RH
12 4QD, United Kingdom; Merck Sharp & Dohme LLC, USA, 770 Sumneytown Pike, West Point, PA
19486, USA; Merck Sharp & Dohme LLC, USA, 126 E. Lincoln Avenue, Rahway, NJ 07065, USA; MSD
International GmbH, Ireland, Kilsheelan, Ballydine, Clonmel, E91 V091, Ireland; 3pa3ku mapKyBaHHs
pocnipxysaHoro siikapcbkoro 3acooy MK-3475A: MK-3475A, Outer package, Big 06 TpaBHs 2026 p.,
aHrniicbKow Ta yKpaiHCcbKolw MoBamu; MK-3475A, Immediate Container, Big 06 TpaBHA 2026 p.,
aHINMIACbKOI Ta YKpaiHCbKOK MoBamMu; YKpaiHa, MK-3475-587, IHcdhopmauifs Ta A[AOKYMEHT npo
iHcbopMoBaHy 3roay Ans nauieHTa, Bepcia 6.00 Big 26 TpaBHs 2026 p., yKpaiHCLKOIO MOBOIO; YKpaiHa,
MK-3475-587, IHchopmauis Ta AOKYMeHT npo iHhopmoBaHy 3roay Ans nauieHTiB, AKi nepedyBaloTb Ha
CrnocTepeXeHHi Ansa ouiHKM BUWXuBaHoOCTI, Bepcia 4.00 Big 26 TpaBHA 2026 p., YKPAIHCbKOIO MOBOIO;
3MiHa BignoBiga/IbHOro AocCnigHUKA Ta 3MiHA Ha3BU MiCLIA NPOBeAEHHA BUNPOGYBaHHA [0 NPOTOKOY
KMNiHIYHOro AocnimkeHHs «baraToueHTpoBe, BiakpuTe gocnimkeHHs Il dasu ans OuiHKM A0BrocTPOKOBOT
6e3neyHoCTi Ta e(PeKTUBHOCTI B Y4YacHUKIB, SIKMM Hapasi NpoBOAMTLCS fliKyBaHHSA abo CMOCTEPEXEHHS Y
OOCNIMKEHHSIX, WO BKAYalOTb nemoéponisymad», ko pocnipkeHHss MK-3475-587, 3 iHKOpnopoBaHOH
nonpaskoto 08 Big 25 ntotoro 2025 poky; cnoHcop - TOB Mepk Wapn eHa oym, CLUA (Merck Sharp & Dohme
LLC, USA)
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3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

BYJIO

CTAJNIO

nikap Kynsoéa A.M.

MeanyHnin  UeHTp ToBapucTBa 3 0OMEXEHOH
BIAMOBIJANLHICTIO  «AcCK/enioH», cTauioHapHWUii
nigposain, c. Xogociska, Kuiscbka 0611.

K.M.H. MaweBcbka O.B.

ToBapuCTBO 3 OOMEXEHOW  BiAnoOBiAANILHICTIO
«AcknenioH», MeguuHuii LeHTp, TepaneBTUYHUI
nigposain, c. Xogociska, Kuiscbka 0611.

10. 3miHa Ha3BM MicuA NPOBeAEHHS KMiHIYHOrO BUNPOGYBaHHA 4O NMPOTOKOJTY KAIHIYHOTO AOCAISKEHHS
«barartoueHTpoBe, Bigkpute, NoposxeHe JocnimkeHHs |1l ®a3u ansa OuiHku JlosroTpmsasioi EpekTnBHoCTi Ta

Be3neyHocTi

Komnamni, CLLWA / Eli Lilly and Company, USA
3aaBHUK - «Eni Nlinni Boctok CA», LLBeinuapis

3acTtocyBaHHs Mipikisymady y [lauieHTiB
I6T-MC-AMAX, 3 iHKopnopoBaHoto nonpaBkoto (e) Big 10 BepecHs 2024 poky; CMOHCop -

i3 XBOpo6ow KpoHa», KoA AOCHiAXEHHS

Eni Ninni eng,

imeHi [OaHuna TanuubKoro»,
BigaineHHa, M. /lbeiB

TepaneBTU4YHE

BYNO CTANO
nikap IBaHiwuH O.B. nikap IBaHiwmH O.B.
«YHiBepcuTeTCcbKa nikapHsa» inia gepxaBHOro | YHiBepcutetTcbka nikapHsa AepxaBHoro
HeKomepuiiHoro nignpueMmctTBa «J/IbBIBCbKWUI | HEKOMepLiiHOTO  ToBapucTBa  «J/IbBiBCbKUiA
HauioOHaNIbHWI MeANYHWIA YHIBEpPCUTET | HaLUiOHa/IbHUIA MeAnYHWIA YHiBepcuter

imeHi JaHuna Manuubkoro», KniHika BHYTPIiLHIX
XBOpO06, BiggineHHAa Tepanii Ta eHJOKPUHONOTIT

Kamnycy imeHi IBaHa OrieHKa, M. /1bBiB

11. IHcpopmauiitHMii NUCTOK i chopma iHOPMOBAHOT 3rogM Ha y4yacTb Y K/iHIUHOMY AOCAIMKEHHI,
Bepcia 6.2 Big 15 uepBHA 2026 p., aHINIACLKOK Ta YKpPAiHCbKO MoBaMu; 36i/IbLU€HHA KiJIbKOCTI
y4yacHuUKIB 3 90 oci6 (60 paHgomisoBaHux) Ao 108 ocio (aoaaTkoBo 18 yuacHUKIB) B YKpaiHi; 3asly4eHHsA
A0AaTKOBMUX MiCLib NPOBeAEHHA BUNPOGYBaHHA [0 NPOTOKONY KNiHIYHOro AoCNifKeHHs «baraToueHTpose,
paHgoMi3oBaHe, BigkpuTe gocnimpkeHHa 3 a3 oTtoimyHoTepanii ASP-1929 y kombiHauii 3
nembponisymabomM y MOPIBHAHHI 3i CTaHZapTHOW Tepanielo ANA nepwoi AiHil NikyBaHHA MaljeHTiB 3
NIOCKOKNITUHHUM  JIOKOPETiOHa/IbHUM  peunanByouMM pakom ronosu Ta wwui (MKPILW) 6e3 signaneHux
mMeTacTasiB», Kof gocnimkeHHs ASP-1929-381, nonpaska 2 Big 28 6epe3Ha 2025 p.; cnoHcop - PakyTeH
Megiken, IHk., CLLUA (Rakuten Medical, Inc., USA)

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigasibHICTI0 «BIOPACI YKPATHA»

No M.1.B. BignoBigasbHOro gocnigHnKa

n/n HasBa micLil MpoBEAEHHS KNiHIYHOITO BMNPO6YBaHHSI

1. | Nineupka O.I.

KomyHanibHe HekoMepLiiiHe NignpUeEMCTBO «XXUTOMUPCbKMI 061aCHUA OHKOOTIYHUIA AnucrnaHcep»
XKUTOMMPCBLKOI 061aCHOI paau, BiaaiieHHs KAIHIYHOT OHKOAOriT, M. XKutomup

2. | MAaTtHnubka T.B.

KomyHanibHe HekomepujiiHe MignpueEMCTBO «XMENbHULbKAA 06NAaCHUIA NPOTUNYX/IUHHUIA LIEHTP»
XMenbHULbKOT 06/1aCHOI paau, BiadiieHH HOBOYTBOPEHb FO10BM Ta LWKi, M. XMeNbHULbKUIA
3. | A.M.H., npodch. PycuH A.B.

KomyHasnlbHe  HekoMepLiiiHe  NigNPUEMCTBO  «3akaprnaTCbKUii  NPOTUNYX/INHHWIA
3akapnaTcbkoi 06s1acHoi paau, BigaineHHa npomeHeBoi Tepanii + rofoBu WKi, M. YXropoa
4. | CiHenbHikos I.B.

KomyHasnbHe nignprueMcTBo «BonvHcbka o6nacHa KniHivHa nikapHsa» BonMHCBKOT o6nacHoT paau,
O61acHUn MeANYHWIA LEHTP OHKOJIOTIT, OHKOJIOTiYHE XiMioTepaneBTUYHE BiAdiNeHHs, M. JTyubk

5. | A.M.H., npod. Yelwyk B.€E.

KomyHanbHe HekomepuiliHe nignpnemcTtBo «KWUIBCbKWMIA MICbKWIA KAIHIYHWIA OHKOMOMYHUIA LEHTP»
BMKOHABYOro opraHy KuiBcbkoi MicbKoi pagu (KWIBCbKOT MICbKOI AepXaBHOT afMiHicTpadir),
XimioTepaneBTnyHe BiaaineHHs Nel, m. Kuis

LEeHTpP>»

12. OHOB/MEHMIA OCHOBHWIA MPOTOKOJ/T KMiHIYHOrO BMNpoGyBaHHA SPY123-201, pegakuia 2.0 Bipg
01 kBiTHA 2026 p.; CMHONCMC OHOBJIEHOTO OCHOBHOIO MPOTOKOAY KJiHIYHOrO BUNPOOYBaHHSA
SPY123-201, pepakuis 2.0 Big 01 KBiTHA 2026 p., nepeknaj 3 aHr1ilCbKOi MOBU Ha YKpPAiHCbKY MOBY Bij,
24 kBiTHA 2026 p.; IHopmauisa gna yuacHuka gocnipkeHHa t1a popma iHhopMmoBaHOI 3rogm Ha yvyacTb
Yy HayKOBOMY KJliHIYHOMY AOC/iAKEeHHi, ocTaTo4Ha peaakuis 4.0 ons YKpaiHu Big 22 TpaBHa 2026 p.;
OCTaTOUHMIA Nepeknag 3 aHrniicbKoi MOBU Ha YKpaiHCbKy MOBY Bif 05 uepBHA 2026 p.; ocTaToOU4HWMIA
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nepeknag, 3 aHrNificbKoi MOBU Ha pocilicbKy MoBY Bif 05 uepBHs 2026 p.; KapTka yuacHuka, octaTouHa
pepakuisa 2 Big 19 rpyaHsa 2025 p.; octaTtouHMii nepeknag 3 aHrMincbKoT MOBU Ha YKpaiHCbKY MOBY Bif,
08 ciuHsa 2026 p.; ocTaToOuHMIA NepeKknag 3 aHrNiicbKoi MOBU Ha pociiicbky MoBY Big 08 ciuHs 2026 p.;
Moci6bHMK ana nauieHTa 3 KopucTyBaHHA aoaatkom myMedidata: Bepcia 3.0 Big 30 rpygHa 2025 p.
aHrnivicbkoro MoBoto; Bepcis 3.0 Big 04 ciuHA 2026 p. ykpaiHCbKo MOBOIO; Bepcis 3.0 Big 30 rpyaHs
2025 p. pociiicbkoro MoBoOto; Bpolwypa ana gocnigHuka 3 npenapaty SPY001-001, pegakuis 3.0 Big 17
KBIiTHA 2026 p.; Bpolwypa ana gocnigHuka 3 npenapary SPY002-091, pepaxuis 4.0 Big, 17 kBiTHSA 2026 p.;
36iNbleHHA 3annaHOBaHOI KiJIbKOCTi CYG’€KTiB [OCNIMKEHHA A1 BK/OUYEHHA Y K/iHIYHe
BUNPOOYyBaHHSA B YKpaiHi 3 50 go 150 yyacHuKiB (CKpnHOBaHuX); 3MiHa Ha3BU MiCUb MPOBeAEHHA
KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNIHIYHOIO AocnimkeHHs «natdopmHe gocnimkeHHs 1l dasm 3
OUiHKN edeKTUBHOCTI 11 6e3Ne4YHOCTI aHTWUTIN TpuBasol Aii Npyv 3acTOCYBaHHI B pPeXuMMi MOHO- abo
KOMOIHOBaHOI Tepanii 3 npMBoAy CepefHbOTSXKKOrO abo TSHKKOro nepebiry BMpPa3KOBOro KOMITY B aKTUBHIN

dhopmi», kog gocnigpkeHHs SPY123-201, OCHOBHWIA NPOTOKO/ KAiHIYHOrO BUNPOGYBaHHS SPY123-201,
pepakuisa 1.2 Big 04 yepBHA 2025 p.; JoaaTok 40 NPOTOKOSY KiHIYHOro BUNPOOYBaHHS SPY123-201,
LLLO ONUCYE KOHKPETHe BTPYYaHHS i3 3acTocyBaHHAM koM6iHauii SPY120, pegakuis 1.0 Big 21 cepnHA
2025 p.; cnoHcop - «Cnaep Tepam'toTike, IHK.» [Spyre Therapeutics, Inc.], CLLA
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»
BYNO CTAJIO

3aB. Bif,. 360piBCcbknii HA.M. nikap 36opiscbknii A.M.

KomMyHanbHe HekomepuiliHe NigNPUEMCTBO | YHiBepCUTETCbKa nikapHsa AepxaBHOro

NbBiBCbKOI 06nacHOI paau «/IbBiBCbKa 06nacHa | HekomepuiiiHoro  ToBapuctBa  «/IbBiBCbKUIA

KNiHiYHA nikapHA», XipypriyHe BigaineHHa Nel, | HauioHanbHUiA MeAnYHWIA yHiBepcuTteT

M. J1bBIB iMeHi JaHuna lanuubkoro», KiiHika Xipyprii,
BigAineHHA HeBigKnagHoi Xipyprii kKamnycy

iMeHi Map'siHa MaHunwKHa, M. J1bBiB

O.M.H., npody. BaosnueHko B.I.

KomyHasbHe HekomepLiiHe NigNPUEMCTBO
«JIbBiBCbKe TepuTopiasibHe MeauuHe o06'egHaHHSA
«BbaraTonpoinbHa KniHiYHa NiKapHA iHTEHCUBHUX
MeTOo4iB  NiKyBaHHA Ta  WBWMAKOI  MegUYHOI
gonomoru», LleHTp Tepanii  BigokpemneHoro
nigposginy «JlikapHa CedAtoro [MaHTeneliMmoHa»,

OepxaBHe HEeKoMepLiliHe niaNnpMemMcTBO
«/IbBIBCbKUWA HauioOHa/IbHWA MeLNYHUIA
YHiBepcuTeT iMeHi [JaHuna TanuubKoro»,

kacbeapa Tepanii Nel, mMeguyHOI AiarHOCTMKM Ta
remaTonorii i TpaHcdysionorii  dpakynbTeTy
nicnsanNAOMHOI OCBITH, M. JIbBiB

O.M.H., npod. BaosnyeHko B.I.

KomyHasbHe HekomepLjiiHe nignNpUeEMCTBO
«JIbBiBCbKE TepuTopiaslbHe MeguyHe 06'efHaHHSA
«baratonpodinbHa KniHiYHa NikapHA iHTEHCUBHUX
MeTo4iB  NiKyBaHHA Ta  WBWAKOI  MeAUYHOI
gonomorv», LleHtp Tepanii  BigokpemneHoro
nigpo3giny «JflikapHa Cssitoro [aHTeneiimMmoHa»,

JepxaBHe HeKoMepLiliHe TOBapuUCTBO
«/IbBiBCbKUiA HauioHa/IbHNA MepuNYHUIA
YHiBepcuteT iMeHi [JaHuna TanuubKoro»,

kathegpa Tepanii Nel, meguuyHOI AiarHOCTMKM Ta
rematoniorii i TpaHcdpysionorii  dpakynbTeTy
nicnsAMnNIOMHOI OCBITU, M. JIbBIiB

13. Ctucnuii BUMKNag npoToKosy KAiHiYHOro BunpoGyBaHHA (cuHoncuc): SC-3G2A, Bepcia 1.2 Big
27 TpaBHA 2026 poKy, YKpaiHCbKOIO MOBOIO; NMpoToKon KNiHiYHOro BUNpooyBaHHA: SC-3G2A, Bepcia
1.2 Big 27 TpaBHA 2026 poKy, aHrNiicbKolo MoBOI; Bpowypa gocnigHuka, Bepcis 4.0 Big 04 cepnHsA
2025 poKy, aHIMiNCbKOK MOBOIO; 3MiHAa Ha3BU MicUs NMPOBEAEHHSA KNiHIYHOro BUNPOGYBaHHA [0
NPOTOKONY KNiHIYHOro AocnigpxkeHHs «dasa -1l BunpobyBaHHSA ANS OUHKM eddeKTUBHOCTI Ta 6e3neku
NiALWKIPHOT KMacTepHOoT iMyHoTepanii y nauieHTiB, WO CTpax[alTb Ha aneprilo Ha nNuaoK Tpas»,
Kog pocnigpkeHHs SC-3G2A, Bepcis 1.0 Big 31 6epesHa 2025 poky; cnoHcop - POKCAJ1 MegiuiH TM6X,
HimeuumHa / ROXALL Medizin GmbH, Germany

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANoBigabHICTIO «Papmakci KniHikan Pucepu», YkpaiHa

BYNO CTA/O
K.M.H. lNexeHbko B.C.

ToBapucTBO 3 OOMEXEHO BiANOBIAANILHICTIO
«EBponad», ambynaTopHO-NONIKiHIYHE

BigAiIEHHSA, M. K1iB

K.M.H. NexeHbko B.C.

ToBapucTBO 3 OGMEXEHO BiANOBIAANILHICTIO
«MEANYHUA UEHTP «Cl EM ClI MEDp,
amby/1aToOpHO-NONIKNIHIYHE BigaineHHs, M. Kuis

14. YkpaiHa, MK-1084-015, IHchopmauis Ta AOKYMeHT npo iHpopmMoBaHy 3roAy ANA NauieHTa Ha
HajaHHA HeOOOB’AKOBUX nocnyr (KkoMmnaHiew «Suvoda»), Bepcia 01 Big 24 uepBHs 2026 p.,
YKpaiHCbKOIO MOBOM0; [locbe AocnimkyBaHOro Jikapcbkoro 3acooy MK-1084, sepcia 095C83 Big
10 yepBHA 2026 p., aHrAilicbKolo MoBOIO; OHoBneHa cekuia «P. ADDITIONAL DRUG PRODUCTS»,
Bepcia 095D8S Big 11 yepBHSA 2026 pOKy, aHINiliCbKOO MOBOIO; MOAOBXEHHA TEPMiHY NPUAATHOCTI
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[ocnipKyBaHOro fiikapcbkoro 3acooy MK-1084, Tadnetku no 25 mr ta 50 mr go 30 micauiB; 3aslyyeHHs
BUPOOHMUUNX AiNAHOK, WO BiANOBifal0Tb 3a BUMYCK AOCNIAKYBaHOro jlikapcbkoro sacooy MK-1084:
Hovione Farmaciencia S.A, Quinta Sao Pedro, Sete Casas, Loures, Lisbon, 2674-506, Portugal;
MSD International GmbH, Kilsheelan, Ballydine, Clonmel, E91 V091, Ireland 10 NnpoTOKO/Y KAiHIYHOrO
pocnipxeHHsa «PaHgomizoBaHe, noggiliHe cnine, Il gpasu, KOHTpoNbOBaHe nauebo Ta akTBHMM NpenapaToM
MOPIBHSAHHA JochigpkeHHs MK-1084 y komb6iHauii 3 gypBasiymabomMm MOPIBHAHO 3 nauebo y kombGiHauii 3
OypBaslyMaboM Yy y4acCHMKIB 3 MICLLEBO PO3MOBCHIKEHNM HeonepabesibHUM HeApiOHOKAITUHHAM pPakoMm
nerexiB 3 myTauieto KRAS G12C 6e3 nporpecyBaHHsi 3aXBOPHOBaHHSA MiCAS pafuKasibHOI XiMiONpoMeHeBOT
Tepanii Ha ocHoBi nnatuHn (KANDLELIT-015)», koa gocnigkeHHs MK-1084-015, sepcis 00 Big 16 ciuHs
2026 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

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

15. YkpaiHa, MK-7240-013, IHchopmauis Ta AOKYMEHT npo iHhpopMoBaHy 3rody ANA NauieHTa Ha
HajaHHA HeOoOOB'A3KOBUX nocnyr (KomnaHielo «Suvoda»), Bepcia 01 Big 30 uepBHA 2026 p.,
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7240-013, IHchopMauiiiHnii NMCTOK i [OKYMEHT npo iHchopMoBaHy
3rogy Ha HeoGOB’AA3KOBE MPOAOBXEHHs NiKyBaHHA, Bepcis 01 Big 30 yepBHA 2026 p., YKPAIHCLKOIO
MOBOI0; ATecTauisi OLiHKM Ha nanepoBOMY HOCii gns 360py AaHWX 3 METOI €/IEKTPOHHOI OLiHKW
pesynbTatiB nikyBaHHA (eCOA), Bepcia 1.0 Big 27 cepnHa 2025, ykpaiHCbKOIO MOBOLO; CueHapii
npoBeAEeHHA ONUTYBaHHA iHTepB'loepomMm, Bepcisa 1 Big 08 TpaBHA 2024, yKPAIHCBLKOIO Ta aHI/iACHbKOK
MOBaMM [0 NPOTOKOJY KNiHIYHOTO AoCNimkeHH «PaHgomi3oBaHe, noAgiiiHe crine, nnauebo-KoOHTPOIbOBaHe
pocnimpkeHHss dasm llb  ans ouiHkn  edqeKTMBHOCTI Ta 06e3neku TysicoKiGapTy B y4aCHUKIB i3
peHTreHorpadiyHMM akcia/ibHUM CNOHANN0APTPUTOM (aHKISIO3YHUUM CMOHAWMAITOM)», KOA, AOCAiAXEHHS
MK-7240-013, 3 iHKoprnopoBaHot nonpaskoto 04 Big 07 kBiTHA 2026 poky; cnoHcop - TOB Mepk LWapn eHg
Joywm, CLLIA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

16. 3anyueHHs A0AATKOBUX MiCLb NMPOBeAEHHA KMiHIUHOro BUNMPOOYBaHHSA [0 MPOTOKO/Y KAiHIYHOro
JocnipkeHHs «baratoueHTpoBe, paHAOMI30BaHe, BiAKPUTE, aKTMBHE KOHTPO/IbOBAHE, C/1iNe QOCAIKEHHS 3
OL|iHKOK KiHLEBMX TOYOK /151 MOPIBHSAHHSA ehekTnBHOCTI Ta 6e3nekn SRSD107 Ta eHOKcanapuHy y AOPOC/INX
nawieHTIB, ki NPOX0ASATb NJaHOBY NEPBUHHY OAHOCTOPOHHIO TOTa/IbHY apTPONAacTUKy KOJHHOMO cyrnoba»,
Koa gocnimkeHHsa SRSD107-201, Bepcis 5.2 Big 18 6epe3Hs 2026 poky; cnoHcop - «Cipiyc TepanbtoTike, [HK.»
[Sirius Therapeutics, Inc.], CLLA

3anBHUK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

No M.1.6. BignoBigaIbHOro AoCniAHMKA

n/n Ha3sga Micus npoBefeHHS K/iHIYHOro BUNPo6yBaHHS

1. | K.M.H. AnTaHeub O.B.

ToBapncTBO 3 06MexeHOoH BignosigasbHicTio «AHTAPEC-ME/», MeanyHuii LeHTp 340poB'A Ta
peabiniTauii <NOVA CLINIC», cTalioHapHe XipypriyHe BigdineHHs, M. [Hinpo

2. | nikap HectepeHko O.C.

KomyHanbHe HekomepuiliHe MeguyHe nignpuemcTBO  «JlikapHA  iIHTEHCUMBHOTMO  JliKyBaHHS
«KpemeHuyubka»», TpaBMaTosioriyHe BigaineHHs, M. KpemeHuyk

3. K.M.H. BacunvHeub M.M.

KomyHasibHe HeKoMepuiiHe NigNPUEMCTBO «YXXIOPOACbKa Micbka 6GaratonpodiisibHa KiiHiYHa
NiKapHs» Y>XXropoAcbKol MiCbKOI paau, BiadiNeHHa opToneii Ta TpaBMartonorii, M. Y)xropoa

17. bpouwypa pocnigHuka (Budoprutug (TNT119)), Bepcia 3.0 Big 09 uepBHA 2026 p., aHIMINCbKOIO
MOBOIO [0 NPOTOKO/Y KNiHIYHOTO BUMNPOOYBaHHA «BigkpuTe AOCAimXEHHS dha3n 2 AN OuiHKKM 6e3nekn Ta
edhekTMBHOCTI npenapaty bygonpytyr (TNT119) y nauieHTiB 3 NepBUHHOK MeMOpPaHO3HOK HedhponaTieto
(PrisMN)», koa gocnigpkeHHss TNT119-PMN-201, nonpaska 3 Big 06 ntoToro 2026 poky; cnoHcop - Climb Bio,
Inc., USA (Knaiim6 Bio, IHk., CLUA)

3asBHUK - TOBAPMCTBO 3 0GMEXEHOI0 BiAnoBiaasibHICTI0O «BEIOPACI YKPATHA»

18. Ctucnuii BMKNag NPOTOKOJY K/iHIYHOrO BUNpoGyBaHHA (cuHoncuc): SL-3Q2A, Bepcia 1.1 Big,
27 TpaBHs 2026 poKy, YKpaiHCLKOI0 MOBOIO; MPOTOKON K/iHIYHOro BUuNpoo6ysaHHA: SL-3Q2A, Bepcisa 1.1
Bif 27 TpaBHA 2026 poKy, aHIMiicbKOK MOBOIO; Bpollypa gocnigHuka, Bepcis 02 Big 06 cepnHsa 2025
POKy, aHIMINCbKOIO MOBOIO; 3MiHA Ha3BU MiCLiA NPOBEAEHHS K/1iHIYHOro BUNPOGYBaHHA 40 NPOTOKO/Y
KniHiyHoro gocnimpkeHHs «®asa ll-Ill Bunpo6yBaHHA A5 OUiHKM edpekTUBHOCTI Ta 6e3nekn cybniHrBasibHOI
iMyHOTepanii y nauieHTiB, WO CTpaxaatoTb Ha aneprito Ha NUNOK TpaB», KoA, AOCAIAKEHHS SL-3Q2A,
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Bepcia 1.0 Big 30 kBiTHA 2025 poky; cnoHcop - POKCAJI1 MegiuiH Tm6X, HimeuunHa / ROXALL Medizin
GmbH, Germany
3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifgnoBifasibHICTIO «Papmakci KniHikan Pucepu», YkpaiHa

BYNO CTA/O
K.M.H. NexeHbko B.C. K.M.H. NexeHbko B.C.
ToBapucTBOo 3 OOMEXEHOI BiANOBiAa/ILHICTIO | TOBAPUCTBO 3 OOMEXEHOI BiANOBIAANILHICTIO
«EBpoa6», ambynaTtopHo-nonikiiHiuHe | «sMEGUYHUA LEHTP «CI EM CI MEf»,
BiAAiNEeHHA, M. KniB amMbyiaTopHO-NONIK/MiIHIYHE BigaineHHs, M. Kuis

19. AgmiHicTpatuBHuii nuct Nel Big 03 uepBHA 2026 poky A0 MPOTOKOMY KAiHIYHOIrO BUNPOGYBaHHA
VIR-CHDV-V203, NonpaBka 2, Bepcifa 1.0 Big 01 cepnHA 2025 poKy, aHTMiACbKOO MOBOIKO [0 MPOTOKO/Y
KNiHIYHOro AocnigkeHHa «PaHgomizoBaHe BigKpuTe AOCAIMKEHHA ¢ha3n 3 AN OUiHKM edIeKTMBHOCTI Ta
6e3neyvyHocTi KOMGiIHOBaHOI Tepanii npenaparamy TOGeBiGapT + enedCipaH B Y4YacCHMKIB i3 XPOHIYHOM
iH(pekuieto, sky Buknukae BI'D (ECLIPSE 1)», kog pocnigpkeHHsa VIR-CHDV-V203, Monpaska 2, Bepcisa 1.0 Big,
01 cepnHs 2025 poky; cnoHcop - Bip baiotekHonogxi, IHk., CLUA / Vir Biotechnology, Inc., USA

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

20. OHOBNEHUiI NPOTOKON KNiHiYHOro Bunpo6ysaHHa MK-3475-01E, 3 iHkopnopoBaHoto nonpaskoto 04
Big 02 nunHA 2026 poKy, aHINiNCbKOK MOBOIO [0 NPOTOKO/TY KAiHiYHOro gocnigxkeHHs «KEYMAKER-UO1,
nigaocnigxeHHa O1E: napaconbkoBe pgocnigxeHHa [l da3n 3 noyeproBumMu rpynamu  AOCIAKYBaHUX
npenapaTiB 3 xiMioTepanielo abo 6e3 Hei y koMOGiHauil 3 nemMoposizyMmabomM ans fikyBaHHS y4YacCHUKIB 3
BrepLle giarHoctoBaHMM onepabenibHUM HeapibHOKNITUHHUM pakom nereHis (HAKP) ctagii II-11IB (N2)»,
Koa gocnigxeHHs MK-3475-01E, Bepcisi 3 iHkopnopoBaHoto nonpaskoto 03 Big 03 nunHsa 2025 poky; CnoHcop -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»



