Jopartokl

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 09 Big 05.03.2026, Ha siki 6y OTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHoBneHui posgin «dAkictb» [loCcbe p[OCAIAKYBAHOIO ikapcbKkoro 3acoby PicaHkisymao
(Risankizumab), Bepcia 3A H Big 12 rpygHa 2025 pokKy [0 NPOTOKO/Y KMIHIYHOIO AOCHIMKEHHSA
«baratoueHTpoBe, paHAOMiI30BaHe, NOABINHE crine, nnaue60-KOHTPONIbOBaHe 52-TWXXHEBE NiATPUMYHOUE
NiKyBaHHs i BiAKpUTE NPOAOBXEHE AOCAIMKEHHS A5 BUBUYEHHS eDEeKTUBHOCTI Ta 6e3neyvyHocTi PicaHkizymaoy
y nauieHTiB 3 BUPA3KOBMM KOMITOM», KOA gocnimpkeHHs M16-066, iHkoprnoposaHuii MonpaBkamu 1, 2, 2.01
(tinbkn gna Kutaro), 3, 3.01 (Tinbkn ana Himeuwunun), 4, 4.01 (Tinbkn ansa AnoHii), 4.02 (ona YkpaiHn Ta
npunernnx 3agisiHux Kpain), 5, 6, 7 i AgMiHicTpatusHumun 3miHamu 1, 2, 3, 4, 5, 7 1a 8 Big, 04 rpyaHsa 2024 poky;
CroHcop - AbbVie Inc., USA
3anaBHuK - «<E66BI BiochapmacktoTikan3 FTmM6X», LLseliuapis

2. OHoBneHe Jocb€ AocnimKyBaHOro Jiikapcbkoro 3aco6y U3-1402, BugaHHA 9.1 Big rpygHA
2025 poky, Bepcia 090TQ6 Big 09 ciuHA 2026 pokKy, aHrnificbkoro MoBOI; OHoOBeHe [locbe
[ocnipKyBaHoOro siikapcbkoro 3acooy DS-7300a, BugaHHsA 5.0 Big nunHsa 2025 poky, Bepcia 08ZSFV Big,
18 nuctonaga 2025 pokKy, aHrMiNCbKO MOBOLO, 3 posginom 3.2.P.3.1. MANUFACTURER(S) Aocbe
[ocnigpKyBaHOro nikapcbkoro sacooy MK-2400, Bepcis 0BWN7N Big 16 nunHa 2025 p., aHrniicbKoro
MOBOI0; 3a/lyueHHA BUPOOGHMKA [OCiAKYyBaHOro Jslikapcbkoro saco6y MK-1022 (U3-1402): Simtra
Deutschland GmbH, KantstraBe 2, 33790 Halle/Westfalen, Germany; YkpaiHa, MK-3475-U01,
nigaocnipkeHHa MK-3475-01A, IHchopmauis Ta AOKYMEHT npo iHpopmoBaHy 3rofy ANA nauieHTa,
Bepcia 02 Big 10 ntotoro 2026 p., yKpaiHCbKOO MOBOIO; YKpaiHa, MK-3475-U01, nigpocnipkeHHsA
MK-3475-01A, IHchopmauis Ta AOKYyMeHT npo iHhopMoBaHy 3rogy ANA nauieHTa ANa nikyBaHHsA nicns
nporpecyBaHHs XBopo6u, Bepcia 01 Big 10 noToro 2026 p., yKpaiHCLKOI MOBOLO; YKpaiHa, MK-3475-
uo01, nigpocnipxeHHa MK-3475-01A, IHhbopmauis Ta JOKYMEHT nNpo iHpopmoBaHy 3roay ANA nauieHTa
Ha HaAaHHA HeoGOB’A3KOBUX nocnyr (komnaHielo «Greenphire»), Bepcisa 00 Big 10 ntoToro 2026 p.,
YKpaiHCbKOlo MoBoO10; Moci6HMK 3 iH(hopmauielo ANsA yyacHUKa KNiHIYHOrO AOC/iAKEHHA CTOCOBHO
iHTepcTuLianbHOro 3axsoploBaHHA nereHb (I13/1) | nHeBMOHITY IchiHaTamab6 pepykctekan (I-DXd),
Bepcia 6 Big nuctonaga 2025 poKy, YKpPAiHCbLKOK MOBOI A0 MPOTOKO/Y KAIHIYHOrO AO0CHIIKEHHS
«KEYMAKER-UOQ1, OcHOBHe gocnimkeHHs: napacosbkoBe gocnimkeHHs I/l a3 3 noyeproBymn rpynamu
AocnigpKyBaHNX npenaparis, neMéponisymaéom Ta ximioTepanieto, ik MOHoTepanisi abo y cknagi komoeiHauiin
npenapaTtiB, B Y4YaCHWMKIB 3 HeApiOHOKNITUHHUM pakom fereHiB  (HOAKPM)»; «KEYMAKER-UOZ,
nigoocnigxeHHs O01A: napaconibkoBe pgocnimpkeHHs /Il da3 3 noyeproBuMy rpynamu  AOCNigKyBaHUX
npenapartis, 3 NeM6poizymaboM y koMOBiHaLT 3 XxiMioTepanieto a6o 6e3 Hel, y paHille HeNikoBaHWUX YYaCHUKIB 3
HeapiGHOKNITUHHUM pakom nereHis (HAKPA) IV cTagii», kog gocnipkeHHa MK-3475-U01, 3 iHKOpNopoBaHoto
nonpaskoto 15 Big 19 ceprHa 2025 poky; MK-3475-01A, 3 iHkopriopoBaHot nonpaskoto 11 Bifg 23 BepecHs
2025 poky; cnoHcop - TOB Mepk LWapn eHg Ooym, CLIA (Merck Sharp & Dohme LLC), USA
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

3. 3miHa Micuysa npoBegeHHs K/iHIYHOrO BUNPOGYBAHHA A0 MNPOTOKO/Y KNIHIMHOTO AOCAIMKEHHS
«PaHgomizoBaHe, noagiliHe cnine, nnauebo-KkoOHTPOIbOBaHe, NOAiIHO-OpiEHTOBaHE AOCAIMKEHHSA dha3n 3 As
BMBYEHHS BI/IMBY peTtaTrpyTuAy Ha 4acToTy BUHWUKHEHHS 3HAYHWX HECNPUAT/IMBUX ABULLY, 3 BOKY CepueBo-
CYZAVHHOI CUCTEMM Ta HMPOK Y NaLieHTIB 3 iHAEKCOM Macy Tina = 27 Kr/M? Ta aTepoCKNepoOTUYHUM CEPLLEBO-
CYAVHHUM 3aXBOPIOBaHHAM i/ab0 XpPOHIYHUM 3axBOPIOBaAHHAM HUPOK», KO4 pocnimxkeHHs J11-MC-GZBO,
Bepcia (e) Big 15 xoBTHA 2025 poky; cnoHcop - Eni Mlinni ey Komnawi, CLUA / Eli Lilly and Company, USA
3anaBHuK - «Eni Nlinni Boctok CA», LUBeliyapis

o6nacHUii KNiHIYHWIA A[iarHOCTUYHUIA LEHTP»,
®dinin «LleHTp eHAOoKPUHONOrIYHOro 3A40pPOB’A
HaceneHHs», nonikniHiyHe BigAineHHs,
NbBiBCbKUiA HauioHaIbHWIA MeauUYHUIA
YHiBepcuTeT iMeHi JaHuna Fanuybkoro, kaceapa
eHAoKpUHoorii, M. /lbiB

BYNO CTANO
O.M.H., npodp. CeprieHko O.0. O.M.H., npodp. CeprieHko O.O.
KomyHanbHe  HekomepuiiiHe nNiANPUMEMCTBO | YHiBepcuTeTCbKa nikapHs AepXaBHoro
NbBiBCbKOT 0o6nacHoi paau  «/IbBIBCbKWii | HEKOMepUiiHOTO nignpuemMcTBa «/IbBiBCbKWWA

HaLiOHaJIbHUIA MeAnYHUIA yHiBepcuter
iMeHi JaHuna MNanuubkoro», KniHika BHYTPILWHIX
XBOpo6 Kamnycy imeHi Map’aHa [MaH4YMWwMHA,

JepxxaBHe HeKomepLiiiHe niagnpMemMcTBO
«/IbBiBCbKUIA HauioHaIbHWA MeLUYHUIA
yHiBepcuteT iMeHi [aHuna [anuubKoro»,

Kadheapa eHaoKpuHonorii, M. JIbBiB

HTP Ne09 Big 05.03.2026




4. OHOBEHHA po3ginis Jocbe AocnigxXyBaHOro fikapcbKoro 3acoody banuuHpeHoH (Balcinrenone)/
Aanarnichnosun (Dapagliflozin), aHrniiicbkoto moBolo: Pe3lome 3MiH go Jocbe AocnigKyBaHOro
nikapcbkoro 3aco6y (4,4/13) banuyuHpeHoH (Balcinrenone)/ Qanarnicponosun (Dapagliflozin) - mogynb
«fAKiCTb» 3 BUKOPUCTaAHHAM peXumy BigcTexeHHA 3MiH, Bepcia 3.0 Big 06 ciuHa 2026 poky; S.2
Bupo6HMLTBO NnikapcbKoi cyocTaHuil BanuuHpeHoH (Balcinrenone); S.2.1 Bupo6Huk(n), Bepcis 3.0 Big
20 nuctonapga 2025 poky; S.2.2 Onuc npouecy BUPOOHULTBA Ta KOHTPOJIIO AKOCTI JliKAPCbKOT
cy6cTaHuii, Bepcia 2.0 Big 20 nuctonaga 2025 poky; S.2.3 KoHTponb matepianiB, Bepcia 3.0 Big
20 nuctonapga 2025 poky; S.2.6 Po3po6ka BUpoGHUUMX npoueciB, Bepcia 3.0 Big 20 nuctonaga
2025 poky; S.3 XapaKTepucTuKa nikapcbKoi cyo6cTaHuii BanuyuHpeHoH (Balcinrenone): S.3.1
PO3’ACHEHHSA CTPYKTYpM Ta iHWNX XapaKTepuctuk, Bepcia 2.0 Big 20 nuctonaga 2025 poky; S.3.2
Aomiwku, Bepcia 4.0 Big 20 nucronaga 2025 poky; S.4 KOHTponb nikapcbKoi cyocTaHuii BanynHpeHoH
(Balcinrenone): S.4.1 Cneumdpikania ana nikapcbkoi cyo6cTaHuii, Bepcia 4.0 Big 20 nucronaga
2025 poky; S.4.2 AHaniTU4Hi MeToAMKN ANA NiKapcbKoi cy6cTaHuil, Bepcia 2.0 Big 20 nucrtonaga
2025 poky; S.4.3 Banipauis aHaniTMMHUX MeTOAUK ANA NiKapcbKol cy6cTtaHuii, Bepcia 2.0 Big
20 nuctonaga 2025 pokKy; S.4.4 AHani3 cepiii gna nikapcbKoi cyoecTtaHuii, Bepcisa 5.0 Big 20 nucTonaga
2025 poky; S.4.5 OOGrpyHTyBaHHA cneuudpikauili AnA nikapcbkoi cyG6cTaHuii, Bepcia 4.0 Big
20 nuctonaga 2025 poky; S.5 PedepeHTHi cTaHAapTu ab6o0 martepianu Ana NiKapcbKoOl cyGcTaHLii
BanuuHpeHoH (Balcinrenone), Bepcia 3.0 Big 20 nuctonaga 2025 poky; S.7 CrtaGinbHicTb ansa
nikapcbKoi cy6cTaHuii BanyuHpeHoH (Balcinrenone): S.7.1 Pe3tomMe Ta BUCHOBKM O[O0 CTabiNIbHOCTI
ANA nikapcbKoi cy6cTaHuii, Bepcia 4.0 Big 20 nuctonaga 2025 poky; S.7.3 AaHi npo cTaGinbHIicTb AN
niKkapcbKoi cy6cTaHuii, Bepcia 5.0 Big 26 nuctonaga 2025 poky; P.6 PedepeHTHi ctaHgaptn abo
MaTtepianu ana nikapcbkoro 3acody banuuHpeHoH (Balcinrenone)l AanarnidonosunH (Dapagliflozin),
TBeppai kKancynu, Bepcia 2.0 Big 26 nuctonaga 2025 poKy [0 NPOTOKOMY KAIHIMHOMO AO0CAIAKEHHS
«PaHfomizoBaHe, nofgiiHe cnine  AocnimpkeHHs dasm 3 AN OuiHKM - BNAMBY — npenapaty
BanuuHpeHoH/fanarnidyno3nH nopisHAHO NuLe 3 Janarnidp/1I03MHOM Ha pU3MK BUHUKHEHHS SBULL, CEpLEBOT
HeOoCTaTHOCTI Ta cepueBo-CyAUHHOT CMEPTIi Y NauieHTIB i3 CepLeBO0 HEAOCTATHICTIO Ta NOPYLUEHHAM (PYHKU,T
HUPOK», Ko4 pocnimkeHHa D6402C00012, sepcia 3.0 Big 21 nunHa 2025 poky; cnoHcop - AstraZeneca AB,
Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

5. OHOBEeHe MapKyBaHHA [OC/iAXKYBaHOro nikapcbKoro 3aco6y AanarnidnosuH (Dapagliflozin) 10 mr
abo nnaue6o, Bepcia 2.0 Big 26 nuctonaga 2025 pPoOKy A0 MNPOTOKOMY KAIHIMHOTO AOCAIAXKEHHS
«PaHgomizoBaHe, 6araToLeHTpoBe, noABgiiiHe chine gocnimkeHHs ®asn 2b ans ouiHkm Bnvey BakcgpoctaTy
B KOMOGiHauji 3 Janarnicha103MHOM Yy NOPIBHSAHHI 3 Tepanielo bakcapocTaTtom Ha aslbObyMiHYpil0 y NaLieHTiB 3
XPOHIYHOIO XBOPOOOI HNUPOK (XXH) Ta BUCOKMM KPOB'SSHUM TUCKOM>», KoA, focnimpkeHHs D6972C00006, Bepcis
2.0 Big 22 BepecHs 2025 poky; cnoHcop - AstraZeneca AB, LLiBeuis

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

6. flocbe gocnigxyBaHoro nikapcbkoro saco6y bygonpytyr (Budoprutug, TNT119), Bepcia 5.0 Big
23 BepecHs 2025 poKy, aHrNificbkold MOBOI; 3pa3oK MapKyBaHHSI AOCNIMKYBaHOro NiKapcbKoro
3acoby Byponpytyr (TNT119) gna KapTOHHOI ynakoBku, 4 ¢/1lakOHM Ha KOpPOGKy, Bepcis 2 Bij
30 BepecHsA 2025p., YKpPaiHCbKOIO MOBOIO; 3pa30K MapKyBaHHS [OC/if)KyBaHOrO JIiKapCbKOro 3acoby
Bygonpytyr (TNT119) anAa yiakoHy, KOHLEHTPAT ANA PO3UuHY AnA iHdysii, 10 mr/imn, 50 mr/5 mn B
ogHomy chnakoHi, Bepcis 2 Big, 30 BepecHs 2025p., yKpaiHCbKO MoBoto; TNT119-ITP-201 IHchopmauis
ANna naugieHta ta coopma iHpopmoBaHOI 3roan onsa YKpaiHu, aHraiicbKo MoBOLo, Bepcia 3.0 Bif
19 rpyaHsa 2025 p.; TNT119-ITP-201 IHchopmauia ana naudieHta Ta hopma iHchopmoBaHOi 3rogu Ansa
YKpaiHu, yKkpaiHCbKO MOBOLo, Bepcia 3.0 Big 19 rpygHAa 2025 p.; 3anyueHHA [0AAaTKOBOro Micus
npoBefieHHs1 KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO AOCNIIKEHHS «Bigkpute focnigpkeHHsA
a3 1b/2a 3 nocnigoBHUM (DOPMYBaHHAM KOTOpT, BBEAEHHAM MiABULLYBaHUX 403 i PO3LUMPEHHAM KOrOpTH
BCTAHOBJ/IEHOI [03K A/19 BU3HAYeHHSA 6e3neyHoCTi, nepeHoCUMOoCTi, hapMakoKiHETUKM, dhapMakognHaMIKL Ta
nonepefHbLOI  KNiHIYHOT edyekTUBHOCTI npenapaty bygonpyTtyr (TNT119) y nauieHTiB 3 iMYHHOIO
TpombouuToneHieto (ITM)», kon pocnipkeHHa TNT119-ITP-201, nonpaska 1 Big 23 TpasHA 2025 poky;
CMoHcop - Climb Bio, Inc., USA (Knaiim6 bio, IHK., CLWA)
3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifdi KOKPENH», Ykpaina

Ne MN.1.6. BigNoOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa MmicLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap HoraeBa J/1.1.
KomyHasnbHe  HekoMmepuiliHe  nianpueMcTBO  «KMiHIYHWMIA  LEHTP  OHKonorii,  remartonorii,
TpaHcnaHToNOorii Ta NaniaTMBHOI AoMNOMOrM Yepkacbkoi o6nacHoi pagw», Biggin rematonorii Ta
TpaHcniaHTauil KiCTKOBOro MO3Ky 3 kabiHeTaMu XimioTepanii, M. Yepkacu
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7. 3MiHa Ha3BU MicuA NpoBeAeHHA KNiHIYHOro BUNPOOYBaHHA [0 MPOTOKOY K/IHIYHOrO AOCNiLKEHHS
«baraToueHTpoBe, BiaKpuUTe, NpogoBXeHe focnimxeHHs Il dasn ans ouiHku JOBrocTPOKOBOI e(pekTUBHOCTI
Ta 06e3neyvyHoCTi B yyacHUWKiB, AIKi Hapasi NpoxoAsaTb JliKyBaHHA B Mexax [JocnimpkeHHa 6ensyTudpaHy
(LITESPARK-043)», kog pocnimpxkeHHs MK-6482-043, sepcisa 00 Big 06 nuctonaga 2025 poky; cnoHcop -

TOB Mepk Wapn eHg  Joym, CWA (Merck Sharp & Dohme LLC), USA
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»
BYNO CTAJIO
A.M.H., npodp. Ctyck B.IM. A.M.H., npodp. Ctyck B.IM.
KomyHanbHe nianpnemcteo | KomyHasnibHe HeKkomepUiliHe TOBapuUCTBO

«HinponeTpoBCcbKa o6MacHa KniHiYHA fliKapHA
im. L1 MeuHukoBa»  [HiNpPoneTpoOBCLKOI
o6nacHoi pagwu», BiggineHHs  yponorii  Ne2
(oHKonoriyHe),M. JHinpo

«[QHinponeTpoBCbKa o6nacHa KNiHiYHA JliKapHA
im. LI MeuHukoBa»  [HiNponeTpoBCLKOI
o6nacHoi pagu», BiggineHHs  yponorii  Ne2
(oHKoNoOriYHe), M. AHINpo

8. BKnoyeHHs [o0[aTKOBOro Micusi NpoBeAeHHs KMiHIYHOro BUMMPOOGYBaHHA [0 MPOTOKOY K/iHIYHOrO
pocnipxeHHa «PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs Il a3 ag'toBaHTHOI Tepanii MK-1084 B
KoMGiHaL,i 3 NigLWKipHM BBeAEHHAM nemoponizymaby Ta 6eparianypoHigasu ansa (MK-3475A) NOpPiBHAHO 3
af'toBaHTHOO Tepanielo nnauebo y kombiHauii 3 MK-3475A y yyacHWKIB i3 MOBHICTIO pe3eKToBaHUM
HeapiGHOKNITUHHUM pakom nereHis (HAP) ctagii HA-IIIB (N2) 3 myTauieto KRAS G12C nicna oTpyUMaHHS
Heoag toBaHTHOI Tepanii neM6poniaymabom y MOEAHaHHI 3 XimioTepanield abo af’toBaHTHOI ximioTepanii
(KANDLELIT-013)», koa pocnigpkeHHs MK-1084-013, sepcia 00 Big 03 nuctonaga 2025 poky; CrnoHcop -

TOB Mepk Wapn eHg  Joym, CWA (Merck Sharp & Dohme LLC), USA
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

Ne M.l.6. BignoBigaIbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPO6YBaHHS

1. | nikap bepsoii O.A.
KomyHasnibHe HekomepuiiiHe nignpueMcTBo «Opgecbka o06/s1acHa  KNiHiYHa nikapHsa»  Opaecbkol
o6nacHoi paau», BigdiNeHHa TopakasbHOT Xipyprii, M. Ogeca

9. 3aslydeHHA HOBUX MicUub MPOBEAEHHS KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKOMY KJ/IiHIYHOrO
JocnipkeHHs  «PaHgomizoBaHe, MoggiiHe — criine,  Mauebo0-KOHTPOsIbOBaHe,  MNOAiHO-OpiEHTOBaHe
pocnigxeHHs Il dasnm 3 MeTol BUBYEHHA BNAMBY OPAIOPTAINPOHY HA 4YAaCTOTY BWHUKHEHHS 3HAUYHMX
HecnpuAT/IMBMX ABULL 3 6OKY cepLeBO-CYAMHHOT CUCTEMM Y MALIEHTIB 3 BCTAHOBNEHUM aTepOoCKNEePOTUYHUM
CEepUEBO-CYOUHHMM  3aXBOPIOBAHHAM i/ab0 XPOHIYHMM  3axXBOPIOBAHHAM  HUPOK», KOL, [AOCHILKEHHS
J2A-MC-GZPW, Bepcis 3 nonpaBkoto (a) Big 26 BepecHst 2025 poky; cnoHcop - Eni inni eng Komnani, CLUA /
Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

Ne M.l.6. BignoBigabLHOro AocnigHMKa

n/n Ha3sBa Micus npoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS

1. | K.M.H. KaTepeHuyk B.I.

KomyHasibHe nignpuemcTBo «MontaBcbka 06s1acHa KniHivHa nikapHa im. M.B. CknipocoBcbkoro
MontaBcbkoi 061acHOi paau», eHAOKPUHOOTIYHE BigaineHHs, MonTaBCcbknil aepxaBHUiA MeguyHNl
YHiBEpcuTET, Kadeapa eHAOKPUHOAOTIT 3 AUTAYMMY iHQIEKLiIiHMMK XBopobamun, M. NonTasa

2. | 4-p dpinocodpii KapneHko O.O.

MegunuHuin  ueHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BiAMnoBigasIbHICTIO «MiXHapO4HWUIA
IHCTUTYT KNIHIYHUX [JocnigpKeHb», Bigain Tepanii, peBMaTonorii Ta KapAiosnorii crauioHapHOoro
BiAAiNeHHSA, M. KuiB

10. BK/1IOYEHHA A404AaTKOBOro Micusl NPoOBeAeHHA BUNPOOYBaHHA [0 NPOTOKOY K/IHIYHOIo A0CAiAKEHHS
«PaHgomizoBaHe, noggiliHe cnine, nnauebo-KOHTpo/iboBaHe, OaraTtoueHTpPoBe  AOC/IMKEHHS, LU0
CKaflaeTbCsi 3 ABOX YaCTUH, 3 6e3nepepBHUM NeEPEX0AoM MiX YacTuUHO A (thasa 2) Ta yacTmHoto B (dhasa 3)
ONS OUiHKN edpeKTUBHOCTI Ta 6e3neyHocTi npenapaty BIIBO59 B y4aCHUKIB 3 aKTUBHUM MiArOCTPUM LUKIPHUM
YepBOHUM BOBYAKOM Ta (a60) XPOHIYHMUM LLKIPHMM YEPBOHMM BOBYAKOM 3 CUCTEMHUMMW NposiBaMu abo 6e3 HuX,
a Takok 3 pedipakTepHicTio Ta (abo) HenepeHOCUMMICTIO aHTMManApiinHoi Tepanii (AMETHYST)», kog
pocnipkeHHs 230LE301, Bepcisa 4.0 Big 18 BepecHs 2024 poky; cnoHcop - Biogen Idec Research Limited,
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United . Kingdom
3aaBHuK - Mignpuemctso 3 100% iHo3eMHoto iHBecTuuielo «ANK'FOBIA PAC YkpaiHa»

No MM.1.B. BiANOBigaILHOrO AOC/iAHMKA

n/n HasBa Micus npoBeAeHHs KiHIYHOro BUNPO6YBaHHS

1. | A.M.H., npodp. Yonsk B.B.

YHiBepcMTETCbKa NiKapHA AepXaBHOr0 HEKOMEPLINHOro MignpueMcTBa «J/1bBIBCbKUIA HaLiOHaNbHUIA
MeAUYHUA yHiBepcuTeT iMeHi JaHuna Manuubkoro», KniHika BHYTPILWHIX XBOPOO, peBMaTosorivyHe
BiOOIIEHHSA Kkamnycy imeHi Map’'aHa [MaHunwurHa, [epxaBHe HeKoMepujiiiHe MiANpUEMCTBO
«J1bBIBCbKUIA HALIOHA/TbHWI MeanYHWi yHIBepcuTeT iMmeHi JaHuna Manvmubkoro», kadeapa KiiHi4HOi
iMyHoNorii Ta anepronorii, M. /1bBiB

11. 3miHa BignoBiganbLHOro gocnigHuka; 3miHa Ha3BU MicLA NPOBeAEHHS K/iHIYUHOro BUNPOGYyBaHHA
[0 MPOTOKOAY KAiHIYHOro gocnigxeHHs «PaHaomizoBaHe, Bigkpute, 6aratoueHTpoBe gocnimkeHHs Il dpasu
AypBanymady Ta Tpemenimymady B $KOCTi nepwol AiHil AikyBaHHA MalieHTiB 3 MOWWPEHUM
renatouentonspHum pakom (HIMALAYA)», kog pocnigpkeHHs D419CC00002, sepcia 9.0 Big 24 KBIiTHSA
2025 POKY; CroHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYJIO CTAJIO
K.M.H. OctaneHko 10.B. nikap Mauxko B.B.
JepxaBHe HekomepLUiiHe nignpuemcTeo | JepxasHe HekomepLiiHe NigNPUEMCTBO

«HauioHanbHWin  IHCTUTYT  paky», BigAINEHHA | «HauioHaNbHWIA  IHCTUTYT  paky», BiggiNeHHs
MasioiHBa3sMBHOI Ta €HAOCKONIYHOI Xipypril, | KNiHiYHOT OHKOOrii, M. K/iB
iHTepBEHUiNHOT pagionorii, M. KuiB

12. fopatok Ne5, JlokanbHa Bepcia Homep 5.0 yKpaiHCbKOO MOBOW, parta Bepcii 10 rpypgHA
2025 pokKy, Ha ocHoBi MacTtep Bepcii Big 23 xoBTHA 2025 poky ao IHcopmauii Ta chopmu 3rogn ans
[OopoCcNnuX y4acHUKIiB AoCnigKeHHs, IoKanibHa Bepcis HoMmep 4.1 ansa YKpaiHW YyKpaiHCbKOKO MOBOHO,
pata Bepcii 08 kBiTHA 2022 poky, Ha ocHoBi MacTtep Bepcii Homep 5.0 Big 24 nunHa 2018 poky; 3miHa
BignoBiganbHoro AocnigHuka; 3MiHa Ha3BU MicuA NpoBefeHHA K/iHIYHOrO BUMNPOOYBaHHA [0
NPOTOKONY KNiHIYHOIO AO0CNiMKEHHS «BigkpuTe, paHaomizoBaHe, NOpiBHIOBaUIbHE, 6araToueHTpoBe KAiHiYHe
JocnimpkeHHs hasm 3 ouiHKM edpeKTUBHOCTI Ta 6e3nekn CaBoiTiHIGY B NOPIBHAHHI 3 CYHIiTIHIGOM y nauieHTiB 3
MET-no3uTUBHOI, HeonepabeibHOI Ta JI0KaUTbHO-MOLIMPEHOI0, ab0 MeTacTaTUYHOI NanifgpHO HUPKOBO-
KNITUHHOK KapLMHOMOKO (nHKP)» koA, pocnimkeHHa D5082C00003, sepcia 6.0 Big 19 rpygHa 2018 poky;
crioHcop AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BY/NO CTANO
K.M.H. OcTtaneHko H0.B. nikap Mauyko B.B.
[epxaBHe HekomMepUinHe nignpuemcTao | [epxaBHe HeKoMepLiiiHe nigNnpUeEMCTBO

«HalioHanbHWin  IHCTUTYT paky», BiggineHHsa | «HauioHanbHWIA  IHCTUTYT  paky», BigAfiNeHHs
MasioiHBa3MBHOI Ta eHAOCKoMniyHol Xipyprii, | KNiHIYHOT OHKoNOTrii, M. K1iB
iHTepBeHuUiiiHOT pagionorii, M. KuiB

13. JoaaTKoBi MaTepianu onsa nayieHTiB: ONUTYBa/IbHUK 3 KOHTPOJII0 acTMu ACQ7, CKpiHWOTH, BiA
2005 poky ykpaiHCbKo MoBoOw; CLI0O5993AA9-01 (TRECONY) Chiesi, CKpiHWOTU OCHOBHOroO
3aCcTOCYHKy, Bepcisa 1.0 Big 26 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO Ans YKpaiHu; CLI05993AA9-01
ETukeTka Ha TenedoH, Bepcisa 1.0 Big 22 rpyaHsa 2025 p.; CKpiHWOTU ONUTYBaHHS LLOAO €NeKTPOHHUX
eTukeTok, Elabel Survey, 1.0 Big 26 ciuHa 2026 p., yKpalHCbKOIO MOBOIO A/11 YKpaiHU; CKpiHWOTH
onutyBaJZibHMKa BeuipHiii wopneHHuK, Bepcia 1.0 Big 27 ciuHa 2026 p., YKpPAIHCbLKOK MOBOK ANA
YKpaiHu; CKpiHWOTK onuTyBa/ibHMKa BeudipHii wopeHHUK, ansa BisutiB 1-2 (V1-V2), Bepcia 1.0 Big
27 ciuHA 2026 p., YKPpAIHCbKOIO MOBOLO Asisl YKpaiHn; CKPiHWOTU onuTyBaJibHMKA BeudipHii WoaeHHUK,
Ansa BisutiB 2-3 (V2-V3), Bepcia 1.0 Big, 27 ciuHA 2026 p., YKpaiHCbKOIO MOBOIO AJ1s1 YKpaiHM; CKpPiHLWOTY
onuTyBaJZibHUKa BedipHiii woaeHHuK, ana BisutiB 3-4 (V3-V4), Bepcia 1.0 Big 27 ciuHa 2026 p.,
YKpaiHCbKOI MOBOIO AN YKpaiHu; CKpiHWOTN onuTyBaJibHUKa BeuipHiii wWoaeHHUK, ansa BisuTiB 4-5
(V4-V5), Bepcis 1.0 Bif, 27 ciuHsa 2026 p., yKpaiHCbKOIO MOBOIO A/151 YKpaiHU; CKPiHWOTN onuTyBa/lbHUKA
BeuipHiii woaeHHUK, ans Bi3uTiB 5-6 (V5-V6), Bepcisa 1.0 Big 27 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO A1
YKpaiHu; CKpiHWOTK onuTyBa/ibHUKa BeuipHili wogeHHuK, ana Bi3uTiB 6-7 (V6-V7), Bepcia 1.0 Big
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27 ciuHA 2026 p., yKpaiHCbKOI MOBOIO A1 YKpaiHu; CKPiHWOTN oNnUTyBa/ibHMKA PaHKOBWUIA LWOAEHHUK,
Bepcia 1.0 Big 27 ciuHa 2026 p., yKpAlHCbLKOIO MOBOK ANA YKpaiHu; CKpPiHWOTU onuTyBa/iIbHUKA
PaHKoOBwMIA WoAeHHUK, ANnA BisuTiB 1-2 (V1-V2), Bepcia 1.0 Big 27 ciuHa 2026 p., yKpaiHCbKOIO MOBOLO
Ana YKpaiHn; CKpiHWOTU onuTyBasibHUKa PaHKOBWIA WoAeHHUK, Ans BisuTiB 2-3 (V2-V3), Bepcis 1.0 Big,
27 ciuHsa 2026 p., yKpaiHCbKOIO MOBOIO AJ151 YKpaiHu; CKPiHWOTN onuTyBas/ibHUKa PaHKOBWiA LWOAEHHMK,
Ans BisuTiB 3-4 (V3-V4), Bepcis 1.0 Big, 27 ciduHA 2026 p., yKPaAiHCbKOIO MOBOIO AN151 YKpaAiHU; CKPIiHLWOTH
onuTtyBa/ibHUKa PaHKOBWiA WoaeHHUK, ana BisuTiB 4-5 (V4-V5), Bepcia 1.0 Big 27 ciuna 2026 p.,
YKPaiHCbKOI0 MOBOIO A1 YKpaiHu; CKpiHWOTN onuTyBasibHMKa PaHKOBMIA WO[EHHUK, A/18 Bi3UTIB 5-6
(V5-V6), Bepcia 1.0 Big 27 ciuHs 2026 p., yKPAiHCbKOIO MOBOIO AJ1s1 YKpaiHW; CKPIHLWIOTN ONUTYBa/IbHUKA
PaHKoBUiA WOAEHHUK, ANna BisuTiB 6-7 (V6-V7), Bepcia 1.0 Big 27 ciuHA 2026 p., YKPAIHCbKOIO MOBOIO
Ana YKpaiHu; CKpiHWoTU onuTyBasibHUKA MoyaToK BMMipIOBaHHSA NiKOBOI WBUAKocTi Buguxy (MLUB),
Bepcia 1.0 Big 05 ciuHa 2026 p., yKpAIHCLKOIO MOBOK AN YKpaiHu; CKPiHWOTY onuTyBaJibHMKa Npo
piBeHb 3a,0BOJIEHOCTi yYaCHUKIB AocnigkeHHs, Bepcia 1.0 Big 27 ciuHAa 2026 p., yKpaiHCbKOIO MOBOIO
Ana YKpaiHu; JlucTiBka ana 3a/yueHHs nauieHTiB, wBuakuii ®akt Ne2, Bepcis 1.0 Big 27 ciuHa 2026 p.,
YKpaiHCbKOI MOBOIO AJ1s YKpaiHu; JIncTiBKa ANA 3a/lyUeHHA nauieHTiB, WwBuakuii dakt Ne3, Bepcis 1.0
Bif 27 ciuHa 2026 p., yKpalHCbKOIO MOBOIO As YKpaiHu; CLI05993AA9-01 J/iuct-nogsaka nauieHTy y
pocnipkeHHi TRECONY, Bepcia 1.0 Big 05 ciuHa 2026 p., YKpaiHCbKOIO MOBOI ANsl YKpaiHu;
HaragyBaHHs npo Bi3UT, CKPUHIHIOBMiA Bi3uT, Bepcifa 1.0 Big 05 ciuHsA 2026 p., yKpaiHCbKOIO MOBOIO A/1A
YkpaiHu; HaragyBaHHA npo Bi3uT, Bisut 2, Bepcisa 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOIO MOBOKO ANl
YkpaiHu; HaragyBaHHA npo Bi3uT, Bisut 3, Bepcisa 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO ANsi
YKpaiHn; HaragyBaHHA nNpo Bi3uT, Bisut 4, Bepcia 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO A5l
YKpaiHu; HaragyBaHHA npo Bi3uT, Bisut 5, Bepcia 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO A5
YKpaiHn; HaragyBaHHA npo Bi3uT, Bisut 6, Bepcia 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO As1s
YKpaiHu; HaragyBaHHA npo Bi3uT, Bisut 7, Bepcia 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOIO MOBOIO Ass
YKpaiHu; CLI05993AA9-01 /lucT-npuBitaHHA, Bepcia 1.0 Big 05 ciuHa 2026 p., yKpaiHCbKOI0 MOBOIO ANs
YKpaiHu; CkpiHwoTn CueHapito ans HaByaHHA nauieHTIB, MepeBipka HaneXxHoi AKocTi, Bepcisa 1.0 Big,
05 ciuHa 2026 p., YKpPAIHCLKOIO MOBOIO ANA YKpPaiHW [0 NPOTOKO/Y KMIHIYHOrO AocnifxeHHsa «dasa l,
MixHapoaHe, 6araToLeHTpoBe, NoABiliHe cnine, paHAOMi30BaHe, KOHTPO/IbOBaHe akTUBHWM MpenapaTom,
TpbOXeTarnHe MnepexpecHe OOCNIMKEHHA [N OLUHKM TepaneBTUYHOT €eKBIBA/IEHTHOCTI [030BaHOro
aeposonbHoro iHranatopa CHF5993 3 posamu 100/6/12,5 mkr HFA-152A y MOPIBHAHHI 3 [J030BaHUM
aepo3onibHuM iHranatopom CHF5993 3 pgosamu 100/6/12,5 mkr HFA-134A y nauieHTiB i3 6poHXiasibHO
acTMOI0 J1Ierkoro Ta cepefHbOro CTyneHs TAXKOcT (gocnimkeHHs TRECONY)», ko4 [AoCnifXeHHS
CLI-05993AA9-01, Bepcia 2.0 Big 21 nunHa 2025 poky; cnoHcop - «K'esi dapmauesTivi C.n.A», ITanisa
3asnBHUK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

14. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3B MicLb NPOBeAEHHA K/iHIYHOro BUNpPoGyBaHHA [0
MPOTOKO/TY  K/IHIYHOTO  JochifkeHHs «PaHgomizoBaHe, noAgiiiHe cnine, naueb0-KOHTPONbOBaHE,
pocnipkenua 1l dasn nigTpumMytoyoi MoHOTepanii onanapu6om y yyacHukis 3 BRCA Wild Type
po3nosctogpkeHnm (FIGO cragisa IlI-1V) cepo3Hum abo eHAoMEeTPIOIAHUM PakoM SEYHUKIB BUCOKOTO CTYMNEHIO
3/7105KICHOCTI MicnA BiANOBIAj Ha cTaH4aPTHY NaTUHOBMICHY xiMioTepanito nepluoi niHii (MONO-OLAL)», Koz
pocnipkeHHs D9319C00001, sepcia 2.0 Big 09 cepnHa 2023 p.; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANNO
K.M.H. OcTtaneHko H0.B. nikap Mauko B.B.
JepxasHe HekomepLinHe nignpuemcTso | [lepxxasHe HekomepLUiiHe nignpUeEMCTBO

«HauioHanbHWin  IHCTUTYT  paky», BipaineHHa | «HauioHanbHUIA  HCTUTYT  paky», BiggineHHs
MaJIOiHBa3MBHOI Ta €HAOCKOMIYHOT Xipyprii, | KNiHiYHOT OHKONoOTril, M. KniB

iHTepBEHUiNHOI pagionorii, M. Kuis
K.M.H. Agamuyk I".A. K.M.H. Agamuyk I".A.

KomyHanbHe nignpuemctBo «KpuBopisbkuii | KOMyHanbHe HeKoMepUiliHe TOBapucTBO
OHKOJOriyHUii aucnaHcep» AHiNPoneTpoBCbKOT | «KPMBOPI3bKUIA  OHKOMOFiYUHWIA  gucnaHcep»
oGnacHol pagu», XimioTepaneBTUyHe BifdiNieHHs, | AHINPONeTPOBCbLKOI o6nacHoi pagu»,
M. Kpusuia Pir ximioTepaneBTVYHe BigdineHHs, M. Kpusuid Pir

15. 3miHa BignoBiganbLHOro gocnigHuka; 3miHa Ha3BU MicLl NpoBeAeHHSs KNiHIYHOro BUNPOGyBaHHA
[0 NpOTOKO/Y KNiHIYHOro gocnimkeHHa «MoaynbHa asa l/lla, Bigkpute 6araToLeHTpoBe AOCNiMKEHHA AN
OUjiHKM Ge3nekn, NepeHoCUMOCTi, hapMakoKiHETVKK, (hapMakogMHaMikM Ta nonepefHboi eekTUBHOCTI
3pocTatunx fo3 AZD5305, sk MoHOTepanii Ta B KOMOGIHaLii 3 NPOTUNYX/IMHHMMK 3aco6amu y nauieHTiB 3
NPOrpecyryuMmn CoNigHUMN 37108KICHUMK HoBOYyTBOpeHHAMK (PETRA)», kog gocnimkeHHs D9720C00001,
Bepcia 12.0, nonpaBka 11.0 Big 16 cepnHa 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»
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BYNO CTANO
K.M.H. OcTtaneHko H0.B. nikap Mauko B.B.
JepxaBHe HekoMepLiiHe nignpuemcTeo | JepxasHe HekomepLUiiHe NignNPMEMCTBO
«HauioHanbHWn  IHCTUTYT  paky», BigAineHHA | «HauioHanbHWn  IHCTUTYT  paky», BigAineHHA
MasioiHBa3MBHOI Ta €eHAOCKOMIYHOI Xipypril, | KNiHiYHOT OHKonoril, M. K/iB
iHTepBeHUiAHOT pagionorii, M. Kuis

16. Po3gin 2.2 Jocbe pocnigKyBaHOro nikapcbkoro 3acody Tosopakima6 (Tozorakimab), Bepcis Big
11 rpypgHAa 2024 poKy aHrnificbKo MOBOI [0 MPOTOKO/Y KAIHIYHOTO AOC/iMKeHHS «PaHgomizoBaHe,
GaraTtoueHTpoBe, NOABIHE cnine, TPMBAJIOrO MpUloMy, B MapasieflbHux rpynax, niauebo-KOHTPOo/iboBaHe
pocnimpkeHHs 11l dasn ouiHkn ehekTMBHOCTI Ta 6e3nekn To3opakiMady A/15 YYaCHUKIB i3 CUMNTOMATUYHUM
XPOHIYHUM OOCTPYKTMBHUM 3axBOptoBaHHAM nereHb (XO3J1) i3 3arocTpeHHsmu XO3/1 B aHamHesi
(MIRANDA)», kog, gocnimkeHHs D9180C00012, sepcis 4.0 Big 31 nmnHa 2025 poky; cnoHcop - AstraZeneca
AB, Sweden
3asABHVK - TOB «ACTPA3EHEKA YKPAIHA»

17. fopaTtok 1 Biag 14.11.2025 p. ao Bpowypu gocnigHuka IJNJ-73841937 (/lasepTiHiG), BUAaHHA 16 Big,
08.07.2025 p.; IHdopmaunisa pna naugieHta Ta Popma iHdopmoBaHoi 3roau - [poTtokon
73841937NSC3003, Bepcisa 14.0 ykpaiHCbLKOI0 MOBOIO A/1s1 YKpaiHu Big 10.12.2025 p.; IHchopmauia ans
naugieHTa Ta ®Popma iHpopmoBaHoi 3rogu — MpoTokon 73841937NSC3003, Bepcis 14.0 pociiicbkoo
MOBOIO ANA YKpaiHu Big 10.12.2025 p. 40 NPOTOKO/Y KIIHIYHOrO AOCNifXeHHA «PaHaomi3oBaHe K/liHiuHe
pocnipkeHHss da3nm 3 KombiHoBaHOI Tepanii AmiBaHTaMa6om Ta Jla3epTiHiGOM Yy MOPIBHSAHHI 3
OcnmMepTUHIBOM Ta Yy NOPIBHAHHI 3 Jla3epTiHIGOM K NepLUoi AiHil Tepanii y nauieHTiB 3 MiCLEeBO-NOLLMPEHNM
abo mMeTacTaTMYHUM HeAPiGHOKNITUHHUM pakoM filereHb 3 MyTaljielo peuenTopiB enigepmasnibHoOro dpakropa
pOCTy (EGFR-myTauieto)», kog gocnigpxkeHHs 73841937NSC3003, 3 NMonpaskoto 5 Big 11.03.2025 p.; cnoHcop

«AHCCEH ®APMALEEBTUKA HB», Benbris
3aﬂBH|/|K - «AAHCCEH ®APMALEBTUKA HB», Benbris

18. OHoBneHuii MpoTokon khiHiYHOro BuMNpoGyBaHHA SGR-1505-101, Bepcia 17.0 Big 09 ciuHA
2026 pokKy, aHrniicbKoto MoBoto; Bpolwypa gocnigHuka SGR-1505, Bepcis 4.0 Big, 17 rpyaHAa 2025 poky,
aHrniicbKkol MoBOK; OcHoBHa IHopmauis gna ydyacHuMKa AOCNimKEeHHA i Popma iHopMoBaHoOl
3rogu Ta [l03BiN Ha BUKOPUCTaHHSA | PO3rosiolweHHs 3axulieHol MmeguyHoi iHtpopmauii, SGR-1505-101,
Ans Ykpainu, Bepcisa 3.0 Big 26 ciuHA 2026 poKy Ha OCHOBI MaiicTep-Bepcii 6.0, OcHoBHOI ®I3 gnsa €C,
Bif, 23 ciuHA 2026 pOKy, aHIMIACbLKOI Ta YKpaiHCbKOK MoBamMu; [lOBiAHUK yYaCHUKA AOCiIKEHHS -
OcHoBHe pgocnigxeHHs, SGR-1505-101, Bepcis 8 Big, 20 ciuHa 2026 poKy, aHINiINCbKOIO Ta YKPAIHCbKOLO
MOBOI0; KOHTpONbHUIA Nepenik Ansa nepeacKpPUHIHIoBoi ouiHkn, SGR-1505-101, Bepcis 6 Big, 20 ciuHs
2026 poKy, aHrMificbKol Ta YKPaiHCbKOK MOBOK [0 MPOTOKOMY K/IHIYHOrO AocnimkeHHsa «PA3A 1,
BIAKPUTE, BATATOLUEHTPOBE AOCHIOXXEHHA 3 ECKANAUIEKD 403 A1A OUIHKA MPEMAPATY
SGR-1505 MPW WMNOro 3ACTOCYBAHHI AK MOHOTEPAMII ¥ MALUIEHTIB 31 3JIOAKICHMK
HOBOYTBOPEHHAMW 31 3PINVX B-KNITUH», kog gocnigxkeHHs SGR-1505-101, sepcia 15.0 Big 15 nunHsa
2025 POKY; CrnoHcop - WpbogiHrep, IHK., CWA [Schrodinger, Inc., USA]
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

19. Po3pginn 2.3 Introduction, 3.2.S.2.1 Manufacturer(s), 3.2.P.8.1 Stability Summary And Conclusions,
3.2.P.8.3 Stability Data - Baxter locb€e focnigKyBaHOro slikapcbKoro 3acooy MK-3475A, Bepcia 0929KT
Big 30 ciuHA 2026 poOKy, aHrNilicbKO MOBOIO; MoAOBXEHHA TepMiHY NPUAATHOCTI AOCAIAKYBaHOro
nikapcbkoro 3aco6y MK-3475A, 165 mr/mn, cTepunbHUA po3yunH gns iH’ekuiid, 3 36 go 48 micauie ao
MPOTOKO/TY KAiHIYHOTO AochigxeHHs «PaHgomizoBaHe, noggiviHe cnine pocnigpkeHHs [l dpa3n ag'toBaHTHOT
Tepanii MK-1084 B kom6iHauji 3 nigWKipHUM BBEAEHHAM nNemoponisymady Ta 6eparianypoHigasun anba
(MK-3475A) nopiBHAHO 3 af'loBaHTHOO Tepanieto niauebo y kombiHauii 3 MK-3475A y y4aCHUKIB i3 MOBHICTIO
pe3eKkToBaHUM HeApiGHOKNITUHHMM pakoM niereHis (HOP/) ctagii IA-111B (N2) 3 myTauieto KRAS G12C nicns
OTPUMaHHA HeoaZ'toBaHTHOI Tepanil nemoéponizymabom y noefHaHHi 3 XximioTepanieto abo af’'toBaHTHOI
ximioTepanii (KANDLELIT-013)», kog gocnigpxeHHs MK-1084-013, sepcia 00 Big 03 simctonaga 2025 poky;
crnoHcop - TOB Mepk LWapn eHg Jdoym, CWA (Merck Sharp & Dohme LLC), USA
3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

20. IHcpopmauniiiHuin nucTtok i dpopma iHcpopmoBaHoi 3rogun, Bepcia V7.0UKR(uk)2.0 Big 21 ciuHA
2026 pokKy, nepeknag yKpaiHCbKOd MoBOK Big 10 ntotoro 2026 poKy [0 MNPOTOKONY KAiHIYHOroO
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pocnipkeHHa «PaHaoMisoBaHe, 6GaratoueHTpoBe, BigkpuTe pgochnimpkeHHs 1l dasnm  AkanaobpyTiHioy
(ACP-196) B nopiBHAAHHI 3 a60 |genanicibom y noegHaHHi 3 PuTykcumabom, abo beHgamycTiHOM y NoeHaHHI 3
Putykcumabom, Ha BMGIp [OCNiAHWKA, Y NAuieHTIB 3 peuuamByloyold abo pedipakTOPHOK XPOHIYHOK
nimdhoumTapHoto Nelikemieto», kog, gocnimkeHHs ACE-CL-309, 3 iHkopnopoBaHo nonpaskoto, Bepcis 8.0 Bif
26 TpaBHA 2021 POKYy; CrnoHcop - Acerta Pharma BV, Higepnangu
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

21. 3miHa MicuA npoBeAeHHA BUNPOOGYBaHHA [0 MPOTOKONY KIHIYHOrO AOC/igpKeHHs «Bigkpute
OOCiMKEHHS 3 OAHIE0 rPYNOt0 ANS OUIHKM ddapMaKOKiHETUKN, hapMakoguHaMiYHNX edpekTiB, 6e3neyHOCTi Ta
NepeHoCMMOCTi (peHeBpPYTUHIGY y aiTeil Ta NigniTKiB 3 PeunamnBytouMM PO3CISHUM CK1epOo30M», KOp,
pocnipkeHHss CN45847, Bepcis 2 Big 12 nunHsa 2025 poky; cnoHcop - F. Hoffmann-La Roche Ltd, LUBenuapis
3asBHUK - NignpremcTBo 3 100% iHo3eMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO CTA/O
O.M.H., npodp. Herpuu T.I. O.M.H., npodp. Herpuy T.I.
KomyHanbHe  HekomepuiiiHe  NiANPUMEMCTBO | YHiBepcuTeTCbka nikapHs AepXaBHoOro
NbBiBCbKOI 061acHOT paau «/IbBiBCbKa 06n1acHa | HekomepuiiiHoro nignpuemcTea «/IbBiBCbKUiA
KMiHiYHa fiKapHA», HEBPOJIOriyHe BiAAINIEHHA, | HALiOHAJIbHUIA MeANYHUIA yHiBepcurter
M. JlbBiB imeHi flaHuna Fannybkoro», KniHika HeBponorii

Ta Heupoxipyprii, HeBpoJsiOriuHe BigAiNeHHA
Kamnycy imeHi Map’aHa MaHunwunHa, JepxxaBHe
HeKoMmepuiliHe nignpneMmcTBo  «/1bBiBCbKWUii
HauioHa/IbHUW MeguUHuii YHiBepcurter
iMeHi JaHuna FanuubKoro», Kachegpa
HeBponorii, M. J/IbBiB
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