Jopartok 1

«Mepenik cyTTEBMX NONPaBOK A0 NPOTOKOJIB KMAiHIYHMX BUNPOOGYBaHb, PO3rASAHYTUX HAa 3acifaHHi
HTP Ne 22 Big 12.06.25, Ha ki 6y OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. Bpouwypa pgocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BugaHHsA 24 Big 05 GepesHs
2025 poKy, aHriicbKO MOBOIO; YKpaiHa, MK-7339-013, IHchopmauis Ta AOKyMEHT Npo iHhopmoBaHy
3rogy onsA nauieHTta, Bepcia 1.03 Big 09 TpaBHsA 2025 p., yKpaiHCbKOK MOBOIO 10 MPOTOKO/Y K/iHIYHOIO
pocnimpkeHHs «PaHaomizoBaHe, noAgiiHe cnine, nnauebo-KoHTpoiboBaHe AocnigxeHHs 1l dpasu ans oujiHkm
nemoponisymady (MK-3475) y noegHaHHi 3 CynyTHbOK XiMIOMPOMEHEBOK Tepaniel 3 noAasblunm
BBEAEHHAM nembponizymaby 3 onanapmoom (MK-7339) a6o 6€3 HbOro y MOPIBHAHHI NuLe 3 CYnyTHbLOH
XiMiONPOMEHEBOIO Tepanield B y4aCHUKIB 3 HEL04aBHO AiarHOCTOBaHWM JI0Kasli30BaHUM APiGHOKTITUHHUM
pakom nereHis (J1AP)», ko gocnipkeHHa MK-7339-013, 3 iHkopnopoBaHoto nonpaBkoto 05 Big 04 KBiTHA
2024 poky; cnoHcop - TOB Mepk Wapn eHg Adoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

2. 3miHa Ha3BU MicUsA NPOBEAEHHA KiHIYHOrO BUNPOGYBAaHHA [0 MPOTOKOMY K/IHIYHOMO AOCAIIKEHHS
«Bigkpute pocnigxkeHHs dpasu 1b/2 3 meTow ouiHKM hapmakoKiHETMKM, 6e3MeYHOCTi, edeKTUBHOCTI Ta
thapmakoanHamikm npenapaty PF-06801591 (iHriGiTop PD-1) B y4acHUKIB i3 pO3NOBCHAKEHNUMM 3/105IKICHMU
HOBOYTBOPEHHSIMW», KOA AocnimpkeHHs B8011007, octaTouHa Bepcist NpoTokosy, MNMonpaeka 2 Bif 24 4YepBHS
2020 poky; cnoHcop - Mdpaiizep IHK., CLUA

3asBHuK - MNMdainsep IHK., CLUA

BYNO CTANNO
nikap rotbko 1.1O. nikap rotbko 1.1O.
KomyHaslbHe  HekoMmepuiiiHe nignpveMcTBO | BigokpemneHuii nigpo3gin «KniHiuHa nikapHa 3
«LleHTpanbHa Micbka KNiHiYHa  NiKapHsA» | HEBIAKNAAHUX CTaHIB Ta €KCTPeHOoi MefU4YHOI
YxropoacbKoi MiCbKOI pagu, TepaneBTUUYHe | gonomorun» KomyHanibHOro HekomepuiiiHOro

BigAineHHs, [lepxaBHuii BULWMIA HaBYa/IbHUIA | nignpuemcTBa «YXropopacbka MicbKa
3aknag, «Y)XXKropoACbKuii HauioHa/lbHMI1 | GaraTtonpodyinbHa KNiHiYHa nikapHsa»
yHiBepcuTeT», Kadpedpa OHKoNOrii Ta pagionorii | Y)KropoAcbKoi MICbKOI  pagiu, OHKOJIOriuHe
hakynbtety NicNAANNIOMHOI OCBITU Ta | BigAaineHHAa, [lepxaBHWii BUWMIA  HaBYa/TbHWIA
[OYHIBEPCUTETCBLKOT NiArOTOBKM, M. YXXropog, 3aknag «YXXropoAcbKuii HauioHasTbHWiA

YHiBEpcUTET», Kadpegpa OHKonorii Ta pagionorii

hakynbTeTy nicnsanNAOMHOI OCBITU Ta

[OYHIBEPCUTETCHLKOT NiAroTOBKW, M. YXXropof

3. 3miHa Ha3BU Micua NpoBefEeHHA KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKONY K/IHIYHOrO AOCNioKEHHSA
«barartoueHTpoBe, Bigkpute, NMogosxeHe JocnimkeHHs Il Pa3un gna OuiHkn JoBroTpmsanoi EcekTnBHOCTI Ta
BesneuHocTi 3actocyBaHHA MipikisymMaly y MaujieHTiB i3 XBOpo60o KpoHa», koA gocnigpkeHHs 16T-MC-
AMAX, 3 iHkopriopoBaHoto rnonpaskoto (e) Big 10 BepecHs 2024 poky; cnoHcop - Eni Jlinni eng Komnani, CLUA /
Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliyapis

BYNO CTANO
K.M.H. OniliHuk O.1. K.M.H. OniliHuk O.1.
KomyHanbHe HekomepuiiHe nignpMemMcTBo | KOmyHanbHe  HeKoMepuiliHe  MignpPMeMCTBO
«Micbka nikapHa Ne6» 3anopisbkoi MicbKoi | «Micbka JfliKapHA €eKCTpeHOl Ta  LWBUAKOI
pagu, racTpoeHTeponoriuHe BigAaiNeHHsa, M. | MeguUHOI gonoMoru» 3anopisbKoi MiCbKOT pagu,
3anopixoks TepaneBTUYHE BigAiNeHHsA, M. 3anopixKs

4. OHoBneHu npotokon 3 MonpaBkot 5 Big 11.03.2025 p.; IHhopmauia ansa nauieHTa Ta dopma
iHcbopmoBaHoi 3roau — MpoTtokon 73841937NSC3003, Bepcisa 12.0 ykpaiHCbKOO MOBOI A1 YKpalHu
Big 09.04.2025 p.; IHdopmauina ana nauyieHta Ta dopma iHdopmoBaHoi 3rogu - [poToKon
73841937NSC3003, Bepcis 12.0 pocilicbKkoto MOBOLO AJisi YKpaiHu Big 09.04.2025 p.; OHOBEHWIA po3ain
3.2.S focbe pocnimpkyBaHoOro nikapcbKoro 3aco6y JlasepTiHio (JNJ-73841937-ZCY lazertinib mesylate
monohydrate) Big 29.04.2024 p.; OHoBNeHui po3gin 3.2.P Jocbe AoCNigKyBaHOro ikapCbKoro 3aco6y
NaszepTiHio (INJ-73841937-ZCY, G004), Ta6netku 80 mr Big 12.03.2025; BKIOYEHHSA KOMEPLiAHOI
thopmu pgocnigKyBaHOro Jikapcbkoro 3acob6y: JlaseprtiHio, LAZCLUZE, 80 mr, TaGneTku, BKpUTI
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NNiBKOBOKO OOOJIOHKOK AN nepopajsibHoro npuiiomy, Janssen-Cilag SpA, Itanis; Janssen
Pharmaceutica NV, Benbrifi; Johnson & Johnson Pvt. Ltd, IHgis; Eurofins PHAST GmbH, HimeuunHa;
Eurofins PHAST Development GmbH & Co. KG, HimeuuunHa; Anabiotec NV, Benbrisi; Eurofins Pharma
Quality Control, ®paHuif; Catalent Pharma Solutions, LLC, CLUA; Fisher Clinical Services Inc., CLUA;
Fisher Clinical Services GmbH, LLBeiiyapin; Catalent Germany Schorndorf GmbH, HimeuuuHa; Almac
Clinical Services Limited, Benuka BpuTtaHisa; 3pa3ok MapKyBaHHsA «Jla3epTiHi6 80 mr», TaGneTKu;
3astiyueHHs1 HOBOT BUPOGHMUOT AinsHku gna A/13 OcumepTuHio, Ta6neTku, BKpUTi 060/10HKO10, 80 Mr Ta
40 mr: AstraZeneca AB, LlBeuiss 0 NPOTOKONY KNIHIYHOIO [OCMIMKEHHA «PaHaomizoBaHe KniHivHe
pocnipkeHHss da3snm 3 KombiHoBaHOI Tepanii AmiBaHTaMa6om Ta Jla3epTiHiGOM Yy MOPIBHSAHHI 3
OcnmMepTUHIBOM Ta Yy NOPIBHAHHI 3 Jla3epTiHIGOM K NepLUoi AiHil Tepanii y nauieHTiB 3 MiCLEeBO-NOLLIMPEHNM
abo mMeTacTaTUYHMM HeAPiIGHOKNITUHHUM pakoM fiereHb 3 MyTaljieto peuenTopiB enigepmasnibHOro dpakropa
pocTy (EGFR-myTaujieto)», ko gocnimkeHHst 73841937NSC3003, 3 Monpaskoto 4 Big 14.11.2023 p.; cnoHcop
- «AHCCEH ®APMALIEBTVKA HB», benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

5. 36iNbLlIEHHA 3an1aHOBaHOI Ki/IbKOCTi AOCNIAKyBaHUX A/151 BK/TIOYEHHA Y K/liHIYHE BUNPOOGyBaHHs B
YKpaiHi 3 12 no 250; BkiouyeHHA [0AATKOBUX MiCLb MPOBEAEHHS KNiHIYHOro BMMNPOGYBaHHA [0
MPOTOKOMY KIHIYHOTO [OC/iMKEHHS «BigkpuTte, 6aratoueHTpoBe, A0LATKOBE AOCNIMKEHHS A1 OUiHKM
CNPUAHATTA NauieHTOM (i3MYHOrO BM/IMBY PO3CISAHOrO CKIEPO3y Ta HafdaHHSA MoAasibLIoro JOCTyny Ao
oKpenisymaby nauieHTam 3 PO3CiiSHUM CKN1epo3oM, SKi paHiwe 6pann ydacTb Yy [AOCNiMKEHHSX,
CMOHCOPOBAHMX KOMNAHIE «[PkeHEeHTeK» Talabo «®. XoddmaHH-/19 Pow JITa» Ta, Siki He MaloTb AOCTYMNHOCTI
[0 nporpamu AocTyny nicns KAiHiYHOro BUNpo6yBaHHsS», koA, aocnimxeHHss MN45053, Bepcis 4 Bif 22 )X0OBTHS
2024 p.; cnoHcop - ®.XodhhmanH-N1a Pow /T4, LBeliyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

No MM.1.B. BignoBigabLHOro gocnigHuka

n/n HasBa Micus npoBefeHHA KIiHIYHOro BUNPo6yBaHHS

1. O.M.H., npod. Herpwny T.1.

KomyHanbHe HekoMepLiiHe niagnpnemcTBo JIbBiBCbKOi 061acHOT paam «/1bBiBCbka 061acHa KiiHiuHa
NiKapHs», HeBposoriyHe BigaineHHs, M. JIbBiB

2. K.M.H. Kapeta C.O.

KomyHaslbHe HekomepuiiHe nignpueMCTBO «YepHiriBcbka ob6nacHa nikapHsi» YepHiriBCbKoi
obnacHoi pagn, HEBPOJIOriYHE BIAAIMEHHA A1 XBOPUX 3 MOPYLUEHHAM MO3KOBOTO KpPOBOOOIry,
M. YepHiriB

3. | nikap Apo6oTeHko B.I.

KoMyHasibHe HekomepujiiHe NignpuemMcTBo «IM'aTuin Yepkacbkuii MiCbKUA LLEHTP NePBUHHOT MeanKO-
CaHiTapHOT A0NOMOrn», KNiHIYHE BiaAifeHHs BiAHOBHOrO /iKyBaHHA Ta Heilpopeabinitauii 3 LieHTpom
PO3CiSIHOrO CK/epPO3y Ta BiAA4isIOM K/iHIYHMX BMNPo6yBaHb, M. Yepkacu

4, O.M.H., npody. BonowwnHa H.IM.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpOJOrii, ncuxiaTpii Ta Hapkonorii imeHi .B. BonowwuHa
HaLlioHanbHOT akagemii MeguyHUX HayK YKpaiHu», Big4i1 ayToiMyHHUX Ta AereHepaTuBHUX
3aXBOpKOBaHb HEPBOBOI cUcTEMU. LIEHTP po3cisHOro ckneposy, M. Xapkis

5. Nikap IrHaTeHko |.B.

MpuBaTtHe nignpremMcTso «Mepla npuBaTHa K/iHika», MeanyHuin ueHTp, M. Kuis

6. K.M.H. HepsaHoBa tO0.M.

TOB «MeaunyuHuii LeHTp «HKOHIMea», M. 3anopixoks

7. K.M.H. Ymnp I".C.

KomyHanbHe HekomepuiiHe nignpuemctBo «O6nacHa KiHiYHA nikapHa |BaHO-®paHKiBCbKOI
o6nacHoi pagn», HEBPOJIOriYHE BiAAiINEHHSA 3 LEHTPOM PO3CITHOrO CKNeposy, M. IBaHO-PpaHKiBCbK

8. O.M.H., npodo. MawkoBcbkuii B.M.

KomyHasibHe HekomepLuiliHe MignprMeMCTBO «LleHTpasibHa MicbKa KAiHidHa slikapHs» UepHiBeubKoi
MICbKOI pagW, MICbKWIA HCY/NbTHUI LEeHTP (8 NbKOK Ans XBOPMX 3 MOPYLUEHHSAM MO3KOBOro
KpOB0Obiry, 27 niKOK HEBPOIOriYHOro Npodpinto (CTpyKTypHUiA nigpo3ain Ne3)), m. YepHiBui

9. K.M.H. Yepkes A.M.

KoMyHasibHEe HekomepuiiHe NignpUeEMCTBO «3anopi3bka obacHa K/iHiYHa NikapHs» 3anopi3bkoi
06/1aCHOI paaun, HEBPOJ/IOTiYHe BigAINEHHs, M. 3anopiXks

6. 3miHa Ha3BM MicuAa npoBefeHHA BUMNPOOYBaHHA [0 MNPOTOKO/Y KNIHIYHOTO  AOCNIMKEHHS
«PaHgowmizoBaHe, noggiiHe cnine, nnaueb60-KOHTPO/IbOBaHe, GaraTtoueHTpoBe AochigpkeHHs 3b dhasm 3
METO OLiHKM edpekTUBHOCTI Ta 6e3neyHOCTi NiALWKIPHOro BBEAEHHA rycenibkymady 15 3MeHLLEeHHA O3HaK i



CMMNTOMIB Ta CMNOBI/IbHEHHSA PEHTIEHO/I0NYHOT NPOrpecii y NayieHTiB 3 akTUBHUM NcopiaTUiHUM apTpUTOM>,
Koa pocnipkeHHs CNTO1959PSA3004, nonpaBka 2 Big 04 TpaBHs 2022 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaLlesTuka HB, Benbris

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

BYNO

CTANO

O.M.H., npody. WWeBuyk C.B.

KniHika HaykoBo-gocnigHoro iHCTUTYTY
peaGinitauii oci6 3 iHBanigHicTIO (HaBYaJIbHO-
HaYKOBO-JliKyBaJIbHUiA KOMMJiekc) BiHHULbKOro
HaLioOHa/IbHOro MegUUYHOro YHiBepcutety
im. M.l. NMuporoBa, peBmaTo/IOrivyHe BigAiNIeHHA
BigAainy Tepanii Ta KAiHIYHOI peBMaTONOriV,
BiHHMUBKWIA HaLioOHaNbHWUIA MEeANYHWUIA yHiBEpCUMTET

O.M.H., npody. Wesuyk C.B.

YHiBepcuteTcbka nikapHa BiHHUUbLKOrO
HaLljioHaJIbHOro MeAuyHOro YHiBepcuTtety
im. M.I. MnuporoBa, peBMatonoriyHe BigAiNeHHs 3
TepaneBTUYHUMU NKKamu, BiHHUUbKWIA
HaLjioHa/TbHUIA MeaNYHNIA yHiBEPCUTET
iMm. M.1. Munporosa, kaceapa BHYTPILLHLOT MeANLNHN
Ne2, M. BiHHMUSA

iMm. M.I. Muporosa, kadenpa BHYTPILLHLOT MeANLUHU
Ne2, M. BiHHMUA

7. 3miHa Ha3B Micub NpPoBefeHHs KNiHIYHOro BUMPOOGYBAHHA [0 MPOTOKOY KMiHIYHOIO AOCNiAKEHHA
«PaHgomi3oBaHe, BigkpuTe KniHiyHe gocnigxeHHs Il dpasu nopiBHAHHA nemoéponizymady Ta 6peHTykcuMaby
BEOTVHY Y NaLieHTIB 3 peLnanByovo0 abo pe3nCTEHTHOK A0 NiKyBaHHSA KNacU4HOK iMAOMOI0 XOKKiHa»,
koA pocnimkeHHa MK-3475-204, 3 iHkopriopoBaHoto nonpaskoto 06 Bifg 24 yepBHA 2022; cnoHcop - TOB Mepk
LWapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

CEKTOPOM af’loBaHTHMX MeTOofiB JliKyBaHHS,
M. Kunis

BYNO CTANO
O.M.H., npod. Kpsivok |.A. O.M.H., npod. Kpsuok LA,
JepxaBHe HeKkoMepLUiiHe nignpuemcTBo | [epxaBHe HeKoMepLUiiHe nigNpPUEMCTBO
«HauioHanbHWMin  IHCTUTYT  paky», HayKoBO- | «HauioHabHWi IHCTUTYT paky>, KNiHiKa
pocnigHe BigAineHHsA ximioTepanii | OHKoremaTosiorii  Ta  K/iHIYHOT  OHKONOTrii,
remo6s1acTo3iB  Ta af’loBaHTHUX MeTOAIB | HAYKOBO-K/MiHIYHWIA  BigAin  OHKoremaTonorii,
NiKyBaHHA, BiAfi/IeHHss OHKoremartosiorii 3 | BigAineHHs oHKoremartonorii, M. Kuis

4.M.H. Macnsak 3.B.

KniHika  [epxaBHOi ycTaHOBU  «IHCTUTYT
naTosiorii KpoBi Ta TpaHcdysiliHOT MeauLUHN
HauioHanbHOiT  akagemii  MeAWYHUX  HayK
YKpaiHun», BigAineHHsA remaronorii 3
NabopaTopHOIO rpynoto, M. /1bBiB

4.M.H. Macnsak 3.B.

JepxaBHa yctaHOBa «IHCTUTYT naTtonorii KpoB.i
Ta TpaHcdysiiHOI MeauuuHu HauioHabHOI
akagemii MeAMYHUX HayK YKpaiHu», BiaAifeHHs
remarosnorii, M. /IbBiB

O.M.H., npody. BoHaapeHko |.M.

KomyHanbHuii  3aknag  «JHinponeTpoBCbKa
MicbKa 6araTonpodisibHa KniHivuHa nikapHA Ned»
AHinponeTpoBCbLKOi o6nacHoi pagu»,
BigaineHHa ximiotepanii, JepxaBHuii 3aknapg
«HinponeTpoBCbKa MeAuyHa akapemis
MiHicTepcTBa OXOpPOHU 3[0POB’Al  YKpaiHWu»,

O.M.H., npody. BoHaapeHko |.M.

KoMmyHanbHe HeKomepuiiiHe nignpuemMcTBO
«Micbka KniHiuHa nikapHs Ned» [OHinpoBCbKOI
MiCbKOi paau, XimioTepaneBTUUYHEe BiafiNeHHs 3
AEHHUM cTauioHapowm, [HinpoBcbkuii
OepXaBHUIA MepuUuHWUIA yHiBepcuTeT, Kadegpa
OHKoJ10ril Ta MegUUHoI pagionorii, M. [JHINpo

kachenpa oOHKonorii i mMeAuUUYHOT papgionorii,
M. [Hinpo

8. MpoTokon KniHiyHOro Bunpo6ysaHHA MK-2140-010, 3 iHKkoprnopoBaHo nonpaskoto 03 Bifg 22 KBiTHA
2025 poKy, aHrNiiCbKOK MOBOIO; YKpaiHa, MK-2140-010, IHchopmauis Ta OKYMEHT npo iHhopmoBaHy
3rogy AnA naudieHTa, Bepcia 1.00 Big 06 TpaBHA 2025p., YKPAIHCHLKOK MOBOLKO [0 NPOTOKO/Y K/iHIYHOIO
JocnimpkeHHss «PaHgomizoBaHe, BigkpuTe, 6aratoueHTpoBe gocnimpkeHHs |ll cdasm 3unoBeptamady
BefoTuHy (MK-2140) y kombGiHaujii 3i cxemoo R-CHP nopiBHSHO 3 nikyBaHHSAM 3a cxemow R-CHOP y
yYyacCHUKIB 3 paHile HenikoBaHow Andy3Ho B-BenukokniTuHHOW nimdgomoto (waveLINE-010)», kop,
pocnipkeHHa MK-2140-010, 3 iHkopnoposaHoto nonpasBkoi 01 Big 09 rpygHsa 2024 poky; CroHcop -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»



9. MpoTokon KniHiYHOro BMNpoGyBaHHA, Bepcia 7.0 Big 02 ciuHa 2025 p. aHrniicbKolo MOBOKO; 3MiHa
3asiBHMKa KniHiyHOro sunpoGyBaHHA B YKpaiHi 3 TOB «CiHeoc Xenc YkpaiHa» Ha ToBapucTsBo 3
o6MexeHol BignoBiganbHicTio «AJIIOCEHT YKPAIHA»; 3miHa agpecu cnoHcopa KAiHiYHOro
BunpoGyBaHHs; MOTIVATE_IHcopmauiiiHuii nMcToK nauieHTa Ta popma iHpopmMmoBaHoOi 3rogn Ans
popocnoro nauieHta_Bepcia ana YkpaiHu 5.0_Big 26 6epe3Hs 2025 poKy_YyKpalHCbKOK MOBOIO;
MOTIVATE_IHcopmauiiiHuii nMcTok Ta oopma iHchopmoBaHOiI 3roaun Ans 6aTbKiB_Bepcis Ans YKpaiHu
5.0_Big 26 6epe3HAa 2025 poKy_yKpaiHCcbKkolo moBoto; MOTIVATE_IHdopmauLiiiHMiA INCTOK NaljieHTa 1a
c¢hopma iHhopMoOBaHOI 3roau A nauieHTa Bikom 6-10 pokiB_Bepcisa gnsa YkpaiHu 5.0_Biag 26 6epe3Hs
2025 poKy_ykKpaiHCbKo MoBow; MOTIVATE IHdopmauiiHnii NUCTOK naudieHTa T1a ¢opma
iHcbopmoBaHoOi 3rogu AnAa naudieHTa Bikom 10-12 pokiB_Bepcia gnsa YkpaiHu 5.0_Big 26 GepesHs
2025 poky_ykpaiHCbKo MoBot; MOTIVATE IHdopmauiiHnii nNUCTOK naudieHTa Ta ¢opma
iHbopmoBaHOi 3rogu AnAa naudieHTa Bikom 12-14 pokiB_Bepcia gna YkpaiHu 5.0_Big 26 GepesHsA
2025 poky_yKpaiHCbkol MoBot; MOTIVATE_ IHcopmauniiiHnii nuctok nauieHta Ta ¢opma
iHbopMmoBaHOI 3roguM AnA nauieHTa BikoMm 14-17 pokiB_Bepcia ana YkpaiHu 5.0_Big 26 GepesHs
2025 poKy_YKpaiHCbKOK MOBOIO [10 NPOTOKO/Y K/IHIYHOIO A0CimpKeHHs «Cy4yacHe fikyBaHHA NnauieHTiB 3
iHriGiTopHOto dhopmoto remodpinii A - MiXXHapOAHE CNocTepexHe AoCIMKEHHS», koA aocnimpkeHHa MOTIVATE,
Bepcia 4.0 Big 09 BepecHa 2023 poky; cnoHcop - HZRM Hamophilie-Zentrum Rhein Main GmbH, Germany
(HimeuyuunHa)

3asnBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTI0 «AJIOCEHT YKPAIHA»

BYNO CTAJNIO
Hessenring 13a G, 64546 Morfelden-Walldorf, | Stresemannallee 15, 60596 Frankfurt am Main,
D-64546, Germany Germany

10. 3miHa BignoBiganbHOro focnigHuKa Ta 3amiHa Ha3BU Micus NPOBeAEeHHA K/iHIYHOro BUNPoG6yBaHHA
[0 NPOTOKOSY KAiHIYHOro AocnimkeHHs «Bigkpute gocnimpkeHHs Il pasm MK-7684A (komOGiHauia npenaparis
Bi6ocTONiMaGy Ta nemoponisymady) y koMOGiHaLii 3 KOHKYPEHTHOK XiMIONPOMEHEBOK Teparnielo Ta
nofasbLuot Tepanieto npenapatom MK-7684A NOpIBHAHO 3 NPOBEAEHHAM KOHKYPEHTHOI XiMionpomMeHeBol
Tepanii 3 nojasiblUM BBeAeHHAM aypBasiymaby Yy nauieHTiB 3 Hepe3ekTabesibHUM MiCLeBONOLNPEHUM
HeapiGHOKNITUHHUM pakoM nereHis (HAPN) 1l ctagii» (KEYVIBE-006), kog gocnipxkeHHa MK-7684A-006, 3
iHKopriopoBaHoto nonpaskoto 04 Big 07 notoro 2025 poky; cnoHcop - TOB Mepk Wapn eHg, Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTAJIO
ron. nikap Kpynbko C.I. nikap CkypeHko O.A.
MeguuHuiAi UEeHTp ToBapucTBa 3 OOMeXxeHow | ToBapuCTBO 3 OGMEXEHOK BignoBigasibHICTIO
BignoBiganbHicTIO «YKpaiHCbKUiA LEeHTp | «YKpaiHCbKuii LleHTp TomMoTepanii», MeguuHnii
TOMOTepanii», BigAiNeHHsI XimioTepanii, | LeHTp, Bia4ineHHs XimioTepanii, M. KponMBHULbKWIA
M. KponuBHuLbKWIA

11. 3miHa BignoBiganbLHOro focnigHMKa Ta 3MiHa Ha3BU MicLs NPoBeAEeHHSA K/iHIYHOro BUNpo6yBaHHA
[0 NPOTOKONY K/IHIYHOro AochifkeHHsa «BigkpuTe, paHgomizosaHe gocrigpkeHHs Il a3n ans BUBYEHHS
hapmakokiHeTVkn Ta 6e3neyHocTi nemoponiisymady A1 NifLWKipHOro BBEAEHHA MNOPIBHAHO 3
nemoponisymabom /19 BHYTPILLHLOBEHHOIO BBEAEHHS, B KOMOGiHaLii 3 ABOXKOMMOHEHTHOW XiMioTeparniewo
npenaparamu naaTnHW, B AKOCTI NepLUIoT NiHii Tepanii 419 y4acHUKIB 3 MeTacTaTUuYHUM NI0CKOKTITUHHUM abo
HEMN/IOCKOKMITUHHUM  HEAPIOHOKTITUHHM pPakoM JlereHiB», kog gocnimpkeHHs MK-3475-A86, Bepcisa 3
iHKoprioposaHoto nonpaskoto 08 Big 30 cepriHa 2024 poky; crnioHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO
ron. nikap Kpynbko C.I. nikap CkypeHko O.A.
MeguuHuiA UEHTpP ToBapucTBa 3 OGMeXeHow | ToBapucCTBO 3 OGMEXEHOK BiAnoBiganbHiCTIO
BiANoBiganbLHicTO «YKpaiHCbKuii LEeHTP | «YKpaiHCbKuii LileHTp TOoMoTepanii», MepguuHuii
TOoMOTepanii», BiAOiN1eHHSA ximioTepanii, | LeHTp, BiadineHHs ximioTepanii, M. KponneHULbKNiA
M. KponvBHULIbKWIA




12. NncT-po3’aAcHeHHs Ne 8 Big 16 KBiTHA 2025 poky Ao NpPOTOKONY KAiHIYHOro BUNPOGYBaHHA
BJT-628-001, Bepcis 2.0 Big 12 ntotoro 2025 poKy, aHrNificbKoo MOBOIO; IHpoOpMaLif Ana nayieHTa Ta
dopma iHphopmoBaHoi 3rogu (HactuHa C), Bepcisa 2.0 Big 10 TpaBHA 2025 poKy Ans YKpaiHU Ha OCHOBI
Maiictep-Bepcii IHdhopmauii gna naugieHta | ®opmu iHchopmoBaHoi 3rogu ansa YactuHn C OCHOBHOrIO
pocnimpkeHHs, Bepcifa 1.1 Big 11 kBiTHA 2025 poKy, aHINiliCbKOIO Ta yKpaiHCbKoo moBamu; IHchopmauis
Ans naudieHTa Ta Popma iHchopmoBaHoi 3roau (HactuHa D), Bepcisa 2.0 Big 10 TpaBHA 2025 poky Ansi
YkpaiHu Ha ocHoBi MaiicTep-Bepcii IHhopmauii ana nauieHta /| ®Popmu iHchopmoBaHoi 3rogu ansA
YacTtrHu D OCHOBHOrO gocnimkeHHs, Bepcisa 1.1 Big, 11 kBiTHA 2025 poKy, aHINMiliCbKOLO Ta YKPAiHCbKO
MoBaMu; IHCTPYKUiT AnA nayieHTa i LLlogeHHUK npuilomy npenapaTty — oguMH pa3s Ha 00y, He3a/1eXXHOo
Big, npuiiomy ixi, Bepcisa 1.0 Big 14 kBiTHA 2025 pOKy, aHrNiliCbKOI0 Ta YKPaiHCbKOK MoBamu; IHCTPYKLii
ANnA naudieHta i LLiogeHHMK npuiioMmy npenaparty — ABidi Ha f06y, He3a/leXXHO Big npunomy i, Bepcis
1.0 Big 14 kBiTHA 2025 poOKy, aHIMINCbLKOK Ta YKPAiHCbKOK MOBaMW [0 MPOTOKO/Y KAiHIYHOIO
JocnigxeHHa «PaHgomizoBaHe, nogsiiiHe chine, niaueb0-KOHTPONbOBaHe AochimkeHHs casn la/b gna
OLiHKK 6e3neYHOCTi, NepeHOCUMOCTI, hapMakoKiHETMKN Ta NPOTMBIPYCHOI akTUBHOCTI npenapaTy BJT-628 y
30pOBUX AO6POBONLLIB Ta Yy NAUIEHTIB 3 XPOHIYHOI iH(DEKLiED Bipycy renatnty B, a TakoX Yy naujieHTiB 3
XPOHiYHOW iHpeKuieo Bipycy renatuty D», kop pocnimkeHHa BJT-628-001, sepcia 2.0 Big 12 noToro
2025 poky; cnoHcop - batogxeii TepanbtoTike, IHK., CLUA [Bluejay Therapeutics, Inc., USA]

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

13. Bpouwypa gocnigHuka Onanapu6 (Olaparib, AZD2281, KU-0059436, LYNPARZA®), BugaHHsa 24.0
Big, 05 6epe3HA 2025 poKy, aHIMiNCbKOK MOBOIO; YKpaiHa, MK-7339-012, IHchopmauia Ta 4OKYMEHT Npo
iHbopmoBaHy 3rogy AnA naudieHTta, Bepcia 2.09 Big 14 TpaBHA 2025 p. yKpaiHCbLKOKO MOBOK [0
NPOTOKONY KNiHIYHOrOo BMNpobyBaHHA «JocnigkeHHs Il dha3m nembponizymady (MK-3475) y komGiHauil 3
CYNyTHbOI XiMIONPOMEHEBOIO Tepaniel 3 nojanbliMM BBEAEHHAM nemoponisymady 3 onanapuéom abo
6e3 HbOro NOpiBHAHO 3 CYMYTHBLOK XiMIONPOMEHEBOK Teparnieln 3 NojasblMM BBEAEHHAM AypBasiymady B
yyacHUKIB 3 HeonepabeNbHUM J1I0KaslbHO PO3NOBCIOMKEHUM HeApiGHOKNITUHHUM pakom sereHis Il cTagii
(HOPM)», kon pocnipkeHHa MK-7339-012, 3 iHkopriopoBaHo nonpaskoto 08 Big 15 kBiTHA 2024 poky;
crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

14. Inchopmaunia Ta chopma 3rogu Ans JOPOCSINX YHACHUKIB JOCiAKeHHs, JlokanibHa Bepcis Homep 11
ANsa YKpaiHM yKpaiHCbKOK MOBOLO, lata Bepcii 12 TpaBHA 2025 poKy - Ha ocHOBiI MacTep Bepcii Homep
13 Big 15 ciuHa 2025 poky, floaatky 1 MacTtep Bepcii Homep 4 Big 30 nuctonaga 2018 poky Ta logaTtky 2
Mactep Bepcii Homep 4 Big 30 nucronaga 2018 poKy A0 NPOTOKOAY KIHIYHOTO AOCAIMKEHHS
«PaHgomizoBaHe, BigkpuTe, baratoueHTpoBe gocnimpkeHHsa Il dpasm QypsBanymady ta Tpemenimymaoy B
AKOCTI MepLoi MiHil NikyBaHHA nNauieHTiB 3 nowvpeHuM renatouesntonapHum pakom (HIMALAYA)», ko
pocnipkeHHs D419CC00002, sepcisa 8.0 Big 17 yepBHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

15. OHoBneHuit po3gin P.8 MK-1084 DP [SDI-Based Tablet] Jocbe pocnipKyBaHOro nikapcbKoro
3acoby MK-1084, Bepcia 08VBWQ Big 13 tpaBHA 2025 poKy, aHIrMiicbKkow MoBOO; MogoBXeHHSA
TEepMiHy NpuaaTHOCTI [OCNIQKYBAHOIO nikapcbKoro 3acooy MK-1084 (SDI-Based Tablet) 3 30 micsauis
A0 36 micsauiB; BKloUueHHA [0[4aTKOBOro MicL NPoBeAeHHs K/iHIUHOro BUNPOGYBaHHA [0 NPOTOKOY
KMiHIYHOro JocnigxeHHs «Bigkpute, 6GaraToueHTpoBe AOCAIMKEHHS | dasn ans ouiHku  6e3neku,
NnepeHoCMMOCTi, hapMakokiHETMKM Ta edekTuBHocTi MK-1084 sk MoHoTepanii Ta $KK YaCTUHWU Pi3HUX
KOMOGiHaLili NikyBaHHA Y NaUieHTIB i3 pO3NOBCIOMKEHNMMN CONIAHUMU NyXinHamu 3 myTauieto KRAS G12Cx», kog,
pocnipkeHHsa MK-1084-001, Bepcis 3 iHkopnoposaHoto nonpaskoto 11 Big 02 ksiTHA 2025 poky; cnoHcop - TOB
Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasibHicTI0 «MC/L YkpaiHa»

No M.1.6. BignoBigabHOro gocnigHuka

n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPO6yBaHHS

1. | nikap Ko63es O.l.

KomyHasnbHe nignpnemctBO «PiBHEHCbKUA 061aCHWIA  MPOTUMYXIMHHUA  LEHTP»  PIiBHEHCHKOI
06/1acHOI paaun, abaoMiHaIbHE BiafineHHs, M. PiBHe

16. YkpaiHa, MK-7339-008, IHchopmauis Ta OKyMeHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcia
6.05 Big 16 TpaBHA 2025 poKy, YKpaiHCbKOK MOBOW; Bpowypa gocnigHuka Onanapu6 (Olaparib)
(AZD2281, KU-0059436), BugaHHsa 24.0 Big, 05 6epe3Hs 2025 poKy, aHrNiliCbKOK MOBOK [0 NPOTOKO/Y
KNiHiYHOro BMNpobyBaHHs «JocnigxeHHs Il dhasn ansa neméponisymady y KombiHauii 3 kapbonsiaTuHom /
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TakcaHoM (naksiTakcen abo Hab-naknitakcesn) 3 NojasblUMM BBEAEHHAM nem6ponizymaby y kom6iHauii 3
NigTPUMYOUMM  NiKkyBaHHAM onanapuoéom abo 6e3 HbOro B AKOCTI Tepanii nepwoi NiHii y nauieHTiB i3
MeTacTaTUYHUM  MJIOCKOKNITUHHUM  HeApiGHOKNITMHHUM pakom niereHiB  (HOKP)», koA A[ocnigKeHHs
MK-7339-008, 3 iHkopnoposBaHo nonpaskoto 07 Big 31 ciuHa 2024 poky; cnoHcop - TOB Mepk LWapn eHp
Joywm, CLLIA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

17. Bpouwypa gocnigHuka Bepcii 10.0 Big 13 6epe3Hsa 2025 poKy (aHrNikCbKOK MOBOIO) A0 NPOTOKOY
KNiHiYHOro pocnimkeHHs «baratoueHTpoBe, paHAoOMi3oBaHe, MoABiliHe chnine, nnaue60-KOHTPONbOBaHe
OOCNIMKEHHST AN OLiHKN eddeKTUBHOCTI, 6e3neYHocTi i nepeHocumocTi npenapaty IMU-838 y nauieHTiB 3
NpOrpecytymMmMm po3CiSHUM CK/1epo30M», Kog AocnimpkeHHs P2-IMU-838-PMS, Bepcis 7.0 Big 16 >XOBTHS
2024 poky; cnoHcop - «IMMyHiK AlM», HimeuwunHa / Immunic AG, Germany

3aaBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

18. Bpowypa pgocnigHuka APG-2575, Bepcia 7.0 Big 21.03.2025 aHrniicbKOK MOBOK A0 MPOTOKOY
KniHiyHoro BunpobyBaHHA «ocnimkeHHs hasm Ib/Il 3acTocyBaHHA npenapaty APG-2575 sk MoHoTepanii abo
B KOMOGiHaL|i 3 iHWMMK NiKapCbKUMKU NpenapaTamun y nauieHTiB 3 peuuanByounmMmn t1a/abo pedpaktepHMm
XPOHIYHMM  nimdpounTapHm  neiiko3om  (XJ11)/gpibHOKAITUHHOKW  nimdiouynTapHo  nimdomoto — (A/1)1)
(SACRED)», kog pocnigpkeHHss APG2575CU101, sepcia 3.1 Big 28 6epe3Hs 2023; cnoHcop - Ascentage
Pharma Group Inc. (AceHTax ®apma Mpyn IHK.), CLLA

3asaBHUK - TOB «Kpomocdapma YkpaiHa»

19. MouaTkoBuii NociGHUK anAa nauieHTis EQAMTHV, Bepcis 12.0.1 Big ntotoro 2025 p. gnA YkpaiHu
YKpalHCbKOI0 MOBOIO; [loKymMeHT 3i ckpiHwoTamu Unify, Bepcia 1.0 Big 10.04.2025p. ans YKpaiHu
YKPaiHCbKOKO MOBOI; 3MiHA KOHTAKTHOrO HOMEpPY CnyX6u nigTpuMKM y 3acTtocyHky Unify Tta Ha
eTUKeTUi NPUCTPOIO, SIKY MNOTPIOHO BUKOPMCTOBYBaTM 3 MPUCTPOEM Yy4yacHUKA [AOCHifXKEHHS,
MemopaHgyMm Big 11 kBiTHA 2025 p. ana YKpaiHM aHIMiNCbKOIO Ta YKPaiHCbKOK MoBaMu; 3pasok
€TUKETKM NPUCTPOIO, AKUIA GyAyTb BMKOPMCTOBYBATU NaUi€eHTU AMA 3acTOCYHKy Unify aHrnilicbkoto
MOBOI0, MeMopaHAyM Bipg, 10 kBiTHA 2025 p. ANnA YKpaiHU aHTNifiCbKOKO MOBOIO [0 NMPOTOKOJTY KAiHIYHOIO
nocnimpkeHHs «PaHgomizoBaHe, noagiliHe cnine, 6araToueHTpoBe AocnimkeHHs dasu Il y napanenbHux
rpynax g ouiHk1 edoekTUBHOCTI [030BaHOro iHranstopy OyaecoHigy, rnikonipoHilo ta copmoTtepony
thymaparty BiAHOCHO 4030BAHOr0 iHraNnATopy riKONipoHito i dhopmoTeposny dymaparty Ha CepueBO-/IereHeBi
HacnigkM y XBOpUX Ha XPOHiYHE OOCTPYKTUBHE 3axBoptoBaHHA nereHb (THARROS)», kog AOCAiAKEHHS
D5989C00001, Bepcis 2.0 Big 28 ciuHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3asABHVK - TOB «<ACTPA3EHEKA YKPAIHA»

20. 3miHa Ha3BU Micua NpoBeAeHHA BUNPOGYBaHHA [0 NPOTOKOJY KiHIYHOrO gocnigxeHHss «<ADVANCE
EXTENSION BigkpuTe po3liMpeHe OOCAIMKEHHSA 3 OLiHKM AOBroCcTPOKOBOI e(DeKTUBHOCTI Ta 6e3neyHoCTi
paniHenary B naui€HTiB i3 JIereHeBOK apTepiasibHOK rinepTeHsieln», kog gocnimpkeHHs ROR-PH-303
(APD811-303), 3 iHkoprnopoBaHoto nonpaskoto 5 Big 30 cepnHa 2024 poky; cnoHcop - «KOHaiTen Tepan'loTike
KopnopeliwH» (United Therapeutics Corporation), United States

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
K.M.H. Bacunbesa J1.1. K.M.H. Bacunbesa J1.1.
KomyHanbHe nignpuemcTeo | KomyHanbHe nignpuemMcTBo
«QHINPONETPOBCLKUI  0GNacHWiA  KNiHIYHUIA | «[HINPONETPOBCbLKUA  06GMacHwuii  KNiHIYHUIA
LeHTp Kappgionorii Ta Kappgioxipyprii» | LLleHTp BiarHOCTUKM Ta NiKyBaHHA»
[HinponeTpoBCbKOi 06/1acHOT pagu», BiggineHHs | [HinponeTpoBCbLKOI 06/1acHOI pagu», Bio4iieHHs
Kapaionorii, JepxaBHuii 3aknapg, | kapgiosorii, [HinpoBcbkuii OepXaBHuiA
«[lHinponeTpoBCbKa MeAnYHa akageMmis | MeguMUHUIA yHiBepcuTeT, kadiegpa BHYTPILLUHBOT
MiHicTepcTBa OXOpPOHU 3[0pPOB’A  YKpaiHW», | MeguunHn 3, M. [HIinpo
Kapegpa BHYTPILWHbOI MegnumHu 3, M. JHINpo

21. Nepenik npegmeTiB ANA 3abe3nevyeHHss KOMGOPTY yUHaCHUKIB AOCNiAKEeHHs, Bepcia 1, Big noToro
2025p., aHrnificbKkol MOBOK [0 MNPOTOKO/Y K/IHIYHOrO AOoChimpKeHHs «PaHaomizoBaHe, Bigkpute,
GaraToueHTpoBe pocnimkeHHs dasn Il 3 ouiHkn edekTMBHOCTI Ta 6e3neyvyHOCTi af'toBaHTHOI Tepanii
ripegecTpaHTOM MNOPIBHAHO 3 af'lOBAHTHOK €HAOKPMHHOK MOHOTEpanieto 3a BU6OPOM Mikapsi B NaLieHTIB 3
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€CTpOreH-peLenTop-no3nTmeHuM, HER2-HeraTMBHMM pakoM MOJIOYHOI 3a/103M Ha paHHiii cTagii», Kopg,
pocnigxeHHa GO42784, sepcia 5 Big 25 cepnHa 2023 p.; cnoHcop - @. XoddpmaHH-/1a Pow /114, LBeliyapis
(F. Hoffman-La Roche Ltd., Switzerland)

3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «MiMifli KOKPEWH», Ykpaina

22. OHOB/EHUIA NPOTOKOJ1 KJliHiYHOro Bunpo6yBaHHA MK-2140-003 3 iHkopnopoBaHoto nonpaskoto 07
Big 09 KBiTHA 2025 poKy, aHrMICbKOKD MOBOIO A0 NPOTOKOJTY K/TiHIYHOMO AOCiMKEHHS «baraToLeHTpoBe,
BiAKpWTE, paHAOMi30BaHe, 3 aKTUBHMM KOHTPOJieM AOoChifpKeHHS 2/3 das3n 3unoBepTamady BeAOTUHY
(MK-2140) y komb6iHauil i3 cTaHAApPTHMM /iKyBaHHSAM Yy NaljieHTiB 3 peuuanBytouoo abo pedopaKkTepHOoH
AndpysHo  B-BeNUKOKMITMHHOW  flimdoomoto  (waveLINE-003)», kog gocnimkeHHs MK-2140-003, 3
iHKoprnopoBaHoto nonpaskoto 06 Big 18 notoro 2025 poky; cnoHcop - TOB Mepk Wapn eHg, Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

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



