Jopartok 1

«Mepenik cyTTEBMX NONPaBOK A0 NPOTOKOJIB KMAiHIYHMX BUNPOOGYBaHb, PO3rASAHYTUX HAa 3acifaHHi
HTP Ne 28 Big 08.08.25, Ha siki 6y oTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. OHoBneHa bBpowypa pgocnigHuka p[NA  [OCAIMKYBAHOIO nikapcbkoro 3acoby IMU-838
(Bigodhnyaumyc kanbuito), Bepcia 10.0 Big 13 6epe3Hs 2025 poKy, aHIMINCbKOIO MOBOKO [0 MPOTOKOY
KMNiHIYHOrO gocnimpkeHHs «baratoueHTpoBe paHAoMi30BaHe MNOABINHO cnine gocnigxkeHHs |l chasum, wo
NPOBOAMTLCA 3 METOK OUIHKM edeKTUBHOCTI, 6e3neyHOCTi Ta nepeHocumocTi npenapaTty IMU-838 y
MOPIBHAHHI 3 Nnauebo npu AikyBaHHI AOPOCANX NAUIEHTIB i3 peunanBytoumMM po3cCistHM Ckiepo3om (kogoBe
nosHayeHHsi: ENSURE-2)», kog, gocnigpkeHHsa P3-IMU-838-RMS-02, octatouHa pegakuis 4.0 Big 18 6epesHs
2024 poky; cnoHcop - «IMMyHiK Al» [Immunic AG], HimeuunHa

3assHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

2. OHoBNEeHe A0Cbe AOCNIAKYBaHOro Jlikapcbkoro sacody ETpacimopg, Bepcia 19 Big kBiTHA 2025 p.
aHrniicbkol MoBol; Bpowypa pocnigHuka gns etpacimogy Bepcis 12.0 Big nwoTtoro 2025 p.
aHrNiACbKOK MOBOI; JIUCT agMiHICTPAaTUBHUX 3MiH A0 nonpaBku 4 Ao npoTtokony Big 20 KBIiTHA
2025 p. wWoA0 po3WMpPEeHHA nepeniky BiANOBiAANbLHOCTI AOCNiAHUKA Ta CNOHcCOpa BignoBigHO A0
BUMOr Perynsauiii 3 KniHiyHWii BunpoodyBaHb ¥y €C (CTR) aHriiicbKo MOBOI; 3MiHa HasBU Micusa
npoBefeHHs K/iHIYHOro BUNPOOYBaHHA [0 MPOTOKOJY KNIHIYHOIO AO0C/iIMKEHHS «Bigkpute po3wmpeHe
OOCNiMKEHHST eTpaciMmoAy B NaujieHTIB i3 aKTUBHUM BUMPAa3KOBUM KOJIITOM Bifg, NOMIPHOIO [0 BaXKOrO CTyNeHs
TSDKKOCTIi», Kog gocnigxeHHs APD334-303, 3 iHkopnopoBaHoto nornpaskoto 4.0 Big 20 nwoToro 2023 poky;
CnoHcop - «ApeHa ®apmacbloTikans, IHK.», AoYIPHA KOMMaHIs, W0 NOBHICTI0 HAIeXWTb KOMNaHii «[Mdaisep
IHK.», CLLA

3anABHuK - MNdpaizep IHk., CLUA

BYNO

CTANO

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

HaykoBo-gocnigHuii iHCTUTYT pea6initauii oci6 3
iHBanigHICcTIO (HaBYaIbHO-HaYKOBO-
niKkyBanbHuii KOMMJ1eKc) BiHHUUbKOrO
HauioHaJ/IbHOro MeAuYHOro yHiBepcuTtety
imeHi M.l. MuporoBa, XxipypriuHe BigaineHHs,
BiHHUUBKWIA HaLjOHaNbHUIA MEeANYHWUIA yHiBEpCUTET

O.M.H., npod. WeBuyk C.B.

YHiBepcuteTcbKka nikapHsA BiHHUMLBKOrO
HauiOHaJIbHOTO MeAUYHOro yHiBepcuTteTy
im. M.l. MuporoBa, TepaneBTUYHe BigAiNneHHs,
BiHHMLbKMIA HaLiOHANIbHUIA MeanYHWi yHIBEpCUTET
iMm. M.1. MuporoBa, kadeapa BHYTPILLHLOT MEANLIMHN
Ne2, M. BiHHMLA

imeHi M.l. TuporoBa, kadeapa BHYTPILIHLOT
MeanumHm Ne2, M. BiHHMUSA

3. Bpowypa pocnigHuka Lenvatinib (E7080), BugaHHa 22 Big 23 TpaBHA 2025 poOKy, aHrNificbKO
MOBOIO [0 NPOTOKONIB KNIHIYHUX AOCNiIMKEHb: «BigkpuTe KniHiYHe gocnigxeHHs 1l dpasu, Wo npoBoauTLCS B
OfHI rpyni ANS OUiHKM Nemo6ponizymaby B KOMOiHaLi 3 NeHBAaTUHIGOM B SKOCTI NepLloil MiHii NikyBaHHS B
YYaCHUKIB 3 PO3MOBCIOIXEHO0 / METACTATUYHOK HECBIT/TOKNITUHHOI HUPKOBO-K/TITUHHOK KapLUHOMOK HUPKK
(HckHKKH) (KEYNOTE-B61)», kog gocnigpkeHHs MK-3475-B61, 3 iHkoprnopoBaHot nonpaskow 04 Big
31 xoBTHA 2024 poky; «Bigkpute, paHaomizoBaHe pocnimkeHHs Il dpasn ansa ouiHku edhekTUBHOCTI Ta
6e3neyHocTi nembponizymady (MK-3475) y komGiHauii 3 6ensytngaHom (MK-6482) Ta neHBaTuMHIOOM
(MK-7902), a6o MK-1308A y KombiHaLii 3 NeHBaTMHIGOM MOPIBHAHO 3 NeMOPOi3yMabom i 1eHBATUHIOOM B
SKOCTI Mmepwoi NiHil Tepanil gna y4yacHMKIB 3 PO3MNOBCHOIKEHOI CBIT/IOKMNITUHHOK HUPKOBO-KAITUHHO
KapuMHOMOLO», KoA, aocnigpkeHHs MK-6482-012, 3 iHKopnopoBaHOoto nonpasBkoto 06 Big 29 ciuHs 2025 poky;
«baraToueHTpoBe, BigkpuTe gocnigpkeHHs 11l hasmn ona OuUiHKM 4OBroCTPOKOBOT 6€3neYHOCTi Ta ePEKTUBHOCTI
B YYaCHWKIB, SKUM Hapasi NPOBOAUNTLCA JiKyBaHHS abo CMOCTEPEXEHHS Y AOCMIMKEHHSX, WO BK/OYAKTb
nembponizymab», kog pocnimkeHHs MK-3475-587, 3 iHkopnopoaHoto nonpaskoio 08 Big 25 noToro
2025 poky; «PaHgomizoBaHe pgocnimkeHHs Il dasm [ana  ouiHkM  edekTMBHOCTI Ta 6e3MneyHOoCTi
nembponizymady (MK-3475) y kom6iHaLjii 3 neHsatuHioom (E7080/MK-7902) i xiMmioTepanieto NOpiBHAHO 3i
CTaHAAPTHUM NiKyBaHHAM B SKOCTI MepLUOi MiHii Tepanii Ana Y4YaCHUKIB 3 MeTacTaTUYHOW KapLWHOMOK
cTpasoxofy», Kof pochimpkeHHsa MK-7902-014 (E7080-G000-320), 3 iHkoprnopoBaHot nonpaskoi 08 Big
10 nunHsa 2024 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

4. Noctep «lMouyBaeTecs, HiIGM B nacTui?», Bepcia 1.0 Big 14.05.2025p. gna YKpaiHM YKpaiHCbKOO
MOBOI0; 3HIMOK 3 eKpaHy ansa nauieHTiB «<AZ D7860C00006 Alarm eCOA Handheld Screenshots»,
Bepcis 1,00 Big 08.05.2025p. onA YKpaiHU aHTNificbKOIO Ta YKpaiHCbKOK MoBamu; 3HIMOK 3 eKpaHy Ans
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nauieHTiB «AZ D7860C00006 EveningDiary eCOA Handheld Screenshots», Bepcis 1,00 Big 08.05.2025p.
ANA YKpaiHy aHrNiACbKOLo Ta YKpaiHCbKOK MoBaMu; 3HIMOK 3 eKpaHy A/is nauieHTiB «AZ D7860C00006
Patientinstructions eCOA Handheld Screenshots», Bepcia 1,00 Big 08.05.2025p. pnAa YkpaiHu
aHrNificbKoK Ta YKpaiHCbKOK MoBamu; 3HIMOK 3 eKpaHy A/is nauieHTiB «<AZ D7860C00006 Reminder
Icon eCOA Handheld Screenshots», Bepcia 1,00 Big 08.05.2025p. ansa YKpaiHM aHrniicbkol Ta
yKpaiHCbKO0 MoBaMu; 3HIMOK 3 eKpaHy Ansi nauieHTiB «AZ D7860C00006 SPFQ_Consent eCOA
Handheld Screenshots», Bepcisa 1,00 Big 08.05.2025p. gnA YKpaiHW aHrAiiCbKOK Ta YKPAiHCbKOIO
MoBamMu; 3HIMOK 3 eKpaHy AnAa nauieHTiB «AZ D7860C00006 SPFQ_Part A eCOA Handheld
Screenshots», Bepcia 1,00 Big 08.05.2025p. AnA YKpaiHW aHrNiACbKOK Ta YKpPaiHCbKOK MOBaMu;
3HiMOK 3 eKpaHy ana nauieHTiB «AZ D7860C00006 SPFQ_Part_B eCOA Handheld Screenshots»,
Bepcia 1,00 Big 08.05.2025p. ana YKpaiHM aHINiNCbKOIO Ta YKPAiIHCbKOKO MOBaMu; 3HIMOK 3 eKpaHy ans
nauieHTiB «AZ D7860C00006 SPFQ_Part C eCOA Handheld Screenshots», Bepcia 1,00 Big
08.05.2025p. ansa YKpaiHy aHTNificbKOO Ta YKPaiHCbKOI MoOBamu; 3HIMOK 3 eKpaHy AN1A nauieHTiB «AZ
D7860C00006 SubjectTrainingQuiz eCOA Handheld Screenshots», Bepcia 1,00 Big 08.05.2025p. ans
YKpaiHu aHrMiicbKOK Ta YKpPaiHCbKOK MoBamu; 3HIMOK 3 eKpaHy Ans nauieHTiB «AZ D7860C00006
SubjectTrainingVideoO eCOA Handheld Screenshots», Bepcisa 1,00 Big 08.05.2025p. ana YkpaiHu
AHINMIACbKOI Ta YKpailHCbKO MoBamMu; 3HIMOK 3 eKpaHy pAnsa nauieHTiB «AZ D7860C00006
SubjectTrainingVideo eCOA Handheld Screenshots», Bepcis 1,00 Big 08.05.2025p. ana YkpaiHu
AHINIACbKOIO Ta YKpaiHCbKO MoBamMu; 3HIMOK 3 eKpaHy pAnsa nauieHTiB «AZ D7860C00006
Withdrawal_SPFQ eCOA Handheld Screenshots», Bepcia 1,00 Big 08.05.2025p. ansa YkKpaiHu
aHrNifcbKO Ta YKpPAIHCbKOK MoBaMu; 3HIMOK 3 eKpaHy ana nauieHTiB «CAT eCOA Handheld
Screenshots», Bepcia 1,00 Big 22.05.2025p. AnA YKpaiHU aHrNiACbKOK Ta YKpPaiHCbKOK MOBaMu;
3HiMOK 3 ekpaHy pnsa nauieHTiB «Privacy Notice eCOA Handheld Screenshots», Bepcia 1,00 Big
27.11.2024p. pnAa YKpaiHM aHriACbKOK Ta YKpPAaiHCbKO MOBaMu; 3HIMOK 3 eKpaHy ANA nauieHTiB
«SGRQ eCOA Handheld Screenshots», Bepcis 1,00 Big 22.05.2025p. ana YKpaiHW aHrniicbkoro Ta
YKpaiHCbKOl0 MoBamMu; 3HIMOK 3 eKpaHy ans nauieHTiB «Training Module Optional eCOA Handheld
Screenshots», Bepcis 1,00 Big 08.05.2025p. Ansa YKpaiHW aHIiACbKOI Ta YKpPaiHCbKOK MOBaMW;
3HiMOK 3 eKpaHy AnA nauieHTiB «Training Module eCOA Handheld Screenshots», Bepcisa 1,00 Big,
08.05.2025p. AnA YKpaiHM aHrniicbkow Ta YKpaiHCbKolo MoBamMu; Kypc HaBuYaHHA KomnaHii
«AcTpa3eHeka» pAfis y4dyacHuUKIiB pocnigpkeHHs «AZ Standardized Subject Training-Handheld
Template_ukUA», pen.3.0 Big 27.04.2020 p. gns YKpaiHU yKpaiHCbKOK MOBOK; Kypc HaB4yaHHA
KoMnaHii «AcTpa3eHeKka» AN Yy4yacHUKIB pgocnigpkeHH «AZ Standardized Subject Training-
Tablet_v3_ukUA», pepn.3.0 Big 27.04.2020p. ansa YKpaiHM YKpaiHCbKOK MOBOLO; CueHapiii Kypcy
HaBYaHHA yyacHuKiB. CTaHAapTHUIA KypCc HaBYaHHA KoMnaHii «AcTtpa3eHeka», Bep.l.1 Big 15 ciuHsA
2020 p. pgna YKpaiHM YKPaiHCbKOK MOBOK; 3a/lyyeHHS HeAOoCNiAKyBaHOro NiKapCbKOro 3acooy
CA/IbBYTAMO/-HEO (SALBUTAMOL-NEO), iHransauis nig tuckom, 100 mkrigosa no 12mn/200 gos y
KOHTelHepax Nel, BUpoGHUK: TOBapUCTBO 3 0GMEXeHOo BignoBiganbHicTio «Mikpocapm», YKpaiHa,
61013, XapkiBcbka 061., M. XapkiB, By. LLleBUeHKa, 20; CnpoLieHe MapKyBaHHA HeAOCNi4KYBaHOro
nikapcbkoro 3aco6y CA/IbBYTAMO/JI-HEO (SALBUTAMOL-NEO), iHransauis nig tTuckom, 100 mkr/aosa
no 12mn/200 o3 y koHTeliHepax Nel, Bepcis Big 27.05.2025 p. yKpaiHCbKOK MOBOIO; 3aslyyeHHs
[OoAaTKOBUX Micub MPOBeAEHHA K/HIYHOro BUMNPOOGYBAHHA [0 NPOTOKO/Y KNIHIYHOIO AOCNiAXEeHHS
«BbaraToueHTpoBe, B napasiesibHUX Fpynax, paHaoMi3oBaHe, MOABiMHe crine, niauebo KOHTPO/bOBaHe
JocnimpkeHHs asu 2b, Wwo npoBoauTLCA Y 4 rpynax BNpoAoBX 24-X TWXHIB ANA OLUiHKM edDeKTUBHOCTI Ta
6esnekn AZD6793 y chopmi TabneTok cepepn AOPOC/AMX YYACHUKIB 3 XPOHIYHUM  OOGCTPYKTUBHUM
3axBOPIOBAHHAM fNereHb Bif CepeaHboro A0 Ayxe Tshkkoro cTtyneHwo (PRESTO)», kog AOCHIOKEHHS
D7860C00006, Bepcisi 1.0 Big 19 6epesHs 2025 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.6. BigNoBiAaIbLHOrO AOCiAHMKA

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS

1. A4-p hinocodpii KapneHko O.0.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «KuiBcbka Micbka KiHiuHa nikapHs Nel» BMKOHaBYOro
opraHy KuiBcbKoi MicbkoT paau (KMIBCbKOT MiCbKOT AepaBHOT agMiHicTpauir), BigaineHHs KNiHIYHNX
JocrimkeHb Ha cneuydoHi, M. Kuis

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

ToBapucTBO 3 OOMEXEHOK BiANOBiAaUTLHICTIO «KanuTasi», KiHIKO-KOHCY/IbTaTUBHE BiAAi/TIEHHSA
MeamyHoro LeHTpy «YHiBepcasibHa KniHika «O6epir», M. Kui

3. nikap BacuneHko K.O.

MeamnyHWii LEHTP TOBapMCTBa 3 0OMEXEHOHD BiANOBIAabHICTIO «EfenbBeiic Megike», NnikyBasibHO-
npodoinakTnyHWiA nigposain, M. Knie

4. K.M.H. KopunHcbka M.M.

ToBapunCTBO 3 06MEXEHO BignosiganbHicTiO «MEAPI1», M. KniB

5. K.M.H. BapyHkiB O.l.




MignpnemcTBo «JlikyBaslbHO-AiarHOCTUYHWIA LEeHTp «KniHika CBATOro Jlykn» IBaHO-®paHKiBCbKOro
ApxienapxianbHoro Ynpas/iHHA YKpaiHcbkoi [peko-KaTonuubkoi LiepkBu», KOHCY/IbTaTUBHO-
nikyBasibHe BigfineHHs «HaykoBO-A0CNIAHNLBKUA LeHTP», M. IBaHO-PpaHKIBCbK

6. O.M.H., npod. CTynHuubka I.A.

ToBapucTBO 3 0OMEXEHOI0 BifgNOBIAASIbHICTIO «EBPOMEACEPBIC», MEANYHUIA LEHTP, M. YepHiBLUi

7. O.M.H. AkoBeHko O.K.

ToBapncTBO 3 06MEXEHOI BiAMNOBIAa/LHICTIO «KniHika asneprii Ta Kawwo», Nigpo3ail nposeeHHs
KNiHIYHUX AocnimpKeHb, M. Jlyubk

8. K.M.H. Meprens T.B.

KomyHaslbHe HekoMepuiiiHe nignprMeMcTBO «Micbka K/liHiYHa nikapHa Nel IBaHO-®paHKiBCbKOI
MICbKOT paau», BigAiNeHHsA cneuianizoBaHoi KOHCY/IbTaTMBHOT A0MNOMOru, M. IBaHO-®PpaHKiBCbK

9. O.M.H., npod. Togopiko J1.4.

ToBapucTBO 3 OOMEXEHOW BiANOBIAA/IbHICTIO «MeanyHUA LEeHTP «Mepaxay3», TepaneBTU4YHe
BigaiNeHHs, M. IBaHO-PpaHKiBCbK

10. | A.M.H., npoch. AHapeiiunH C.M.

KoMyHaslbHEe HEeKOMepLUiiiHe MigNpPUEMCTBO «TepHONIbCbKa KOMYyHaslbHa Micbka AikapHsa No 2»,
TepaneBTMYHe BiggineHHs Nol, TepHONINbCbKNA  HaUiOHa/IbHWUII  MeAWYHUIA  yHiBepcuTeT
imeHi .. TopbayeBcbkoro MiHicTepCcTBa OXOPOHW 340POB'A YKpaiHW, kadeapa nponeaeBTUKM
BHYTPILIHLOI MeAVLMHW Ta pTursiaTpii, M. TepHoninb

5. OHOB/eHWiA NPOTOKON KJ/iHIYHOrO BUNPOOYyBaHHsA, Bepcia 5 Big 09 TpaBHa 2025 p.; Popma
iHhopMmoBaHoI 3rogu, Bepcis 3.0 Ans YKpaiHU YKpaiHCbKOIO MOBOIO Bif, 23 uepBHs 2025 p. Ha ocHOBI
Malictep-Bepcii hopmn iHpopmoBaHoi 3rogu ana gocnigpkeHHs MN45053, Bepcisa 5, Big 16 yepBHA
2025 p.; Ao03Bin Ha BUKOPUCTaHHA Ta nepegayvy mMeAuUHoi iHhopMauii 3a3Ha4yeHOol B ONUTYBa/IbHUKY
«Pe3synbTtat BariTHOCTi Ta MeguyHa iHhopmalisi NPo cTaH 340POB’S HEMOB/SITU MPOTAroM NepLuoro
POKy XuTTsa», Bepcia 1.0 ana YkpaiHu ykpaiHCbKOIO MOBOIO Big 03 uepBHA 2025 p. Ha ocHOBI maiicTep-
Bepcii gna pgocnimkeHHsa MN45053, Bepcia 3.0, Big 10 kBiTHA 2025 p.; OnuTyBa/ibHUK «Pe3ynbTar
BariTHOCTiI Ta MeguuHa iH(hopMaLis Npo cTaH 340POB’A HEMOBJIATU NPOTArOM NEPLLUOro POKY XUTTA»
YKpaiHCbKOIO MOBOW aAna pocnigpkeHHA MN45053, Bepcia 1.0 Big 03 uepBHA 2025 p. Ha ocHoBi
wao6noHy IHQ, Bepcisa 4.0 Big 10 ciuHa 2025 p.; BKIOUEHHA A0AaTKOBUX MiCLb NPOBeAEeHHSA KNiHIYHOro
BUNPOOYBaHHA [0 [MPOTOKO/Y KNIHIYHOTO  AOCnifpKeHHs «BigkpuTe, 6GaraToueHTpoBe, [o0AaTKoBe
JOCNIIKEeHHA ANS OUiHKW CNPUAHATTA nauieHToM (i3VMYHOro BM/IMBY PO3CISHOTO CK/epo3y Ta HajaHHs
noAanbLIOro AOCTyny A0 OKpenisymaly nauieHTaM 3 pO3CisiHUM CKepo30M, siKi paHile 6panu yyactb y
OOCNiKeHHAX, CMOHCOPOBAHNX KOMMaHie «xeHeHTek» Ta/abo «®.XopdmaHH-M19 Pow NITo» Ta, Ak He
MatoTb JOCTYMHOCTI A0 nporpamu AOCTyny NiCNA KAIHIYHOrO BUNPOBYBaHHA», kog, JocnimkeHHs MN45053,
Bepcis 4 Bif 22 )oBTHA 2024 p.; cnoHcop - ®.XohdpmaHH-M15 Pow /14, WBeliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAA/IBHICTIO «Pow YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micL npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHS

1. | a.m.H. Wynera O.4.

KomyHanbHe nignprMemMcTBO «BonvMHCbKa 06/1acHa KniHivHa nikapHa» BonnHCbKoi 06nacHoi pagu,
HEBPO/IOrivyHe BigaiNeHHs 3 /IKKaMy iIHTEHCUBHOT Tepanii Ta iIHCY/IbTHUM 6/10KOM, M. JTyLbK

2. | K.M.H. KocTioueHko A.B.

ToBapnCTBO 3 OOMEXEHO BiANOBIAASIbHICTIO «MeanyHNiA LeHTp Xenc KniHik», MeanyHnin KAiHiuHui
JOCiAHUUBKWIA LIeHTP, BiAAin HeBPOOrii, M. BiHHMUA

6. Jocbe pocnimKyBaHOro nikapcbKoro 3aco6y, Bepcis 3.0 Big 06 uepBHsA 2025 poKy, aHININCbKOLO
MoBol0; OHOBJ/IEHa eTUKEeTKa AoC/iAKyBaHoro nikapcbkoro sacody ADI 270, Bepcisa 2 Bifg 03 yuepBHA
2025, aHrniicbkoo MOBOIO; 36i/bLIEHHS 3an/1aHOBaHOI KiJIbKOCTi gocnigkyBaHux B YKpaiHi 3 16 go 50
[0 NPOTOKO/Y K/iHIYHOrO AocnimkeHHs «®asa 1/2 kniHiyHoro BunpobyBaHHs ADI-270 (mogucbikoBaHi yo-
XuMmepHi peuentopHi [CAR] V31 T-kniTuHM, WO HauineHi Ha CD70) y gopocnmx 3 peuuameytodol abo
pedpakTepHoo (R/R) CBIT/IOKNITUHHOK HWPKOBO-KMITUHHOK KapumHomow (ccRCC)», ko AoCnifXeHHSA
ADI-202427001, Bepcist 3.1 Big 17 kBiTHA 2025 poky; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT
TepanbloTiKC, IHK.», Cnoay4yeHi Wwtatn AMepukn

3anBHVK - TOBApWCTBO 3 06MEXEHOI0 BifnoBigasbHICTIO «MBP YKPAIHA»

7. 3any4yeHHs A0AATKOBUX JliKapCbKUX 3aco06iB, WO BUKOPUCTOBYIOTLCA SIK NpenapaTyu NOPiBHAHHA:
Kanbuito choniHat-Bicta (Calcium folinate-Vista), po3unH gns iHv’ekuiin, 10 mr/mn; no 20 M1 po3U4nHy y
thnakoHi, no 1 chnakoHy y kopoOGui 3 KapToHy; OkcaninnatuH "EBEBE" (Oxaliplatin «<EBEWE»),
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KOHLUEHTpaT A/l po3uuHy ans iHdysiii, 5 mr/mn, no 20 mn y cinakoHi, no 1 cpnakoHy y KapTOHHiIW
Kopo6ui; ABacTUH® (Avastin®), KOHLEeHTpaT A1 PO3UnHy AnA iHdys3iid, 100 mr/4mn, no 4 mn (100 mr)
a6o0 16 mn (400 mr) y dnakoHi, no 1 chnakoHy y KapTOHHIii KopoOLui; 3a/lydyeHHss BUPOGHUKIB, L0
BiANOBifal0Tb 3a BUMMNYCK AOAATKOBUX NiKaAPCbKUX 3aco06iB, WO BUKOPUCTOBYIOTLCA AIK npenapatu
nopiBHsAHHA - Kanbuito ¢oniHat-Bicta; Okcaninnatnd "EBEBE"; ABacTuH® (Avastin®): BeHpganic
rvoX, KenbteHpinr 17, OGepraxiHr, BaBapisa, 82041, HimeuunHa (Bendalis GmbH, Keltenring 17,
Oberhaching, Bavaria, 82014, Germany); ®apeBa YHTepax 'm6X, MoHpaseewTpacce 11, 4866 YHTepax
am Attep3ee, ABcTtpia (Fareva Unterach GmbH, Mondseestrasse 11, 4866 Unterach am Attersee,
Austria); ®.XodhdmaH-/1a Pow J1tg, Bypmicser, 4303 KaiicepayrcT, LBelyapia (F.Hoffmann-La Roche
Ltd., Wurmisweg, 4303 Kaiseraugst, Switzerland); BknioueHHA AoAaTtkoBUX MicUb MNpPoOBeAeHHS
KNiHIYHOTO BUNPOGYBaAHHA [0 MPOTOKOMY KIHIYHOrO AOCnimkKeHHss «PaHgomizoBaHe, BigkpuTe,
GaraToueHTpoBe K/iHiuHe pocnimpkeHHsa |ll dasm ans ouiHkm 6e3nedvyHocTi Ta edekTuBHocTi MK-1084,
ueTykcumaody Ta cxemm mFOLFOX6 nopiBHsHO 3i cxemoto mFOLFOX6 3 gogaBaHHAM 6eBaum3ymaby abo 6e3
HbOrO B AKOCTI nepLuoi MiHil Tepanii 418 y4acHUKIB 3 JIOKaSIbHO PO3MNOBCHOMKEHUM HeonepabesibHUM a6o
MeTacTaTUYHUM KOSTOPEeKTa/IbHUM pakom 3 MyTauieto KRAS G12C (gocnigkeHHAa KANDLELIT-012)», ko
pocnipkeHHa MK-1084-012, sepcis 01 Big 01 TpasHsa 2025 poky; cnoHcop - TOB Mepk Wapn eng Adoym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs K/iHIYHOTo BUMPOOYBaHHS

1. | nikap benikosa A.M.

ToBapnCcTBO 3 OOMEXEHOW BiAnoBiAanbHICTIO «Kanutan», KNiHIKO-KOHCY/bTaTMBHE BiAfiNeHHs
MEeAMYHOro LEeHTPY «YHiBepcanbHa KriHika «Obepir», M. Kuis

2. | K.M.H. KoHgpaupkuii KO.M.

[epxaBHe HekoMepuiiHe NiANPMEMCTBO «HauioHaNbHUIA IHCTUTYT paky», KniHika OHKoXipyprii,
HayKOBO-K/iHIYHWI BigAin Topako-abaoMiHaIbHOT OHKoAOriT, M. K1iB

3. | nikap Han6aHgsH T.A.

KomyHasnibHe HekomepuiiHe nignpueMcTBO «LleHTpanbHa Micbka MikapHsa» PIiBHEHCbKOI MICbKOT
pagu, LeHTp Xipyprii Ta TpaHcnaadTonorii, M. PiBHe

8. 3miHa BignoBiganbHOro gocnigHuka 40 NPOTOKO/Y KNiHIYHOrO AOCNiMKeHHA «PaHaomi3oBaHe, noaBiiHe
cnine, nnauebo-KOHTPONbOBaHe, 6baraToLeHTPoBe JOCNiIMKEHHSA MaBopukcadopy dasu Il cepes yyacHvKiB
3 BPOMKEHUMU Ta HABYTUMU NEPBUHHUMU ayTOIMYHHUMW Ta i4IONATUHHUMU XPOHIYHUMW HEWTPOMEHIYHMMM
po3fiagamu, WO CTPax4alTb Ha peuuauBytodi Ta/abo cepiiosHi iHghekuii», kog focnimxkeHHs X4P-001-110,
Bepcisa 3.0 Big 10 notoro 2025 p.; cnoHcop - X4 Pharmaceuticals, Inc., USA / Ikc4 ®apmacbioTikan3, IHK., CLUA
3anaBHuK - HOBOTEK K/IHIKAM PICBOM (KIMP) NIMITEA, Kinp

BY/NO CTANO
K.M.H. lapisH T.B. A-M.H., npod). Bosipuyk O.P.
KomyHasibHe HekomepLinHe nignpuemcTBo | KomyHasibHe HekoMepLinHe niANpPUEMCTBO

«TepHoMifbCcbka KOMyHaslbHa Micbka nikapHa Ne2», | «TepHoninbCcbka KOMyHaslbHa MicbKa nikapHs Ne2»,
OHKOremartosioriyHe BigdineHHs, TepHONINbCbKUIA | OHKOreMaToNoriyHe BiAA4iNeHHs, TepHOMIIbCbKUIA
HaLioHasTbHWA MeaNYHWUIA YHIBEPCUTET | HaLiOHa/IbHWIA MeANYHWI yHiBepcuTeT
iMeHi |.A. FTopbayeBcbkoro MO3 Ykpaiuu, kadeapa | imeHi |.A. Fopbayescbkoro MO3 YkpaiHu, Kkacenpa
ANTAYNX XBOPOO 3 ANTAYO Xipyprieto, M. TepHoNisb | ANTAYNX XBOPOO6 3 ANTAYOK Xipyprieto, M. TepHonisib

9. OHOB/IEHUI NMPOTOKON KMiHIYHOro BunpoGyBaHHA MK-6482-012, 3 iHKOPNOPOBaHOIO MOMPAaBKOIO
07 Big, 25 uepBHA 2025 pOKy, aHIIACHLKO MOBOK [0 MPOTOKOJY K/IHIMHOrO AOCAiMKEHHA «Bigkpure,
paHgomizoBaHe pochigpkeHHs I da3m gnsa ouiHkM edekTMBHOCTI Ta 6e3neyHoCTi nemMoposisymady
(MK-3475) y kombiHauii 3 6en3ytucaHom (MK-6482) Tta neHBatuHibom (MK-7902), abo MK-1308A y
KOMOGiHaL,ji 3 TeHBaTMHIGOM NOPIBHAHO 3 NeMOpPOoIi3yMaboM | IeHBATUHIOOM B SIKOCTI NepLuoi AiHii Tepanii gns
YUYaCHVKIB 3 PO3MOBCHOAKEHOK CBIT/IOKNITUHHOK HUPKOBO-KMITUHHOK KapLMHOMO>, KOA AOCAiAKEHHS
MK-6482-012, 3 iHKoprnopoBaHot nonpaskot 06 Big 29 ciuHa 2025 poky; cnoHcop - TOB Mepk LWapn eHpg,
Joywm, CLLIA (Merck Sharp & Dohme LLC, USA)

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

10. OHoBneHwuii MpoToKon KNiHIYHOTO AocnimKeHHSA, Bepcia 5.0 Big 4 nunHsa 2025 poky (aHriiicbKoo
MoBo10); Bpowypa gocnigHuka Bepcii 10.0 Big 13 GepesHs 2025 poKy (aHrniicbkow MOBOIO) [0
NMPOTOKOMY  KMIHIYHOTO  JochifpKeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
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6araToueHTpoBe AocnimkeHHs hasn 2 Ansa ouiHku BnavBy npenapaty IMU-838 Ha akTUBHICTb 3aXBOPHOBaHHS,
AKa BUMIPIOETbCA 3a pesy/ibTaTamy MarHiTHo-pe3oHaHcHoi Tomorpaddii (MPT), a TakoX 6e3neyHicTb i
nepeHoCUMICTb Y NauieHTIB 3 peunanByoYnM-pemMiTyrouMM po3cisHuM ckriepo3oM (PPPC) (EMPhASIS)», ko
pocnipkeHHa P2-IMU-838-MS, Bepcia 4.1 Big 23 rpyaHa 2022 poky; CnoHcop - «IMMyHik Al», HimeuuunHa /
Immunic AG, Germany

3asaBHUK - TOBapUCTBO 3 06MEXeHOI0 BianosifasbHicTio «BEPYM K/TIHIKAJT PICEPY», YkpaiHa

11. 3miHa BignoBiganbLHOro AoOcCigHUKa B MicLi NpoBeAeHHs KMiHIYHOro BUNPOOGYyBaHHA; 3MiHa
agpecu MicUA nNpoBeAeHHA K/iHIYHOrO BUNPOGYBAHHA [0 MPOTOKONY KAIHIYHOTO AOCAIAKEHHS
«JocnimkeHHa dasum Ib/ll 3acTocyBaHHA npenapaTy APG-2575 sk MoHOTepanii abo B koMGiHaUIT 3 iHLWMMN
nikapcbkMMy  npenapaTtamn y NauieHTiB 3 peuuguByrouMMn Ta/abo pedopakTEpHUMM  XPOHIYHUM
nimcpounTapHum neiikozom (XJ11)/gpibHokNiITMHHOW AimcbounTapHo nimcpomoro (A/1/1) (SACRED)», kopg
pocnipkeHHs APG2575CU101, sepcisa 3.1 Big 28 6epesHs 2023; cnoHcop - Ascentage Pharma Group Inc.
(AceHTax ®apma Mpyn IHK.), CLUA

3anBHuK - TOB «Kpomochapma YkpaiHa»

BYNO CTAJIO
A-M.H. NepexpecteHko T.. nikap ManiHkiHa T.B.
ToBapucTBO 3 OOMEXEHOK  BiAnNOBiJa/IbHICTIO | TOBAPUCTBO 3 OOMEXEHOH  BifNOBIAA/LHICTIO
«MegnuHniA  LEeHTp iMeHi akagemika tOpia | «MeguuHuii - ueHTp  iMeHi  akagemika  HOpis
Mpokonosuya CnixkeHka», BigaineHHs remartonorii, | NMpokonosuya CnibkeHka», BiA4IIEHHA reMaTtosorii,
KuiBcbka o6nactb, KuneBo-CBATOWMHCLKUI | KuiBcbka  o6nacTtb, By4yaHCbKuii paiioH,
panioH, c. KanitaHiBka c. KanitaHiBka

12. Nuct 3 iHchopmauieto ana gocnigHukie Big 02 nunHA 2025 poKy, aHINiNcCbKO MOBOLO; JlucT 3
iHbopMmauieto ansa gocnigHukie Big 02 nunHa 2025 poky, nepeknaj yKpaiHCbKOK MOBOIO Bifg, 17 nunHA
2025 poKy [0 MPOTOKONY KNiHIYHOrO A[O0CNiIKEHHSA «baratoueHTpoBe, NpPocTe, BiAKPWUTE, PO3LUMPEHe
[oOaTkoBe [OCAIMKEHHSA A1 OUiHKA [OBroCTPOKOBOI 6e3neyHOCTi Ta edIeKTMBHOCTI OKpesnisymaoy Yy
naLieHTiB 3 PO3CISHUM CKNepo3oM», Ko gocnimxkeHHa MN43964, sepcia 2 Bif 29 cepriHa 2023 poky; CNoHCop -
«®. XOOOMAHH-N1A POLU NTA», Weeiiyapia (F. HOFFMANN-LA ROCHE LTD, Switzerland)

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

13. OHoOBNeHWiA NPOTOKON KAiHiYHOro BunpooyBaHHA MK-1084-001, Bepcifs 3 iHKOpPMOPOBaHO
nonpaskoto 12 Big 04 yepBHA 2025 poKy, aHrnilicbkoto MoBot; Po3gin P. Additional Drug Products
Aocbe pocnimxyBaHoro nikapcbkoro 3acody MK-1084, Bepcia 08WONJ Big 17 uepBHa 2025 poky,
aHrniicbkoro MOBOK; 3a/lydeHHA BUPOGHUYOT AiNAHKM, BiANOBIAA/LHOI 3a nepenakyBaHHA Ta
MapKyBaHHs KOMepLiiiHOro nikapcbkoro 3aco6y Cetuximab: Merck Sharp & Dohme LLC, 126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065, United States g0 NpOTOKO/Y KNiHIYHOTO AOC/IAKEHHS
«Bigkpute, 6araToLeHTpoBe JOCNILKEHHS | ha3un AnA ouiHKM 6e3nekn, NepeHoCMMOCTIi, (hapMaKkoKiHETUKUN Ta
ecbektuBHocTi MK-1084 sk MoHOTepanii Ta K 4acTVHW Pi3HUX KOMOIHAUi MikyBaHHA Yy NauieHTiB i3
PO3MOBCIOAXEHUMU CONigHMMU nyxnnHammu 3 myTauieto KRAS G12C», kop pocnigkeHHs MK-1084-001,
Bepcis 3 iHkopnoposaHoto nonpaskoto 11 Big 02 kBiTHA 2025 poky; cnoHcop - TOB Mepk LWWapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

14. MpoToKon KhiHiuHOro gocnimkeHHA, nonpaBka 5, Bepcia 4.0 Big 29 kBiTHA 2025 p.; Bpowypa
pocnigHuka, CT-P51 (Pembrolizumab), Bepcisa 4.0 Big 14 TpaBHA 2025 p.; CT-P51 1.1 IHchopmaunia ansa
nauieHTa Ta cdopma iHopmoBaHOI 3rogu, Bepcia ana YkpaiHu 4.2.0 Big 06 uepBHA 2025 p.
YKpaiHCbKOI0 MOBOIO; [locbe AOCNiAKYBaHOIO NnikapcbKoro 3aco6y: CT-P51 (Mem6ponisymad) Bepcis
2.0 Big 11 yepBHA 2025 poKy; Mof0BXeHHA TepMiHY NPUAATHOCTI AOCAIAXYBaHOro NikapcbKoro saco6y
MemGponisyma6 (CT-P51) 3 18 go 24 micAWiB f0 NPOTOKOMY KAIHIYHOrO AocnimxeHHs «[loagiiHe cnine,
paHAoMi30BaHe, KOHTPO/IbOBaHEe aKTMBHUM Npenaparom AOoCAiMKeHHS da3n 1y Tpbox napanenbHux rpynax
ONA OuiHKU dpapMaKOKiHETMYHOT NOAIGHOCTI TPbOX NiKapcbkux hopm nemoponisymady (npenapaty CT-P51,
npenapaty Kitpyga, cxsaneHoro B €C, i npenapaty Kitpyaa, niueHsosaHoro B CLUA) B AKOCTI af'toBaHTHOI
Tepanii y nauieHTiB i3 MOBHICTIO BUAaneHow menaHomoto cragii [IB, [IC Ta lll», kog gocnigkeHHa CT-P51 1.1,
nonpaeka 4, sepcist 3.1 Big 21 ciuHs 2025 p.; cnoHcop - «CE/INTPIOH, IHk.» Pecny6nika Kopes (CELLTRION,
Inc. Republic of Korea)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»



