Honatox 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYkpainu «IIpo npoBeneHHs KIIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
02.06.2026 Ne 730

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Binkpure mocmikeHHs ¢aszu 1/2a, 1m0 NpoBOAUTHCS BIIEPIIE 3a YYACTIO JIOJEH, YYaCHUKIB 13
pedpakTepHUM PEBMATOIMHUM apTPUTOM Il  OI[IHKA  OEe3MEeYHOCTi, MEPEHOCUMOCTI,
(dapmakokiHeTukn, (apMakoguHaMmikn Ta  edexTuBHOCTI  mpemapatry  BMS-986528y,
kon nociimkerns IM062-0001, ITporokon 3 mompaskoto 01 Bix 29 ciuns 2026 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

ToBapucTBO 3 He0OMEKEHOI0 BinoBinanbHICTIO bpicTon-Maiiepc CkBi66 Cepgices, Ipnanmis

[Tepenik qocmiaKyBaHUX JIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03yBaHHs, BUPOOHHUK, KpaiHa

BMS-986528 (BMS-986528; BMS-986528-01, PRD13473105, CD19-TCE; BI 3821001); po3uux
tst iH'ekiin, ¢uakon 2 mi; 50 mr/ mur; Bristol Myers Squibb Co., CIIIA; Bristol Myers Squibb
Pharmaceuticals Limited, BenukoOputanis; PPD Development, L.P., CIIIA; Almac Clinical
Services, LLC, CIIIA; Fisher Clinical Services Inc., CIIIA

Bianosinanbhwii (1) focaiaHuK (1) Ta
MicIie (s1) MPOBEACHHS BUIIPOOYBaHHS

B VYKpaiHi; BianoBijasibHa oco0a
OloaHamiTuHOoi  jaboparopii  Ta
OioaHanmiTMuHa  Jaboparopis B
VYkpaini

1) n.m.H., npod. Auumun P.1.

KomyHaneHe HekomepiiiiHe mignpueMcTBO «O0OiiacHa KiiHIYHA JikapHS IBaHO-DpaHKIBCHKOI
obmacHoi pamu», LleHTp Kapaiosorii, peBMaroyiorii Ta IHTEpBEHLINHOI MEIUIMHH,
[BaHO-®paHKIBCHKMI HalllOHAIBHUM MEAMYHUI YHIBEPCUTET, Kadeapa BHYTPIIIHBOI MEAUIIMHU
Nel, kniHigHOT iMyHOJIOT1T Ta aneprojorii iM. akaaemika €.M. Heiika, M. IBano-®PpaHKiBCbK

2) n.M.H., ipod. Cmisn C.1.

KomyHnanbHe HekomepliiiHe mianpueMcTBo «TepHomiabchbka o0JIacHA KIIHIYHA JIKApHSD»
TepHONUIBCHKOT 00JIACHOT paju, peBMATOJOTIYHE BiAJAUICHHS, TepHOMIBCHKUM HaIllOHATBHUI
MeanuHui yHiBepcuteT iMeHi [.5I. ['opGaueBcrkoro MiHicTepcTBa OXOPOHM 370pOB's YKpaiHu,
kadenpa BHyTpilIHbOI MeauuHU Ne 2, M. TepHOnIb

3) k.Mm.H. Tkauenko M.B.

Komynaneue nignpuemctBo «IlontaBchka obiacHa kiiHiyHa JikapHs iM. M.B. CkiidocoBchkoro
ITonTaBcbkoi obmacHoi paan», OOMacHUH NiKyBaJIbHO-IIarHOCTUYHUI PEBMATOJIOTTYHUHI LIEHTD,
M. I[TonraBa

4) k.m.H. Meddopa T.O.

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIJAJIBHICTIO «APEHCIA EKCIIJIOPATOPI
MEJICIH», Biiain KJIiHIYHUX J0cTiKkeHb MeauuHoro neHtpy, M. Kuis




2 MPOJIOBXKEHHS JloAaTka |

[IpenapaTy MOpPiBHAHHS, BUPOOHUK
Ta KpaiHa

JomomixkHi ~ JiKapcbki  3acoou,
BUPOOHMK Ta KpaiHa /JIiKapChKi
3aco0u CymyTHBOI Teparlii, BUPOOHUK
Ta KpaiHa / pO3YMHHUKH, BUPOOHUK
Ta KpaiHa / cymyTHi wmarepianu /
opuauyHa abo ¢izudyHa ocola, sKa
Ji€e 3a JIOBIPEHICTIO, $KYy HaJaB
CIIOHCOp a00 3asBHUK HAa BBE3CHHS

JOCTIDKYBaHUX, JIOTTIOMDYKHHUX
JIKapChKUX 3aco0iB,  JIIKAPCHKHUX
3aco0iB CYIyTHBOI Tepartii,

PO3YMHHUKIB Ta CYNyTHIX MarepiaiiB

Tocilizumab (ACTEMRA, RoActemra, AKTEMPA®; Tocilizumab (Tommnizyma0)); KoHIICHTpaT
Uit po3unny mis iHDy3i#, ¢uakon 20 mur; 20 mr/ mun; Bristol Myers Squibb Pharmaceuticals
Limited, BemukoOpuranis; Almac Clinical Services, LLC, CIIA; Almac Clinical Services
Limited, Bemuko6puranis; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services UK
Limited, BemukoOpuranisi; Fisher Clinical Services GmbH, Himeuunna; Roche Diagnostics
GmbH, Himeuunna

Havanbank @apManeBTHYHOIO YIIPABJIiHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHE JOChE OCIIKYBaHOTO Jiikapcbkoro 3aco0y MK-1084, epcist 0940GD Bin 14 kBiTHS
2026 poKy, aHITIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1397 Bix 08.08.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, OaraTomeHTpoBe mOCHiDKeHHS | (asu mns OmiHKM Oe3MeKu, MEepEeHOCHMOCTI,
(hapmakokineTuku Ta epektTuBHOCTI MK-1084 sik MOHOTepaIii Ta K YaCTUHU Pi3HUX KOMOiHAIii
JTIKYBaHHS Y MAIIEHTIB i3 PO3MOBCIODKEHUMH COJITHUMH IyXinHamu 3 MyTaiiero KRAS G12Cy,
MK-1084-001, Bepcis 3 inkopnopoBaHoto nonpaBkoro 14 Big 07 ciuns 2026 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Illapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbuuk dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Honatox 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

Bpomrypa mociniiHUKa TOCIIKYBaHOTO Jikapcbkoro 3aco0y Perarpyrua (LY3437943), Bepcis Big
19 Gepesns 2026 poky aHrmiiicbkor0 MOBOIO; [Hhopmanis s mamienta Ta @opma [npopmoBanoi
3rogu Ha ydacThb y JOCIHIDKEHHI B YKpaiHi, Bepcia 3.0 yKpaiHCBhKOIO MOBOKO Bia 28 KBITHS
2026 poky; Iadopmaris mis mamienta Ta @opma iHGOPMOBAHOT 3r0/IM HA Y4aCTh Y JOCTIKEHHI B
VYkpaini, Bepcis 3 aHrniicbko0 MOBOIO Bifl 28 kBiTHA 2026 poky; dopma 103B0ITy Ha 3apaxyBaHHS
KOIITIB Ha paxyHOK, Bepcis 5.0 Bix 28 kBiTHS 2026 poKy YKpaiHCHKOI MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 513 Bix 21.03.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyiomizoBaHe, MOJBIMHE CIine, TUIANE00-KOHTPOJIBOBAHE, MOAIMHO-OPIEHTOBAHE JTOCIIKCHHS
¢azu 3 151 BUBUEHHS BIUTUBY PETATPYTUAY Ha YACTOTY BUHUKHEHHS 3HAUHUX HECTIPUSATINBUX SIBUIIL
3 GOKy CeplieBO-CyJIMHHOI CHCTEMH Ta HHUPOK y MAIi€HTIB 3 iHAEKCOM Macu Tima > 27 kr/m’ Ta
aTepOCKJIEPOTUYHUM CEpIIEBO-Cy/IMHHUM 3aXBOPIOBAHHSAM 1/a00 XPOHIYHMM 3aXBOPIOBAHHSIM
Hupok», JII-MC-GZBO, Bepcis (e) Bixg 15 xoBTHs 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, [lIBeiuapis

CnoHcop, kpaiHa

Emi Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonatok 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke mociimkyBaHoro Jkapcbkoro 3acody MBI11, Bepcis 03 Big kBiTHs 2026 p., aHTIIIHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PangomizoBaHe, OaraTtoneHTpoBe, MIKHAPOAHE, MOJBIHHE CIlille KOMIUIEKCHE JOCIIJKSHHS IS
MOpiBHIHHS (hapMaKOKiHETHKH, €()EeKTUBHOCTI, O€3MEUHOCTI Ta IMyHOTeHHOCTI mpenapaty MB11
(3amporioHOBaHMil OiocuMminsip HiBolymMaly) B MOpiBHSHHI i3 3apeectpoBanmMm y €C Tta CILIA
mikapcekuM 3acobom OnaiBo (Opdivo®) B mamieHTIB 3 paHillle HEIIKOBAHOI MPOrPECyrUol0
(HepesekTabenpbHOI a00 MeTacTaTUYHO0) MenaHnomorw (mocmimkenHas LEON)y», MB11-C-01-25,
2.0 (monpaska 3) Bix 25 motoro 2026 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJINOBIJIAJIBHICTIO «ITilli/li FOKPEWH», Ykpaina

CnoHcop, kpaiHa

MAOGKkcarienc Pecepu C.JI., Icnanis (mAbxience Research S.L., Spain)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

Omnognena Bepcist Jlocke mocimipKyBaHOTO Jlikapchbkoro 3aco0y IMU-838 tabnetku, 5 mr / 15 mr /
22.5 mr / 30 mr / 45 mr, Bepcis 16 Big 6epesns 2026 poxy (IMPD IMU-838 Tablets 5 mg / 15 mg /
22,5 mg / 30 mg / 45 mg, version 16 dated March 2026) (anrmiiicekkor0 MoBOM0); bpormrypa
nocmigauka Bepceii 11.0 Bix 26 6epesnst 2026 poky (aHTIIIHCHKO0 MOBOIO); [H(opMmartist s namieHTa
ta popma iHbopMoBaHoi 3romau, Bepcis 9.0 Bix 08 TpaBHs 2026 (aHMIIMCHKOIO, YKPATHCHKOIO Ta
POCIHCHKOI0 MOBaMH)

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 230 Bix 30.01.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, MojABiiHE cine, manedo-KOHTPOILOBAHE, 0araTOIEHTPOBE JOCIKEeHHS (hazu 2
Ui ouiHKM BIUMBY mnpernapary IMU-838 Ha aKkTHUBHICTH 3aXBOPIOBAHHs, SIKA BUMIPIOETHCS 3a
pe3ynbTaTaMu MarHiTHO-pe3oHaHcHOi Tomorpadii (MPT), a Takoxx 0e3MeyHICTh 1 HePEHOCUMICTD Y
NAI€EHTIB 3 PEeUUIUBYIOUMM-PEMITYIOUUM po3cisHuM  ckiepozom (PPPC) (EMPhASIS)y,
P2-IMU-838-MS, Bepcis 5.0 Bix 4 aunas 2025 poky

3asiBHUK, KpaiHa

Toapuctso 3 oomexxenoro BiagnosiganpHicTI0O «BEPYM KIJITHIKAJI PICEPY», Ykpaina

CnoHcop, kpaiHa

«ImmyHik AI'», Himeuunna / Immunic AG, Germany

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

[HCTpYKIIiT 3 BUKOPUCTAHHS 1H'€KIIIT, IS MAMKIPHOTO 3aCTOCYBaHHS, YKPaiHCHKOIO Ta aHTJIIHCHKOIO
moBamu, Bepcis 1.0 Big 06 cepmus 2025 poky (CT IFU NIT-MC-TZ01 V1.0 06 AUG 2025);
[HCTpYKIIi1 3 BUKOPUCTAHHS 1H'€KIIIT, JIs1 M AMIKIPHOTO 3aCTOCYBaHHS, YKPaiHCHKOO Ta aHTJI1HCHKOIO
MoBamu, Bepcist 1.0 Big 06 ceprast 2025 poky (CT IFU N1T-MC-RTO01 V1.0 06 AUG 2025)

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 215 Bix 19.02.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«OCHOBHHMH  TIPOTOKOJ  PAaHIOMI30BAaHOTO  KOHTPOJIbOBAHOTO  KIIIHIYHOTO  BUIPOOYBaHHS
KUIBKOX (hapMaKoJIOTIYHUX NpernapariB y AOPOCIUX YYaCHHMKIB 3 METa0OJI4HO-acoliii0BaHOIO
CTEATOTUYHOIO XBOPOOOTO [IEYIHKH, K1 MaroTh [T ABUILIEHAN PHU3HK
PO3BUTKY TSDKKMX HeCHpuATIMBUX HacmiakiB 3 ©Ooky mnedinkd (SYNERGY-Outcomes).
IarepBenmiiinnii nogatok N1T-MC-TZ01/N1T-MC-MALOQ: Tip3enarig y Teparii HaIli€HTIB 3
MACXII Bucokoro pusuky. IatepBenmiiinuii gogarok NIT-MC-RTO1/N1T-MC-MALO:
Peratpytun y tepamii mamientiB 3 MACXII Bucokoro pusuky», N1T-MC-MALO, Bepcis 3
nornpaskoro (a) Big 22 BepecHs 2025 poky, 3 iHTepBeHUiitHMMU poxatkamMu N1T-MC-TZO01/N1T-
MC-MALO, Bepcis 3 nomnpaskoo (a) Big 22 BepecHs 2025 poxy, ta N1T-MC-RTO1/NI1T-MC-
MALO, Bepcis 3 monpaBkoro (a) Big 22 BepecHs 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, llBeitapis

CnoHcop, KpaiHa

Eni Jlinm eng Kommnani, CILIA / Eli Lilly and Company, USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

InenTudikamist CyTTe€BOI MOMPABKU

[TocibHuk 13 mocmimkeHHs st 6aThKiB Bix 2 kBiTHS 2026 poky [V02 UKR(uk)01], ykpaincbkor0
MOBOI0; JIMCT 110 JTiKaps 110,10 HampaBieHHs namieHTiB Big 2 kBiTHSA 2026 poky [V03 UKR(uk)01],
yKpaiHcpkoro MoBoro; Ksect ©Ha Temy gocmimkenHs FENerationsl — (po3kanpyBaHHS
MYJIbTUMEIINHOTO 1HTEpAaKTHBHOTO MoOayJisa) Bim 12 Oepesns 2026 poky [V02 UKR(uk)],
YKpaiHChKOIO MOBOIO; ENEKTpOHHMI MOCIOHMK 13 TOCIIIPKEHHS IS TalieHTiB, 2 KBiTHSA 2026 poky
[VO2UKR(uk)01], ykpaincbKkOr0 MOBOIO; 3MiHa Ha3BU MicClsl IPOBEACHHS BUIIPOOYBAHHS:

BVYJIO CTAJIO
n.M.H., npod. Herpuu T.1. n.M.H., npod. Herpuu T.I.
VYHiBepcUTETCHKA JiKapHs JIepKaBHOTO | YHIBEPCUTETChbKA  JIIKapHS JIEP’KaBHOTO
HEKOMepLiifHoro mignpuemMcrBa «JIbBIBCBKUHM | HEKOMEpLIHHOrO ToBapucTBa  «JIbBIBCHKUI
HaIllOHAJIbHUH MeAUYHUN YHIBEPCHUTET | HalliOHAJTbHHUHA MeAUYHUN YHIBEPCUTET
iMeH1 Jlanmna Tanumpkoroy, | iMeHi Jlanuna IaaumpKoroy,
Kninika  weBposorii Ta  HeHpoxipyprii, | Kiminika  HeBposorii  Ta  Helpoxipyprii,
HEBPOJIOTIYHE BIJUIJICHHS KaMIycy | HEBpPOJIOTiuHe BIJ/IIJICHHS KaMITyCy
iMeHi Map’sna Ilanunmmuna, [epxaBHe | iveHi Map’sna [lanunmmuna, JlepxkaBHe
HEKOMepliifHe miaAnpueMcTBo «JIbBIBChKUH | HEKOMepLiliHE  TOBapuCTBO  «JIbBIBCHKUI
HaI[lOHAJIbHUI MEIUIHUI YHIBEPCHUTET | HalllOHAJIbHUMN MEIUYHUI YHIBEPCUTET
imeni  Jlanuna  lamunekoro»,  kadenapa | imeni  Jlammma  [amumpkoro»,  kadenpa
HeBpoJorii, M. JIbBIB HeBpoJorii, M. JIbBIB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1187 Bix 29.07.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta faTa

«Biakpure TOCHIIHKEHHS 3 OJHIEI0 TPYIMOIO JUIsl OLIHKH (papMaKOKIHETHKH, (papMaKoJAMHAMIYHUX
edexTiB, 0e3MeYHOCTi Ta mepeHocuMOocTi (peHeOpyTHHIOY y AiTel Ta MiUIITKIB 3 PeLUAUBYIOUUM
po3cistHuM ckiepo3om», CN45847, Bepcist 3 Bix 19 motoro 2026 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

F. Hoffmann-La Roche Ltd, [1IBefitiapist

Havanbunk ®@apmManeBTHYHOI0 YIPaBJIiHHSA

Oaexcanap 'PINEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILLE)




JonaTtok 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

ADEPT-4 CNO0120056 Minimizarisa edexrty muianebo, BiAeo sl MAIli€HTIB Ta JAOTJISAAdIB, IS
VYkpainu, ykpaiHCbKOI0 MOBOTO, Bifl 16 ciuns 2026 p.; [TociOHUK aiist 0cO0H, siKa 3M1HCHIOE AOTIIA,
1o10 3aroBHeHHs onuTyBaidbHUKa NPI-C, Bepcis 1, ykpaincekoro moBoro, Big 01 kBitHs 2026 p.
(PPD_BMS ADEPT-4 Caregiver Guide for NPI-C scale V1_01APR2026 uk-UA); bpomrypa st
MaieHTiB Ta JorisaayiB, Bepcis 3, yKpaiHChKOIO MOBOIO, Bim 27 Oepesus 2026 p.
(PPD_BMS ADEPT-4 Patient Caregiver Brochure V3 OUS 27Mar2026 uk-UA); [TociOHux 3
ydacTi B JOCHIDKEHHI A KOXKHOTO BI3HUTY, Bepcis 3, yKpaiHCbKOIO MOBOIO, Bif 27 Oepes3Hs
2026 p. (PPD_ BMS ADEPT-4 StudyVisitPlanner-Guide V3 27Mar2026 uk-UA); 3amydeHHs
JOJJATKOBUX MiCIIb TPOBECHHS BUIIPOOYBAHHS:

No I1.1.B. BiAMOBIMAIEHOTO AOCTITHUKA
/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | aupekrop, nikap Kocenkona I.B.
KomyHnanbHe HekomeplliiiHe mignpueMcTBo «YUepkacbka obOjacHa McuxiaTpuyHa JiKapHS
Uepkackkoi 00J1acHOT paan», KOHCYJIBTaTUBHO-IarHOCTHYHHM KaOiHET amOynaTopHOT
ncuxiaTpuyHoi gonomoru, M. CMmina, Yepkacbka 061acTh

2. | x.m.H. [Ipona A.P.
ToBapucTBo 3 00MEXEHOI BiIMOBIAANBHICTIO «AliktoMen», Menuunuii nieHTp IQMED,
M. JIbBIB

3. | mikap ®unbn FO.O.
KomyHnanene HekoMmepiiiiine mignpuemMcTBo JIbBIBChbKOi oOmacHoi pamu  «JIbBiBChKa
o0lacHa KIIHIYHA TICUXIaTpU4YHA JHKApHS», BIAJUIEHHS NEPBUHHOIO TICUXOTHYHOTO

enizony Ne 5, m. JIbBiB




2 IIPOJOBXKEHHA J0JIaTKa 8

4. | n.m.H., ipod. Benrep O.I1.

KomyHaneHe HekomepiiitHe mianpueMcTBO «TepHomiabcbka oOjacHa — KITHIYHA
MICUXOHEBPOJIOTiuHA JIiKapHs» TepHOmiibCchKol 00JacHOT paau, BiATUIEHHS MEPBHHHOTO
MCUXOTUYHOTO  emi30/y, TepHOMUIbCHKUN HAiOHAIPHUA MEIUYHUN  YHIBEPCUTET
imeni [.51. 'opGaueBcrkoro MiHicTepcTBa 0XOpOHU 310pOB'st YKpainu, kadeapa neuxiarpii,
HapKoJjorii Ta Meau4Hoi rncuxosiorii, M. TepHoniib

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 573 Bin 01.05.2026

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, mojBiiiHE ciine, ianed0-KOHTPOJIbOBAHE MOCIIKEHHS (a3 3 3 mapaneIbHIMHU
rpynaMu Juisd OIiHKK Oe3neku Ta edexTuBHOCTI npenapary KarXT y JikyBaHHI IICHXO03Y,
1oB’si3aHOr0 3 XBopoOor Ambireiimepa (ADEPT-4)y», CN0120056, nonpaska 03, Big 19 mororo
2026 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBITAJIBHICTIO «ITilli/li FOKPEWHy, Ykpaina

CnoHncop, kpaiHa

Bpicron-Maiiepc CkBi6 CepBicuz Anmimiten Kommnani, Ipnanais (Bristol-Myers Squibb Services
Unlimited Company, Ireland)

Havanbuuk ®dapManeBTHYHOIO YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

BxiaroueHHs JO0JaTKOBOI'O MiCI_IH IMPOBCACHHA BI/IHpO6YBaHH$I2

/o

No ILLB. BiAMOBiJAIEHOTO AOCITHUKA
HazBa Micuis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | nmikap BitkoBcbka .M.

TeparneBTUYHE BiytieHHs, M. KuiB

TOBAPUCTBO 3 OBMEXEHOIO BIIIIOBIJAJIBHICTIO «KJIIHIKA «JIEHHCY,

3MiHa Ha3BU MICIIb POBE/ICHHS BUIIPOOYBAHHS:

BHYTPILIHIX XBOPOO, TepaneBTUUHE BiA1JICHHS
kamnycy imeHi IBana Orienka, Jlep)kaBHe
HEKOMEpILIHEe MiIIpUeMcTBO  «JIbBIBCHKUIL
HalllOHAJIbHUH MeNYHUN YHIBEpCUTET
imMeH1 Jlanuna [Namunbkoro», xadenpa tepamii
Nel, mMenuuHOl OiarHOCTUKM Ta IeMaToJIOril i
Tpancy3ionorii GakyIbTETy MiCISAULIOMHOT

ocBitH, M. JIbBIB

BYJIO CTAJIO
I.M.H., mpod. BnoBuuenko B.1. I.M.H., pod. Bnosuyenko B.1.
VYHiBepcUTEeTCHKA JiKapHS JIEpKaBHOTO | YHIBEPCUTETChbKA  JIIKapHS JIEpKaBHOTO
HEKOMEPILIMHOTO MmiaAnmpueMcTBa «JIbBIBCHKHMI | HEKOMEPIIIMHOTO TOBAapuUCTBAa  «JIbBIBCHKHI
HaIllOHAJIbHUH MeAUYHUN YHIBEpCHUTET | HalliOHATEHUHA MeAUYHUN YHIBEPCUTET
iMeHi Januna I'anmumpkoroy, KJIiHIKa | IMeHl Jlaauna I"amumekoroy, KJIiHIKa

BHYTPIIIHIX XBOpOO, BIJIUIEHHA Tepamii Ta
€HJIOKpHUHOJIOTIT Kamiycy iMeHi IBaHa OrieHka,

HepxxaBHe HEKoMepIliiiHe TOBapUCTBO
«JIpBIBCBLKMI HallOHAJILHUI MeEIUYHUN
yHiBepcuteT iMmeHi Jlanuna [aaumbkoroy,

kadenpa tepamii Nel, MeTU4HO1 TIarHOCTHKY Ta
remarosiorii 1 TpaHcdysionorii (akyabTeTy
MICISIANIUIOMHOI OCBITH, M. JILBIB




MPOJIOBKEHHS ToAaTKa 9

3aB. Bia. 300piBchkuii .M.

VHiBepcUTeTChKa  JIKapHS  JIEPXKABHOTO
HEKOMEpPILIHHOTo mignpueMcTBa «JIbBIBCHKUI
HaI[lOHAJILHUHN MEIUYHUNA YHIBEpCUTET
iMeni Jlanuna [anuupkoroy», KiiHiKa Xipyprii,
xipypriuae  Bigmiutenas — Nel KaMIycy
imeni Map’sina [lanunmmna, M. JIbBiB

nikap 30opiBcekuit S1.M.

YHIBepCUTETChKA JIKapHS JIEP)KaBHOTO
HEKOMEpIIIfHOTO ToBapucTBa «JIbBIBCHKUI
HaI[lOHAJIbHUI MEIUYHUN YHIBEPCUTET

imeni Jlanmna anunpkoro», KiiHiKa Xipyprii,
BIITIJICHHST  XIpyprii HEBIAKIAQAHUX CTaHIB
kamirycy iMeHi Map’siHa [Tanuummna, M. JIbBiB

Howmep Ta nata nakazy MO3 npo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 458 Bin 03.04.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe TOJBIMHE cline IIane00-KOHTPOILOBAHE JOCHTIKEHHS (asu 2b s OLiHKH
e(heKTUBHOCTI, 6€3MEYHOCTI, (hapMaKOKIHETHKH Ta (apMakoaAnHaMiku o0eda3iMOy B MAIIEHTIB 13
xBopo0o1o Kpona B aktuBHIN (ha3i BiJ CEpeAHBOTO IO BAXKKOTO CTYMCHS TsDKKOCTI», ABX464-202,
Bepcis 4.1 Bix 21 nmucronaga 2025 poky

3asiBHUK, KpaiHa igmpuemctso 3 100% inosemuoro inBectuuiero KAMK’ FOBIA PJIC Vkpainay»

CnoHncop, kpaiHa ABIVAX, ®panitis

Havanbuuk ®dapManeBTHYHOIO YIPABIiHHSA Ouekcanap 'PIHEHKO

(Bnacue im’st [TIPI3BUILLE)

(minmc)




Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

BxiroueHHs 10JaTKOBUX MICLIb TPOBEAEHHS KJIIHIYHOIO BULTPOOYBaHHS:

No ILLB. BiAMOBiJAIEHOTO AOCITHUKA
/11 HazBa Micuis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | n.m.H., ipod. Benrep O.I1.
KomyHnaneHe HekomepiiifHe mignpueMcTBo «TepHOMiIbChbKka oOOIacHa  KITiHIYHA
MICMXOHEBPOJIOTiUHA JIiKapHs» TepHOmiIbChKOI 00JacHOT paaud, BiAIUICHHS NMEPBHHHOTO
MCUXOTUYHOTO  emi30y, TepHOMUIbCHKUI HAliOHAIBHUA MEIUYHUN  YHIBEPCUTET
imeni L[.5I. TopbaueBchkoro MiHicTepcTBa OXOpOHHU 3I0pOB’s YKpainu, Kadempa
TcuxiaTpii, HAPKOJIOTil Ta MeTUYHOT IICUXoJorii, M. TepHOMiIb
2. | n.m.H., npod. Yadan O.C.
KuiBcpka kimiHiuHA JiKapHS Ha 3aii3HUYHOMY TpaHcmopTi Nel ¢imii «Ilentp oxoponu
3I0pOB’S»  aKI[IOHEPHOTO  TOBapHCTBa  «YKpaAiHChKA  3QJ3HUILD),  BiJIUICHHS
TICHXOHEBPOJIOTii Ta MEIMKO-TICUXO0JIOT1uHO1 peabimitarii, M. Kui

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta faTta

«PangomizoBaHe, MOJBIMHO-CIINE, IJIAIe00-KOHTPOJIbOBAHE JOCHIKeHHS 3-i  ¢a3u, 110
MIPOBOANTHCS y MapalieIbHUX TpyMnax 3 BUBYCHHs eheKTHUBHOCTI Ta Oe3neynocTi npenaparis KarXT
+ KarX-EC nans nikyBaHHS axwuranii moB’s3aHoi 3 XxBopoOow Ambireiimepa (ADAGIO-2)y,
CN012-0024, 3 inkopriopoBanoto nompaskoro 01 Big 13 nmuctomana 2025 p.

3asBHHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

ToBapucTBO 3 He0OMEKEHOI0 BiINoBiIANBHICTIO bpicTon-Maiiepc CkBi66 Cepaices, Ipinanis

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHA Onekcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

BriroueHHs J0JaTKOBUX MICLIb TPOBEICHHS KJIIHIYHOTO BUTPOOYBAaHHS:

No ILLB. BiAMOBiJAIEHOTO AOCITHUKA

/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIPOOYBaHHS

1. | n.m.H., ipod. Benrep O.I1.
KomyHnaneHe HekomepiiifHe mignpueMcTBo «TepHOMiIbChbKka oOOIacHa  KITiHIYHA
MICMXOHEBPOJIOTiUHA JIiKapHs» TepHOmiIbChKOI 00JacHOT paaud, BiAIUICHHS NMEPBHHHOTO
MCUXOTUYHOTO  emi30y, TepHOMUIbCHKUI HAliOHAIBHUA MEIUYHUN  YHIBEPCUTET
imeni [.51. ['opGaueBcrkoro MinicTepcTBa 0XOpOHH 310pOB'st YKpainu, kadeapa neuxiarpii,
HapKoJjorii Ta Meau4Hoi rncuxosiorii, M. TepHoniib

2. | n.m.H., npod. Yadan O.C.
KuiBcpka kimiHiuHA JiKapHS Ha 3aii3HUYHOMY TpaHcmopTi Nel ¢imii «Ilentp oxoponu
3I0pOB’S»  aKI[IOHEPHOIO0  TOBAapHCTBA  «YKpalHChbKAa  3alli3HHIST»,  BIIIUICHHS
TICHXOHEBPOJIOTii Ta MEIMKO-TICUXO0JIOT1uHO1 peabimitarii, M. Kui

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Binkpute momoBxkeHe MocHiKeHHS 3-1 (a3sum 3 OIIHKH JOBTOCTPOKOBOi O€3MEYHOCTI Ta
nepeHocumocti npenapatiB KarXT + KarX-EC nis nikyBaHHS aXuTallil OB’ s3aHO1 3 XBOPOOOIO
Anbureiimepa (ADAGIO-3)», CN012-0025, 3 inkopnopoBaHoto nonpaskoro 01 Bixg 07 naucronanga

2025 p.

3asBHHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

ToBapucTBO 3 He0OMEKEHOI0 BiINoBiIANBHICTIO bpicTon-Maiiepc CkBi66 Cepaices, Ipinanis

Havanbunk @apmManeBTHYHOI0 YIIPaBJIiHHSA Onekcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii npotokoi kriHIYHOro Bunpodysanus CT-P51 3.1, sepcis 3.0 Big 30 ciuns 2026 p.;
CT-P51 3.1 _Indopmarnis misa nmanieHTa ta popma iHPOpMOBaHOi 3roau i YKpainu, Bepceis 4.1.0
Bix 04 6epesnst 2026 p., yKpaiHCBKOO MOBOIO; JloChe ToCIiIKyBaHOTO JTiKapchbkoro 3aco0y CT-P51
[Pembrolizumab], Bepcist 5.0 Big 20 mrotoro 2026 p.; 3amy4eHHs JOAaTKOBOI BUPOOHHYOT TUISHKH,
BIJIMOBIAAILHOT 32 BHITYCK JOCIHIIXyBaHOro Jikapcekkoro 3aco0y CT-P51 [Pembrolizumab]:
Nuvisan France S.A.R.L., ®panriis

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2147 Bin 25.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[loxgiiiHe cime, paHaOMi30BaHE, KOHTPOJIBOBAHE AaKTUBHHUM IIPENapaToM JOCITIKEHHS (azu 3,
SIK€ TIPOBOJSATH y MapaleIbHUX rpyIax AJis MOpiBHIHHS €(EeKTUBHOCTI Ta O€3MEYHOCTI penaparin
CT-P51 Ta Kitpyna B kom0OiHamii 3 XimioTepami€ro mpenaparaMy IJIaTUHU 1 MEMETPEKCEIOM Y
MAIIE€HTIB 13 METACTATUYHUM HETUTOCKOKITITUHHUM HEAPiOHOKITITUHHUM PaKOM JIETeHb, SIKi paHilie
He oTpuMyBainu JikyBaHHs», CT-P51 3.1, Bepcis 2.0 Bix 14 aucronana 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

CEJUJITPIOH Ink., Pecny6mika Kopes [Celltrion, Inc., Republic of Korea]

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

OHoBeHUHN TTPOTOKOJ KiIiHIYHOTO BUTIpoOyBaHHa MK-3475-905, 3 1HKOPIIOpOBAaHOIO MOMPABKOIO
12 Big 08 kBiTHS 2026 pOKy, aHTIiHCHKOIO MOBOIW; bpomypa nocnigauka Endoprymad Benotun
(Enfortumab Vedotin; ASG-22CE), sunanus 15 Big 10 6epesnst 2026 poky, aHTITIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2006 Bix 02.10.2019

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBane nocmipkenss 11 dha3u mis omiHkM MUCTEKTOMIT B KOMOIHAITT 3 TIepionepamiiHuM
3aCTOCYBAaHHSM IEeMOpoIi3ymMaly Ta JUIsl OI[iHKM ITUCTEKTOMIii B KOMOIHAIlIi 3 mepionepariitHum
3acToCyBaHHAM eH(popTymMaly BEIOTHHY Ta MeMOpoIi3ymMaly MOPIBHSHO 3 MPOBEACHHSAM TUIbKU
IUCTEKTOMIT JUIsl YY9aCHUKIB 3 M S30BO-IHBa3UBHUM pPAaKOM CEUOBOTO MixXypa, SKHM HE MOXHa
MPOBOAUTH JIKYBaHHS IIUCIUIATUHOM a0o0 $AKi BIAMOBHJIUCS BiJ JIIKYBaHHA UHCIUIATUHOM
(KEYNOTE-905/EV-303)», MK-3475-905, 3 inkopropoBaHow morpaBkor 11 Big 16 ciuns
2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn ena Hdoym, CHIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TPI3BULLE)



Honatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

InenTudikariist CyTTeBOI MOMPaBKU

Omnosnenutii [Iporoko:n, pinansHa Bepcis 15.0 Big 31 6epesns 2026 p., aHTIiHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1265 Big 05.06.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ocnimkenns 3 miadopy A03u IS OLIHKU €(pEeKTUBHOCTI 1 OE3MeKH 3aCTOCYBaHHsS Ipernapary
Comamarmuran (somapacitan) oauH pa3 Ha TIKACHb y MOPIBHSAHHI 3 3aCTOCYBaHHSM Iperapary
Hopaitponin® (Norditropin®) ouH pa3 Ha A€Hb Y AITEH 13 3aTPUMKOIO POCTY, 1110 OyJIM HAPOKEH1
MQJIMMHU U TECTAlliHOTO BIKY Ta HE HA3JOTHAJIM y 3pOCTi 1O BiKy 2 pOKM Ta CTapuiey,
NN8640-4245, pinansHa Bepcis 14.0 Big 11 rpyanas 2025p.

3asBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHncop, kpaiHa

Novo Nordisk A/S (Denmark)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



Jonatok 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

301bIIEHHS KUTBKOCTI MAIli€HTIB, K1 IPUUMATHMYTh Y4acTh Y KJIIIHIYHOMY JIOCITI/DKCHHI B YKpaiHi
3 196 no 350 ocib

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PangomizoBaHe, OaraTtoneHTpoBe, MIKHAPOAHE, MOJBIHHE CIlille KOMIUIEKCHE JOCIIJKSHHS IS
MOpiBHIHHS (hapMaKOKiHETHKH, €()EeKTUBHOCTI, O€3MEUHOCTI Ta IMyHOTeHHOCTI mpenapaty MB11
(3amporioHOBaHMil OiocuMminsip HiBolymMaly) B MOpiBHSHHI i3 3apeectpoBanmMm y €C Tta CILIA
mikapcekuM 3acobom OnaiBo (Opdivo®) B mamieHTIB 3 paHillle HEIIKOBAHOI MPOrPECyrUol0
(HepesekTabenpbHOI a00 MeTacTaTUYHO0) MenaHnomorw (mocmimkenHas LEON)y», MB11-C-01-25,
2.0 (monpaska 3) Bix 25 motoro 2026 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJINOBIJIAJIBHICTIO «ITilli/li FOKPEWH», Ykpaina

CnoHcop, kpaiHa

MAOGKkcarienc Pecepu C.JI., Icnanis (mAbxience Research S.L., Spain)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina,MK-5592-127, Iadopmariis Ta JOKyMEeHT 1po iHGpopMOBaHy 3roay AJjis 0aTbKiB JTUTHHH,
ska Oepe y4acts y nociimpkenHi, Bepcist 01 Bix 26 ciunast 2026 p. ykpaiHCBKOI MOBOIO; 3MiHA Ha3BU
MicCLsl IPOBEEHHS KIIHIYHOTO BUIPOOYBAHHS Ta BIANOB1IaJIbHOTO JTOCITHHUKA!
BYJIO CTAJIO

3aB. Big. Kapnenko H.IT. nikap Sunuk [.M.

HamionanpHa muTsiya crieriaiizoBaHa JikapHs | JlepkaBHe — HEKOMeEpIiiHE  IMiJIpPHUEMCTBO
«OXMATIOUT» MO3 VYkpaiaum, BigmineHHs | «HarioHanpHa qUTsS4a crieliajgizoBaHa JIiKapHsI
iHTeHCUBHOI Teparii, M. Kui «OXMATIOUT» MO3 VYkpainn», BiIIiJICHHS
iHTeHcuBHOI Tepanii, M. Kui

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1397 Big 08.08.2024

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«Binkpute, mocninoBHe nanenbHe qociipkeHHs 11 gpasu, mo npoBoaANTHCS B OJHIHM TpyIIi AJ1s OLIIHKH
(hapMakOKiHETHKH, O€3MEeYHOCTI Ta TmepeHocuMmocTi mnocakoHazony (POS, MK-5592) nns
BHYTPIIIHBOBEHHOT'O BBE/ICHHS Ta MOPOUIKY JUIsl IPUTOTYBAaHHS OpaJIbHOI CyCHeH3ii y 1iTeil BikoM
B1J1 HAPOJKEHHSI /10 2 POKIB 3 MOXJIMBOIO, UMOBIPHOIO a00 MIATBEP/PKEHOIO IHBA3UBHOIO I'PUOKOBOIO
iHpekuiero», MK-5592-127, 3 inkopnopoBaHoto nonpaskoto 03 Bix 14 BepecHs 2023 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CHIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYkpainu «IIpo nmpoBeneHHs KIiHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CyTTEBHUX TOMPABOKY

02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

3anyuyeHHs JOAATKOBUX MICI[b IPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:

No ILLB. BiAMOBiJAIEHOTO AOCITHUKA
/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIPOOYBaHHS

1. | nikap AngpyneBuy P.P.

M. JIbBiB

Komynansne HekoMepiiiiHe mianprueMcTBo JIbBiBChKOi 06macHOi paau «KniHigyHUI eHTp
TUTS901 Menuiuany, KimiHika muTsdoi Hedpolorii, miamizy Ta TpaHCIUIAHTAIlli HUPKH,

2. | k.m.H. Becumk H.JI.

Opnecbkoi Micbkoi pajau, BijytisieHHs nemiarpuanae Ne 3, M. Oneca

KomynaneHe HekoMmepiiiiiHe mianpueMcTBo «Jlutsya miceka kiiHIYHA JikapHsS Ne 3»

Howmep ta nata nakazy MO3 mipo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1804 Bix 15.08.2019

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta faTa

«Bigkputre nocmiIKEeHHS IS OIIHKMA O€3Me4YHOCTI Ta e(eKTUBHOCTI
rinepkaniemieroy, D9481C00001, Bepcis 8.0 Bix 14 nucronaga 2023 poky

OUH y nmiteit 3

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

Actpa3eneka Ab, llIserris

Havanbunk ®@apmManeBTHYHOI0 YNPaBJIiHHSA

Oaexcanap 'PINEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)




Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

Omnognene Jlocke pocmimxyBaHoro jJikapcbkoro 3aco0y MK-3475A, Bepcis 093Y73 Big 09 kBiTHS
2026 p., anrnilicekoro MoBoto; IIponoskenns Tepminy npuaatHocti MK-3475A 3 42 1o 48 Mics1iB;
BriitoueHHs JOAaTKOBOTO MICIsl POBECHHS KIHIYHOTO BUITPOOYBaHHSI:

No I1.1.B. BiAMOBIMAIEHOTO JOCITITHUKA
/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mikap bep3zoit O.A.
Komynanene HekomepuiiiHe mignpueMcTBO «Ojecbka oOJacHa KIIHIYHA JIIKapH»
Opnecbkoi 0bsacHOl pajmy, BLIJICHHS TOPaKaJIbHOT Xipyprii, M. Ozneca

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBane, BiKpuTe, OararoreHTpoBe KiiHiuHe AociimkeHHs I dba3u mist ominku 6e3mexu
ta edextuBHOCTI MK-1084 y komOiHamii 3 MiJMIKIPHUM BBEAECHHSAM NeMOpoisizymady Ta
Oeparianyponigasu anbpa (MK-3475A) y nopiBuasaHi 3 MK-3475A y xomb6iHalii 3 npenaparamu
ximioTeparnii memMeTpexce0oM / IIaTHHO (KapOOIIaTUHOM a00 MUCIIIIATUHOM) Y SIKOCTI JTIKyBaHHS
TePIIOT JHIT YISl YYaCHUKIB 13 PO3MOBCIOPKEHUM 200 METaCTaTUYHUM HETTOCKOKIITHHHUM HJIPJI
13 myTauiero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcist 00 Big 27 yepBHsi 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CHIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jlomatok 19

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
02.06.2026 Ne 730

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii [Iporokon xminiyHOTrO AociimkeHHss PLATFORMPACAN1001-64264681LYM1001
ISA 2 (PLATFORMPACAN1001 Am1_ Amend3-ISA2-64264681LYM1001): MaiicTep-ipoTOKOI
PLATFORMPACAN1001, ®da3a 1b, Bepcis — [lonpaska 1, Bix 24 BepecHs 2025 poky, pazom 3
Crenudiunum nonatkom 64264681LYM1001 ISA 2, ®a3za 1, Bepcis - [lonpaBka 3, Bix 11 rpyass
2024 poky, aHTJIIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2094 Bix 13.12.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

OcHoBHa Ha3Ba (mocnimxeHHs-mIaThopma): «Bigkpure JIOCITIJDKEHHS-TIaThopma
3 y4acTio TAIIEHTIB, nepeBeICHUX 3 MOTIePETHIX JIOCITKCHb TUTST
NPOAOBKEHHS  JIOCHIKYBAHOTO  JIIKYBaHHS Ta  [OAAJBILIOTO  MOHITOPHHTY  O€3MeKu»
Haza mingnporokony (Intervention Specific Appendix (ISA) 2): ISA 2: «Crnenugiunuii 1onatox 10
Mmaiicrep-mpotrokony PLATFORMPACANI1001 — m0BrocTpokoBe HpPOJOBXKEHHS JOCIHIIKEHHS
64264681LYM1001», PLATFORMPACANI1001 64264681LYM1001 ISA 2, MaiicTep-npoTOKOI
PLATFORMPACANI1001, ®a3a 1b, Bepcis — [Tonpaska EEA-1, Bix 10 BepecHst 2024 poky, pazom
3 Cneundiunum nonatkom 64264681LYM1001 ISA 2, ®aza 1, Bepcis - [lonpaska 3, Big 11 rpynus
2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

SAnccen @apmanestuka HB, benbris / Janssen Pharmaceutica NV, Belgium

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



