Homarok 1

710 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb

JIKapChKHX 3ac001B»
21.08.2026 Ne 1162

InenTudikartist cyrTeBOi mOMpaBku | 3alydeHHS JOJATKOBOI Ha3BM JIOCIIKYBAHOTO JiKapchkoro 3aco0y AZD(0780 - Jlapomposcrar
(Laroprovstat); OnoBneHa Opomrypa nociiiHuka no mnpenapary Jlapomposcrat (Laroprovstat,
AZD0780), Bepcist 5.0 Bix 26 tpaBHsa 2026 poky, aHTIIIHCHKOI MOBOIO; 3aly4eHHS JOJATKOBUX
MICIIb POBEJCHHS KJIIHIYHOTO BUNPOOYBAHHS:

No I1.1.B. BiAOBIZAIBHOrO JOCIIAHUKA

/0 Ha3Ba micus nmpoBeieHHs! KIIHIYHOTO BUIPOOYBAHHS

1. | nmixap Anexceena JI.3.

KomynanpHe HekomepiiiiHe mianpueMcTBo «CBATO-MuxaimiBcbka KIIHIYHA JIIKApHS
M. KueBa» BukonaByoro oprany KuiBchkoi Mickkoi panu (KuiBcbkoi Michbkoi AepKaBHOT
anMiHicTparii), BiiIeHHs] TOCTpUX KOPOHAPHUX cTaHiB, M. KuiB

2. | mikap beiiko I'.B.

MeaudHuii TIEHTP TOBapUCTBA 3 OOMEXKEHOK BiAnoBinanbHICTIO «lleHTp ciMelHOol
MEAMILIMHY TUTIOCY, JIIKYBAJIbHO-TIPOQUIAKTHYHUHN miipo3au, M. Kuis

3. | mikap Ilemxona O.C.

bnaromiiinuii ®oun - Hlnwurans imeni Murtpononuta Aszapes Ientunpkoro Kypii
JIbBiBchKOT Apxuenapxii Ykpaincekoi I'pexo-Karomuipkoi IepkBH, MOMIKIIHIYHE
BigaineHHs No2 «lleHTp KIHIYHUX AOCTIIKEHbY, M. JIbBIB

4. | mikap lleperi M.O.

ToBapuctBo 3 0OMEKEHOI BiJAMOBIIATHHICTIO «HEﬁPOMEI[», Menuunuii LEHTP
«HEWPOME]ly, nikyBansHO-IpodinakTHIHMIA TiApo3 i, M. Ykropon

5. | mikap Bacunenxo K.O.

Menu4Huii [EHTP TOBapUCTBA 3 OOMEXKEHOIO BiamoBimanbHicTIO «EnensBelic Memikey,
JKyBaJIbHO-IPODITAKTHUHUH miApo3aii, M. Kuis

3miHa Ha3BM MICIIS IPOBEICHHS KJIIHIYHOTO BUITPOOYBAHHS:




MIPOJIOBXKEHHS JojaTka 1

bYJIO

CTAJIO

nikap Pynenko JI.B.

KomyHaneHe HeKoMepIIiifHe ITiIIpHEMCTBO
«KuiBcpka Michbka KIIIHIYHA JIKapHS IIBUIKOT
MEANYHOI JTOTIOMOTH» BHUKOHABYOTO OpraHy
KuiBcbkoi Micbkoi pamu (KuiBchbkoi MichbKOT
JIEp>KaBHOI  aAMIHICTpaIlii), KapAioJoTiuyHe
Bigginenns, M. Kuis

nikap Pynenko JI.B.

KomyHnaneHe HekoMmepIiiiiHe MiANPUEMCTBO
«KuiBcpka MichbKa KIIiHIYHA JIKapHS IIBUIKOT
MEIUYHOI JOTIOMOTH» BHUKOHABYOTO OpraHy
Kuiscbkoi Micbkoi pamu (KuiBchbkoi MichKOT
JEep>KaBHOI  aAMIHICTpaIli), KapAioJoTiuHe
Bigminenns Nel, m. Kuis

Howmep ta nata nakazy MO3 mpo
MIPOBEJICHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1104 Bin 11.07.2025

Ha3zga kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PanpomMizoBaHe, moiBiitHE ciine, mianedo-koHTposiboBane pociipkeHHs 11 ¢a3u B mapanensHux
rpynax Juisg oLUiHKH BIUTUBY npenapaty AZDO0780 Ha cepiio3Hi MoOIYHI CepLEeBO-CYJUHHI SIBHUILIA Y
YYaCHUKIB 3 BCTAHOBJICHHM aTEPOCKICPOTHYHUM CEpIIEBO-CYANHHNM 3axBoproBaHHsIM (ACC3) abo
3 BUCOKHMM PU3UKOM BHHUKHEHHs nepiioi noaii ACC3», D7960C00015, sepcis 3.0 Bix 13 Oepe3ns
2026 poky

3asBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa AstraZeneca AB, Sweden

Havanbunk ®@apManeBTHYHOI0 YIPABJIIHHSA Ounekcangp I'PIHEHKO

(mipmuc) (Bnacue im’st ITIPI3BUIIIE)



Honatok 2

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 No 1162

InenTudikarist cyTTeBOI NOMPABKH

OnoBieHu# MPOTOKOJ KIiHIYHOTO BUIIPoOyBaHHS MK-1084-013, 3 iHKOpPIIOpOBaHOIO TOIMPABKOIO
01 Bix 07 tpaBHs 2026 poky, aHIIIHCBKOIO MOBOIO; YkpaiHa, MK-1084-013, Indopmaris ta
JOKYMEHT Ipo iH()OpPMOBaHY 3roy JAjIs MallieHTa Ha HaJaHHSI HEOOOB  I3KOBUX MOCTYT (KOMITAHIEIO
«Suvoday), Bepcist 01 Big 15 uepBus 2026 p., yKpaiHCbKOIO MOBOIO; J[OChE IOCIIIKYBAaHOTO
nikapebkoro 3acody MK-1084, Bepcis 095C83 Big 10 uepBHs 2026 p., aHITIHCHKOI MOBOIO;
[TonoBkeHHA TEpMiHY MPHUIATHOCTI TOCIIIKYBAHOTO JiKapchbkoro 3aco0y MK-1084, tabnetku mo
25 mr ta 50 mr go 30 micamiB; 3aqydeHHS BHPOOHUYHMX IUISTHOK, IO BIAMOBIZAIOTH 3a BUITYCK
JOCITI DK YBAHOTO Jlikapchkoro 3acooy MK -1084: Hovione Farmaciencia S. A, Quinta Sao Pedro, Sete
Casas, Loures, Lisbon, 2674-506, Portugal; MSD International GmbH, Kilsheelan, Ballydine,
Clonmel, E91 V091, Ireland

Howmep ta nata nakazy MO3 mpo
MIPOBEJICHHSI KIIHIYHOTO
BUIIPOOYBaHHS

Ne 123 Big 04.02.2026

HazsBa kniHiuHOrO BUNpOOyBaHHS,
KOJI, BEpCis Ta j1ata

«PannomizoBane, mojasiiiHe ciine gochimpkeHHs [II ¢dasu an'toBantHOi Tepamii MK-1084 B
KOMOIHAIIIT 3 M IMIKipHUM BBEAEHHSIM eMOpo1izyma0y ta 6eparianyponinasu anbda (MK-3475A)
MOPIBHSAHO 3 a/1'IOBAaHTHOIO Teparnieto mianedo y komoinarii 3 MK-3475A y yuacHUKIB 13 TOBHICTIO
pe3exToBaHUM HenpiOHOKITITHHHAM pakom siereHiB (HPJI) cranii ITA-IIIB (N2) 3 myramiero KRAS
G12C nicnst oTpuMaHHA HEO0a 1 FOBaHTHOI Tepamii meMOposi3ymaboM y MoeTHaHHI 3 XiMioTepari€eio
a0o ax’roBanTHOI Ximioreparnii (KANDLELIT-013)», MK-1084-013, Bepcis 00 Big 03 mucronana
2025 poky

3asBHUK, KpaiHa

ToBapucTBo 3 00MexeHor0 BiAmoBinanpHICTIO «MCJ] Yikpaina»

CnoHcop, KpaiHa

TOB Mepk lapn enn Jloym, CIIIA (Merck Sharp & Dohme LLC), USA

Havaapnuk ®apmManeBTUYHOT O YIIPABJIiHHS Ouaexkcanap I'PIEHKO

(mmiammc) (Bnacue im’st TIPI3BUILE)



Honatox 3

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

Kommnexkt mamientcekux MmarepianiB: Ilocrep «KuBere 13 3aXBOpIOBaHHSAM MEYiHKH?»,
Bepcis 2 Big 23 BepecHs 2025 poky yKpaiHCBKOW ~Ta  aHMIIHCHKOKO  MOBaMH
(MALOQO_Poster_Master_v2_23Sep2025_UA-UK); Iudopmamiiiauii  Oykiaer «XKuBete i3
3aXBOPIOBAHHSAM IEeUiHKU?», Bepcisa 2 Big 23 BepecHs 2025 poKy YKpaiHCBKOIO Ta aHTJIIHCHKOIO
moBamMu (MALO Flyer Master v2 23Sep2025 UA-UK); bpomypa «TypOye cTaH mnediHKu?»,
Bepcis 2 Bim 23 BepecHs 2025 poky YKpaiHCBKOIO Ta  aHIJIICHKOIO  MOBaMH
(MALO_Brochure_Master_v2_23Sep2025 UA-UK); IlociOHMK sl yYaCHHKA JOCIIKCHHS,
Bepcist 3 Binm 12 ciuna 2026 poky ykpaiHcbkoro Ta aHriiiicbkoro mMoBamu (MALO_Study-
Guide_Master_v3_12Jan2026_UA-UK); Kaprka 3 HaramyBaHHSM IIpO BI3MTH, Bepcis 3 BiJ
02 Bepecus 2024 poky ykpaincskoro MoBoro (CT Visit-Card-Noname_Master_v3_02Sep2024 UA-
UK); Kaptka 3 moJifiko1o 3a y4acTb y 10cii/pkeHH1, Bepcist 1 Bix 27 yepBHs 2025 poKy yKpaiHCBKOIO
ta anriiiicbkoro MoBamu (CT _Card TY-Enrollment_Master_vl_27Jun2025_UA-UK); Kaptka 3
MOJISIKOIO 32 CKPHHIHT, Bepcis 1 Bix 27 yepBHA 2025 poKy yKpaiHCBKOIO Ta aHTJIIHCHKOI MOBaMHU
(CT_Card_TY-Screening_Master_v1l_27Jun2025_ UA-UK); KapTka 3 mHOIsIKOK 3a 3aBEpIICHHS
yuacti y gocrmimpkenHi, Bepeis 1 Big 08 cepmas 2025 poky yKpaiHCBKOIO Ta aHTIIIHCHKOI MOBaMHU
(MALO_Thank-You-End_Of _Participation_Master_v1l 08Aug2025 UA-UK); Jluct mikaps s
namieHTa, Bepcis 2 Big 23 BepecHs 2025 poKy YKpaiHCBKOIO Ta aHIVIIHCBKOIO MOBaMH
(MALQ_ L etter-Doctor-to-Patient_Master_v2_23Sep2025 _UA-UK); Ilam’satka mpo iH'ekitito,
Bepcis 1 Big 08 ceprmus 2025 poky ykpaiHChKOrO Ta aHriiicekoro MoBamu (MALO Injection-
Reminder_MirrorCling_Master_vl_08Aug2025_UA-UK); «3B’s30k 3 IOCITIXKEHHAM», Bepcis 1
Bin 08 cepnus 2025 poky ykpaiHcbkoro Ta aHriiiicekoro MoBamu (MALO Study-Connect-
Participant_Master_vl_ 08Aug2025_ UA-UK); JlucT npo 3aBepiiieHHs TOCITiKeHHs, Bepcist 1 Bix
08 cepmust 2025 poky ykpaiHChKOIO Ta aHrimikicekoro moBamu (MALO End-of-Study-Letter-
noLD_Master vl 08Aug2025_UA-UK); Tadopmariitamii iucTok «J{ocTHiKeHHS pe3yibTaTiBy,
Bepcis 1 Bix 08 ceprast 2025 poky ykpaiHChKOI0 Ta anriicbkoro moBamu (CT Outcomes-study-
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leaflet_vl_Master 08Aug2025 UA-UK); «4 da3u KIiHIYHAX JOCTIIKEHbY, Bepeis 1 Big 29 TpaBHs
2025 POKY YKPaiHCHKOO Ta AHTIIHCHKOIO MOBaMH (EP_Clinical-Trial-
Phases Master_vl 29May2025 UA-UK); «Illo Take panmomizamis? I sky posb BOHa Bimirpae y
KIHIYHUX JochimKeHHsIX?», Bepeis | Bix 23 yepBHsA 2025 poky yKpaiHCBKOIO Ta aHIJIIMCHKOIO
moBamu (EP_Understanding-Randomization_Master_v1_23Jun2025_UA-UK); «Illo Take kiiHiuH1
nociipkeHHs?», Bepeis 1 Bim 29 TpaBHa 2025 poky YKpaiHCBPKOIO Ta AHIIIIHCHKOIO MOBaMH
(EP_What-Are-Clinical Trials_Master_vl 29May2025 _UA-UK); «Illo Take miame6o i SKy pojib
BOHO BiJIirpae y KIIHIYHUX JOCHIDKEHHAX?», Bepeis 1 Big 16 uepBHA 2025 poKy yKpaiHCBKOIO Ta
anrmificekoro  mMoBamu  (EP_What-Is-A-Placebo_Master_vl_16Jun2025 UA-UK); «7-nenna
mporpamMa TpaBUIBLHOTO XapuyBaHHsS», Bepcis 1 Bim 01 cepmast 2025 poky yKpaiHCBKOIO Ta
anrmiiicekoro  MoBamu  (7-Days-of-Eating-Well_Master_vl 01Aug2025 _UA-UK); «7-nenna
mporpama MpaBWIBHOTO XapuyBaHHs», Bepcis 1 Big 01 cepmus 2025 poky yKpaiHCHKOIO Ta
anrmicekoro MoBamu (7-Days-of-Eating-Well-DG_Master vl 01Aug2025 UA-UK); «7 nuis
yIpaBiiHHS cTpecom», Bepcist 1 Big 24 numnusa 2025 poky yKpaiHCHKOIO Ta aHTJIINHCHKOI0 MOBaMH
(7-Days-of-Managing-Stress_Master vl 24Jul2025 UA-UK); «7 naHIB ymOpaBIiHHSA CTPECOMY,
Bepcis 1 Big 24 munas 2025 poky yKpaiHCBKOIO Ta aHrmiicekoro MoBamu (7-Days-of-Managing-
Stress-DG_Master_v1 24Jul2025 UA-UK); «7-nenHa mporpama Oinbliol akTHBHOCTI», Bepcis 1
Bix 24 smnHs 2025 poky yKpaiHChKOW Ta aHriidicbkoro Mmoamu (7-Days-of-Moving-
More_Master_v1_24Jul2025_UA-UK); «7-meHHa mporpama OifbIIOi aKTUBHOCTI», Bepcis 1 Bif
24 mmnaa 2025 poky yKpalHCBKOIO Ta aHrmiicekoro Moamu (7-Days-of-Moving-More-
DG_Master_vl_24Jul2025 _UA-UK); «7-geHHa mporpaMa IOKpaiieHHs CHY», Bepcis 1 Bix
29 gunas 2025 poxky yKpaiHCbKoO Ta  aHriiificekoro Moamu  (7-Days-to-Better-
Sleep_Master_v1_29Jul2025_UA-UK); «7-meHHa mnporpaMa TOKpaIleHHs CHy», Bepcis 1 Bifg
29 gumas 2025 poky yKpalHChKOIO Ta  aHrmicbkoro MoBamu  (7-Days-to-Better-
Sleep_DG_Master_v1 29Jul2025 UA-UK); «Illo Take metaboiiuHO-acoliiioBaHa CT€aTOTHYHA
xBopoOa neuinku (MACXII)», Bepcis 2 Bijx 26 nucronana 2025 poky yKpaiHChKOIO Ta aHTIIHCHKOIO
moBamu (CT_MASLD-overview_Master_v2_26Nov2025_UA-UK); Horarku ClinLife, Bepcis 4.0
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ykpaincekoro Ta anriicbkoro MoBamu (ClinLife EC-Notes V4.0 EN uk UA); doxymeHT mms
€TUYHOT0 KOMITETY 11010 3Ty4eHHsI Y4acHHKIB, Bepcis 2.0 Big 19 BepecHs 2025 poky yKpaiHCHKOIO
ta anriiicekor0 MoBamu (MASLD EC Document Recruitment Master V2.0 19Sep2025 UA-
UK); OmnwuryBaHHA WIOAO JOCBiAy ywacti y nociipkeHHi kommanii Lilly ykpaincpkoro Ta
aHriiicbkolo MoBamu, Bepcig 2 Bia 19 ciunsa 2026 poxky (MALO Survey Participant Postcard-
Start-of-study_ Master_v2_19Jan2026_UA-UK); OniuTyBaHHs 1010 IOCBIy y4acTi y TOCiPKEHHI
kommanii Lilly ykpaincbkoro Ta aHrmiicekoro MoBamu, Bepcis 2 Bixm 19 ciuna 2026 poky
(MALOQO_Survey Participant_Postcard-Anytime_Master_ v2_19Jan2026_UA-UK); OnutyBaHHS
I0JI0 JOCBiNY ydyacTi y gociimkeHHi kommnanii Lilly ykpaiHcbkolo Ta aHTIiHCBKOIO MOBamH,
Bepcis 2 Big 19 ciuas 2026 poky (MALO Survey Participant_Postcard-During-study
Master_v2_19Jan2026_UA-UK); OnuTtyBaHHS 100 IOCBiy y4acTi y fociifpkenHi kommanii Lilly
VKpailHCBKOIO  Ta  aHrjiiiichkoro  MoBamu, Bepcis 2 Big 19  ciuns 2026  poky
(MALO_Survey Participant_Postcard-End-of-study  Master_v2_19Jan2026 _UA-UK); Moayis 1.
XapuyBanssi, Bepcist 1 Big 05 rpymns 2023 poky YKpaiHCBKOIO Ta aHIJIIHCHKOIO MOBaMH
(HBP_Module-1-Worksheet Master V1 _05Dec2023 UA(UK)); Moayns 2. IlpaBuno Ttapiiku
3I0pOBOT0 Xap4yBaHHs, Bepcis 1 Big 16 ciuns 2024 poky ykpaincekoro Mmoot (HBP Module-2
Worksheet Master V1 _16Jan2024 UA(UK)) ta Bepcis 1 Bix 16 ciuns 2023 poky aHTIIHCHKOIO
mosoto (HBP_ Module-2-Worksheet Master V1 16Jan2023 EN); Moxyns 3. Ixa # macrpiii,
Bepcis 1 Bim 04 rpymus 2023 poky ykpaiHChbkoro Ta aHrmiiicekoro moBamu (HBP Module-3-
Worksheet Master V1 _04Dec2023 UA(UK)); Moayinsb 4. [lnanyBanHs xap4uyBaHHs, Bepcist 1 Bia
04 rpymas 2023 poky ykpaiHCbKOl0 Ta  aHriuiiicekoro MoBamu (HBP_ Module-4-
Worksheet Master V1 _04Dec2023 UA(UK)); Moayns 5. Ixa i xymbTypa, Bepcis 1 Bin
04 rpymas 2023 poky ykpaiHCbkolo Ta  aHriuiiicekoro MoBamu (HBP_ Module-5-
Worksheet Master V1 _04Dec2023 UA(UK)); Moayns 6. [TocTraHOBKa 1€l 11010 Xap4yyBaHHS
tst cim’1, Bepcis 1 Big 04 rpyans 2023 poky ykpaiHChKOIO Ta aHraicekor0 MmoBamu (HBP_ Module-
6-Worksheet Master V1 _04Dec2023 UA(UK)); Moayns 7. 3B’130K po3yMy 3 TiJioM, Bepcist 1 Bix
04 rpymus 2023 poky yKpaiHChbKOIO Ta aHrmiiicekoro MoBamu (HBP Module-7-
Worksheet Master V1 _04Dec2023 UA(UK)); Moayns 8. ComianbHi AeTepMiHAHTH 310pPOB’ s,
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Bepcist 1 Bim 04 rpymas 2023 poky ykpaiHchkoro Ta anriiicekoro mMoBamu (HBP_Module-8-
Worksheet Master V1 04Dec2023 UA(UK)); Moayns 9. Camomomomora, Bepcist 1 Bix
05 rpymas 2023 poky ykpaiHCbkolo Ta  aHriuiiicekoro MoBamu (HBP_ Module-9-
Worksheet Master V1 05Dec2023 UA(UK)); Moayne 10. Meauranist i camMOyCBiIOMIICHHS,
Bepcis 1 Big 04 rpymas 2023 poky ykpaiHCbKor Ta aHriiiicekoro moBamu (HBP_ Module-10-
Worksheet Master V1 04Dec2023 UA(UK)); Moayns 11. Hupkagamii putMm, Bepcis | Bix
05 rpyans 2023 poky ykpaiHCbkoro Ta aHriiiicekoro wmoBamu (HBP_Module-11-
Worksheet Master V1 _05Dec2023 UA(UK)); Monyns 12. Hanamryiirecs Ha yenix!, Bepcist 1 Big
05 rpymas 2023 poky yKpaiHCbKOIO Ta aHrmicekoro MoBamu (HBP Module-12-
Worksheet_Master_V1_05Dec2023 UA(UK)); Moayns 13. ®di3suyHa akTHBHICTB, Bepcist 1 Bif
04 rpymus 2023 poky yKpaiHChbKOIO Ta aHrmiicekoro MoBamu (HBP Module-13-
Worksheet Master V1 _04Dec2023 UA(UK)); Monyns 14. IloctaHoBka mineid, Bepcis 1 Bix
04 rpymus 2023 poxky ykpaiHcbkOlO Ta aHrnmicekoro wMoBamu (HBP Module-14-
Worksheet_Master V1 _04Dec2023 _UA(UK)); «XapuyBaHHs i TUTHHE pexum», Bepcis 1 Big 10
OepesHst 2025 POKY YKPaiHCHKOIO MOBOIO (HBP_Participant-Nutrition-
Hydration_vl_10Mar2025_ UA-UK) Ta Bepcis 1 Big 20 motoro 2025 poky aHITIHCEKOI0 MOBOIO
(HBP_Participant-Nutrition-Hydration_v1_20Feb2025_EN)

Howmep Ta nata Hakazy MO3 npo
MPOBEICHHS KJIIHIYHOTO
BUNIPOOYBaHHS

No 215 Bix 19.02.2026

Hasga kiiHiuHOTO BUNIpOOYBaHHH,
KO/, Bepcis Ta Jara

«OCHOBHUI TIPOTOKOJI PaHAOMI30BAHOTO KOHTPOJBOBAHOTO KIIHIYHOTO BUMPOOYBAHHS KUIBKOX
(bapMakoJIOTIYHUX  TpemapaTiB  y  JOPOCIMX  YYacCHUKIB 3  MeTal0oJIYHO-acoLiHOBaHOIO
CTEaTOTHUYHOIO XBOPOOOIO TEUiHKH, $KI MalTh MiABUIIEHUNH PU3HK PO3BUTKY TSHKKHX
HECTIPUATINBUX HACII/IKiB 3 60Ky NEeYiHKH (SYNERGY-Outcomes).
InrepBenuiiiamii gogarok N1T-MC-TZ01/N1T-MC-MALO: Tip3enatin y Tepamii Hali€HTiB 3
MACXII Bucokoro pusuky. IarepBenmiiinmii momatok NI1T-MC-RTO1/N1T-MC-MALO:
Perarpyrun y Ttepamii mamientiB 3 MACXII Bucokoro pusuky», NI1T-MC-MALO, 3
iHKOpriopoBaHoto mnonpaBkoio (b) Big 08 ciuns 2026 poky, 3 IHTEPBEHIIMHMMH JOJaTKaMU
N1T-MC-TZ01/N1T-MC-MALO, 3 inkopriopoBanot mompaskoto (b) Bix 08 ciuns 2026 poky, Ta
N1T-MC-RTO1/N1T-MC-MALO, 3 inkopriopoBanoro mnomnpaBkoro (b) Big 08 ciuus 2026 poky
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3asBHUK, KpaiHa «Emi Jlimm Bocrok CAy, lIBeiinapis
CrnioHcop, kpaiHa Emi Jlinni enn Kommnani, CIIIA / Eli Lilly and Company, USA
Havaapnuk ®apmManeBTUYHOTO YIIPABJIIHHS Ouaekcanap I'PIEHKO

(mianuc) (Bnacue im’s ITIPI3BUILE)
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710 HaKa3y MiHiCTepcTBa OXOPOHU 3/I0POB’sI
VYkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUIPOOYBaHb
JIKapChbKUX 3aC001B»

21.08.2026 Ne 1162

InenTudikaris cyrTeBoi NONpaBKu

Onosnenuil mporokos kiaiHiYHOro BUnpoOyBanHs CNO012-0046 mompaska g0 npotokoiy 02 Bij
04 tpaBus 2026 p.; CN012-0046 Indopmamis mia mamienta ta ¢opma iHPOPMOBAHOI 3TOJH,
Vkpaina, Bepcis 2.0 Bix 20 TtpaBHs 2026 p., ykpaiHCbKoio MoBoro; Bcerynm no Ilnardopmu
MOHITOPHUHTY 3710poB's Empatica, penaxuis 1.0 Bin cepnns 2025 p., [YKPAIHCbKA UM--0003168
REV. 1.0 - cepnens 2025], ykpaincbkoro MoBor0; EmbracePlus, pemakmis 1.0 Bix cepmast 2025 p.
[Empatica SRL, Via Stendhal 36, 20144, Milano (M), Italia; QSG-0003240, Rev1.0 August 2025],
ykpaincpkoro  MoBow; [IM3  EMPATICA - VYHIBEPCAJIBHA [IHCTPYKUIA JJIA
ITAIIIEHTA EmbracePlus i dpopm-pakropu, pemakuis 1.0 Bix cepmus 2025 p. [YKPAIHCBKA
UM--0003239 REV.1.0 - cepnenp 2025], ykpaincbkoo ™oBotw; I[IM3 EMPATICA -
YHIBEPCAJIBHA IHCTPYKUIA JJJIA ITAIIIEHTA Empatica S.r.L. [logarok Care, penakiist 1.0
Big cepmus 2025 p. [YKPAIHCBKA UM--0003192 REV 1.0 - Cepnens 2025], ykpaiHCHKOIO
MOBOI0; 3HIMOK eKkpaHy nojatka EmpaticaCare, penaxuis 1.0 Big cepmust 2025 p. [Care App-UI-SUI-
0003264 Rev 1.0.], ykpaiHcbKOIO MOBOIO; 3HIMOK ekpany: IlIkana aHoMaaIbHMX MUMOBUIBHUX PYXiB
AIMS, Bepcis 1.0 Bim 01 xBitHa 2026 p. [BMS247226 CNO012-0046_AIMS_Rater_
Station Screenshots Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHCBhKOIO MOBOIO; 3HIMOK
expany: [llkana omiHKM akaTu3ii, BUKJIMKaHOI JikapcbkuMH npenapatamu (Ilkana oninku akaTusii
bapuca, BARS), Bepcia 1.0 Bimx 01 «BitHg 2026 p. [BMS247226 CNO12-
0046 BARS Rater Station Screenshots Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHChKOIO
MOBOI0; 3HIMOK eKkpaHy: KopoTke onuTyBaHHSI SIKOCT1 KUTTSI MALlI€HTIB 3 O1MOJSIPHUM a)eKTUBHUM
posnagom (Brief QoL.BD), Bepcist 1.0 Bix 01 xBitHsa 2026 p. [BMS247226 CNO012-0046_Brief
QoL.BD Rater Station Screenshots Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHCBKOIO
MOBOI0; 3HIMOK €KpaHy: 3arajibHi KJIiHIYHI BpakeHHs npu Oinossipaux posnanax (CGI-BP) —
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MHUHYIUH THKIeHb, Bepcist 1.0 Bix 01 xBitHsa 2026 p. [BMS247226 CN012-0046_CGI-BP — Past
Week_Rater_Station_Screenshots_Ukrainian ~ (Ukraine) v1.0 01 Apr 2026],  ykpaiHCBKOO
MOBOIO; 3HIMOK eKpaHy: 3arajibHi KJIiHIYHI BpayKCHHs mpu Oimomsspaux posnagax (CGI-BP) — 3
MOMEHTY OCTaHHbOro ouiHtoBaHHA, Bepcis 1.0 Bix 01 xBiTHsa 2026 p. [BMS247226 CNO12-
0046_CGI-BP - Since Last Evaluation Rater Station Screenshots Ukrainian (Ukraine)
v1.0 01 Apr 2026], ykpaiacpkoro MoBoro; 3HIMOK ekpanHy: [IIKAJIA OLIHKU TAXKOCTI
CYILMAY KOJYMBIMCBKOI'O YHIBEPCUTETY (C-SSRS), Buximmi nami/Bepcis mis
omiaroBaHHs, Bepcis 1.0 Bim 01 xBitHa 2026 p. [BMS247226 CNO012-0046_C-SSRS
BLScr_Rater Station Screenshots Ukrainian  (Ukraine) v1.0 01 Apr 2026],  ykpaiHCBKOIO
MOBOIO; 3HiMOK ekpany: LIKAJIA OLIHKH TSOKKOCTI CYILMAY KOJYMBIMChKOI'O
YHIBEPCUTETY (C-SSRS), 3 MOMEHTY  OCTaHHbOTO BI3HTY, Bepcist 1.0
BiJ 01 KBITHS 2026 p. [BMS247226 CNO012-0046_C-SSRS SLV_Rater_
Station_Screenshots_Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHCHKOI MOBOIO; 3HIMOK
expany: EuroQoL 5-Dimension 5 Level (EQ-5D-5L) — ans camocrTiitHoro 3amoBHeHHs, Bepcis 1.0
BiJ 01 KBITHA 2026 p. [BMS247226 CNO012-0046_EQ-5D-5L_Rater_Station_
Screenshots Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy:
MDKHAPO/JHA CUCTEMA OHIHKM CHUMIITOMIB IIPU  3AXBOPKHOBAHHAX
INEPEJIMIXYPOBOI 3AJIO3U, Bepcis 1.0 Big 01 ksitaa 2026 p. [BMS247226 CN012-0046_I-
PSS Past Week_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_01_Apr_2026],
yKpaiHchbKO0 MOBO1O; 3HIMOK ekpany: MDKHAPO/IHA CHUCTEMA OLIHKN CUMIITOMIB
ITPY 3AXBOPIOBAHHAX IEPEJIMIXYPOBOI 3AJIO3U, Bepcis 1.0 Big 02 uepsus 2026 p.
[BMS247226 _CNO012-0046_IPSS-Past Month_Rater_Station_Screenshots_Ukrainian (Ukraine)
v1.0_02_Jun_2026], ykpaiHckkoro MoBotw; 3HiMOK ekpany: M.IN.I. JIATHOCTUYHI
BUCHOBKMU, Bepcis 1.0 Big 01 kBitas 2026 p. [BMS247226_CN012-0046_M.1.N.1. Diagnostic
Conclusions Rater Station Screenshots Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHCBKOIO
MOBOI0; 3HIMOK eKkpaHy: [HCTpyKIisi 3 MpOBENEHHS CTPYKTypOBAaHOTO ONUTYBaHHS 3a IIKAJIOO
ouinku genpecii Montromepi i Acbepra (SIGMA), Bepcis 1.0 Bim 01 xBitHa 2026 p.
[BMS247226 _CNO012-0046_ MADRS — Past Week Rater_Station_Screenshots_UKkrainian




3 MPOAOBXKEHHS ToAaTka 4

(Ukraine) v1.0 01 Apr 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy: [HCTpyKIis 3 NpOBEACHHS
CTPYKTYPOBAHOTO ONMUTYBaHHsS 3a LIKaNow OLiHKK Jenpecii MoHnTromepi 1 Acoepra (SIGMA),
Bepcis 3 MOMeHTY ocTanHboi oriHkH (SLE), Bepcis 1.0 Big 01 xBiTHS 2026 p. [BMS247226 CNO12-
0046_MADRS - Since Last Evaluation_ Rater Station Screenshots Ukrainian (Ukraine)
v1.0 01 Apr 2026], ykpaiHCbKOIO MOBOIO; 3HIMOK €KpaHy: 3arajibHe BPa)K€HHs Malli€eHTa Ipo
TsokKicTh 3axBoproBaHHs (PGI-S), Bepcis 1.0 Big 01 kBitas 2026 p. [BMS247226 CNOI12-
0046_PGI-S_Rater_Station_Screenshots_Ukrainian (Ukraine) v1.0 01 Apr 2026], ykpaiHChKOO
MOBO10; 3HIMOK ekpany: Illkama CimmncoHa-AHryca Ui OLIHKM €KCTpamipaMiJaJbHUX MOOIYHUX
epextiB  (SAS), Bepcis 1.0 Big 01 xBitHa 2026 p. [BMS247226 CNO012-0046_SAS_
Rater_Station_Screenshots_Ukrainian (Ukraine) v1.0_ 01_Apr_2026], ykpaiHCbKOIO MOBOIO;
3HiMOK ekpany: [1ociOHUK 31 CTPYKTYypOBaHOTO iHTEPB IO 3a MIKAJIO0 SIHTa IS OIIHKK MaHii cepen
mitei 1 mimriTkiB, Bepcis 1.0 Big 01 kBitHa 2026 p. [BMS247226 CN012-0046_YMRS — Past
Week Rater_Station_Screenshots_Ukrainian (Ukraine) v1.0_ 01_Apr 2026],  yKpaiHCHKOIO
MOBOIO; 3HIMOK ekpaHy: [TociOHUK 31 CTPYKTYpOBAaHOTO IHTEPB’IO 3a IIKaJOK SIHTa IS OILIHKHU
MaHii cepen aited 1 mimmitkis, Bepeid 1.0 Bix 01 kBiths 2026 p. [BMS247226 CN012-0046_YMRS
- Since Last Evaluation Rater Station Screenshots Ukrainian (Ukraine) v1.0 01 Apr_2026],
YKpaiHChbKOIO MOBOIK; KopoTka oOILiHKAa KOTHITMBHMX (YHKIIM y Malli€HTiB 3 IMHU30(pEHIElO.
KepiBuuirrso, Bepcis 3.2, mis Ykpainu Big 23 6epesus 2026 p. [BMS CN012-0046_BACS Manual
3.2 SF ru UA TransPerfect 23 Mar 2026], pociiicbkoro MOBOIO; J[0AaTKOB1 CTOPIHKHU AJISl IIIKATH
BACS, Bepcis 3.2 Big 23 6epesnst 2026 p. [BMS CN012-0046_BACS Manual_3.2_Supplemental
Pages ru UA 23 Mar 2026];M.ILN.I. KopoTkuii MIDKHApOJAHUA  HEHUPOICHXIATPUIHHHA
OMUTYBAILHUK, I YKpainu, Bepcis 1 Bim 30 kBitHa 2026 p. [BMS247226_CNO012-
0046_BALSAM-4_MINI-BP_Russian (UK) vl 2026Apr30], pociiicekkoro MoBor; IlIporemypa
obcrexenHss npu poboti 31 mkamoro AIMS [Guy, W. ed. ECDEU Assessment Manual for
Psychopharmacology. US Dept of HEW, Publication No. (Adm): 76-338, 1976], pociiicbkoro
moBoio; LIIKAJIA AHOMAJIBHUX MUMOBIIBHUX PYXIB (AIMS) [ Guy, W. ed. ECDEU
Assessment Manual for Psychopharmacology. US Dept of HEW, Publication No. (Adm): 76-338,
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1976 CN012-0046 AIMS_Ukraine (Russian)], pociiicbkoro MoBoto; Lllkana 1ist OIiHKY BUKJIHKAHOT

mikamu akatusii (Illkama ominku akatuszii bapuca [BARS]) [Reproduced from: A rating scale for
drug-induced akathisia. T.R.E. Barnes, British.Journal.of.Psychiatry.(1989), 154, 672-676. © 1989
The Royal College of Psychiatrists)], pociiicbkoro MoB0Ot0; KOpoTKHii OMUTYBaIbHHUK JJISI OI[IHKH
AKOCTI XKUTTA mpu Oinonsipuomy posnani (Brief QoL.BD) [© Michalak and Murray 2009)],
pociiicbkoro MoBoio; Omurysamsuuk: 3ATAJIBHI KJITHIUYHI BPAXXEHHS — BITTIOJISIPHUIA
PO3JIAJL (CGI-BP) [Spearing, Post, Leverich, Brandt, Nolen Modification of the Clinical Global
Impressions Scale for Use in Bipolar Iliness (BP): the CGIBP Psychiatry Research 73: 159-171,
1997], pociiickkoro MoBoto; OmuryBanbHuk: 3ALAJIBHI KJIIHIYHI BPAXEHHA -
BITIOJISIPHUI PO3JIAL (CGI-BP) — 3 MOMEHTY IIOIIEPEIHBOI OIIHKU [Spearing, Post,
Leverich, Brandt, Nolen Modification of the Clinical Global Impressions Scale for Use in Bipolar
IlIness (BP): the CGIBP Psychiatry Research 73: 159-171, 1997], pociiicbkoro moBoto; IITKAJTA
OLITHKMA TSOKKOCTI CYILIMJY KOJYMBIMCBKOI'O VYHIBEPCUTETY (C-SSRS).
Buxigni/Cxpuninrosi gani. Bepcis Binx 14 ciuns 2009 p., Bepcis st Ykpaiau AUS.1 Big 29 kBiTHS
2014 p. [C-SSRS-Baseline - Ukraine/Russian - Version of 29 Apr 14 - Mapi. ID7651 / C-SSRS-
Baseline-Screening_AU5.1_rus-UA], pociiicbkoro wmoBoro; IIIKAJIA OIIHKU TSKKOCTI
CYIIUAY KOJTYMBIMCBKOI'O YHIBEPCUTETY (C-SSRS). 3 MOMEHTY OCTAaHHBOTO Bi3HTY.
Bepcis Big 14 ciunst 2009 p., Bepcis aas Ykpaiau AUS.1 Big 29 ksitas 2014 p. [C-SSRS-Since Last
Visit - Ukraine/Russian — Version of 29 Apr 14 - Mapi. ID7651 / C-SSRS-
SinceLastVisit_AUS5.1_rus-UA.doc], pociiicbkoro MoBow; EQ-5D-5L OmnuryBanbHUK HpO CTaH
310poB’si. Bepcis pociiickkoro MoBoro st Ykpainu, Bepcisa 1.2 [EuroQol Research Foundation.
EQ-5D™ is a trade mark of the EuroQol Research Foundation. Ukraine (Russian) v1.2], pociiicbkoo
MOBOI0; KapTka OLIHKM cKapr XBOpPOro JOOPOSIKICHOIO TiNepIiia3i€lo MepeaMixypoBoi 3ajio3H,
Bepcis mast Ykpaiau AUL.0 Big 01 xxoBtHs 1998 p. [I-PSS1 -Ukraine/Russian - Version of 01 Oct
98 — Mapi. ID3537 / 1-PSS1_PM_AU1.0_rus-UA.doc], pociiicbkoro MoBo0; KapTka OI[iHKH cKapr
XBOPOTO J0OPOSIKICHOIO TIMEPIUIa3i€r0 MepeaMiXypoBoi 3a7103H, BEpCis A Y KpaiHu Bij
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21 mucronana 2005 p. [I-PSS1 — Ukraine/Russian — Version of 21 Nov 05 —
Mapi. ID2831], pociiicbkoro MOBOIO; 3arajbHa OLIHKa TSXKKOCTI cumnromiB mnarienra (PGIS) —
cuMIToMu Mawii, Bepcis 1 g Ykpainum [CN012-0046_ PGIS — Bipolar _VV1_Russian-Ukraine],
pociiicekoro MoBor; HIIKAJIA CIMIICOHA-AHT'YCA IJIS OLUIHKNW EKCTPATIIIPAMIJIHUX
[TOBIYHUX ED®EKTIB(SAS), Bepcist 1 nns Ykpainu [Modified from: Simpson GM, Angus JWS:
A rating scale for extrapyramidal side effects. Acta. Psychiatrica Scandinavica 212:11-19, 1970],
[SAS_Ukraine_Russian CNO012-0046_  Simpson-Angus Extrapyramidal Side Effects Scale
(SAS) V1], pociiicbkoro MOBOI0; KepiBHHIITBO IO CTPYKTYpPOBAaHOMY IHTEPB’ 10 ISl ILIKAJIN OLIIHKU
neripecii Montromepi-Acoepr (SIGMA), dinansna Bepeia 1.2 g Ykpainu Big 01 aumas 2016 p.
[SIGMA 2011 v1.2 (UA-rus) 01JUL2016 FINAL], pociiicbkoro MoBOI; KepiBHHIITBO T10
CTPYKTYPOBAHOMY 1HTEPB’ 10 JUIsI IIKaIH OomiHKH Aenpecii MoaTromepi-Actepr (SIGMA) — Bepcis:
3 MOMeHTY octanHbO1 omiHkH (SLE), Bepcist 1.2 Big 2011 p. [© 2011, v.1.2 — SLE version. The Royal
College of Psychiatrists Confidential and Proprietary], pociiicbkoro MoBow0; KepiBHUITBO 3
MPOBENEHHS CTPYKTYPOBAHOTO ONMMTYBAHHS JUTS OIIIHKH IO IIKaii MaHii Sara, ams Ykpainm, Bepcis
Bim 2021 p. [YMRS Structured Interview Manual RUS(UKR) 2021], pociiicbkor0 MOBOIO;
KepiBHUIITBO 3 IPOBEICHHS CTPYKTYPOBAHOTO ONUTYBAHHS JJIs OLIIHKH I10 IIKaJIi MaHii SIHra, Bepcis
Bix 2023 p. [ YMRS Structured Interview: Sachs GS, Gaughan S. STEP-BD Clinician’s Handbook.
Massachusetts General Hospital, 2001 © Gary Sachs, 2023], pocilickkoro MOBOI0; BkmtoueHHs
JOAATKOBUX MICIIb TPOBEACHHS KIIHIYHOTO BUIPOOYBAHHSI:
No I1.1.B. BiAIIOBIMAJILHOTO JOCIIAHUKA
n/n HasBa micuist npoBeieHHs! KITIHIYHOTO BUIIPOOYBaHHS

1. | a.m.H., pod. Benrep O.I1.

KomyHanbHe HekomepliiiHe mignpueMcTBo «TepHomiabchbka oOOlacHa  KIIIHIYHA
TICHXOHEBPOJIOTIYHA JTiKapHs» TepHOMUIBCHKOT 00JaCHOT pajad, BiAIUICHHS NMEPBUHHOTO
NICUXOTUYHOTO €mi30y, TepHOMIbChKUI HAIllOHATBHUN MEJUYHHIA YHIBEPCUTET iMEHi
I.51. TopbaueBchkoro MiHicTepcTBa OXOpPOHHM 3A0pOB'S YKpaiHu, kadenpa ncuxiarpii,
HApKOJIOTii Ta MeAUYHOI nicuxoorii, M. TepHoniab
2. | mikap Bomomyk A.€.
KomynanpHe HekoMmepitiiiHe mianpueMcTBo «OnechbKuid OONAaCHWA MEIWYHUN IIEHTP
MICUXI9HOTO 370poB’s» Onecbkoi o0rmacHOi paau, BigauieHHs Ne6 (4osioBiue), BiAIIICHHS
Nel2 (kiroue), M. Oneca
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Howmep Ta nata Hakazy MO3 npo
MPOBEJCHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 512 Bin 16.04.2026

Hasga kiHiuHOrO BUNpoOyBaHHH,
KO/, Bepcis Ta Jara

«PanmomizoBaHe, MoOjBiiHE cIiine, MIaneb0-KOHTPOIbOBAHE MOCHiKeHHS (Ga3u 3 A OLIHKU
eeKTUBHOCTI Ta Oe3neuHocTi 3actocyBanHs npenapary KarXT B sKOCTi 1oaaTkoBoi Teparii npu
JiKyBaHHI MaHii 31 3MilIaHUMU O3HaKamMu a00 06e3 HUX B YIaCHHUKIB 13 OiMoNsipHAM po3nagoMm I tumy,
AK1 MPUIMalOTh IpenapaTu JiTiio, Bagenpoar adbo mamorpumkuny, CN012-0046, opuriHanbHUN
npoTokou Bij 22 numnus 2025p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaina

ToBapucTBO 3 HECOOMEXEHOIO BiAMOBINaIbHICTIO bpicron-Matiepc CkBi66 Cepgices, [pmanmis

Havaapnuk ®apmManeBTUYHOTO YIIPABJIIHHS Ouaexkcanap I'PIHEHKO

(mizmuc) (Brnacue im’st IIPI3BUIIIE)



Jomarok 5

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUMPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 No 1162

InenTudikarist cyTTeBOI NOMPABKH

3MiHa Ha3B MiCIlb IPOBEJICHHSI KJIIHIYHOTO BUNPOOYBaHHS:

HallOHAJFHUA METUYHUHA YHIBEPCUTET IMEHi
Hanmna anmunekoro», xadenpa tepamii Nel,
MEAWYHOI JIarHOCTUKMA Ta TeMaToNoTii i
TpaHcdy3ionorii GpakyIbTeTy MiCIsIUTUIOMHOT
ocBiTH, M. JIbBIB

BYJIO CTAJIO

J.M.H., ipod. Bnosuuenxo B.1. J.M.H., ipod. Brnosuuenko B.1.

«YHIBEpCUTETChKA JKapHS» ¢binis | YHIBEpcUTETChKA JiKapHSA JIEP>KaBHOTO
JIEP’)KaBHOTO HEKOMEPIIIHOTO MANPUEMCTBA | HEKOMEPIIMHOTO TOBapucTBa  «JIbBIBCHKUI
«JIpBiBCHKUI HaI[lOHATbHUM MEAWYHUH | HAIllOHATbHUM MEeAUYHUI YHIBEpPCHUTET IMEHI
yHiBepcureT iMeHi Jlanmnma Tamumpkoroy», | Janwma [anuipkoro», KiiHIKa BHYTPIIIHIX
TepaneBTUIHE BijgineHHs, HepxaBHe | XBopoO, BiIUICHHS Tepallii Ta €HJ0KPUHOJIOT1{
HekoMepliiHe mianpueMcTBo «JIbBiBchbkuUE | kKammycy iMmeHl IBana Orienka, Jlep:xaBHe

HEKOMepliliHe  TOBapuUCTBO  «JIbBIBCHKHUI
HAaIllOHAJTbHUH MeUYHUN YHIBEpCHUTET
imeni Jlanmna [anunproro», kadenpa teparii
Nel, memmnuHOl HIaTHOCTHKH Ta TeMAaTojorii i
Tpancdysionorii (hakyInbTeTy MiCISIIUTUIOMHOL
ocBiTH, M. JIbBIB

nikap IBanimun O.B.

«YHIBEpCUTETChKA JTIKapHSD» Ginis
JIep>KaBHOTO HEKOMEPLIHHOTO MiAPHEMCTBA
«JIpBIBCHKHIT HAaIlOHAJIbHUI MEIUYHUN
yHiBepcutTeT imeHi Jlanwra [amuibskoroy,
TepaneBTUYHE BiIiJICHHS, M. JIbBIB

nikap IBanimun O.b.

YHiBepcUTEeTChKa JiKapHs JIEP>KaBHOTO
HEKOMepLiiHOro TOBapuctBa «JIbBIBCHKHUI
HalllOHAJIbHUA MEIUYHUM yHIBEpPCUTET iMEeHi
Hannna [anuupkoro», KiIiHIKa BHYTPIIIHIX
XBOpPOO, BiAIIIEHHS Tepallii Ta eHI0KPUHOIOTIT
kamnycy imeHi IBana Orienka, M. JIbBiB
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Howmep ta nata nakazy MO3 npo
MIPOBEJCHHS KJIIHIYHOTO
BUNPOOYBAHHS

Neo 54 Big 15.01.2026

HazBa kniniuHOrO BUNpOOyBaHHS,
KOJI, BEpCis Ta J1ata

«bararorneHTpoBe MDKHApOJHE PAHIOMI30BaHE TOJBIMHO crine Ianedo-KOHTPOIhOBAaHE
nociimkenHs Il ¢asum 3 omiHku edekTHBHOCTI Ta OE3MEYHOCTI MHIATPUMYBAJIBHOI Tepamii
IYBakiTyroM B YYacCHHKIB i3 CEpPEeIHBOTSHKKHUM a00 TSHKKHUM TepediroM BHPa3KOBOTO KOJITY B
aktuBHIN ¢popmi», EFC18359, 3 nompaskoro 02, Bepcis 1 Big 13 ciunst 2026 poxky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnioncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-Asenric Pemepmr ¢ JleBenonman,
OpaHiis)

Havanbunk ®apManeBTHYHOI0 YIPABJIIHHSA Ounekcangp I'PIHEHKO

(miammc) (Bnacue im’st TIPI3BUIIE)
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70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb

JIKapChKHX 3ac001B»
21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

OHOBJIEHUI TNPOTOKON KITIHIYHOTO BUMpoOyBaHHsA, Bepcis 4 Big 8 kBitHa 2026 p.; Popma
iHpopMOBaHOi 3rou 6aThKiB, Bepcis 2.0 1 YKpainu ykpaiHchbKoro MOBoo Big 08 uepsHs 2026 p.
Ha ocHoBi Mactep-Bepcii hopmu indopmoBaHoi 3roau s pociimkeHHss BN45398, Bepcis 6 Big
27 tpaBHs 2026 p.; ®opma 3roau, Bik 8—11 pokis, Bepcis 2.0 ais Ykpainu yKpaiHCbKOIO MOBOIO Bij
08 gepBHs 2026 p. Ha ocHoBi Mactep-Bepcii ¢popmu 3roau aist gocaipxenns BN45398, Bik 7-11
pokiB, Bepcist 5, Big 27 tpaBHs 2026 p.; @opma 3roau, Bik 12—13 pokis, Bepcis 2.0 mis Ykpainu
yKpaincekoro MoBoio Big 08 uyepHs 2026 p. Ha ocHoBi mactep-Bepcii gopmu 3romu ajs
nocaimxenHss BN45398, Bik 12—17 poxkis, Bepcis 5, Bix 27 tpaBus 2026 p.; Onosiena bpormrypa
nociigauka st Carpanizymady (RO5333787, SA237), Bepcis 17 Bim kBitHs 2026 p.

Howmep ta nata nakazy MO3 npo
MIPOBEJICHHS KJIIHIYHOTO
BUNIPOOYBAHHS

Ne 1659 Big 03.11.2025

Hazga kiiHi9HOTO BUIIPOOYBaHHS,
KOJI, BEpCis Ta jata

«bararonienTpoBe Bigkpute gociipkeHHs (aszu Il gns  omiHkM  edeKTHUBHOCTI, Oe3meKH,

(hapMakOKiHETHKH Ta (papMaKoIMHAMIKHU caTpalli3yMady y JiTeH 3 M’ s130Bot0 mucTpodiero JlromeHa
(SHIELD DMD)», BN45398, Bepcis 3 Big 06 rpyans 2024 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMEKEHOIO BiIMOBInaabHICTIO «Pom Ykpaina»

Crnoncop, kpaiHa

@.Xobdmann-JIs Pomr JIta, HBelinapis

Havanbuuk @apManeBTHYHOI0 yIpaBJIiHHSA Oaexcangp 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUIIIE)
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70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUMPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 No 1162

InenTudikarist cyTTeBOI NOMPABKH

3MiHa Ha3B MiCIlb IPOBEJICHHSI KJIIHIYHOTO BUNPOOYBaHHS:

TeparneBTUYHE BiIIeHHS, M. JIbBIB

BYJIO CTAJIO
nikap IBanimun O.b. nikap IBanimun O.b.
«YHIBEpCUTETChKA JKapHS» ¢binis | YHIBEpcUTETChKA JiKapHSA JIEP>KaBHOTO
JIEP’)KaBHOTO HEKOMEPIIIHOTO MANPUEMCTBA | HEKOMEPIIMHOTO TOBapucTBa  «JIbBIBCHKUI
«JIpBiBCHKUI HaI[lOHAJTbHUIN MEAUYHUI | HalllOHATbHUM MEINIHUI YHIBEPCUTET
yHiBepcureT iMeHi Jlanmna Tamuupkoroy, | imeni  Jlanmma — [anmumpekoro», — KiliHiKa

BHYTpIIIHIX XBOpOO, BUIAUICHHA Tepamii Ta
€H/IOKpUHOJIOT1i KaMItycy iMeHi IBana OrieHka,
M. JIbBIiB

I.M.H., ipod. BaoBuuenko B.I.
«YHIBEpCUTETChKA JKapHS» bimis
JIEpKaBHOTO HEKOMEPILIMHOIO MiANpUEMCTBA
«JIpBIBCHKMIT HaIlOHAJbHUAN MEIUYHUN
YHIBEPCUTET IMeHI Janwmna
lanmumpkoro»,  TepameBTHYHE  BIUIUICHHS,
Jlep)kaBHE ~ HEKOMepLiHE i IIPUEMCTBO
«JIpBIBCHKMI HaIlOHAJIbHUI MEIUYHUN
yHiBepcuteT imeHi Jlanuna T anuubkoroy,
kadenpa Tepamii Nel, MeAMIHOT A1arHOCTUKY Ta
reMaTosorii i TpaHcdysionorii QaxyiIbTeTy
MICIAIUIUIOMHOI OCBiTH, M. JIBBIB

I.M.H., ipod. Baosuuenko B.I.
VYHiBepcUTETChKA JKapHA JIEP>KaBHOTO
HEKOMEpLIHHOro ToBapucTBa «JIbBIBCHKUI
HallOHAJIBHUIA MEIUYHUA YHIBEPCUTET iMEeHi
Hanuna Tanuipkoro», KIHIKA BHYTPIITHIX
XBOPOO, BIAIIJICHHS TEparii Ta €HJOKPUHOJIOT 1T
kamnycy imeHi IBana Orienka, JlepkaBHe
HEKOMepLiliHe  TOBapUCTBO  «JIbBIBCHKHUI
HalllOHAJIbHUH MeaUYHUN YHIBEPCHUTET
imeni Jlanmna [anmunproro», kadenpa teparii
Nel, meamnuHol HIarHOCTHKH Ta TeMAaTojorii i
TpaHcdy3ionorii GpakynbTeTy MicIsIUMIOMHOL
ocsitu, M. JIbBiB
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Howmep ta nata nakazy MO3 npo
MIPOBEJCHHS KJIIHIYHOTO
BUNPOOYBAHHS

Neo 54 Big 15.01.2026

HazBa kniniuHOrO BUNpOOyBaHHS,
KOJI, BEpCis Ta J1ata

«bararorneHTpoBe MDKHApOJHE PAHIOMI30BaHE TOJBIMHO crine Ianedo-KOHTPOIhOBAaHE
nocaimxenHs 111 ¢a3u 3 ouiHku edeKTUBHOCTI Ta 0€3MEeYHOCT] IHAYKIIHHOI Teparii yBaKiTyroM B
YYaCHHKIB 13 CEpEIHBOTIKKAM ab0 TSHKKUM 1epediroM BHPa3KOBOTO KOJITY B aKTHUBHIH (hopMi»,
EFC18325, 3 monpaskoto 02, Bepcis 1 Bix 13 ciuns 2026 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Crnioncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-Asenric Pemepmn ¢ JleBenonman,
OpaHiis)

Havanbunk ®apManeBTHYHOI0 YIPABJIIHHSA Ounekcangp I'PIHEHKO

(miammc) (Bnacue im’st TIPI3BUIIE)



Honatok 8

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUMPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 No 1162

InenTudikarist cyTTeBOI NOMPABKH

3MiHa Ha3BH MICI]Sl POBEJICHHS KJIIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO

I.M.H., ipodecop Ceprienko O.0. I.M.H., ipodecop Ceprienko O.0.
VYHiBepcUTETChKa  JIIKapHS JIepKaBHOTO | YHIBEPCUTETChbKA  JIIKapHA JepKaBHOTO
HEKOMEPIIMHOTO MiANpUeEMCTBAa «JIbBIBCBKHI | HEKOMEPIIIMHOTO TOBapucTBa  «JIbBIBCHKUI
HaI[lOHAJbHUI MEIUIHUI YHIBEPCUTET | HalllOHAJIbHUI MEINIHUI YHIBEPCUTET
iMmeni  Jlamwra  [amunpkoro»,  Kiminika | imeni  [Jlamwra  Damumpkoro»,  Kiinika
BHYTpIIIHIX XBOPOO Kammycy iMeHi Map’siHa | BHyTPIIIHIX XBOPOO, TEpAeBTUYHE BiIICHHS
[TaHunmuHa, [epxxaBHe HEKOMepliifHe | KaMIycy iMeH1 Map’sHa [lanuninuHa,
mianpueMctBo  «JIpBIBChKMIT  HamioHabHUN | JlepkaBHe HEKOMepIliliHe TOBapPUCTBO
MeIUYHUA  yHiBepcuTeT  iMeHi  Jlamwna | «JIbBiBChKHIA HaI[lOHATTLHU T MEIUYHUMA
lamuupkoro»,  kadeapa  eHAOKpUHOJOrIi, | yHiBepcuTeT imeHi J[lanmna [anuipkoroy,
M. JIbBiB kadeapa eHIOKpUHOIIOTI, M. JIBBIB

Howmep Ta nata Hakazy MO3 npo
MIPOBEICHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 513 Bix 21.03.2025

Hasga kiiHiuHOTO BUNIpOOyBaHHH,
KOJI, BepcCis Ta qara

«PanmomizoBaHe, MOJBiHHE clime, M1ane00-KOHTPOJIbOBaHe, MOAIHHO-OPIEHTOBAHE MOCTIKEHHS
¢azu 3 U1 BUBUCHHS BIUIUBY PETATPYTUIY HA YACTOTY BUHUKHEHHSI 3HAYHUX HECTIPUSTIIMBHUX SIBHIILL
3 GOKY CEpLEBO-CYJIMHHOI CHCTEMH Ta HUPOK y TMAI€HTIB 3 iHAEKCOM MacH Tima > 27 Kr/m° Ta
aTEPOCKJICPOTHYHUM CEPIICBO-CYJIMHHUM 3aXBOPIOBAHHSAM 1/a00 XpPOHIYHMM 3aXBOPIOBAHHSIM
Hupok», J11-MC-GZBO, Bepcis (e) Bix 15 xoBTHs 2025 poky

3asBHUK, KpaiHa

«Emi Jlinni Bocrok CAy, [lBeiinapis

CrnioHcop, KpaiHa

Eni Jlimumi enn Kommnani, CIHIA / Eli Lilly and Company, USA

Havanbunk @apManeBTHYHOIO YIPABJIiHHS

Oaexcangp 'PIHEHKO

(migmuc)

(Bnacue im’st ITIPI3BUIIIE)




Honatox 9

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUMPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

3MiHa Ha3BH MICI]Sl POBEJICHHS KJIIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO

3aB.BiJl. 300piBchkuii .M. nikap 300piBcekuit .M.

VHiBepcuTeTChKAa  JIIKapHA JIep>)KaBHOTO | YHIBEPCUTETCbKA  JIIKapHs JIep>KaBHOTO
HEKOMEpIIMHOTO TOBapuCTBa «JIBBIBCHKHUI | HEKOMEPIIIMHOTO TOBapucTBa «JIbBIBCHKUI
HaI[lOHAJbHUI MEIUYHUN YHIBEPCUTET IMEHI | HAI[lOHAJIbHUM MEAUYHUI YHIBEPCUTET IMEHI
Hanmnma Tamunpkoro», KiiHika — Xipyprii, | Jdanmma Tamunekoro», Kiinika — Xipyprii,
xipypriune BimauteHHs Nel kammycy i1MeHI | BULIUIeHHS HeBiakiamHoi Xipyprii Kammycy
Map sina [lanuummuna, M. JIbBiB iMeH1 Map ‘stHa [lanunmunza, M. JIbBiB

Howmep ta nata nakazy MO3 npo
MPOBECHHS KJIIHIYHOTO
BUINIPOOYBaHHS

Ne 1753 Big 06.08.2019

Hasga kiiHiuHOTO BUNIpOOYBaHHS,
KOJI, Bepcis Ta Jara

«bararouentpose, Binkpure, [Tomosxene Hocmimkenus 111 ®azu mnst Ouinkm [loBrorpuainoi
EdexruBnocti Ta besneunocti 3actocyBannsa Mipikizymaly y [lamienris i3 Bupazkosum Komitom
[Tomipuoro ta Tsaxkoro [Tepebiry (LUCENT 3)» , I6T-MC-AMAP, 3 iHKOpopoBaHOO MOMPaBKOIO

(e) Bix 31 >xoBTHs 2023 poKy

3asBHUK, KpaiHa

«Emi Jlinmni Bocrok CAy, [lBeiinapis

CnoHcop, KpaiHa

Eni Jlinmm enn Kommani, CIIA / Eli Lilly and Company, USA

Havanbunk @apManeBTHYHOI0 YIPABJIiHHS

Ouaekcanap 'PIHEHKO

(miammc)

(Bnacue im’s TIPI3BUILE)




Honatok 10

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUMPOOYBaHb

JIKapChKHX 3ac001B»
21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

Bbpomrypa nocnigauka PF-06811462 (Ginimertini6), Bepcis 3.0, Big TpaBHa 2026 p., aHTIHCHKOIO
MoBoto; bpomypa mocnigauka PF-07263896 (enkopadeniO), Bepcis 3.0, Big TpaBus 2026 p.,
aHTJIHICBKOI0 MOBOIO

Howmep ta nata nakazy MO3 npo
MIPOBEICHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 54 Bin 15.01.2026

Ha3ga kiiHiuHOrO BUNIpOOyBaHHH,
KOJI, Bepcis Ta jaTa

«Maiicrep-npoTokos st eHkopadeHiOy / OiHIMETiHIOy: BIAKpUTE HOCHIIKEHHS IOJAIbIIOTO
TiKyBaHH MAII€HTIB, y4acTh SKUX Y KJITHIYHUX JOCTIKEHHAX eHKopadeHiOy / OiHiMeTiHIOY TpuBae
Bigkpute nocnmimkeHHS 3 TOMOBKEHHSAM JIOCTYNMY JO JIIKyBaHHS YYaCHHKIB JOCIIHKCHB
eHkopadeHiOy Ta OiHiMeTiHIOy 3a mpoTokosamu C4221016 1 C4221023», C4221026, ITompaska 2
Bix 25 motoro 2026 p.; C4221016C/C4221023C, ocraTouHa Bepcis Big 25 nucronana 2024 p.

3asBHUK, KpaiHa

[paiizep k. (Pfizer Inc.), CIITA

CnoHncop, kpaina

[Iaitzep Iuk. (Pfizer Inc.), CILIA

Havanbuuk ®apManeBTHYHOI0 YIPaBJIiHHSA Ouaekcanap I'PIHEHKO

(mipmuc) (Bnacue im’st IIPI3BUIIIE)



Jomarox 11

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb

JIKapChKHX 3ac001B»
21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

Bpomrypa nocnigauka mis Kposanimady (RO7112689), Bepcis 11 Big TpaBus 2026 p.

Howmep Ta nata nakazy MO3 npo
MPOBEICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2147 Bin 04.10.2021

Hasga kiiHiuHOTO BUNIpOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, BiIKpUTE, KOHTPOJIHOBAHE AKTUBHUM IPENapaToM, 6araToneHTpOBE JOCIIHKECHHS
¢azu III ans omiHkM epeKTUBHOCTI Ta Oe3MeYHOCTI 3acTOCYBaHHA KpoBaiiMaly B MOPIBHSHHI 3
eKyNi3yMaOboM y MAIi€HTIB 13 MapOKCU3MaIbHOW HiuHOIO remorinobinypieto (I[THI), axi panimie He
OTpPUMYBAJIH JIIKyBaHHs 1HT10iTOpaMu KomiieMeHTy», BO42162, Bepcis 8 Big 28 6epesnst 2025 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiINOBiHabHICTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

®.Xodpdbmann-JIs Pomr JItn, HIsetinapis

Havanbuuk ®apManeBTHYHOT0 YIPaBJIiHHS Ouaexkcanap I'PIHEHKO

(mmiammc) (Bnacue im’st TIPI3BUIIE)



Honatok 12

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 No 1162

InenTudikarist cyTTeBOI NOMPABKH

OnoBienuil nporokon kiiHiuHOro BumpoOyBanHa CNO012-0024 He3zamackoBaHU# (TUIBKH IS
BiJIMOBIIaJIbHUX JIOCIHIJHUKIB) 3 1HKOPIOPOBAaHOIO TompaBKoio 02 Ta agMiHICTPATUBHUM JIUCTOM
01 Bix 03 uepBHs 2026 p., aHrIiHCbKOI0 MOBOIO; OHOBIEHUI MPOTOKOJ KIIHIYHOTO BUIPOOYBaHHS
CNO012-0024 3 inkopriopoBanoto momnpaBkor 02 Ta agMirictpatuBHEM JctoM 01 Big 03 depBHS
2026 p., aurmificekoro MoBoro; CN012-0024 OcHoBHa iH(opmaris a8 mamieHta Ta ¢dopma
iHpopmoBaHoi 3roau, Ykpaina, Bepcigs 3.0 Big 01 mumas 2026 p., yKpaiHCBKOIO MOBOIO;
CNO012-0024 Cmpomena [adopmaris a1 mamierra ta popma iHGOpMOBAHOI 3r0au TSl TOPOCITUX,
VYkpaina, Bepcis 3.0 Big 01 mumas 2026 p., ykpaincekoro MoBoto; CNO012-0024 Tadopmarist s
ocobu, 1o 31iiicHIOE Joris Ta ¢popMma iHGopmoBaHoi 3roau, Ykpaina, Bepcis 3.0 Big 01 mumas
2026 p., ykpaincbkoro MoBoto; [IoneHHNK ydacHHKa qociiKeHHs, Bepeis 2 Bia 10 mumas 2026p.,
yKpaiHCbKOI0 MOBO0; KaprTka-mam’siTka ydacHuka BuIlpoOyBaHHs, YKpaiHa, Bepcis 1.0 Bix
07 mumas 2026 p. [DOC-712015, Bepcis 4.0], ykpaiHCBKOIO MOBOIO; 30UJIBIICHHS KUIBKOCTI
MAIli€HTIB, 3aJy4eHUX y KIiHiYHe BUMpoOyBaHHS B Ykpaini, 31 100 no 200 oci6; 3anyuyeHHs
JOCIITHAKA-KOOpAUHATOpa B YKpaiHi

Howmep Ta nata Hakazy MO3 npo
MPOBECHHS KJIIHIYHOTO
BUINIPOOYBaHHS

Ne 1910 Bix 18.12.2025

Hasga kiiHiuHOTO BUNIPOOYBaHHH,
KO/, Bepcis Ta Jara

«Panmomi3zoBaHe, TMOABIHHO-CIiNE, IUIANe00-KOHTPOILOBAHE JOCTDKEHHS 3-1 ¢aszm, 110
MPOBOJUTHCS y apalieIbHUX IPyIax 3 BUBYCHHS e(peKTUBHOCTI Ta Oe3neunocti npenaparis KarXT
+ KarX-EC mis nmikyBaHHsS axuTallili moB’si3aHoi 3 XBopoOowo Aunbireiimepa (ADAGIO-2)y,
CNO012-0024, 3 inkopriopoBaHoto nonpaskoro 01 Bix 13 mucromama 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnioHcop, kpaiHa

ToBapucTBO 3 HEOOMEKEHOIO BinoBiganbHICTIO bpicTon-Maiiepc CkBi06 Cepsices, [pnannuis

Havanpauk @apManeBTHYHOIO yIPaBJIiHHSA Oaexcangp 'PIHEHKO

(miammc) (Bnacue im’s TIPI3BUIIIE)



Honatok 13

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb
JIKapChKHX 3ac001B»

21.08.2026 No 1162

InenTudikarist cyTTeBOI NOMPABKH

[TomapyHku Ha 3HaK BAAYHOCTI, crienuikarist Bepceii 2.0 Bix 27.04.2026p. aHTIiICEKOI0 MOBOIO;
CKpIHIIOTH €JIEeKTPOHHOTO ONHUTYBaJIbHHUKA, MEPEKIIa Ha YKpaiHCbKY MOBY AJisi YKpaiHH, Bepcis
1.00 Bix 25.03.2026p.; CKpiHIIOTH €NEKTPOHHOTO OMHUTYBaJIbHUKA, IEPEKIIaj Ha YKPATHCHKY MOBY
st Ykpaiau, Bepcis 1.00 Bix 25.03.2026p.; CKpIHIIOTH €JIEKTPOHHOTO ONMUTYBAIbHUKA, TIEPEKIIaT
Ha YKpaiHChbKy MOBY g Ykpainu, Bepcis 1.00 Bix 13.03.2026p.; CKpiHIIOTH €IEKTPOHHOTO
ONMUTYBAJIbHUKA, TMEpeKiaJ]l Ha YyKpaiHCbKy MoBY s Ykpainu, Bepcis 1.00 Bim 10.02.2026p.;
CKpIHIIOTH €JEKTPOHHOTO ONUTYBAJbHUKA, MEPEKIa] Ha YKpPaiHCbKY MOBY JUIsl YKpaiHu, Bepcis
1.00 Bix 10.02.2026p.; CkpiHILIOTH €IEKTPOHHOTO ONMUTYBaJIbHUKA, EPEKIIa]] Ha YKPATHChbKY MOBY
st Ykpainu, Bepeist 1.00 Big 10.02.2026p.; Miii mociOHUK «310pOBHIA CTIOCIO KUTTS», IEPEKIIaa Ha
yKpaiHChKy MOBY uisi Ykpainu, Bepcis 1.0 Big 15.04.2026p.; Evinova - [HCcTpyKIii juist BXOay
MaIieHTa JI0 3aCTOCYHKY «JlackaBo MpOCHUMO JI0 y4acTi y KIHIYHOMY JOCTIKEHH1», IepeKIaa Ha
YKpaiHChbKy MOBY Jutst YKpainu, Bepcist 1.0 Bix 13.02.2026p.; «Bam nyTiBHEK 1o unify», mepexmaz
Ha yKpaiHChKy MOBY Juis Ykpainu, Bepcis 1.0 Bix ceprmus 2025p.; 3amyueHHs] JOJATKOBUX MiCIb
NPOBE/ICHHS KJIIHIYHOTO BUITPOOYBaHHS:

No I1.I.B. BiAmOBIZAIBHOrO JOCIIAHUKA

11/T1 Ha3zBa micIis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. | x.m.H. Mumanny I'.1.

KuiBcpka KiiHIYHA JiKapHA Ha 3aii3HUYHOMY TpaHcmopti Ne2 ¢imii «LleHTp oxoponu
3JI0pOB's» aKIIOHEPHOTO TOBapHCTBA «YKpaiHChKa 3ami3HULA», LleHTp KIIHIYHKX
JIOoCIiIKeHb, M. Kni

2. | mikap Honens O.A.

ToBapucTBO 3 O0OOMEXEHOI BiamoBijanbHICTIO «MeaOyn-KiiHik», JiKyBajIbHO-
npodimakTUYHUM iapo3ain Meauunoro neHtpy, M. Kuis

3. | k.m.H. babanina T.B.

ToBapucTBOo 3 0OMeXeHOI0 BiAmoBiganbHicTIO «Kamuramy, KIiHIKO-KOHCYJIbTaTHBHE
BiJIiJIeHHs MeuaHOoro eHTpy « Y HiBepcaiabHa KitiHika «O0epir», M. Kuis




2 IIPOJIOBJKEHHS foAaTka 13

4. | mikap I3ait A.B.

Menuanuii IIEeHTp TOBapHUCTBa 3 OOMEXEHOI0 BIAMOBITAIBHICTIO «EnenpBeric Memikcy,
JKYBaJIbHO-IPODITAKTHUHUH miapo3aii, M. Kui

5. | mikap [emxosa O.C.

bnaromiitnuii @oux - Ilnutans imeni Murtpononura Auapes lentunbkoro Kypii
JIbBiBchKOT Apxuenapxii Ykpaincbkoi ['pexo-Karomunpkoi ILlepkBu, mnomikiiHigHE
BiiIeHHS Ne2 «L{eHTp KIiHIYHUX AOCITIKEHBY, M. JIbBIB

6. | mikap Ixyss S.1O.

HepxaBHa yctanoBa «lactutyr repontonorii imeni J[.d. YeboraproBa Harionansnoi
akajgemii MEIWYHUX HAayK YKpaiHw», BIJJUI BHBYEHHA BIK  acOIlilOBaHUX
Kap/aioMeTaboJiYHUX  3aXBOPIOBaHb,  BUIIUIGHHS  JIIKyBaHHS  Ta  peabimiTamii
KapaiomerabosiyHuX XBopoO, M. Kui

7. | mikap Menamenko FO.I'.

[TpuBaTHEe Mane miampueMcTBO, MeanyHHUA HEeHTp «Ilymbe», TepameBTHYHE BiIiSICHHS,
M. Binaums

8. | x.m.H. Tumouko H.Bb.

JlikyBanbHO-/I1arHOCTUYHUIM IIEHTP TOBApUCTBA 3 OOMEXKEHOI0 BIAMNOB1IATIBHICTIO
«Men-AtnaHTy, TIKyBaJIbHO-11arHOCTHYHHUN T po3i, M. IBaHo-DpaHKiBCbK

Howmep ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNPOOYBAHHS

Ne 772 Big 10.06.2026

Hasga xiiHiuHOTO BUNIpOOYBaHHS,
KOJI, Bepcis Ta aara

«PanmomizoBaHe, MoABIHE clIille, TUIale00 KOHTPOJILOBaHE, 0AaraToICHTPOBE JAOCIIKCHHS (a3u
III y mapanenbHUX rpymnax Juisl OLIHKU BIUTUBY €JIEKOTJINPOHY Ha 3HIDKEHHS HUPKOBHX IMOMIN Ta
CMEPTHOCTI y YJaCHHUKIB 13 XpoHiuHOI0 xBopoOoto Hupok (Elevate-CKD)», D7265C00001, Bepcis
1.0 Big 16 G6epesnst 2026 poky

3asiBHUK, KpaiHa

TOB «ACTPA3BEHEKA YKPAIHA»

CrnioHcop, kpaina

AstraZeneca AB, Sweden

Havanbunk ®apManeBTHYHOIO YIPABJIIHHS Ounekcangp I'PIHEHKO

(miammc) (Bnacue im’st TIPI3BUILIE)



Honmarok 14

70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJIIHIYHUX BUMPOOYBaHb

JIKapChKHX 3ac001B»
21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

Marepianu Ui nali€exTa: 3pa3ku  TKaHHH y  KIIHIYHUX BUNIPOOYBaHHSX,
MK-2870-011 MTB EMEA nns VYkpainu_ykpaincekoro Mooro Bep. 00.1; Bbpomrypa mns
nanienta, MK-2870-011 PB EMEA nnsa VYkpainu ykpaincekoro MoBoro Bep. 02.1; ITociGHuk
mono B3uTIB s ydacHuka, MK-2870-011 I'PYITA JIIKYBAHHA A PVG EXUS s
VYkpainu_ykpaincekoro MoBoro Bep. 03.1 20 cepmusa 2025 p.; IlociOHuMK 1010 Bi3UTIB AJIS
yuacuuka, MK-2870-011 I'PYIIA JIIKYBAHHSA B PVG EXUS mia VYkpainu ykpaiHCbKORO
MoBoto Bep. 03.1 20 cepmas 2025 p.; [TlociOHuk m0A0 BI3UTIB I y4YacHUKA,
MK-2870-011 I'PVIIA JIIKYBAHHSA C PVG _EXUS mns Ykpainu yKkpaiHCBKOIO MOBOIO_Bep.
03.2 21 ciuaa 2026 p.; MK-2870-011 300pakeHHS ONUTYBAJIbHUKIB Ha EJIEKTPOHHOMY
moaeHHuky i namiedTa (“EORTC QLQ-C30”, “EORTC QLQ-BR42”, “EQ-5D-5L"), Bepcis 1
Bil 22 uepBHA 2026 poky [uisi YKpaiHHM, YKpaiHCbKOIO MOBOIO; OMNUC 3MICTy MapKyBaHHS
JOCIIKYBAHOTO JIIKAPCHKOIO 3aco0y, 110 BHUKOPUCTOBYETHCS $K IIpernapar MOPIBHSHHA —
[Maxmitakcen: “P-NABPAC-A Outer Package” Bim 04 rpymus 2025 poky, aHTIIHCBKOI Ta
ykpaincbkoro MoBoio; “P-NABPAC-A Immediate Container” Big 04 rpymas 2025 poky,
AHTITIHCHKOIO0 Ta YKPaiHCHKOK MOBOIO; BKITIOUCHHS JOJATKOBOTO MICIS MPOBEICHHS KIIIHIYHOTO

BUNPOOYBaHHSI:
Ne I1.1.B. BigmoBimaabHOTO JOCIIAHUKA
n/n HasBa miciig mpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | mixap Ckypenko O.41.
ToBapucTBO 3 OOMEXKEHOI BIAMOBIAAIBHICTIO «YKPAlHCBKUM LIEHTP TOMOTEpAIii»,
MEJMYHUI LIeHTp, BIAUIEHHs XimioTepanii, M. KponuBHULIbKUI
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Howmep ta nata nakazy MO3 npo
MIPOBEJCHHS KJIIHIYHOTO
BUNPOOYBaHHS

No 906 Bin 03.07.2026 y penakiiii Hakazy MO3 Ykpaiau Ne 1069 Big 04.08.2026

HazBa kniniuHOrO BUNpOOyBaHHS,
KOJI, BEpCis Ta J1ata

«PannomizoBane, Biakpute mociipkeHas [II ¢da3m mis mopiBHSHHS €dEeKTHBHOCTI Ta Oe3meKH
caruTy3ymaby tupymorekany (sac-TMT, MK-2870) sk wMoHotepamii Ta B KOMOIHaIii 3
nemOpounizymabom (MK-3475) mopiBHSHO 3 Tepari€io 3a BUOOPOM JIiKapsl y Mali€HTIB i3 paHimie
HETIKOBAHUM  JIOKAIBHO-PEIUANBYIOYMM  HEPE3eKTa0CIbHUM a00 METacTaTUYHUM  TpHUYi
HETaTMBHUM pakoM MoJiouHoi 3amo3u 3 ekcrpeciero PD-L1 mpu CPS < 10 (TroFuse-011)»,
MK-2870-011, Bepcis 3 inkopnopoBaHoto nornpaskoro 04 Big 27 kBitHs 2026 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMex)eHo0 BinoBinaabHicTIO «MCJl Ykpainay

Crnioncop, kpaiHa

TOB Mepk Illapn enn Jloym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbauk @apManeBTHYHOI0 yIpaBJIiHHSA Oaexcangp 'PIHEHKO

(miamnmc) (Bnacue im’s TIPI3BUILE)
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70 Haka3y MiHicTepcTBa OXOPOHH 3/10pOB’ S
Vkpainu «IIpo 3aTBepKEHHS CYTTEBUX
MOTIPABOK KJITHIYHUX BHIPOOYBaHb

JIKapChKHX 3ac001B»
21.08.2026 Ne 1162

InenTudikarist cyTTeBOI NOMPABKH

OHoBieHU# NPOTOKON KiIiHIYHOTO BUNpoOyBaHHsS, Bepcis 3.0 Bim 01 uwepBHs 2026 poky,
aHIIIACHKOI0 MOBOMO; [H(OpMalis npo nociimkeHHs Ta ¢popMa iHGOPMOBAHOI 3roaH, JOKaJbHA
Bepcis Homep 3.0 ans Ykpainu ykpaiHCbKOI MOBOIO, nata Bepcii 07 mumua 2026 poky Ha OCHOBI
Mactep Bepcii Homep 3.0 Big 11 guepBast 2026 poxy; 3amydeHHs 101aTKOBOI Ha3BU JOCITIKYBAHOTO
aikapebkoro 3acody AZD0780 - Jlaponposctar (Laroprovstat); OHoBieHa Opo1irypa A0CTiTHUKA MO
npenapary Jlapomposcrar (Laroprovstat, AZD0780), Bepcia 4.2 Bim 10 rpymaus 2025 poky,
aHTIHChKOI0 MOBOO; OHOBIIEHA OpotTypa gociiaauka o npenapary Jlaponposcrar (Laroprovstat,
AZDO0780), Bepcis 5.0 Big 26 TpaBHs 2026 poKy, aHINIIMCHKOI MOBOIO; 3MiHAa Ha3BU MICLs
MPOBEICHHS KJIIHIYHOTO BUITPOOYBaHHS:
bYJIO
nikap Pynenko JI.B.
KomyHanpHe HekoMeplliifHe IiIIpUEMCTBO

CTAJIO
nikap Pynenko JI.B.
KoMyHanpHe HeKoMepIliiiHe MiIPUEMCTBO

«KuiBcpka MichbKa KIIIHIYHA JIKapHS MIBUIKOT
MEIWYHOI JIOTIOMOTH» BHUKOHABYOIO OpraHy
KuiBcbkoi Mickkoi pamu (KuiBcbkoi MichKOi
JEp>KaBHOI  aJAMIiHICTpaIlii), KapaioJoriuyHe
Bigminenns, M. Kuis

«KuiBcpka MichbKa KIIiHIYHA JIKapHS MIBUIKOT
MEIUYHOI JOTIOMOTH» BUKOHABYOTO OpraHy
KuiBcpkoi Mickkoi pamu (KuiBchkoi MichbKOT
Jep>KaBHOI  aaMiHICTpallii), KapaioJoTiuHe
Bigminenns Nel, m. Kuis

Howmep ta nata nakazy MO3 npo
MPOBEICHHS KJITHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3ga kiiHiuHOrO BUNIpOOyBaHHH,
KOJI, Bepcis Ta jaTa

«PanmomizoBaHe, Mo/BiiHE ciine, mianedo-KoHTpoiaboBane nociimkenns 11 ¢pa3u B mapanensHux
rpynax Juisi OIiHKY BIUTMBY mipernapaty AZD0780 Ha piBeHb XOJECTEPHUHY JIMOMPOTEIiB HU3BKOI
IIIJTBHOCT] Y YYaCHHKIB 3 IiJIBUIIEHUM PIBHEM XOJIECTEPUHY JIIMOMPOTEiIIB HU3bKOT HIIILHOCTI Ta
KJIIHIYHUM aTePOCKJICPOTHYHUM CEPIIEBO-CYJANHHUM 3aXBOPIOBAHHSAM 200 3 PH3UKOM BHHUKHCHHS

nepmoi mojaii aTepOCKICPOTHYHOTO CEPIIEBO-CYIMHHOTO 3axBoproBaHHs», D7960C00012, Bepcis
2.0 Big 22 cepnus 2025 poky




2

MIPOJIOBXKEHHS JojaTka 15

3asiBHUK, KpaiHa

TOB «ACTPA3BEHEKA VKPAIHA»

CrnioHcop, kpaiHa

AstraZeneca AB, Sweden

Havaapnuk ®apmManeBTUYHOTO YIIPABJIIHHS

Ouaekcanap I'PIEHKO

(mianuc)

(Bnacue im’s ITIPI3BUILE)




