Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenuii posain «Skicte» Jlocke mocmimKyBaHOTro JiKapchkoro 3acoOy Picankizymad
(Risankizumab), Bepcis 3A H Bix 12 rpyaus 2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2030 Bix 07.11.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararornienTpoBe, paHIOMi30BaHe, TOJBIHHE ciine, TIANe00-KOHTPOIbOBaHE S2-THKHEBE
MIATPUMYIOYE JTIKyBaHHS 1 BIAKPUTE MPOAOBXKEHE TOCTIIKEHHS IJIsi BUBUYECHHS €(PEKTUBHOCTI Ta
6e3meynocTi PicankizymalOy y Mami€eHTiB 3 BUPa3KOBUM KoJiToM», M16-066, iHKOpmopoBaHuUit
[TonpaBkamu 1, 2, 2.01 (tineku mns Kuraro), 3, 3.01 (tineku mis Himeuunnn), 4, 4.01 (TUIbKY 1151
Snonii), 4.02 (st Ykpainu Ta NpuiIerivx 3alisHuX Kpain), 5, 6, 7 1 AAMiHICTpaTUBHUMH 3MiHAMHU
1,2,3,4,5,7 a8 Bix 04 rpynus 2024 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikan3 I'm6X», IlIBeiinapis

CnoHcop, kpaiHa

AbbVie Inc., USA

B.o. HauanbHuKka PapMaleBTUYHOTO YIIPABJIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonmatoxk 2

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
Vkpainu «IIpo 3arBepaKeHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KIHIYHUX
BUINPOOYBAHbBY

12.03.2026 Ne 309

InenTudikaist CyTTEBOI MOMPABKU

Onosnene Jlocke nmocmipkyBaHOro jikapcbkoro 3aco0y U3-1402, Bumanns 9.1 Big TpyaHs
2025 poky, Bepcig 090TQ6 Bim 09 ciuns 2026 poky, aHriiiicekoro MoBolo; OHoBieHe Jlocke
JIOCITIJIPKYBaHOTO JiKapcbkoro 3aco0y DS-7300a, Bunanus 5.0 Bix mumas 2025 poky, Bepeis 08ZSFV
Bix 18 ;mucronana 2025 poky, aHITMCBKOI MOBOIO, 3 po3aiiom 3.2.P.3.1. MANUFACTURER(S)
Hocke mocrmimkyBaHoro Jiikapebkoro 3acody MK-2400, Bepcis 08WN7N Big 16 munas 2025 p.,
aHIIIMCHKOI0 MOBOIO; 3allyuyeHHs BUPOOHHMKA JOCIHIKYBAaHOIO Jikapcbkoro 3acody MK-1022
(U3-1402): Simtra Deutschland GmbH, Kantstrale 2, 33790 Halle/Westfalen, Germany; YkpaiHa,
MK-3475-U01, minmocmimkenns MK-3475-01A, Inudopmamis Ta IToKyMeHT mpo iHPOpPMOBaHY
sromy Juisi marieHTa, Bepcis 02 Big 10 mortoro 2026 p., YKpaiHCBKOI MOBOK; YKpaiHa,
MK-3475-U01, minmocmimkenns MK-3475-01A, Inudopmamis Ta ITOKyMeHT mpo iHPOpPMOBaHY
3rofy Ui TallieHTa JUis JTIKYBaHHS MICHsA MporpecyBaHHs xBopoOu, Bepcis 01 Big 10 mororo
2026 p., ykpaiHcbko MOBOW0; Ykpaina, MK-3475-UO1, mnignocmimxenns MK-3475-01A,
[adopmaris Ta 1OKyMeHT mpo iH(GOPMOBaHY 3Trojay IS TMalli€HTa Ha HAJaHHA HEOOOB’S3KOBHX
nocnyr (kommanieto «Greenphire»), Bepcis 00 Bim 10 miororo 2026 p., yKpaiHCHKOI MOBOIO;
[TociOHuK 3 1HQOpMaIli€lo 11 yYacHUKA KIIHIYHOTO JOCIIPKEHHS CTOCOBHO IHTE€PCTULIAJIBLHOTO
3axBoptoBanHs JjereHb (I3JI) / mueBmonity Idinarama® nepykcrexan (I-DXd), Bepcis 6 Bifg
muctonazna 2025 poky, yKpaiHCbKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1832 Bix 02.12.2025

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«KEYMAKER-UO1, OcHoBHe nocnixeHHs: mapacoibkoBe nociimpkenns I/11 ¢pa3 3 mouepropumu
rpynamu JIOCiKyBaHUX Mpenaparis, IeMOpoIii3yMadoM Ta XIMIOTepalli€lo, Ik MOHoTeparis ado y
CKiaal KoMOiHalii mpenapaTiB, B YYaCHUKIB 3 HeApPiIOHOKMITHUHHUM pakoM JereHiB (HKPJI)»;
«KEYMAKER-UO1, migmocrimkeras 01A: mapaconbskoBe pocmimkenus I/II ¢a3 3 moueproBumu
rpynaMu JOCITIJKYBaHUX Ipenaparis, 3 neMOpoizymadbom y koMmOiHamii 3 ximioTepamniero abo 6e3
Hel, y paHille HeJIKOBaHUX YYaCHHUKIB 3 HeapiOHOKTITHHHUM pakoM JiereHiB (HAKPJII) IV cranii»,
MK-3475-U01, 3 inkoprnopoBaHoto nomnpaBkoro 15 Bix 19 cepnusa 2025 poxy; MK-3475-01A, 3
iHKOpropoBaHoto nornpaskoio 11 Big 23 BepecHst 2025 poky




MIPOJIOBXKEHHS 101aTKa 2

3asiBHUK, KpaiHa

ToBapucTBO 3 00MekeHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHcop, KpaiHa

TOB Mepk lapn ean Joym, CIIIA (Merck Sharp & Dohme LLC), USA

B.o. HayanbHuKka PapManeBTHYHOIO YIIPABJIIHHS

Ouaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig IPOBEICHHS KIIHIYHOIO BUTPOOYBAHHS:

kadeapa eHaoKpuHoIIorii, M. JIbBIB

BYJIO CTAJIO

n.M.H., mpod. Ceprienko O.0. n.M.H., mpod. Ceprierko O.0.

KomyHanbHe HeEKOMepIliiiHe MiANpUEMCTBO | YHIBEPCUTETChKA  JIKapHs JIEP’KaBHOTO
JIbBiBCcbKOi  OOmacHOi pamu  «JIBBIBCBKWH | HEKOMEPIIHHOTO MiANpUEMCTBA «JIbBIBCHKUI
o0acHU# KITIHIYHUHA TIarHOCTUYHUN LEHTPY, | HAlllOHATBHUHA MEIUYHUI YHIBEPCUTET
®inis «LleHTp eHmoKpUHONOTIYHOrO 310poB’s | iMeHi  Jlanunma — [anmmbkoroy, Kiminika
HACEJICHHAY, HOJIKITiHIYHE BiJUIUICHHS, | BHYTpilmHIX  XxBopo®  Kammycy — imeHi
JIbBIBCHKHIT HaIlOHAJIbHUN MenuuHuii | Map’siHa ITanunimmHa, JepxaBHe
yHiBepcuteT imeHi Jlanwna [ anuipkoro, | HEKOMEpIiHE MTiANPHEMCTBO  «JIbBIBCHKHIA

HAI[IOHATIbHUI MEIMYHUN YHIBEPCHUTET IMEH1
HNannna lamuiekoroy, kadenpa
eHiokpuHoJorii, M. JIbBiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 513 Bix 21.03.2025

Hasga kiiHiyHOTO BUNPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, MojBiiHE ciine, MIaned0-KOHTPOJIbOBaHE, MOAINHO-OPIEHTOBAHE JOCHIKEHHS
(a3u 3 I BUBUCHHS BIUTUBY PETATPYTUAY HA YACTOTY BUHUKHECHHS 3HAYHUX HECTIPHUSITIUBUX SBHUII]
3 GOKY CepIeBO-CYIMHHOI CHCTEMH Ta HUPOK y MAILli€HTIiB 3 iHIeKcOM Macu Tima > 27 kr/m* Ta
aTEPOCKJIEPOTHYHHUM CEPIEBO-CY/IMHHUM 3aXBOPIOBAaHHSM 1/a00 XPOHIYHUM 3aXBOPIOBAHHIM
HUpok», J1I-MC-GZBO, Bepcis (e) Bix 15 xoBTHs 2025 poky

3asBHHUK, KpaiHa

«Eni Jlinm Bocrox CAy, [lBeiuapis

CnoHcop, KpaiHa

Eni Jlinm eng Kommani, CIIIA / Eli Lilly and Company, USA

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILE)




Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHHs po3aiiB Jlocke MOCTIKYBaHOTO JIiKapchkoro 3aco0y bammuupenon (Balcinrenone)/
Hanarmignoszun (Dapagliflozin), anrmilicekoro MoBoto: Pestome 3MiH 10 Jloche IOCTiIKYyBaHOTO
nikapebkoro 3acody (J1JI3) bammuapenon (Balcinrenone)/ Hanarmiduosun (Dapagliflozin) -
MOJTyJTb «SIKICTBY» 3 BAKOPHCTAHHIM PEXHUMY BiJICTe:KEHHs 3MiH, Bepcis 3.0 Bix 06 ciuns 2026 poky;
S.2 Bupo6HunTBo Jikapcbkoi cyocTtanmii banuapenon (Balcinrenone); S.2.1 Bupo6uuk(u), Bepcis
3.0 Bix 20 mucromama 2025 poky; S.2.2 Onwc nporecy BUpOOHUIITBA Ta KOHTPOIIO SIKOCTI JTIKAPChKOT
cyOcranii, Bepcia 2.0 Big 20 mucronana 2025 poky; S.2.3 Kontposb Matepianis, Bepcis 3.0 Bix
20 mucromana 2025 poky; S.2.6 Po3poOka BupoOHMUMX mpouecis, Bepcis 3.0 Big 20 namucromana
2025 poky; S.3 XapakTtepucTuka Jikapcbkoi cyOcrtanmii bamuunpenon (Balcinrenone):
S.3.1 Po3’sicHeHHsI CTPYKTYpH Ta iHIIMX XapakTepucTuk, Bepcig 2.0 Bix 20 nmuctonana 2025 poky;
S.3.2 Howmimku, Bepcis 4.0 Big 20 mucromana 2025 poky; S.4 KoHTponb NiKapchKoi cyOCTaHIIil
Banmuupenon (Balcinrenone): S.4.1 Cneundikamis mist smikapcekoi cyOcraniii, Bepcis 4.0 Bix
20 nucromana 2025 poky; S.4.2 AHamiTUYHI METOAMKH Ui JiKapcbkoi cyOcTaHiii, Bepcis 2.0 Bixg
20 nuctomnana 2025 poky; S.4.3 Baniaaiis aHalITHYHUX METOJIMK JJIs1 JIIKApChKO1 cyOCcTaHIIi1, Bepcist
2.0 Bix 20 aucromama 2025 poky; S.4.4 Ananiz cepiit ans nikapchkoi cyocrtaniii, Bepcis 5.0 Big
20 muctomana 2025 poky; S.4.5 OOrpyHTyBaHHs crienudikaiii 1js JiKapcbKoi cyOcTaHIii, Bepcis
4.0 Big 20 nucromama 2025 poky; S.5 PedepenrtHi cranmaptu abo Martepianu sl JIKapchbKOi
cy6cranmii banunapenos (Balcinrenone), Bepcis 3.0 Big 20 nucronana 2025 poky; S.7 CTabUIBHICTH
Ui Jikapebkoi cyOcraniii banmuubpenon (Balcinrenone): S.7.1 Pe3tome Ta BUCHOBKHM 10JI0
CTabUIBHOCTI JUIs JIiIKapchkoi cyocranmii, Bepcis 4.0 Big 20 mucronana 2025 poky; S.7.3 aHi npo
CTaOUIBHICTD 11 JIKapchKoi cyOcTaHiii, Bepcid 5.0 Bix 26 nucronana 2025 poky; P.6 PedepentHi
cTanzapTH abo marepiainu A Jikapcbkoro 3aco0y banmuupenon (Balcinrenone)/ Jlanarmigio3zun
(Dapagliflozin), TBepai karncynu, Bepeist 2.0 Big 26 nucronana 2025 poky




2 MIPOJIOBXKEHHS 01aTKa 4

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 2094 Bix 13.12.2024

Ha3ga kiiniuHOr0 BUIpOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBaHe, mMoOABifiHE cIine AOCHiDKEHHS a3 3 s OMIHKK BIUIMBY Ipemapary
bamunapenon/lanarmiduio3us nopiBHsAHO e 3 Jlanarmidgio3nHoM Ha PU3UK BUHHUKHEHHS SIBUIIY
CepILIeBOI HEJJOCTATHOCTI Ta CEPIIEBO-CYAMHHOI CMEPTi Yy MAIlI€HTIB 13 CEPIIEBOI0 HEIOCTATHICTIO Ta
nopymeHHsaM QyHkiii Hupok», D6402C00012, Bepcis 3.0 Bixg 21 aunuas 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st ITIPI3BULE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

OHoBEHE MapKyBaHHsS JOCIIKYBaHOTO Jiikapchbkoro 3aco0y Jamarmiduiosun (Dapagliflozin)
10 mr abo mane6o, Bepcis 2.0 Bix 26 muctonaga 2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, OaratoreHTpoBe, MoJBiiHE ciine mocmimkeHHs ®a3u 2b ais OIiHKK BILTUBY
bakcnpocraty B komb6inamii 3 Jlanarmidio3uHom y mopiBHsAHHI 3 Tepamieto bakcapocrarom Ha
abOYMIHYPIIO y TTALI€HTIB 3 XpOHIYHOIO XBOp0O0r0 HUPOK (XXH) Ta BUCOKHM KPOB’THUM THCKOM,
D6972C00006, Bepcis 2.0 Bix 22 Bepecust 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, IlIBeris

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

InenTudikamist CyTTe€BOI MOMPABKU

Jlocke nocnimkyBaHOTO Jikapchkoro 3aco0y bynomnpytyr (Budoprutug, TNT119), Bepcist 5.0 Bifg
23 Bepecus 2025 poky, aHTIIIMCHKOIO MOBOI; 3pa30K MapKyBaHHS JIOCIIKYBAHOTO JIIKApPCHKOTO
3aco0y bymonpyryr (TNT119) mns kaproHHOI ynakoBku, 4 (hjakoHH Ha KOpPOOKY, Bepcis 2 Bif
30 BepecHs 2025p., yKpaiHCBKOIO MOBOK; 3pa30K MapKyBaHHS JTOCIIKYBAaHOTO JIKapChKOTO
3aco0y bymompyrtyr (TNT119) mis ¢nakony, KoHIEHTpaT s po3uuHy i iH(y3id, 10 mr/mi,
50 mr/5 mn B omHomy nakoni, Bepcis 2 Big 30 BepecHs 2025p., yKpaiHCBKOIO MOBOIO;
TNTI119-ITP-201 Tudopmamis mis mamieHta Ta ¢opma iHGopMoBaHOI 3rogu ais YKpaiHu,
aHriiceKo0 MOBOIO, Bepcist 3.0 Bix 19 rpyans 2025 p.; TNT119-ITP-201 Indopmariis a1 naiienrta
Ta ¢Gopma iHhopMOBaHOI 3roau Ui YKpaiHW, YKpaiHCbKOIO MOBOIO, Bepcis 3.0 Bim 19 rpymHs
2025 p.; 3any4eHHs JOJATKOBOTO MiCIsl MPOBEACHHS KITHIYHOTO BUITPOOYBAHHS:

Ne I1.Lb. BiAMOBIAaTLHOTO AOCITITHUKA

/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | mikap Horaesa JL.I.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo «KIiHIYHUI LEHTp OHKOJIOTrII, reMaToJorii,
TPAHCIIAHTOJIOTIT Ta mMajiaTUBHOI jgonomoru Yepkacbkoi o00iacHOI pagw», B
reMaToJIori] Ta TpaHCIIaHTallli KICTKOBOIO MO3KY 3 KabiHeTaMH Ximiorepanii, M. Yepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 854 Bix 22.05.2025

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Binkpute pocmipkeHHs ¢a3 1b/2a 3 mocnigoBHUM (QOpPMYBaHHSIM KOTOPT, BBEJICHHIM
MiABUIYBAaHUX JI03 1 PO3MIMPEHHSM KOTOPTH BCTAHOBIJICHOI JO3M IS BU3HAYCHHS OE3MEYHOCTI,
MEePEHOCUMOCTI, (PapMaKOKIHETUKH, (hapMaKOJAUHAMIKU Ta MONEPEeAHbOI KIIHIYHOI e()eKTUBHOCTI
npenapaty bynonpyryr (TNT119) y mnamientiB 3 imyHHOIO TpomboruToneHiero (ITII)»,
TNTI119-ITP-201, nompaska 1 Bix 23 tpaBHs 2025 poky

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, KpaiHa

Climb Bio, Inc., USA (Knaiim6 bio, Iak., CIIIA)

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)




Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:

BYJIO CTAJIO
n.M.H., mpod. Ctycs B.IL n.M.H., pod. Ctycs B.IL
KomyHanbsHe nianpueMcTBo | KoMyHanbHe  HEKOMepIiiiHE  TOBapUCTBO
«JIHinporneTpoBCchKa 00IacHa KITiHIYHA JIiKapHs | «J{HimporneTpoBchka o0nacHa KIIiHIYHA JIIKapHS
iMm. LI MeunukoBa» JlnimponerpoBcbkoi | iMm. LI, MeunukoBa» JIHIIPONETPOBCHKOT
obnacHOi pamu», BigaiieHHs yposorii Ne2 | oOmacHOl pamw», BiaaiieHHS ypojorii Ne2
(onkosoriune), M. JIHinpo (onkomoriyne), M. JIHIpo

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 215 Bix 19.02.2026

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«baratoueHTpoBe, Biakpute, mpojoBxkeHe aociimkeHHs Il ¢a3u mis omiHKM JOBrocTpOKOBOT
e(eKTUBHOCTI Ta O€3MEYHOCT] B yUaCHUKIB, K1 Hapa3i MPOXOJATh JIIKYBaHHs B MeXax JOCIIJKEHHS
oemytudany (LITESPARK-043)», MK-6482-043, Bepcisa 00 Big 06 nucrtonana 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganbHIcTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena oym, CIHA (Merck Sharp & Dohme LLC), USA

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA

Ouaexcanap I'PIHEHKO

(mmigmic)

(Bnacue im’st ITIPI3BUIIIE)




Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

BritoueHHs J0AaTKOBOTO MICIIsl POBECHHS KIITHIYHOTO BUITPOOYBaHHSI:
Ne I1.1.B. BigmoBigaJbHOrO AOCIIIIHUKA
/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | mikap bep3zoit O.A.
Komynanene HekomepuiiiHe mignpueMcTBo «Ojechbka oOilacHa KIIHIYHA JHKApHS»
Opnecbkoi 06sacHOl pajmy», BLTIJICHHS TOPaKaJIbHOT Xipyprii, M. Ozneca

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne123 Bin 04.02.2026

Ha3ga xiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, monsiitae ciine mocmimkeHas I ¢asu amg'roBantHOi Tepamii MK-1084 B
KOMOiHaIIi1 3 MiIKIPHUM BBEJIEHHSIM NeMOpoIizymMaly Ta Oeparianyponifasu anbda (MK-3475A)
MOPIBHSHO 3 a/1'F0BAaHTHOIO Tepamniero mianedo y kom6iHaii 3 MK-3475A y yyacHHKIB 13 TOBHICTIO
pe3ekToBaHUM HenpiOHOKTITHHHUM pakoM JereHis (HJPJI) cranii ITA-ITIB (N2) 3 myTaniero KRAS
G12C nicns oTpuMaHHs HEO0a 1 FOBAaHTHOI Teparii meMOponi3ymMadoM y MoeJHaHH1 3 XIMIOTEpani€ro
a6o anx’roBanTHOI ximioTepanii (KANDLELIT-013)», MK-1084-013, Bepcis 00 Bix 03 muctomana
2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

CnoHcop, kpaiHa

TOB Mepk Illapn ena loym, CIHA (Merck Sharp & Dohme LLC), USA

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3anmyyeHHs HOBHX MICIb IPOBEACHHSI KJIIHIYHOTO BUIPOOYBaHHS:

No I1.LB. BiAMOBiJAIEHOTO AOCITHUKA
/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS
1. | x.m.H. Karepenuyk B.1.
Komynanbshe M1 ITPUEMCTBO «ITonTaBchka obyacHa KJIIHIYHA JiKapHS

iMm. M.B. CxmidocoBcrkoro [TontaBchkoi 001acHOT paauy, eHAOKPUHOJIOTIYHE BiITIJICHHS,
[TonTaBchbkuit Aep)kaBHUI MEIUYHHN YHIBEPCUTET, Kadelpa eHIOKPUHOJIOTIT 3 AUTTIYMMU
iHekuiitanMu xBopobamu, M. [lonrasa

2. | a-p pinocodii Kapnenko O.0O.

Mennuanii  ueHtp «Ox!Kiinik+» ToBapucTBa 3 OOMEXKEHOI0  BiANOBIIATBHICTIO
«MiXHApOIHUN 1HCTUTYT KIIHIYHUX JOCHIIKeHb», BIIAUT Tepamii, peBMaroiorii Ta
KapioJiorii cTamionapHoro Bitinenss, M. Kuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 52 Big 15.01.2026

Hasga kniHiyHOTO BUNPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, Mo/BiiHE ciine, MIaned0-KOHTPOJIbOBaHE, MOAINHO-OPIEHTOBAHE JOCHIKEHHS
IIl ¢a3sm 3 MeTor BHBYCHHS BIUIMBY OpPQOPTIINPOHY HA YaCTOTY BUHUKHEHHS 3HAYHUX
HECHIPUSTIUBUX SABHUII 3 OOKYy CEpIeBO-CYAHMHHOI CHUCTEeMH Yy TaIli€HTIB 3 BCTaHOBIECHUM
aTepOCKJIEPOTUYHUM CEPIIeBO-Cy/IMHHUM 3aXBOPIOBAHHSAM 1/a00 XPOHIYHMM 3aXBOPIOBAHHSIM
HUPOKY, J2A-MC-GZPW, Bepcis 3 monpaskoro (a) Big 26 BepecHst 2025 poky

3asBHHUK, KpaiHa

«Eni Jlinm Bocrox CAy, [lBeiuapis

CrnoHcop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

BritoueHHsI JOAaTKOBOTO MICIIsl IPOBEICHHS BUITPOOYBaHHSI:

No I1.LB. BiAMOBiJAIEHOTO AOCITHUKA
/11 HazBa Miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | n.m.H., npo¢. Yonsik B.B.
VYHiBepcUTEeTChKa JIKapHS JAEpP>KaBHOIO HEKOMEpIiitHOro mianpueMctBa «JIbBIBCHKHIA
HaI[lOHANBHUN MeIUMYHUH yHiBepcuTeT imMeHi Jlanwna [anmunpkoro», Kiinika BHYTpimHiX
XBOp0O, peBMATOJIOTIYHE BiAMIICHHS KaMilycy iMeHi Map’suHa Ilanuuimmna, /lep:xaBHe
HEKOMEpIIiifHEe MiIIpueMCTBO «JIbBIBCHKMII HALlIOHAJBHUNA MEIUYHUN yHIBEPCHUTET
iMeHi /lanuna ["agunekoroy», kadeapa KIIiHIYHOI IMyHOJIOTT Ta aneprosorii, M. JIbBiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Hasga kiiHiYHOTO BUNPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«PannomizoBaHe, mojBiiiHE ciine, MIaned0-KOHTPOIbOBaHe, 0araTOLEHTPOBE AOCIHIHKEHHS, 110
CKJIQ/Ia€ThCS 3 ABOX YAaCTHH, 3 OE3MEPEPBHUM MEPEXOJIOM MK 4acTHHOIO A ((ha3za 2) Ta YaCTUHOIO
B (da3a 3) nns ouinku edekTUBHOCTI Ta O6e3neqynocti npenapary BIIB059 B yuacHUKIB 3 aKTUBHUM
MIATOCTPUM HIKIPHUM YEPBOHHUM BOBYAKOM Ta (a00) XpOHIYHMM LIKIPDHUM YE€PBOHHUM BOBYAKOM 3
CHUCTEMHHMHM TposiBaMU abo 0e3 HuX, a TakoX 3 pedpakTepHicTIO Ta (a00) HEMEepeHOCHMICTIO
antumassipiiinoi tepamii (AMETHYST)», 230LE301, Bepcis 4.0 Bin 18 Bepecus 2024 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

Biogen Idec Research Limited, United Kingdom

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBIIAIILHOTO IOCIIIHUKA; 3MiHA Ha3BU MICIISl POBEACHHS KJIIHIYHOTO BUNIPOOYBaHHS:
BYJIO CTAJIO
K.M.H. Octanenko 10.B. nikap ITanko B.B.
JlepxaBHEe ~ HEKOMEpIiiHE  MANPUEMCTBO | JlepkaBHE  HEKOMEpIIMHE  ITiIMPHEMCTBO
«HamionanbHuil 1HCTUTYT paky», BifauieHHs | «HalioHanbHUN 1HCTUTYT pakKy», BIAIJICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIUHOI Xipyprii, | KiiHiYHOI oHKOOTIT, M. KuiB
IHTepBEHIIHOI pasgiosorii, M. Kuis

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1388 Bim 08.11.2017

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PannomizoBane, Binkpute, OararoneHtpoBe nociuimkenns Il dasu ypBamymaby Tta

Tpemenimymaly B sIKOCTI NEpIIOi JiHII JIKyBaHHS MAaILI€HTIB 3 MOIIMPEHUM T€NaTOLENIONIPHUM
pakom (HIMALAYA)», D419CC00002, Bepcis 9.0 Bix 24 xBiTHS 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jlomatok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

Honmarok Ne5, JlokansHa Bepcist Homep 5.0 ykpaiHCbKOI MOBOIO, AaTa Bepcii 10 rpymns 2025 poky,
Ha ocHOB1 Mactep Bepcii Big 23 xoBTHA 2025 poky 1o Indopmarii Ta opmu 3rofu Uit JOPOCITUX
YYaCHHKIB JIOCTIDKCHHS, JIOKaJlbHa Bepcis HoMmep 4.1 mis YkpaiHu yKpaiHCBKOIO MOBOIO, J1aTa
Bepcii 08 kBitHsa 2022 poky, Ha ocHOBI Macrtep Bepcii Homep 5.0 Bim 24 mumas 2018 poky;
3MiHa BiAMOBIJAIILHOTO IOCIIIHUKA; 3MiHA Ha3BU MICIsSl MPOBEACHHS KIIIHIYHOTO BUNIPOOYBaHHS:
BYJIO CTAJIO

K.M.H. Octanenko 10.B. nikap ITanko B.B.

JlepxaBHEe ~ HEKOMEpIiiiHE  mANPUEMCTBO | JlepkaBHE  HEKOMEpIIMHE  ITiIMPHEMCTBO

«HamionanbHuil 1HCTUTYT paky», BifauieHHs | «HamioHanbHUN 1HCTUTYT pakKy», BIAIJICHHS

MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii, | KiiHIYHOI OHKOOTIT, M. KuiB

IHTEepBEHIIHOI pasgiosorii, M. Kuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 897 Bin 04.08.2017

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Binkpute, paHnomizoBaHe, MOPIBHIOBAIbHE, OaraToOLEHTPOBE KIIHIYHE MOCHIKeHHA ¢a3u 3
oliHku edekTuBHOCTI Ta Oe3neku CaBouniTiHIOy B mopiBHSAHHI 3 CyHITIHIOOM y NaIl€HTIB 3
MET-no3utuBHO0, HEonepadenbHOIO Ta JIOKAJIbHO-MOINPEHO0, 800 METACTaTUYHOIO AN PHOIO
HUPKOBO-KJIITUHHOIO KapuuHoMoro (MHKP)y», D5082C00003, Bepcis 6.0 Bix 19 rpyans 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)




Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

JlomatkoBi MaTepianu Jjis namieHTiB: ONUTyBadbHUK 3 KOHTpoJt0 actMiu ACQ7, CKpIHIIIOTH, Bif
2005 poky ykpaincekoro MoBor; CLIOS993AA9-01 (TRECONY) Chiesi, CKpiHIIOTH OCHOBHOTO
3acTocyHKy, Bepcis 1.0 Big 26 ciuns 2026 p., ykpaincbkoro MoBoro s Ykpaiau; CLIOS993AA9-01
Etuxerka na Ttemedon, Bepcis 1.0 Bim 22 rpymas 2025 p.; CKpIHIIOTH ONMHMTYBAaHHS IOJO
eJIEKTPOHHMX eTuKeTOK, Elabel Survey, 1.0 Bix 26 ciunsa 2026 p., ykpaiHCbKOIO MOBOIO JUIsl Y KpaiHu;
Ckpinmorn onutyBainbHuKa BewipHiii monenHuk, Bepeis 1.0 Bix 27 ciuns 2026 p., yKpaiHCHKOO
MOBOIO Ui YKpainu; CKpiHIIOTH ONMUTYyBallbHUKA BewipHill moaeHHuK, a1 Bi3uTiB 1-2 (V1-V2),
Bepcis 1.0 Bix 27 ciuns 2026 p., ykpaiHChKOO MOBOO Jutsi YKpainu; CKpIHIIOTH ONMUTYBAJIbHUKA
Beuipniii moaennuxk, ams Bi3uTiB 2-3 (V2-V3), Bepcis 1.0 Big 27 ciuns 2026 p., yKpaiHCEKOIO MOBOIO
s Ykpainu; CKpiHIIOTH ONHUTyBalbHUKA BedipHill moneHHuk, 1 Bi3uTiB 3-4 (V3-V4), Bepcis
1.0 Bix 27 ciuns 2026 p., ykpaiHCbKOI0 MOBOIO [T YKpainu; CKpIHIIOTH ONMUTYyBallbHUKA BeuipHiii
HIOACHHUK, 17 Bi3uTiB 4-5 (V4-VS5), Bepcia 1.0 Bix 27 ciuns 2026 p., yKpaiHCEKOIO MOBOIO JIJIst
VYkpainu; CKpiHIIOTH ONUTYyBaJIbHUKA BedipHiii moaeHHUK, 1t Bi3UTiB 5-6 (V5-V6), Bepcis 1.0 Big
27 ciyas 2026 p., yKpaiHCbKOIO MOBOIO uid YKpainu; CKpIHIIOTH ONMUTyBajbHUKA BewipHiii
IIOACHHUK, A7 Bi3uTiB 6-7 (V6-V7), Bepcia 1.0 Big 27 ciung 2026 p., yKpaiHCbKOIO MOBOIO JJIst
Vkpainu; CkpiHIIOTH onuTyBajJbHUKa PankoBuil mopaeHHuk, Bepcis 1.0 Bim 27 ciunsa 2026 p.,
YKpaiHChKOIO MOBOIO JUIsl YKpainu; CKpIHIIOTH ONUTYyBaJIbHUKA PaHKOBU 1110/IEHHUK, JUIS BI3UTIB
1-2 (V1-V2), Bepcisa 1.0 Big 27 ciuns 2026 p., ykpaiHCbKOIO MOBOIO JUIsl YKpainu; CKpiHIIOTH
onutyBaibHUKa PaHKoBUI mOAeHHUK, U1 Bi3UTIB 2-3 (V2-V3), Bepcia 1.0 Bix 27 ciung 2026 p.,
YKpaiHChKOIO MOBOIO JUIsl YKpainu; CKpIHIIOTH ONUTYyBaJIbHUKA PaHKOBUH 1110/IEHHUK, JUIS BI3UTIB
3-4 (V3-V4), Bepcis 1.0 Big 27 ciuns 2026 p., yKpaiHCBbKOIO MOBOI i YKpaiHu; CKpIiHILIOTH
onuTyBanbHUKA PaHKOBHIA MOAEHHUK, T Bi3UTIB 4-5 (V4-V5), Bepcisa 1.0 Bix 27 ciunsg 2026 p.,
YKpaTHChKOIO0 MOBOIO 17151 YKpainu; CKpiHIIOTH ONMUTYBallbHUKAa PaHKOBMI IIOJIEHHUK, AJIs BI3UTIB
5-6 (V5-V6), Bepcis 1.0 Bix 27 ciuns 2026 p., ykpaiHChKOIO MOBOI aisi Ykpainu; CKpiHIIOTH
OMMUTYyBaJIbHUKA PaHKOBU MIOIeHHUK, 1715 BI3UTIB 6-7 (V6-V7), Bepcis 1.0 Big 27 ciuns 2026 p.,




2 MPOJIOBXKEHHS foaaTka 13

YKpaTHChKOI0 MOBOIO 1i71s1 Ykpainu; CKpiHIIOTH onuTyBajlbHUKA [loyaTok BUMIipIOBaHHS IMIKOBOI
mBuakocti Buauxy (ITLLIB), Bepcis 1.0 Bix 05 ciunst 2026 p., yKpaiHCHKOIO MOBOIO JJsl Y KpaiHu;
CKpIHIIIOTH ONMHUTYBAJBbHHUKA MPO PIBEHB 3aJ0BOJCHOCTI YYaCHHKIB JOCIHIKEHH, Bepcis 1.0 Big
27 ciuns 2026 p., ykpaiHCbKOIO MOBOO Jiist Y Kpainu; JIucTiBKa 11 3aTydeHHS MAI[I€HTIB, ITIBUIKUI
®akt No2, Bepcis 1.0 Big 27 ciuas 2026 p., yKpaiHCbKOK MOBOIO i YKpainu; JlucriBka muist
3amydeHHs mauieHTiB, mBuAKuE PakT Ne3, Bepcisa 1.0 Bix 27 ciuns 2026 p., yKpaiHCbKOIO MOBOIO
st Yipainu; CLI05993AA9-01 Jluct-nonska namienty y nocmimkenni TRECONY, Bepcis 1.0 Bin
05 ciuns 2026 p., ykpaiHCbKOIO MOBOIO 115t YKpainu; HarajgyBaHHs po Bi3UT, CKDUHIHTOBUH Bi3UT,
Bepcis 1.0 Bix 05 ciuns 2026 p., ykpaiHChbKOI0 MOBOIO /Ul YKpainu; HaramgyBanss npo Bizut, Bizur
2, Bepcisa 1.0 Bixg 05 ciunsg 2026 p., ykpaiHCbKOIO MOBOIO s YKpainu; HaramyBanHs mpo Bi3uT,
Bizut 3, Bepcis 1.0 Big 05 ciung 2026 p., ykpaiHCbKOIO MOBOIO A YKpainu; HaramyBauus mpo
Bi3uT, Bisur 4, Bepcia 1.0 Bix 05 ciuns 2026 p., ykpaiHCbKOI0 MOBOIO 11st YKpainu; HaragyBanus
mpo Bi3ut, Bizur 5, Bepcis 1.0 Bim 05 ciuns 2026 p., yKpaiHCHKOIO MOBOIO [UIisl YKpaiHu;
HaragyBanus npo Bi3ut, Bisut 6, Bepcis 1.0 Bix 05 ciuas 2026 p., yKpaiHCHKOI MOBOIO ISt
VYkpainu; HarangyBanus npo Bizut, Bisut 7, Bepcis 1.0 Big 05 ciuns 2026 p., ykpaiHCbKOIO MOBOIO
s Yipaiam; CLI05S993AA9-01 Jluct-npusitanns, Bepeis 1.0 Big 05 ciunsg 2026 p., yKpaiHCBKOIO
MoBoto i Ykpainu;, Ckpinmortu Crenapiro ans Hapuanus nauienTis, [lepeBipka HanexHOT SKOCTI,
Bepcis 1.0 Big 05 ciunst 2026 p., yKpaiHCHKOIO MOBOIO JUIsl Y KpaiHu

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 51 Big 15.01.2026

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«®aza II, MixnapoaHe, OaraTOLIEHTpOBE, MOJBIWHE CIiNe, PaHIOMI30BaHE, KOHTPOIHOBAHE
aKTUBHMM IIpenapaToM, TpbOXETalHE IepexpecHe MOCHIDKEHHS Ul OLHKM TepaneBTHYHOI
€KBIBaJICHTHOCT1 J1030BaHOTO aepo3osbHoro iHramsitopa CHF5993 3 nozamu 100/6/12,5 mxr HFA-
152A y nopiBHSHHI 3 J030BaHUM aepo30ibHUM iHransTopom CHF5993 3 nozamu 100/6/12,5 mxr
HFA-134A y mnanieHTiB 13 OpOHX1aJdbHOIO aCTMOIO JIETKOI'O Ta CEPEIHBOTO CTYMEHS TAKKOCTI
(mocaikenHst TRECONY)», CLI-05993AA9-01, Bepcis 2.0 Bix 21 gunast 2025 poky

3asBHHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

«K’e31 Dapmarientivi C.m.Ay, ITamis

B.o. HayaabHnKa PapManeBTHYHOIO YIIPABJIIHHA Oaexkcanap I'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBIIAIILHOTO IOCIIIHUKA; 3MiHA HAa3B MICIlb POBEACHHS KJIIHIYHOTO BUNPOOYBaHHS:

«HamionanbHUi 1HCTUTYT paKy», BIIAUICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTEepBEHIIIHOI pagiosorii, M. Kuis

BYJIO CTAJIO
K.M.H. Octanenko 10.B. nikap ITanko B.B.
JepxaBHe  HeKoMepuiiiHe  TiAnpueMcTBO | JlepskaBHEe ~ HEKOMEpLiHHE  MiIIPUEMCTBO

«HauionanbHMil 1HCTUTYT paKy», BiIAUTCHHS
KJIIHIYHOT OHKOJI0T11, M. KniB

K.M.H. Anamuyk [".A.

Komynanene mnianpuemctBo «KpuBopi3bKuit
OHKOJIOTTYHHH JUCIIaHCEP»
JIHITpONETPOBCHKOT obnacHo1 paan»,
ximioTepaneBTHYHE BijiiieHHs, M. Kpuwii Pir

K.M.H. Angamuyk [".A.

KomyHnanbHe  HekoMepIliiHE  TOBapHUCTBO
«KpuBOpI3bKHiA OHKOJIOTIYHHIA JHUCHAHCEP»
JIHITpONETPOBCHKOT obyacHo1 paan,
ximioTepaneBTHYHE BijiaeHHs, M. Kpuswii Pir

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBaHe, moJBiifHe ciine, Mmianedo-KoHTponboBaHe, fociikeHHs 111 ¢pa3u niarpumyrodoi
MoHoTepaii onanapudom y yuacHukis 3 BRCA Wild Type po3noscromxenum (FIGO cranis 11I-1V)
CepO3HUM ab0 €HIOMETPIOITHUM PAKOM SIEYHUKIB BUCOKOTO CTYIEHIO 37I0SIKICHOCTI TICIIS BIAMIOBI1
Ha CTaHAApPTHY IUIATMHOBMICHY XiMmioTepamito nepmoi miHii (MONO-OLAT1)», D9319C00001,
Bepcis 2.0 Big 09 ceprias 2023 p.

3asBHHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CrnoHcop, kpaiHa AstraZeneca AB, Sweden

B.o. HavaabHnKa PapManeBTHYHOIO YIIPABJIIHHSA Onekcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBIIAIILHOTO IOCIIIHUKA; 3MiHA Ha3BU MICIISl POBEACHHS KJIIHIYHOTO BUNIPOOYBaHHS:

«HamionanbHUi 1HCTUTYT paKy», BIIAUICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTepBEHIIHOI pasgiosorii, M. Kuis

BYJIO CTAJIO
K.M.H. Octanenko 10.B. nikap ITanko B.B.
JepxaBHe  HeKoMepuiiiHe  TiAnpueMcTBO | JlepskaBHEe ~ HEKOMEpLiHHE  MiIIPUEMCTBO

«HauionanbHMil 1HCTUTYT paKy», BiIAUTCHHS
KJIIHIYHOT OHKOJI0T11, M. KHiB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1469 Bix 21.08.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«MopynpHa daza Illa,

BIIKpUTE 0araToleHTPOBE JOCITI/DKCHHS JUIsl OIIHKK Oe3IeKH,

MIEPEHOCUMOCTI, apMaKOKIHETHKH, (papMaKoIMHAMIKU Ta MONEePeaHbOI €()EKTUBHOCTI 3pOCTAIOUNX
103 AZDS5305, sk MoHOTepamii Ta B KOMOiHAIii 3 NPOTUIMYXJIUHHUMHU 3ac00aMM y TAIIEHTIB 3
MPOrPECYOYUMH COJIITHUMHU 370siKicHUMU HOBOYTBOpeHHsMH (PETRA)», D9720C00001, Bepcis

12.0, monpaska 11.0 Bix 16 cepnnst 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oaexcanap 'PINEHKO

(minmc)

(Bnacue im’st [TIPI3BUILLE)




Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

Poznin 2.2 Jlocke mocmipKyBaHOTO Jiikapcbkoro 3aco0y To3zopakimab (Tozorakimab), Bepcis Big
11 rpyanst 2024 poxy aHTIIHCBKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyomizoBaHe, OaraTomeHTPOBE, MOJIBIHE CIIITE, TPHBAJIOTO MIPUHOMY, B TIApAICIbHUX TPyTaXx,
rane0o-koHTpoaboBane nocnimxenns Il ¢ga3u ominku edekTuBHOCTI Ta 6e3MeKH TO30paKiMaldy
JUISL YYaCHUKIB 13 CHMIITOMATUYHUM XPOHIYHUM OOCTPYKTHBHHUM 3aXBOpIOBaHH:M jereHb (XO3JI)
13 3aroctpennsamu XO3JI B anamue3i (MIRANDA)», D9180C00012, Bepcis 4.0 Big 31 naumnHs
2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

Honaroxk 1 Bix 14.11.2025 p. no bpomypu nociaigauka JNJ-73841937 (JlazeptiniO), Bumanus 16 Bix
08.07.2025 p.; Iadopmauis nmns mnamienta ta @opma iHdopmoBanoi 3romu — IIporoxon
7384193 7NSC3003, Bepcis 14.0 ykpaincbkoro MoBoOto /it YKpainu Big 10.12.2025 p.; [npopmarris
s narienta ta ®@opma ingopmoBanoi 3rogu — IIporokon 73841937NSC3003, Bepcis 14.0
pociiicbkoro MOBOIO A Ykpainu Big 10.12.2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBane kiiHiuHe nmociipkeHHs Pasu 3 komOiHOBaHOi Tepamii AmiBaHTamaboM Ta
Jlazeptinibom y mopiBHAHHI 3 OcuMepTuHIOOM Ta y mopiBHSAHHI 3 JlazepTiHiOoM sk mepmoi JiHii
Teparii y Hami€eHTiB 3 MiCIIEBO-MIOIUPEHUM 200 METaCTaTUYHUM HEJIPIOHOKIITUHHUM PAKOM JIET€Hb
3 MyTalli€l0 penenTopis emnigepmanbHoro ¢akropa pocty (EGFR-myTartier)y», 73841937NSC3003,
3 [Nonpaskoro 5 Bix 11.03.2025 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMANEBTHUKA HBy», benbris

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon wimiHiuHoro BumnpoOyBanHs SGR-1505-101, Bepcis 17.0 Bim 09 ciuns
2026 poky, aHITCHKOK MOBOMK; bpomypa mocmimauka SGR-1505, Bepcis 4.0 Bixm 17 rpynas
2025 poky, aHTIiichkor0 MoBOow; OcHoBHa IHdopmariis 1 ydacHuKa mociimkeHHs 1 Dopma
iHpopmoBaHoi 3romu Ta Jl03BiT HA BHKOPHUCTaHHA 1 PO3TOJOMICHHS 3aXWUIICHOT MEIUYHOL
iHpopmanii, SGR-1505-101, ana Ykpainu, Bepcis 3.0 Big 26 ciuns 2026 poky Ha OCHOBI Maiictep-
Bepcii 6.0, OcHoBHOT PI3 st €C, Bix 23 ciuns 2026 poky, aHTIIHCHKOI0 Ta YKPaiHCEKOI0 MOBaMHU;
JloBinHUK y4yacHUKa ociimpkeHHs - OcHoBHe nocnimkennsa, SGR-1505-101, Bepcis 8 Big 20 ciuns
2026 poky, aHTJIIHCHKOIO Ta YKPAiHChKOI0 MOBOIO; KOHTpOIBHMI MeperiK Il MepeCKPUHIHTOBOL
ouinku, SGR-1505-101, Bepcis 6 Bix 20 ciunsg 2026 poky, aHTIIHCHKOIO Ta YKPaTHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1844 Bix 04.11.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«DPA3A 1, BIIKPUTE, BATATOLIEHTPOBE JOCJIJDKEHHA 3 ECKAJIAIIECIO 103U 1A
OLIIHKM TIPEIIAPATY SGR-1505 IIPM MOI'O 3ACTOCYBAHHI SIK MOHOTEPAIII V
MMALIEHTIB 31 3JIOAKICHUMHW HOBOYTBOPEHHSAMMU 31 3PUIMX B-KJIITHH»,
SGR-1505-101, Bepcis 15.0 Big 15 nunus 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Ipropainrep, k., CILIA [Schrodinger, Inc., USA]

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 19

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

Pozninu 2.3 Introduction, 3.2.S.2.1 Manufacturer(s), 3.2.P.8.1 Stability Summary And Conclusions,
3.2.P.8.3 Stability Data - Baxter [locke nocnimxyBanoro nikapcbkoro 3acody MK-3475A, Bepcis
0929KT Bin 30 ciuas 2026 poky, aHTIIACBKO MOBOIO; [l0MOBXKEHHS TEpMiHY NPHUIATHOCTI
JOCTIKYBAHOTO JIIKapchkoro 3acody MK-3475A, 165 mr/mi, cTepwIbHANA PO3YMH IS 1H EKITIH,
3 36 1o 48 micAniB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Nel23 Big 04.02.2026

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PanpomizoBane, monpiiHe cruine pociimkeHHs III ¢a3um an'roBanTHOi Tepamii MK-1084 B
KOMOiHaIIii 3 miAIKIpHUM BBEACHHSAM NIeMOpoutizyMady Ta Oepariamyponifasu anbdpa (MK-3475A)
MOPIBHHO 3 a/I'FTOBAaHTHOIO Tepariero mianedo y komoOiHaii 3 MK-3475A y yyacHHKIB 13 TOBHICTIO
pe3ekToBaHuM HepiOHOKTITUHHUM pakoM JiereHis (HJPJI) cranii ITA-IIIB (N2) 3 myTamiero KRAS
G12C micns oTpuMaHHs HeoaJl FOBAaHTHOI Teparii meMOpoIi3yMaboM y MO€AHaHHI 3 XIMIOTepai€eto
a6o ax’roBantHOI ximioTtepanii (KANDLELIT-013)», MK-1084-013, Bepcis 00 Bix 03 nucronaaa
2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 20

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

[adopmamiitnuii nmucrok i ¢opma iHdopmoBanoi 3roau, Bepcis V7.0UKR(uk)2.0 Bim 21 ciuns
2026 poky, nepekiaj ykpaiHcbkoro MoBoto Bif 10 mororo 2026 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 109 Bix 10.02.2017

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, 6araToneHTpoBe, Binkpute nociimkenns 11 ¢pa3zu Akamadpytinioy (ACP-196) B
nopiBHsHHI 3 260 Inenanicibom y nmoennanHi 3 Purykcumabom, abo bengamyctiHOM y mo€IHaHHI 3
PurykcumaboMm, Ha BUOIp JMOCHITHWKA, Yy TMAII€HTIB 3 PEHUIUBYIOY0I0 ab0 pedpakTOPHOIO
XpoHiuHOIO JiMbonuTapHoto Jelikemieo», ACE-CL-309, 3 iHKOpIIOpOBaHOIO MOIPaBKOIO, BEPCis
8.0 Big 26 TpaBHs 2021 poky

3asiBHUK, KpaiHa

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

Cnoncop, kpaiHa

Acerta Pharma BV, Hinepnanau

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 21

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
12.03.2026 Ne 309

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig TPOBEJICHHS] BUTPOOYBAaHHS:

BYJIO CTAJIO

a.M.H., mpod. Herpuu T.1. n.M.H., mpod. Herpuu T.1.

KomyHanbHe HeEKOMepIliiiHe MiANpUEMCTBO | YHIBEPCUTETChKA  JIKapHs JIEP’KaBHOTO

JIbBiBCcbKOi  oOmacHOi paau  «JIbBIBChKA | HEKOMEPIIMHOTO MiANpHEMCTBA «JIbBIBCHKUI

oOnacHa KITiHIYHA JIIKapHS», HEBPOJIOTIYHE | HAIllOHATBEHUHA MeAUYHUN YHIBEPCUTET

BigmimeHHsa, M. JIbBiB iMmeri  Jlammnma — [aaubkoroy, Kininika
HEBpOJIOTii Ta HEHpOXipyprii, HEBpOJOTiUHE
BIJIIIJIEHHS KaMITyCy 1IMeHI
Map’sina [Tanunmmuna, HepxaBHe
HEKOMEpIIIHHEe MiANpUEMCTBO  «JIbBIBCHKHIA

HAIlOHAIbHUM MEIUYHUN YHIBEpCHUTET iMEHi
HNannna [anuupekoro», kadeapa HEBpOIIOTii,
M. JIbBIB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1187 Bix 29.07.2025

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«Biakpure TOCHIIPKEHHS 3 OJHIEIO TPYMOIO JUIsl OLIHKH (papMaKOKIHETHKH, (papMaKOJAMHAMIYHUX
edexTiB, 0e3MeYHOCTI Ta NepeHOoCUMOocTi (peHeOpyTHHIOY y AiTel Ta MiUITKIB 3 PELUANBYIOUUM
po3cistHuM ckiepo3om», CN45847, Bepcis 2 Big 12 numast 2025 poky

3asiBHUK, KpaiHa

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

CnoHcop, kpaiHa

F. Hoffmann-La Roche Ltd, [1IBefiniapist

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ounexkcanap I'PIHEHKO

(migmc)

(Bnacue im’st [TIPI3BUILE)




