Jomarok 1

10 Haka3zy MiHicTepcTBa OXOPOHH 3JI0POB’S
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

[IpoToxkon kniniyHOTO BUnpoOyBanHs TX000045-003, I'mobansha [Tonpaska 5.0, Bix 20 mucronana
2025 poxky, aHriichK0I0 MOBOIO; 3MiHa Ha3BU CrioHcopa Ha Tekronik Onepeiitinr Kommani, [HK.,
CIHIA [Tectonic Operating Company, Inc., USA]; bpomrypa gocninauka TX000045, Bunanus 4.0
Bi7 06 sx0BTHS 2025 poKy, aHIIIIHCEKOI0 MOBOIO; [HpOpMalis 11s yuacHuKa nociipkeHHs / dopma
iH(bopmoBaHoi 3roau, Bepcis 2.0 Bix 21 auctonana 2025 poky, mist Ykpainu, Ha ocHOB1 Maiictep-
Bepcii [VI/®I3, Bepcia 4.0 Bix 17 nuctonana 2025 poky, yKpaiHCbKOIO Ta aHTJIIMCHKOI0 MOBaMU;
[ndpopmanis 1 @opma iHGOpMOBaHOT 3roau JUIsl BariTHOI mapTHepku, Bepcis 2.0 Bim 05 rpynHs
2025 poxky, ans Ykpainu, Ha ocHOB1 Maiictep-Bepcii I/®I3 s BaritHOi napTHepku, Bepcist 2.0 Bij
26 muctomama 2025 poky, yKpaiHCHKOIO Ta aHTJTIHCHKOI0 MOBAMH

Howmep ta nara nakazy MO3 npo
MIPOBEACHHS KIITHIYHOTO
BUIPOOYBaHHS

Ne 1659 Bix 03.11.2025

Ha3Ba kiinivHOTO BUIIPOOYBaHHSI,
KO/, BEpCis Ta nara

«[lonBiiftHe ciine, paHAOMI30BaHe, IIANe00-KOHTPOJIBOBAHE MOCHIKEHHS (a3su 2 IS OIIHKH
edexktuBHOCTI 1 Oesmeunocti mpenapary TX000045 micis 24 TWKHIB JIIKyBaHHS Yy TAIlI€EHTIB 3
JIETEHEBOIO TINEPTEH31€10, BTOPHUHHOK 10 CEPIEBOI HEAOCTATHOCTI 31 30epekeHor0 (pakiiero
Bukuy (JII-CH3®B)», TX000045-003, I'nobanpHa [Tonpaska 4.0, Bix 02 xBiTHS 2025

3asiBHUK, KpaiHa

TOB «APEHCIS EKCIUIOPATOPI MEJJICIH», Ykpaina

Cnoncop, kpaiHa

Texronik Tepanpiorik, Iak., CIIIA [Tectonic Therapeutic, Inc.], USA

B.o. HavaibHUKa DapMaLEeBTHYHOIO YIIPABJIIHHS Oqexcanap 'PIHEHKO

(miamuc) (Bnacue im’s TIPI3BUILE)



JlonaTtox 2

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

OnHoBJICHEe MapKyBaHHs JIOCTIHKYBAHOTO JIikapchbkoro 3acody AZD0780 30 mr abo miamnebo, Bepcis
2.0 Bix 20 cepnust 2025 poky

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 1019 Bix 26.06.2025

HazsBa xniHiyHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta JAara

«PannomizoBane, MoBIHE Ciine, MmIanedo-KoHTpoasoBaHe gocuimkerds 111 daszu B mapanenbHux
rpymnax ajsl OLiHKM BIUTMBY mpenapaTy AZD0780 Ha piBeHb XOJECTEpUHY JIMOMPOTEiNiB HU3BKOT
IIUTPHOCT] Y YYaCHHKIB 3 MIJBUIICHUM PIBHEM XOJECTEPHUHY JIIMOMPOTEINIB HU3HKOI IMIUTHHOCTI Ta
KIIHIYHAM aTePOCKIEPOTHYHHM CEPIIEBO-CYJAMHHUM 3aXBOPIOBAHHIM a00 3 PU3NKOM BHHHKHCHHS
nepmioi  mojii  aTepOoCKIEPOTHYHOTO  CEPIIEBO-CYIMHHOTO 3axBopioBaHHs», D7960C00012,
Bepcist 1.0 Bim 11 kBitHsa 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHuKa @apMaeBTUYHOTO YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(miamuc) (Bnacue im’st [TIPI3BULLE)



Jonatox 3

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX

BUIIPOOYBAHb)
04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

OmnosiieHa Oporrypa gociigHuka 3 npenapary Putykenmab (RO0452294), Bepcis 32 Bing BepecHs
2025 poky; OnoBnena Opomrypa mociigauka 3 npenapaty llomaryzymad Benotun (RO5541077),
Bepcist 17 Bin xoBTHS 2025 poky

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 1055 Bix 04.06.2018

HazBa xniHiyHOTO BUIPOOYBaHHS,
KOJI, BepCis Ta JAara

«baraTtonieHTpoBe, paHAOMI30BaHE, MOABIMHO climne, Tanedo-KOHTposiboBaHe mociimkenHs [11
da3u ans MOpIBHSAHHS eQeKTUBHOCTI Ta OesnevyHocTi mnpenapary [lomarysymad BegoTuH Yy
koMOinanii 3 Purykcumabom ta CHP (R-CHP) 1 Putykcuma6om ta CHOP (R-CHOP) y nanieHTis
13 M y3HOIO KPYIMHOKIITHHHOO B-KITITHHHOO T1iM(GOMOT0, SIKI paHilie He OTPUMYBAJIN JIIKyBaHHS»,
GO039942, Bepcisa 7 Bin 18 rpyans 2020 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

®. Xobdmann-JIs Pomr JItx., [F. Hoffmann-La Roche Ltd], [lIBeitnapis

B.o. HayagbHUKa @apMaNEeBTUYHOT0 YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(miamuc) (Bnacue im’st [TIPI3BULLE)



Jonmarok 4

10 Haka3zy MiHicTepcTBa OXOPOHHU 37J0POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Bpomypa nocmimauka MK-2870/SKB264, Bunanns 7 Bin 16 xoBTHS 2025 poKy, aHTIIHCHKOIO
MoBoI0; Ykpaina, MK-2870-032, [adopmarris Ta JOKyMEHT 1po iH(POPMOBaHY 3ro/ay IS TAIli€HTa,
Bepcisa 02 Bix 22 rpyans 2025 p., yKpaiHCHKOIO MOBOIO; ATECTAIllsl OI[IHKU Ha MarepoBOMY HOCIT 1Jis
300py MAaHHUX 3 METOI0 EJIEKTPOHHOI OILIHKM pe3ynbTariB JikyBaHHs (eCOA), Bepcia 1.0 Bin
27 cepnnst 2025 p., yKpaiHChbKOIO MOBOIO; 3pa3Ki 30BHIIIHBOTO Ta BHYTPIIIHBOTO MapKyBaHHS
JOCITIKYBAaHOTO JIiKapchkoro 3aco0y KapOommatna 10 mr/mii, KOHIEHTpaT IS PO3YUHY TSI
py3iid, Outer Package Ta Immidiate conteiner Bim 16 BepecHs 2025 p., aHTIIHCBKOIO Ta
YKpPalHCBKOK MOBOO

Howmep ta nara nakazy MO3 npo
MIPOBEACHHS KIITHIYHOTO
BUIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3Ba kiinivHOTO BUIIPOOYBaHHSI,
KOJI, BepCis Ta Aara

«PannomizoBane, Binmkpute gochimkeHHs I dha3u mis omiHku eeKTUBHOCTI Ta OE3MEYHOCTI sac-
TMT (Camuty3zymad tupymorekan, MK-2870), y moenHanHi 3 KapOOIUIaTHHOM/TAKIITAKCEIOM
MOPIBHSAHO 3 XiMioTepami€eo, oO0uaBa B KOMOIHAIIIT 3 IEMOPOJIi3yMaboM B SIKOCTI HE0a1 IOBaHTHOT
Teparii Jyisl TpPU4i HETaTUBHOTO PaKy MOJIOYHOT 3271031 3 BUCOKMM PU3WKOM, Ha paHHid cTaii abo
TOPMOHAJIBHUM PEIENITOP-HU3bKHM MO3UTUBHUM PAKOM MOJIOYHOT 3271031 /paKOM MOJIOYHOT 3271031
penenTop-2 HETaTUBHUM JI0 JIIOJICBKOTO emigepManbHoro (akropy pocty», MK-2870-032,
Bepcis 00 Bix 18 motoro 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BinmoBinaabHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

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

B.o. HavaibHUKa DapMaLEeBTHYHOIO YIIPABJIIHHS Oqexcanap 'PIHEHKO

(miamuc) (Bnacue im’s TIPI3BUILE)



Jlomarok 5

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Bpomypa nmocnignuka O6edaszimon (ABX464), Bepcis 12.0, 21 mucromaga 2025, aHTIIICEKOIO
MOBOIO

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 254 Bin 08.02.2022

HazsBa xniHiyHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta JAara

«IlonmanpIne BiTKpUTe TOCHIKEHHS da3u 2 IS OI[IHKH JOBTOTPUBAIOTO MPodiTto 0€3MEeYHOCTI Ta
edextuBHOCTI penapaty ABX464 npu 3acTocyBaHH1 y 1031 25 MT OJIMH pa3 Ha JIEHb NAI[IEHTaMH 13
aKTUBHUM BHPA3KOBHM KOJIITOM CEPEIHBOTO Ta TSDKKOTO cTyneHro», ABX464-108, ocrarouna
Bepcis 7.0, 16 xoBTHs 2025

3asiBHUK, KpaiHa

«Ckoyn Iatepremnn Al'», Himequnna

Cnoncop, kpaiHa

ABIVAX, ®panuis

B.o. HavyaibHUMKa @apMaNeBTUHYHOI0 YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(miamuc) (Bnacue im’s [TPI3BULLE)



JonaTtox 6

10 Haka3zy MiHicTepcTBa OXOPOHHU 37J0POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

OnoBnennii mpoTokon kimiHigHOTO BUnpoOyBanHs UPB-CP-06, Bepcis 2.0 Bim 13 mmcromanma
2025 poky; Indpopmanis ans namienta 1 @opma 1HGOPMOBAHOI 3roAM, MOJAETbL AN YKpaiHu,
Bepcist 2.0 Bix 21 nmucronana 2025 poky (yKpalHCbKOIO Ta pOCIHCHKOI0 MOBAaMH)

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 1433 Bix 16.09.2025

HazBa xniHiyHOTO BUIPOOYBaHHS,
KOJI, BepCis Ta JAara

«PannomizoBaHe, TOMBIHE cJiine, TUIane00-KOHTPOJIbOBAaHE JOCTiKeHHs ¢asu 2b, 1o
MIPOBOJIUTHCS y TMapalieIbHUX TPYMax 3 METOI OIIHKH €()EeKTUBHOCTI Ta OE3MEYHOCTI BEPEKITYTy
(UPB-101) B y4acHHKIB i3 XpOHIYHUM OOCTPYKTHBHHM 3aXBOPIOBaHH:M JiereHb (XO3JI) momipHOTO
a6o Tsokkoro crynens», UPB-CP-06, Bepcis 1.0 Big 29 ciunst 2025 poxy

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Upstream Bio, Inc., USA/Anctpim bio, [ak., CIIIA

B.o. HauyaabHuKa @apMaeBTUYHOTO YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BULLE)



Jlomarok 7

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Onosniernii posznin 3.2.P. DRUG PRODUCTS Jlocke MOCTIIKYBAaHOTO JKApCHKOTO 3aco0y
MK-3475, Bepcisg 09004N Bix 28 nuctomana 2025 p., aHTIIIHCEKOI0 MOBOIO; 3aTy4eHHs J0/1IaTKOBUX
JTIKapchKUX 3aco0iB, MO0 BUKOPUCTOBYIOTHCS SIK mperapatd mopiBHsHHS: KapOormmatua-GRY®
(Carboplatin-GRY®), konrentpar mis po3unny it ingysii, 10 mr/mu; Kap6omnatun Accord
(Carboplatin Accord), koHLIEHTpaT ISl po3uuHy uid 1HPY3ii, 10 mr/mi; 3amyyeHHS BUPOOHUKIB
JTIKapchKUX 3aco0iB, MO0 BUKOPUCTOBYIOTHCS SIK mperapatd mopiBHsHHSA: KapOormatua-GRY®
(Carboplatin-GRY®) - Pharmachemie B.V., Netherlands, Swensweg 5, Haarlem, 2031 GA,
Netherlands; Kapoomnatun Accord (Carboplatin Accord) - Accord Healthcare Polska Sp. z o.0.,
Poland, Ul. Lutomierska 50, Pabianice, 95-200, Poland

Howmep ta nara nakazy MO3 npo
MPOBEACHHS KIITHIYHOTO
BUIPOOYBaHHS

Ne 1832 Bix 02.12.2025

Ha3sa kiiHiyHOTO BUITPOOYBaHHS,
KOJI, BepCis Ta Aara

«KEYMAKER-UO1, OcHoBHE nociikeHHs: mapacoiabkoBe gociipkenss /11 ¢a3 3 mouepropumu
rpynamu JOCHIKyBaHUX MperapaTiB, meMOposiizsyMadoM Ta XiMioTepamiero, sk MOHOTeparis abo y
CKJIaJll KOMOIHAIlI TpenapariB, B yY4aCHUKIB 3 HEIpIOHOKITITHHHUM pakoMm JereHiB (HIKPJI)»,
«KEYMAKER-UO1, nignocnimkenas 01A: mapaconskoBe nocuimkerss /11 ¢a3 3 mouepropumu
rpynamu J0CIIPKYBaHHX IperaparTis, 3 meMOpostizymaboM y koMOiHarlii 3 ximioTeparniero abo 6e3
Hel, y paHilie HeJIIKOBaHUX YYaCHUKIB 3 HeAPIOHOKIITHHHUM pakoM JiereHiB (HIAKPJI) IV cTaxii»,
MK-3475-U01, 3 inxopropoBaHoto mompaBkor 15 Big 19 cepnus 2025 poky; MK-3475-01A,
3 iHKOpropoBaHoto nonpaskoro 11 Big 23 Bepecus 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BinnoBinanbHicTIO «MCJl Ykpaina»

Cnoncop, KpaiHa

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

B.o. HavaabHuKa PapManeBTHYHOIO YIIPABJIiHHA Ouaexkcanap I'PIHEHKO

(miamuc) (Bnacue im’st TIPI3BUILE)



JonaTtox 8

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB KITIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Cuenapiii oOroBopeHHs iH(popMaIlii mpo KIiHIYHE HociipkeHHs, Bix 07 mucrtomama 2025 poxy,
AHTIHACHKOIO0 Ta YKPailHCHKOIO MOBaMH; 3pa3Ku 300paK€Hb Ha €KpaHi €JEKTPOHHOTO MPHUCTPOIO
LHEHTPY oCHIipKeHH, Bepcist 1 Big 17 rpyans 2025 poky, yKpaiHChKOIO Ta aHIJIIHCBKOI0 MOBaMH

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 54 Bim 15.01.2026

HazBa xniHiyHOTO BUIPOOYBaHHS,
KOJI, BepCis Ta JAara

«PannomizoBaHe, MOJBINHE CimNe, MIaned0-KOHTPOIbOBaHE, 0AraToleHTPOBE AOCTIIHKEHHS, IO
CKJIQJIa€ThCS 3 JBOX YAaCTHH, 3 O€3MEepepBHUM MEPEX0IOM MDK 4acTHHOIO A ((Pa3a 2) Ta 4aCTHHOIO
B (ta3za 3) nnst oninku epexkTuBHOCTI Ta 6e3nednocti nmpenapaty BIIB059 B yyacHUKIB 3 aKTUBHUM
MiATOCTPUM IIKIPHUM YEPBOHMM BOBYAKOM Ta (a00) XpOHIYHHUM IIKIPHUM YEPBOHHM BOBYAKOM 3
CHCTEMHHUMH TIposiBaMU ab0 0e3 HHUX, a TakoXX 3 pedpakTepHICTIO Ta (a00) HEMEPEHOCHUMICTIO
antuMassipiiinoi tepamii (AMETHYST)», 230LE301, Bepcist 4.0 Big 18 BepecHst 2024 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOO IHBECTHUIIIEIO «AVUK’IOBIA PJIC Vkpaina»

Cnoncop, kpaiHa

Biogen Idec Research Limited, United Kingdom

B.o. HayaabHuKa @apMaeBTUYHOTO YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BULLE)



Jonatox 9

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB KITIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

MK-1026-008 3pa3ok MapKyBaHHS IOCIIIPKYBAaHOTO JIiKapchbkoro 3acody MK-1026, 65 mr, Big
03 rpyaus 2025 poky, aHIJIMCHKOIO Ta YKpPaiHCBKOIO MOBaMHM; 3BIT 300pakeHb I1HTepdeiicy
onuTyBanbHUKA JUIst namieHTa, MK-1026-008 s Ykpainu, Bepcist 3 Big 11 rpymas 2025 poky,
yKpaiHChKOI0 MOBOI0; Dopma sis aTecTallii OI[IHKM Ha arepoBOMY HOCIT 11 300py JaHUX 3 METOIO
€JIEKTPOHHOI OLIHKKU pe3ynbTariB JyikyBaHHs (eCOA), Bepcis 1.0 Bim 27 cepnus 2025 p.,
YKpaiHChKOIO MOBOI0; 3MIHA HAa3BU MICIISl POBEACHHSI KJIIHIYHOTO BUMPOOYBaHHS:
bYJIO CTAJIO

nikap Menbauk V.1 nikap MenbHuk V.1
Komynanene HexomepuiiiHe mignpueMctBo | KomyHanesHe HexomepliiiHe

MIANTPUEMCTBO

«KuiBchbka Michbka KiiHIYHA JTiKapHS No9y
BUKOHABYOTO opraHy KuiBcbkoi MiChKO1 paau
(KuiBchkoi MICBKOT iepaBHOT aAMIHICTpaIIii),

«KuiBchbka wMichbka KiiHIYHA JTiKapHsS No7»
BHKOHABYOTO opraHy KuiBcbkoi MiCbKO1 paau
(KuiBchkoi MIChKOT IepkaBHOI aMiHICTpaIllii),

rematojoriude BigauieHHs Nel, M. Kui JlikyBambHMIA ~ MAPO3ALT  AJIA  HagaHHS
MEMYHOT JOIMOMOTH JIOPOCIIOMY HACEJICHHIO
(®dinmis Ne2), remaronoriune BimaiieHHs Nel,

M. KuiB

Howmep ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBAHHSI

Ne 153 Bix 30.01.2024

HasBa xiiHiyHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta aaTta

«PannomizoBane pnociimkeHHs Il ¢a3m qis mopiBHAHHS eQEKTUBHOCTI Ta O€3MeYHOCTI
HEeMTaOpyTUHIOY B MOPIBHAHHI 3 XIMIOIMyHOTEpami€ro MpH paHille HEIIKOBAHOMY XPOHIYHOMY
aiMdourTapHOMY Jeiko3i/miMdomi 3 manux diMmdorurtie 6e3 adepaniit rena TP53 (BELLWAVE-
008)», MK-1026-008, 3 inkopriopoBatoio nonpaskoio 02 Bix 20 Bepechs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BinoBinanbHicTI0 «MC/] Ykpaina»

CrnioHcop, kpaiHa

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

B.o. HayanbHuKa PapManeBTHYHOIO YIIPABJIIHHSA

Ouaekcanap I'PIHEHKO

(miamuc) (Bnacue im’s TIPI3BUILE)



Honatox 10

10 Haka3zy MiHicTepcTBa OXOPOHHU 37J0POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Bpomrypa mocmigauka okpenizsymady (Ocrevus/R0O4964913), Bepcist 24 Big nucromnaga 2025 poxy,
AHTIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 1118 Bix 28.06.2022

HazsBa xniHiyHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta JAara

«baraToneHTpoBe, TPOCTE, BIIKPUTE, PO3IIUPEHE JOJATKOBE JOCHIHKEHHS JUISl  OIHKH
JIOBTOCTPOKOBOT O€311eYHOCTI Ta €(heKTUBHOCTI OKpeNi3yMaly y MaIli€HTIB 3 PO3CISTHUM CKIIEPO30M»,
MN43964, Bepcis 2 Bin 29 cepnus 2023 poky

3asBHUK, KpaiHa

[TigmpuemcTBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVUK’IOBIA PJIC Vkpaina»

Cnoncop, kpaiHa

«®. XOODOMAHH-JIA PO JITI», lseituapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

B.o. HauyaabHuKa @apMaeBTUYHOTO YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(miamuc) (Bnacue im’st [TPI3BULLE)



Jlomarok 11

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB KITIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

Inentudikamist cyrreBoi monpaBku | Enexkrponnuii moaenHuk mamieHTa (Proposal of eDiary questions), Bepcis 3.0 Bim 12 BepecHs
2025 p., yKpaiHCHKOIO MOBOO JIJIsl YKpaiHu; 3aaydyeHHs JJOJaTKOBUX MICIb TPOBEACHHS KITHIYHOTO

OCIIIKEHH
No I1.1.B. BiAOBIZAJILHOTO AOCIIIHHKA
n/n Ha3Ba micuig npoBeieHHs KITHIYHOTO BUITPOOYBAHHS

1. | nikap I'yaaepraiino b.1.

KwuiBcbka kimiHIYHA JKapHS Ha 3aii3HUYHOMY TpaHcmoptTi Ne2 ¢inii «llenTp oxopoHu
3I0POB’S» aKI[IOHEPHOTO TOBAPUCTBA «YKpaiHChKa 3ali3HUID», LI[eHTp KIHIYHUX
JoCIipKeHb, M. Kuis

2. | n.m.H., pod. JuTsaTkoBcbka €.M.

KomyHnanpHe HekomepiriiiHe mianpueMcTBO «KiliHIYHA JTIKapHS MBHAKOT MEIUYHOT
nonomoru» J{HimpoBcekoi o6sacHoi Panu, aneprojorigauii ieHTp, M. JHinpo

3. | a.M.H., mpod. CranicimaBuyk M.A.

KomyHnanpHe HekoMepIliiHe TiAnpUeMCTBO «BiHHUIIbKA 00JlacHA KITIHIYHA JIIKApHS M.
M.I. Iluporosa Binawuipkoi oOmacHoi Pamm», OOmacHHMil JTIKyBaldbHO-IiarHOCTUYHUN
nynbMoHoJoriyHuE  [lenTp, BiHHMIbKHI HAIlOHATLHUNW MEIWYHUN  YHIBEPCHUTET
im. MLI. TIuporosa, kadeapa BHYTpirHL01 MeauHA Nel, M. BinHums

4. | n.m.H., ipod. ["aBpucrok B.K.

JepxaBHa yctaHoBa «HamioHanpHUN HAyKOBHH LEHTp (TH3iaTpii, MyJIHbMOHOJIOTII Ta
aneproJorii imeni @.I". SInoBcrkoro HamionansHoi akagemii MEUUHUX HAyK YKpaiH»,
BIJITUICHHS IHTEPCTHUIIIMHUX 3aXBOPIOBAHb JIereHb, M. KuiB

5. | mikap Kapmnenko O.O.

Memnunuit  neHtp «Oxk!Kiinik+» ToBapucTBO 3 0OMEXKEHOI BIAMOBIIAIBHICTIO
«MDKHApOJHUHM IHCTUTYT KIIHIYHUX JOCTIIKEeHb», CTAI[lOHApHE BIIIUICHHS, BIIALT
Teparnii, peBMaToJIorii Ta kapaiosorii Menuunoro nentpy «Ok! KniHik+», M. Kuis
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Howmep Ta nara nHakazy MO3 npo Ne 51 Big 15.01.2026

MIPOBEJICHHS KIIIHIYHOTO

BUIIPOOYBaHHS

Hasga xiinigynoro BunpoOyBanns, | «®aza II, MikHapoane, OaraTtoueHTpoBe, MOABIHE CIlille, PaHIOMI30BaHE, KOHTPOJIHOBAaHE

KO/, Bepcis Ta qara aKTUBHUM TIpenapaToM, TPbOXETAIHE IepexXpecHe MOCTIDKEHHS Ui OIIHKH TepaneBTHYHOL
€KBIBAJIEHTHOCTI J030BaHOTO aeposoJibHoro iHTamsitopa CHF5993 3 nmozamm 100/6/12,5 Mkr
HFA-152A y mnopiBHSHHI 3 [030BaHUM aepo3ojbHUM IHraiastopom CHF5993 3 nozamm
100/6/12,5 mxr HFA-134A y naiieHTiB 13 OpOHXIaJbHOIO aCTMOIO JIETKOTO Ta CEPEIHbOTO CTYIEHS
TsokkocTi (nociimkeras TRECONY)», CLI-05993AA9-01, sepcis 2.0 Bix 21 mumnas 2025 poky

3asBHHK, KpaiHa TOB «®OPTPIA JIEBEJIOTIMEHT YKPATHA»

CrnioHcop, KpaiHa «K’e31 Dapmarnientiui C.i.A», [tanis

B.o. HavanabHuka PapManeBTHYHOIO YIPABJIiHHS Oaexkcanap 'PIHEHKO

(migmnuc) (Bnache im’s TIPI3BUILE)



JonaTtok 12

10 Haka3zy MiHicTepcTBa OXOPOHHU 37J0POB’S
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JIO0 TPOTOKOJIIB KIIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Onosniernii posznin 3.2.P. DRUG PRODUCTS Jlocke MOCTIIKYBAaHOTO JKApCHKOTO 3aco0y
MK-3475, Bepcis 09076F Bim 05 rpyans 2025 p., aHTTiMCHKOI0 MOBOIO; 3alydeHHs TOJATKOBUX
JIKapCchKUX 3ac001B, 1110 BUKOPUCTOBYIOThCS K MpenapaTH nopiBHaHHs: Kapoomnarun (Carboplatin
Accord), Accord Healthcare Polska Sp. zo.0., koHIIeHTpaT asi po3uuHy i iHPy3ii, 10 mr/mi;
Kap6omnatun (Carboplatin-GRY®), Teva GmbH., koHueHTpar ans po3uuHy s 1HQY31H,
10 mr/mut; I'emintabin (Gemcitabin AqVida), mopomiok niodiizoBaHui Ui po3unny i iHDY31H,
1000 mr/¢dnakon (1r/dnakon); 3amydeHHS BUPOOHUKIB JIIKAPCHKUX 3aC001B, 110 BUKOPUCTOBYIOTHCS
sk mpenapat nopiBusHHs: KapOormatun - Accord Healthcare Polska Sp. z 0.0., Ul. Lutomierska
50, Pabianice, 95-200, Poland; Kap6ormiatun - Accord Healthcare Single Member S.A., 64th Km
National Road Athens Lamia, 32009, Greece; Kap6omnarun - Pharmachemie B.V., Swensweg 5,
Haarlem, 2031 GA, Netherlands; I'emiutabin - AqVida GmbH, Kaiser-Wilhelm-Strasse 89,
Neustadt, Hamburg, 20355, Germany

Howmep ta nara nakazy MO3 npo
MPOBEACHHS KIITHIYHOTO
BUIPOOYBaHHS

Ne 662 Bin 17.04.2025

Ha3Ba kiiHiyHOTO BUITPOOYBaHHSI,
KO/, BEpCis Ta nara

«KEYMAKER-UO1, mignocnimkeras 01E: mapaconbkoBe nocnimpkerss I ¢ha3u 3 mouepropumu
rpynamMy JOCHIDKYBaHUX IIpernapaTiB 3 ximioTepamiero abo 0e3 Hei y KoMOiHamii 3
neMOpoJiizymabomM JUIsl JIIKYBaHHS YYacCHHMKIB 3 BIIEpIIE JIarHOCTOBAaHMM OllepadeIbHUM
HeapionokmituaauM pakoM sereHiB (HIKPJI) craxmiii II-11IB (N2)», MK-3475-01E, Bepcis 3
iHKOpropoBaHoto nonpaskoro 03 Bix 03 munuHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoo BinnmoBinaabHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

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

B.o. HavaabHuKa PapManeBTHYHOIO YIIPABJIiHHA Ouaexkcanap I'PIHEHKO

(miamuc) (Bnacue im’st TIPI3BUILE)



Honatox 13

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB KITIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

30UTbIIICHHST 3aIUIAHOBAHOI KUIBKOCTI CyO’€KTIB JOCHIDKEHHS IS BKIIOYEHHS Yy KIIHIYHE
BUrpoOyBaHHs B YkpaiHi 3 10 g0 20 yyacHUKIB (CKpUHOBAHMX)

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KIITHIYHOTO
BUNPOOYBaHHS

Ne 1723 Bix 14.11.2025

HazsBa xniHiyHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta JAara

«PannomizoBane Biakpure OararoueHtpoBe aocinipkeHHs III ¢a3u 3 omiHku Openosityry B
MOPIBHSIHHI 3 BIICTPOUYEHOIO TEPaIi€lo MPH JIKyBaHHI XpPOHIYHOTO BipycHOTO renatury D (kogoBe
no3HaueHHs: AZURE-4)», BJT-778-304, penaxiiist 2.0 Bix 20 ceprast 2025 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJIHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«bnymxent Tepan’'rorike, [nk.» [Bluejay Therapeutics, Inc.], CIIIA

B.o. HauyaabHuKa @apMaeBTUYHOTO YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(miamuc) (Bnacue im’st [TPI3BULLE)



Honatok 14

10 Haka3zy MiHicTepcTBa OXOPOHHU 3710POB’ s
VYkpainu «IIpo 3aTBepKEHHS CyTTEBUX
MOTIPABOK JI0 IPOTOKOJIIB KITIHIYHUX
BUIIPOOYBAHb)

04.02.2026 Ne 131

InenTudikamis cyTTeBOi HOMpPaBKU

Bpomrypa mocmimauka Obefazimod (ABX464), Bepcis 12.0 Bim 21 mucromama 2025 poky,
AHTJIIICHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 mipo
MPOBEACHHS KJITHIYHOTO
BUNPOOYBaHHS

Ne 641 Bin 16.04.2024

HazsBa xniHiyHOTO BUIIPOOYBaHHS,
KOJI, BepCis Ta JAara

«PannomizoBane, mMojBiiiHE ciine, OaratorieHTpoBe pAochimkeHHs ¢asu Il mana  ominkm
JOBTOCTPOKOBOT e(heKTUBHOCTI Ta 6e3neunocTi npenapaty ABX464 npu 3actocyBaHH1 B 1031 25 M
a6o 50 Mr oauH pa3 Ha 100y SK MIATPUMYBAJIBHOI Tepamii B MAIIEHTIB 13 aKTUBHUM BHPA3KOBUM
KOJIITOM BiJI CEPETHBOTO JI0 TSHKKOTO CTyIeHs TshKKocTi», ABX464-107, Bepcis 5.0 Bix 10 kBiTHS
2024 poxy

3asBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO IHBECTHUIIIEIO «AVUK’IOBIA PJIC Vkpaina»

Cnoncop, kpaiHa

ABIVAX, ®panuis

B.o. HauyaabHuKa @apMaeBTUYHOTO YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BULLIE)



