Jomatox 1

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

Indopmaris Ay mamieHTa Ta iHGOPMOBaHA 3rojla HA y4acTh Y HAYKOBOMY JIOCHIKEeHHI, Bepcis 8.0
s Ykpainu Big 18 uwepBHa 2025 poky, yKpaiHCBKOIO, aHIIIIKHCHKOI Ta POCIMCHKOI0 MOBaMH;
OnoBnenuii posain «Skicte» Jlocke mocmimKyBaHOTO JiKapchkoro 3acoOy Picankizymad
(ABBV-066), Bepcis 7.0 E Big 26 6epe3ns 2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane nojsiiiHe ciine qociimkenns 111 dasu, 1 nopiBHsIHHES npenapary Picankizymab
3 muanebo y Maii€eHTiB 3 akTUBHUM mcopiatuuHuM aptputoM (IIcA), sxi maroTh B aHamHe3l
HEa/leKBaTHY BIANOBIAb MNPHHAWMHI Ha OJUMH XBOPOOOMOAM(DIKYIOUHMIA NPOTUPEBMATHUHUI
npenapar (XMIIPII) a6o #oro nemepenocumicte (KEEPSAKE 1)», M16-011, Bepcis 7.0 Bin
10 sxoBTHA 2024 poky

3asiBHUK, KpaiHa

«E00Bi biodhapmacerorikans ['m6X», [lIselnapis

Cnoncop, kpaiHa

AbbVie Inc., USA/ E66BIi Iuk., CIITA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 2

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

3amyuyeHHS OJATKOBUX JIIKAPCHKUX 3aC001B, 110 BUKOPUCTOBYIOTHCA SIK MperapaTH MOPIBHSHHSA:
Hucnnatun-TeBa, KOHIEHTpAT A po3uuHy Uit iHQy3id, 1 mr/ma; mo 100 M y ¢uakoni, mo
1 ¢gurakony y maumi; Kap6omnatun «k EBEBEy», konuentpar ayis po3uuny miis iHdy3ii, 10 mr/m, o
45 mn (450 wmr) y dumakoni, mo 1 ¢makony y kopobui; [IEMETPEKCEJI-BICTA COJIIOT,
KOHIIEHTPAT JJIsl MPUTOTYyBaHHS pO34YHHY A 1HQY3iH, 25 mr/mi, o 40 ma (1000 mr) y drakowi,
nmo 1 d¢makoHy y KapTOHHIH KopoOmi. 3amydeHHS BUPOOHMKIB JIKApCHKUX 3aco0iB IO
BUKOPHUCTOBYIOThCS SIK Tperapatu mnopiBHsHHsS: Papmaxemi b.B., Byn. Csencser 5, 2031 GA
XapneMm, Hinepmangu (Pharmachemie B.V., Swensweg 5, 2031 GA Haarlem, the Netherlands);
®dapeBa Yurepax I'M0X, Monmseemrpacce 11, 4866 Yutepax am Artrtepsee, ABctpis (Fareva
Unterach GmbH, Mondseestrasse 11, 4866 Unterach am Attersee, Austria); Cinron Xicranis, C.JL.,
Byn. K/Kacrenno, nol, Cant boi ne Jlno6perar, bapcenona, 08830, Icnanis (Synthon Hispania,
S.L., C/Castello, nol, Sant Boi de Llobregat, Barcelona, 08830, Spain)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Bix 16.09.2025

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBane, BiKpuTe, OararoreHTpoBe kiiHiuHe gociimkeHHs I dha3u mis ominku 6e3mexu
ta edextuBHOCTI MK-1084 y komOiHamii 3 MiJMIKIPHUM BBEAECHHSAM HeMOposizymMady Ta
Oeparianyponinasu anbpa (MK-3475A) y nopiBasaHi 3 MK-3475A y xom6iHalii 3 npenaparamu
ximioTeparii memMeTpeKce0oM / TIIaTHHO (KapOOIIaTUHOM a00 MUCIIIIATUHOM) Y SIKOCTI JTIKyBaHHS
TePIIOi JHIT YISl YYaCHUKIB 13 PO3MOBCIOKEHUM 200 METaCTaTUYHUM HETTOCKOKIITHHHUM HJIPJI
i3 myTartiero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcis 00 Bix 27 uepsHs 2025 poky

3asBHHUK, KpaiHa

ToBapuctso 3 oomexkeHoo BianosiganbHicTIO «MCJl Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’s IIPI3BUILIE)



Jonmatok 3

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-1084-012, Indopmartiis Ta TOKyMeHT npo iHGOPMOBaHY 3roy JUIsl Malli€eHTa, BEPCist
01 Big 10 Bepecnst 2025 p., ykpaiHCbKOI0 MOBOIO; YKpaina, MK-1084-012, Indopmarrist Ta TOKyMeHT
npo iHdopMOBaHy 3roay IS HaIli€eHTa Ha HEOOOB’ SI3KOBUI OOMEKEeHHMI CKpuHIHT, Bepcis 01 Bix
10 Bepecns 2025 p., ykpaiHCbKOIO MOBOIO; Ykpaina, MK-1084-012, [ndopmaris Ta JOKyMEHT Ipo
iH(hopMOBaHy 3rojly AJis MallieHTa Ha HaJJaHHS HE0OOB I3KOBUX MOCIyT (KommaHiero «Greenphire»),
Bepcis 01 Bix 10 BepecHs 2025 p., ykpaiHChbKOI0 MOBO; Ykpaina, MK-1084-012, Tadhopmaniiiamii
JUCTOK 1 JOKYMEHT Mpo iHpopMoOBaHy 3rofy Ha MailOyTHe OiomMeanyHe TociipkeHHs, Bepcis 01 Bin
10 Bepecus 2025 p., ykpaincbkoro MoBoro; MK-1084-012 3pa3ok MapKyBaHHS JIIKAPCHKOTO 3aC00y
Oepanu3ymald, 25 wMr/mi, KOHIEHTpaT mia po3uuHy Ui iH(y3id, Outer Package,
G00051_B00001_C00003 V001 Bix 05 BepecHst 2025 p., aHTIIIKHCHKOIO Ta YKPATHCHKOIO MOBAaMH;
MK-1084-012 3pa3ok MapKyBaHHs JIKapChKOro 3aco0y GeBanu3ymad, 25 Mr/mii, KOHLEHTpAT A
po3umHy mis iHQy3ii, Immediate Container, G00052 B00001 C00003 V001 Big 08 BepecHs
2025 p., aHTIHCHKOIO Ta YKPaTHCHKOIO MOBAMHU

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Bix 11.07.2025 y penakuii Hakazy MO3 Vkpaiau Ne 1271 Big 11.08.2025

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBane, BinkpuTe, OaraToneHTpoBe KiiHIYHe nociikeHHa III ¢asu nmis ouinkm
6esneunocti Ta edexkruBHocTi MK-1084, nerykcumaly Tta cxemu mFOLFOX6 mnopiBHAHO 3i
cxemoro mFOLFOX6 3 noxaBanHsM OeBaru3zymady abo 6e3 HbOTO B SIKOCTI MEpUIOi JIiHIT Tepamii
JUIE  YYacCHUKIB 3 JIOKaJbHO PO3MOBCIOJUKEHMM HeomepabenpbHHMM a00 MeTacTaTHYHUM
KojopekTanbHuM pakoM 3 wyTtamielo KRAS G12C  (mochimkxenns KANDLELIT-012)y,
MK-1084-012, Bepcist 01 Bix 01 tpaBHst 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MCJ] Ykpainay

CnoHcop, kpaiHa

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

B.o. HayaabHnKa PapManeBTHYHOIO YIIPABJIIHHA Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jonmaroxk 4

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa npochmigauka Apenymad (MSBO0010718C), Bepcis 15 Bim 10 uepBHs 2025 poky,
aHTIHChKOI0 MOBOW; I[H(Dopmamiitauii nuctok 1 dopma 3romu, Bepcis VS5.0UKR(uk)1.0 Bix
18 cepmas 2025 poky, mepekiia yKpaiHChKO MOBOIO Bif 25 cepmas 2025 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1415 Big 07.08.2023

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpure, OaraToneHTpOBE JOCIIMHKCHHS  MOJAJBIIOrO  CIOCTepEXKEeHHs id  300py

JOBFOTEPMIHOBHX JIaHMX TMPO YYAacCHUKIB JEKUIBKOX KIIIHIYHUX JIOCHi/DKEHb aBerymaly
(MSB0010718C)», MS100070 0176, Bepcis 2.0 Bix 22 xoBTH 2024 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

Merck KGaA, Himeuyunna

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlomaTok 5

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

[ToBimomuenHst npo koHdiaeHmiHIcTh, Bepcis 1.0-UA(uk), mara: 27 ceprias 2025, ykpaiHChKOIO
MoBoto; [loBimomnenns mpo kougimeHuiidHicts, Bepcis 1.0-UA(ru), nmata: 27 cepmnusa 2025,
POCIHCHKOIO MOBO; JIMCT-TTOBIIOMIICHHS YYaCHUKY JOCIIHKEHHS PO OHOBIICHHSI ITOJIOKEHHS TTPO
KoH}inenuiitnicts, Bepcist 2.0-UA(uk), marta 23 Bepecus 2025, yKpaiHCBKOIO MOBOIO;
JIMCT-MOBIAOMIICHHS] YYaCHUKY JOCIIKEHHSI [P0 OHOBJICHHSI MOJIOKEHHS PO KOH(D1AEHIIHHICTS,
Bepcisa 2.0-UA(ru), nara 23 Bepecus 2025, pociiiCbKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1016 Bix 06.05.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«ocnimkenns ehekTHBHOCTI Ta Oe3meku 3acTocyBaHHs npenapary Comamanuran (Somapacitan)
OJIMH pPa3 HAa TUXJACHb y MOPIBHSHHI 3 IIOACHHUM 3acTOCYBaHHSM mpenapaty Hopaitpomin®
(Norditropin®) y mite#t 3 mpedimurom ropmony pocty», NN8640-4263, dinanbaa Bepcis 9.0 Big
19 rpynns 2022 p.

3asiBHUK, KpaiHa

TOB «Hoo Hopaick Ykpainay

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 6

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

[ToBimomuenHst npo koHdiaeHmiHIcTh, Bepcis 1.0-UA(uk), mara: 27 ceprias 2025, ykpaiHChKOIO
MoBoto; [loBimomnenns mpo kougimeHuiidHicts, Bepcis 1.0-UA(ru), nmata: 27 cepmnusa 2025,
POCiiCbKOI0 MOBOIOY; JINCT-TIOBIIOMIICHHSI YYaCHHUKY JOCIIKEHHS ITPO OHOBJICHHS MOBIIOMIICHHS
npo koH¢igeHuinHicTh, Bepcis 2.0-UA(uk), mara 23 Bepecus 2025, yKkpaiHCBKOIO MOBOIO;
JIUCT-TIOBINOMIIEHHST ~ YYaCHHKY  JOCTI[UKEHHS  1PO  OHOBIICHHA  IIOBIIOMJICHHS  IIPO
KoHiaeHuiitHicTh, Bepcis 2.0-UA(ru), nata 23 BepecHs 2025, pociiicbKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2487 Bin 17.12.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«EdexTuBHicTh Ta Oe3neka mnpodimakTuyHOro 3actocyBaHHs KoHIu3ymaly y Tali€eHTiB 3
remodinmiero A uu b, yckmagHeHow iHrioitopamu», NN7415-4311, ¢inansna Bepcis 11.0 Bifg
07 Xostusa 2024

3asiBHUK, KpaiHa

TOB «HoBo Hoprick Ykpainay

Cnoncop, kpaiHa

Novo Nordisk A/S ([anis)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlonatok 7

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

[ToBimomuenHst npo koHdiaeHmiHIcTh, Bepcis 1.0-UA(uk), mara: 27 ceprias 2025, ykpaiHChKOIO
MoBoto; [loBimomnenns mpo kougimeHuiidHicts, Bepcis 1.0-UA(ru), nmata: 27 cepmnusa 2025,
POCIHCHKOIO MOBO; JIMCT-TTOBIIOMIICHHS YYaCHUKY JOCIIHKEHHS PO OHOBIICHHSI ITOJIOKEHHS TTPO
KoH}inenuiitnicts, Bepcist 2.0-UA(uk), marta 23 Bepecus 2025, yKpaiHCBKOIO MOBOIO;
JIMCT-MOBIAOMIICHHS] YYaCHUKY JOCIIKEHHSI [P0 OHOBJICHHSI MOJIOKEHHS PO KOH(D1AEHIIHHICTS,
Bepcisa 2.0-UA(ru), nara 23 Bepecus 2025, pociiiCbKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«EdexTuBHicTh Ta Oe3neka mnpodimakTuyHOro 3actocyBaHHs KoHIu3ymaly y Tali€eHTiB 3
remodiniero A uu b, He ycknmagHeHnoro iHriditopamm», NN7415-4307, dinansna Bepcis 8.0 Bix
31 ciyns 2025

3asiBHUK, KpaiHa

TOB «HoBo Hoprick Ykpainay

Cnoncop, kpaiHa

Novo Nordisk A/S ([anis)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 8

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig IPOBEACHHS KIIHIYHOTO BUTPOOYBAHHS:

BYJIO CTAJIO
K.M.H. XaByHka M. 4. K.M.H. XaByHka M.51.
KomyHnanbHe HekomepiiiiHe mignpueMcTBo | ToBapuCTBO 3 OOMEKEHOIO BiIOBITABHICTIO
«JIbBiBCBHKE TepUTOpialibHE memuune | «<HEUPO®OKYCy, LEHTP KIITHIYHUX

o0’eqnanna  «KiiHiYHA JiKapHS IUTAHOBOTO | JAOCIIKEHB, M. JIbBIB
JiKyBaHHS, pealOumitanii Ta  mHaliaTUBHOL
JIOTIOMOTHY, BiJIOKpEMJICHU I i PO3 LT
«5-a JlikapHs», HEBpOJIOTIYHE BITIJICHHS 3
MEAMYHOI0 peadimitaieto, M. JIbBIB

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Ha3Ba kiiHiuHOrO BUNPOOYBaHHH,
KOJI, Bepcis Ta Jara

«OCHOBHUH TPOTOKOJ IBOX HE3AJIEKHUX, PAHIOMI30BaHUX, MOJBIMHUX CIIMUX JOCTIKEeHb (Pa3u 3
JUIs TOpiBHAHHA edekTuBHOCTI Ta Oesnexu (pekcanimady (SAR441344) 3 tepiduyHomizom y
JOPOCIIMX YYacCHUKIB 3 peruauBylouuMu (Gopmamu poscisiHoro ckiepo3y», EFC17919,
3 monpaskoro 05, Bepcis 1 Big 26 6epesns 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABentic Pemepin e JleBenonmas,
OpaHitis)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 9

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

3anyyeHHs JOAATKOBUX MICI[b IPOBEJICHHS KIIHIYHOTO BUIIPOOYBaHHS:

Ne [1.1b. BiAMOBiAaIBHOTO TOCIITHUKA

/11 Ha3pa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | k.M.H. KaukoBcbka B.B.
Komynansne Hexkomepiiiine mianpuemctBo Cymcbkoi obnacHoi paau «CyMmcbka obnacHa
KJIiHIYHA JIIKapHI», peBMaTtojoriune BimaiaeHHs, CyMCBbKHHA JepKaBHHN YHIBEPCHUTET,
kadenpa BHYTpPIIIHBOI Ta CIMEHHOI MEAMIMHUA HaBYaJIbHO-HAYKOBOTO MEIUYHOTO
iHctutyty, M. Cymun

2. | mikap ['opaienxo O.B.
KomyHnanshe 1 ITPUEMCTBO «ITonTaBchka obJyacHa KIIIHIYHA JiKapHs
iMm. M.B. CkmidocoBebkoro IlonraBcbkoi obOnacHoi paaw», OOmacHM JiKyBagbHO-
JIarHOCTUYHHUN PEBMATOJIOTTYHMN 1IeHTp, M. [lonTraBa

3. | x.M.H. Spom B.B.
KomynaneHe HekomepuiiiHe mianpueMctBo «Micbka OaraTomnpoduibHa jikapHs Nel8»
XapkiBChbKOi MICBKOT pajid, peBMaTOJIOTIYHE BIUIICHHSI, M. XapKiB

4. | k.M.H. Banieba M.O.
KomyHnanbHe HekoMepuiliHe mianpueMcTBO «Micbka KiiHiyHa JikapHs Nel IBano-
®paHKIBCHKOT MICBKOI paan», BIAMIIECHHS CHEIiaTi30BaHOi KOHCYJIbTaTUBHOI JOIOMOTH,
M. IBaHO-DpaHKIBCHK

5. | mikap Bacuiens B.B.

JlikyBanmbHO-AlarHOCTUYHUM 1eHTp ToBapuctBa 3 0OMEXEHOIO BiJMOBIATBHICTIO
«Memnunnii [{im «Opapexcy, comatudse BiauteHHs, M. Oneca




2 MPOJOBXKEHHS J10/1aTKa 9

6. | x.M.H. Knie6an f1.1.

KwuiBcbka KimiHIYHA JiKapHSA Ha 3aili3HUYHOMY TpaHcropTi Ne2 ¢imii «llenTp oxopoHm
3I0pOB’S» aKI[IOHEPHOTO TOBapUCTBA «YKpaiHChKa 3ami3HUIls», LleHTp KiIiHIYHHX
Jocimkenb, M. KuiB

7. | x.m.H. Cmomina JI.O.

ToBapucTBO 3 oOMexeHOWw BimnmoBiganbHIicTIO «KimiHika «J/leHuc», TepaneBTHYHUI
cranionap, M. Kuis

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1104 Big 11.07.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Hocmimkenns 1 ¢asu nns ADI-001, cTBOpeHOro 3a JOIMOMOTO I'€HHOI 1H)XKEHEepii ajJoreHHUMH
ramma-gensra (y0) CAR-T-kmitunamu, copsimoBanuMu npotu CD20, y mopocnux mrofei i3
iIionmaTHYHIMH 3amaTbHUMU Mionatismuy, ADI-001-105, Bepcis 1.0 Big 06 muctonana 2024

3asBHUK, KpaiHa

ToBapHCcTBO 3 00MEXEHOI0 BiimoBimanbHicTIO «I[IBP VKPAIHA»

CnoHcop, kpaiHa

Adicet Therapeutics, Inc., USA «Anicer Tepanstotikc, [Hk.», CionyueHi mratu AMEpuKu

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(migmic) (Bnacue im’s TTPI3BUILIE)



Jomatok 10

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

®opma iHGoOpMOBaHOI 3roaM JUISl TMPOAOBXKEHHS JIIKYBaHHS YYaCHUKIB BHUIPOOYBaHHS
[DI3 (mpoaOBKEHHS PO3MKUPEHOT YACTHHH JIIKYBaHHS) JJIs1 yYaCHHUKIB BUIPOOYBaHHSA |, 111 YKpaiHu
Bepcii 1.0 Bix 17 6epesnst 2025 p. (aHMTIHCHKOIO 1 YKPaiHCHhKOIO MOBaMH )

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2030 Big 07.11.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararonienTpoBe, paHaOMi30BaHe, IOJBIMHE ciine, IIale00-KOHTPOJIbOBaHE S2-TH)KHEBE
HiATPUMYIOYE JIIKYBAaHHS 1 BIIKpUTE MPOJOBXKEHE JOCIIIKEHHS Uil BUBUCHHS €PEKTHBHOCTI Ta
6esneuHocTi Picankizymaly y MaIi€eHTiB 3 BHUPa3KOBUM KoiiTom», M16-0606, iHKOpriopoBaHUil
[Monpaskamu 1, 2, 2.01 (tineku ais Kuraro), 3, 3.01 (tineku ans Himewunnn), 4, 4.01 (Tinbku 1uist
SAnonii), 4.02 (st YKpainu Ta NpuIeriauX 3aQisHuX KpaiH), S, 6, 7 1 AIMIHICTpaTUBHUMH 3MiHAMU
1,2,3,4,5, 7 ta 8 Big 04 rpyanst 2024 poky

3asiBHUK, KpaiHa

«E00Bi biodhapmacerorikans ['m6X», [lIselnapis

Cnoncop, kpaiHa

AbbVie Inc., USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 11

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBieHu# POTOKOJ KiIiHIYHOTO BUTIpoOyBaHHa MK-1084-004, 3 iHKOPIIOPOBAHOIO MOIPABKOIO
03 Bix 22 nmumus 2025 poky, aHIIIIHCHKOI0 MOBOIO; 3MiHa Ha3BH mpoTokoiry KB 3 «PannomizoBane,
nojBikiHe ciine, 6aratorieHTpoBe qociikeHHs [ ga3u komGinamii MK-1084 3 memOposizymadbom
MOPIBHIHO 3 KOMOIHAIIIE0 TeMOpoITi3yMaly 3 mianedo sK JiKyBaHHS MEPIIol JiHil sl y9aCHUKIB
13 MeTacTaTUYHUM HeAPiOHOKIITHHHUM pakoM JereHiB 3 mytamieto KRAS G12C Ta ekcrmpeciero
PD-L1 TPS >50%» na «PanmomizoBane, mojBiitHe ciine, Oaratonentpose nociimkenns 1 ¢a3u
koMOiHarii MK-1084 3 memOposnizymadoM NOpIBHAHO 3 KOMOIHAI€l0 TeMOpoizyMady 3 miianedo
AK JIKyBaHHA NepImIoi JiHIl Ui yYaCHWKIB 13 JIOKaJbHO-MOIIMPEHHM ab0 MeTacTaTUYHUM
HeApiOHOKIITUHHUM pakoM JereHiB 3 myTtaiiero KRAS G12C Ta ekcmpeciero PD-L1 TPS >50%
(KANDLELIT-004)»; Bkmtouenns akponimy npotokoiry: « KANDLELIT-004»; JIuct-po3’ sicHeHHs
1o cekiit 5.2; 8.2.1.4; 1.3.1 no npotokomy MK-1084-004 Big 08 ceprus 2025 poky, aHTTIHCHKOIO
MoBoI0; Ykpaina, MK-1084-004, Indopmartist Ta JoKyMeHT po iHGOpMOBaHy 3roay s MaIli€eHTa,
Bepcia 02 Big 20 ceprHs 2025 p., ykpaiHCbKOI0 MOBOM; Ykpaina, MK-1084-004, Indopmanis ta
JTIOKYMEHT MPO 1HPOPMOBAHY 3ro1y JIJis MaIlieHTa Ha He0OOB A3KOBHI OOMEXKEHHI CKPUHIHT, BEPCis
01 Big 20 cepnus 2025 p., ykpaiHChbKOI0 MOBOIO; Ykpaina, MK-1084-004, Indopmariiinuii auctok
1 JTOKyMEeHT npo 1H(QOpPMOBaHYy 3rofy Ha MailOyTHe OiomenuuHe nociiakeHHs, Bepcis 02 Bix
20 cepnus 2025 p., ykpaincekoro MoBowo; MK1084-004 300pakeHHs Ha €JIEKTPOHHOMY
I0ICHHUKY Tyt namienTa (‘“HaBuansHuit Moynb 13 kopuctyBanHs 1ianmerom”, “EORTC QLQ-
C30”, “EORTC QLQ-LCI13”, “NSCLC-SAQ”, “EQ-5D-5L”, “Sponsor - TestStudy”;
“ERT — TestStudy, 3asBa npo koH}pizeHwiiHicTE”), Bepcis 2.00 ans Ykpainu Big 22 TpaBHA
2025 poky, YKpaiHCbKOIO MOBOO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 766 Bin 03.05.2024




2 NpOAOBKEHH 1ojaTka 11

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, nmojBiiHe ciirne, 6araronenrpose gociimkenHs 111 ¢azu kombinamii MK-1084 3
neMOpoJ1i3ymMmaboM MOPiBHAHO 3 KOMOIHAIIE meMOposizymaly 3 1uianedo sK JiKyBaHHS HEPIIOi
JiHI] A7 yYaCHHKIB 13 METAaCTaTUYHMM HEAPIOHOKIITHHHUM pPakoM JIETEHIB 3 MYyTalli€o
KRAS G12C Ta excnpecieto PD-L1 TPS >50%», MK-1084-004, 3 iHKOpIIOpOBaHOIO MOIMPABKOIO
02 Bix 04 >xoBTHS 2024 poKy

3asiBHUK, KpaiHa

ToBapucTBO 3 00Me)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)



Jlomatok 12

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

30inbIIeHHs 3arIaHoBaHOi KuTbkocTi 3 60 mo 70 ckpuHOBaHUX MAIlieHTIB B YKpaiHi; YKpaiHa,
2870-032, Indopmariist Ta TOKyMeHT Ipo iHPOpPMOBaHy 3roy Juisi namienTa, Bepcis 01 Big 26 cepras
2025 p., ykpaiHChKOlO MOBOw; YkpaiHa, MK-2870-032, Iudopmaris Ta AOKYMEHT TIpO
iH(opMOBaHy 3roy JJis nmarieHTa Ha HeoO0oB’si3koBI MPT-nocnimkenns, Bepcis 01 Bixg 26 cepmHs
2025 p., ykpaiHCbKOIO MOBOIO; Ykpaina, MK-2870-032, Iudopmaris Ta AOKYMEHT WIpO
iH(OopMOBaHy 3roy IS allieHTa Ha He0OOB I3KOBUiT 301p 3pa3kiB TKkaHuH, Bepcis 01 Big 26 ceprHs
2025 p., ykpaiHCbKOIO MOBOIO; Ykpaina, MK-2870-032, Iudopmaris Ta AOKYMEHT WIpO
iH(hOopMOBaHy 3rofy Ui Malli€HTa Ha HaJJaHHS HE0OOB’ I3KOBUX MOCIYT (KommaHieto «Greenphirey),
Bepcis 01 Bix 26 ceprnus 2025 p., yKpaiHCBKOIO MOBOIO; 3pa3Kd 30BHIIIHBOTO Ta BHYTPIIIHHOTO
MapKyBaHHS JOCIIPKYBAaHOT O JTiKapchKoro 3aco0y Kapoormarun, 10 mr/mit, 60 My, KOHIIEHTpAT 715
po3unny ans iHGy3ii/paakon, Outer Package ta Immediate Container Big 22 cepmus 2025 p.,
AHTITICHKOIO Ta YKPaiHCHKOI MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane, Binkpute nociuipkeHss Il ¢pa3u ans ouiHku epekTUBHOCTI Ta OE3MEYHOCTI sac-
TMT (Camutyzymald tupymotekan, MK-2870), y moegHaHHi 3 KapOOIJIaTMHOM/MAKIIITAKCEIOM
MOPIBHSIHO 3 XIMIOTepari€er, o0uaBa B KoMOIHAIIT 3 1eMOposizyMaboM B SIKOCTI HeOa/l IOBAHTHOT
Tepamii /U TpUUl HEraTUBHOTO paKy MOJOYHOI 3aJ031 3 BUCOKMM PU3MKOM, Ha paHHii crazii abo
TOPMOHAJILHUM pelEeNnTOP-HU3bKUM O3UTUBHUM PaKOM MOJIOYHOI 3271031 /paKOM MOJIOYHOI 371031
pelenTop-2 HEraTUBHUM JI0 JIIOJICBKOTO emiiepMalibHOro (akTopy pocty», MK-2870-032, Bepcis
00 Bixg 18 mororo 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MCJ] Ykpainay

CnoHcop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jomatox 13

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicCLsl MPOBEICHHS KJITHIYHOTO BUITPOOYBAHHS:

bYJIO

CTAJIO

I.M.H., mpod. BnoBuuenko B.1.

«Jlikapus CasiToro [TanTeneimona»
KomynansHoro HEKOMEPIIIHHOTO
T ITPUEMCTBA TEpPUTOpPIATILHE
MenuyHe  00’eqHaHHs  «bararompodinpHa
KIIHIYHA JIIKapHS  IHTEHCUBHUX  METOJIB
JIKyBaHHS Ta MIBUIKOI MEAMYHOI AOMIOMOTH,
LlenTp Tepamii, JIbBIBCHKMI HaI[lOHATLHUIA
MEIUYHUN YHIBEPCUTET iMeH1
Hanwmna T[amunekoro, kadempa tepamii Nel,
MEIWYHOI JIarHOCTUKA Ta TremMaronorii i
TpaHcy3ionorii GakyIbTETy MiCISAULIOMHOT
ocBitH, M. JIbBIB

«JIbBIBCBKE

I.M.H., mpod. BnoBuuenko B.1.
Binokpemuenuii minposain «Jlikapas Cesitoro
[TanTenemmona» KomyHansHOTO
HEKOMEpIIHHOTO TianpueMcTBa «JIbBIBChKE
TepUTOpiaJibHE Me/InYHe 00'eTHaHHS
«bararonpodinpha KJIiHIYHA JTiKapHS
IHTEHCUBHUX METOJIB JIIKyBaHHS Ta LIBUIKOT
MeauYHO1  gomomorw», LlenTp  Teparii,
Jlep)kaBHe ~ HEKOMepliiiHEe  HiANPUEMCTBO
«JIpBIBCBKUI HalllOHAJbHUN MEIUYHUN
yHiBepcuteT imeHi Jlanuna [amuubkoroy,
kadenpa tepanii Nel, MeTu4HOI 11arHOCTUKY Ta
reMaTosorii 1 TpaHcdy3ionorii (akynbTeTy
MICISIAUIUIOMHOT OCBITH, M. JILBIB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1753 Bix 06.08.2019

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJI, BepcCis Ta faTa

«bararouentpose, Binkpure, [lonosxkene ocmimkenns III ®a3u nns Ouinku [JoBrorpusanoi
EdextuHocTi Ta besneunocti 3acrocyBanHs Mipikizyma0y y IlamienTiB 13 Bupaskosum Komitom
[Tomipuoro ta Tsoxkoro [lepediry (LUCENT 3)», I6T-MC-AMAP, 3 iHKOpIIOpOBaHOO MOMPABKOIO

(e) Bix 31 sxoBTHsI 2023 poky

3asBHHUK, KpaiHa

«Eni Jlinm Bocrox CAy, [lBeiuapis

CnoHcop, KpaiHa

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

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILLE)




Jlomatok 14

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig IPOBEICHHS KIIHIYHOIO BUTPOOYBAHHS:

BYJIO CTAJIO
K.M.H. Tomamkesnd I'.1. K.M.H. Tomamkesua I'.1.
[lpuBatHe wMase mignpuemMcTBo, Menuunuii | KomyHampHe HEKOMepuiiiHE —IMiJIPUEMCTBO
ueHtp «lIlymec», TepameBTMuHe BijaineHHs, | «BiHHUIbKAa Micbka KiiHIYHA JikapHS Nely,
M. Binnung KIIHIYHE TepameBTHYHE BijauieHHs Nel,
Binnunekuit Hal[lOHAJIbHUI MEIUYHUNA

yHiBepcurer iM. M.L. Tluporosa, kadempa
IPOMEACBTUKH  BHYTPIIIHBOT ~ MEIUIIMHH,
M. Binauns

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Coine nyist yyacHUKA Ta IOCHITHUKA, paH0OMI30BaHe, TU1ae00-KOHTPOJIbLOBAHE NOCTIKeHHS (pa3u
I nns ominku Oe3meKkH, MEPEHOCHUMOCTI Ta BiAHOBIEHHS CIM30BOi OOOJIIOHKU MPU BUKOPUCTAHHI
AZD7798 y mnauieHTiB 3 aKTUBHOIWO XBOpoOoio Kpona kiay0oBOi KHIIKM Ta 1JIEOCTOMOIO
(CALLISTO)», D9690C00006, Bepcis 1.0 Big 16 TpaBHs 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayabHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(migmmc)

(Bnacue im’st [TIPI3BULLLE)




Jomatoxk 15

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHu#i npotokos KirHiYHOro BunpodyBanas MK-1026-003 3 iHKOPIOpOBaHOIO MOIMPABKOIO
09 Big 21 cepmust 2025 poky, aHrmiicbkoro MoBor; OnHoBneHi po3aim S.2 MANUFACTURE,
S.4 CONTROL OF DRUG SUBSTANCE, S.7 STABILITY Jlocke mociiaKyBaHOTO JiKapChKOTO
3aco0y MK-1026, Bepcist 08X2T7 Big 01 ceprast 2025 poky, aHTIIiHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1966 Bix 15.09.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jocmimxenns Il ¢a3u ominkm edextuBHOCTI Ta Oesmeunocti MK-1026 y mnamieHTiB 3
reMaTOoJIOTTYHUMH 3JIOSIKICHUMU 3aXBoproBaHHAMI», MK -1026-003, 3 iHKOPITOPOBAHOIO MOTIPABKOIO
08 Bix 16 TpaBus 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

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

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’s TTIPI3BUILIE)



Jlomatok 16

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-1084-004, Tndopmariis Ta 1OKyMeHT mpo iH(GOpPMOBaHY 3rofy IJjis Tali€HTa s
JIKYBaHHS Micis mporpecyBaHHs xBopoOH, Bepcis 01 Bim 02 BepecHs 2025 poky, yKpaiHCBKOIO
MoBoI0; Ykpaina, MK-1084-004, Tndopmarris Ta 1oKyMeHT npo iHGpOpMOBaHy 3roay IS HaIli€eHTa
Ha HagaHHS HE0O0OB’sA3kOBHX MoOCHyT (kommaHieto «Greenphire»), Bepcist 00 Bim 02 BepecHs
2025 poky, yKpaiHCbKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 766 Bin 03.05.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, nojBiiHEe ciine, 6aratoueHtpose nociipkeHns I ¢asu komOinamii MK-1084 3
neMOpoi3yMaboM MOPIBHSIHO 3 KOMOiHami€ meMOpoiizymMady 3 mianefo siK JIIKyBaHHS MepIIol
miHIT A7S YYacHUKIB 13 METAaCTaTHUYHUM HEIPIOHOKIITUHHHM pPAaKOM JIETEHIB 3 MyTalli€ro
KRAS G12C Ta excnpeciero PD-L1 TPS >50%», MK-1084-004, 3 iHKOpIIOPOBaHOIO MOTPABKOIO
02 Bix 04 >xoBTHs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpainay

CnoHcop, KpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 17

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

[ToBimomuenHst npo koHdiaeHmiHIcTh, Bepcis 1.0-UA(uk), mara: 27 ceprias 2025, ykpaiHChKOIO
MoBoto; [loBimomnenns mpo kougimeHuiidHicts, Bepcis 1.0-UA(ru), nmata: 27 cepmnusa 2025,
POCIHCHKOIO MOBO; JIMCT-TTOBIIOMIICHHS YYaCHUKY JOCIIHKEHHS PO OHOBIICHHSI ITOJIOKEHHS TTPO
KoH}inenuiitnicts, Bepcist 2.0-UA(uk), marta 23 Bepecus 2025, yKpaiHCBKOIO MOBOIO;
JIMCT-MOBIAOMIICHHS] YYaCHUKY JOCIIKEHHSI [P0 OHOBJICHHSI MOJIOKEHHS PO KOH(D1AEHIIHHICTS,
Bepcisa 2.0-UA(ru), nara 23 Bepecus 2025, pociiiCbKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1265 Bix 05.06.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«ocnmimkenas 3 miadopy J03H JUIS OLIHKK €(PEKTUBHOCTI 1 OE3MEeKU 3aCTOCYBaHHS Iperapary
Comamnanuran (somapacitan) OAMH pa3 Ha THXKAEHb Y HOPIBHSAHHI 3 3aCTOCYBaHHSM Ipenapary
Hopaitponin® (Norditropin®) ouH pa3 Ha A€Hb y AITEH 13 3aTPUMKOIO POCTY, 1110 OyJIM HAPOKEH1
MQJIMMHU Ul TECTallifHOro BIKY Ta HE HA3JOTHAJIM Yy 3pOCTi 70 BIKy 2 pOKM Ta CTapuie»,
NN8640-4245, dinansHa Bepeis 12.0 Bix 21 6epesnst 2024 p.

3asiBHUK, KpaiHa

TOB «HoBo Hoprick Ykpainay

CnoHcop, kpaiHa

Novo Nordisk A/S (Denmark)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 18

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

11.10.2025 Ne 1550

Inentudikaris cyrTeBoi monpaBku | BkIIOYEHHS 10AaTKOBUX MICIlb MPOBEACHHS KJIIHIYHOTO BUNPOOYBaHHS:

No
n/m

[1.LB. BiIMOBIJAILHOTO JOCIITHAKA
Ha3pa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1.

K.M.H., tom. Muxajoiiko I.C.

Komynanene Hekomepuiiine mignpueMctBo «OOnacHa KiiHIYHA JikapHs IBaHoO-
@pankiBcpkoi o00macHOi pamw», BiIAUIEHHS TOCHiTanbHOiI Hedpororii, M. IBaHO-
DpaHKIBCHK

nikap [Mactymenko L.IT.

Komynanshe i ITPUEMCTBO «PiBHEHCBKA obJyacHa KJIIHIYHA JIKapHS
imeni FOpis CemeHntoka» PiBHeHCBKOI 001acHOl paan, 00IacCHUI pEBMATOJIOTIYHHNA IEHTP,
M. PiBHe

k.M.H. Cramescbka H.B.

ToBapuctBO 3 O0OMeXeHOK BianmoBifanbHicTIO «Menuunuii neHTp «J{oOpoOyT-
[Tomikiminikay, JlikyBanbHO-AlarHOCTUYHUI 1eHTp «JloOpoOyT», LleHTp KIiHIYHMX
Jocaimkenb, M. Kuis

Howmep Ta nata nakazy MO3 npo Ne 1433 Bix 16.09.2025

MIPOBECHHS KIJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba kniniuHoro BunpoOyBanHs, | «Biakpure nocmipkeHHs (a3 2 g OoLiHKK Oe3neku Ta eeKTUBHOCTI npenapary bypompyrtyr

KOJI, Bepcis Ta Jara (TNT119) y nauieHTiB 3 nepBUHHOI MeMOpaHo3HOI0 Hedponariero (IIMH)», TNT119-PMN-201,
nonpaska 2 Big 12 yepsus 2025 p.

3asiBHUK, KpaiHa ToBapucTBO 3 06MexkeHoI0 BianosinanpHicTio «BIOPACI YKPATHA»

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 19

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

InenTudikaist CyTTEBOI MOMPABKU

Bpomrypa nocmigauka mms arezonizymaldy (TECENTRIQ®, RO5541267), Bepcis 22 Bin JaumHs
2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUTIIPOOYBaHHSA

Ne 928 Bix 15.05.2018;

Ne 1012 Bix 24.05.2021;
Ne 1012 Bix 24.05.2021;
Ne 2917 Bix 15.12.2020;
Ne 1360 Big 10.06.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IlonpiitHe cmine, OaraToneHTpoBe, paHAoMizoBaHe nocmipkeHHs Il dasum ana  omiHkKu
e(eKTUBHOCTI Ta OE3MEeKN HEeoa ' FOBAaHTHOI Teparii aTte3oi3ymadom abo mianedo B KoMOiHaIii 3
XiMioTeparni€ro Ha OCHOBI MpenapariB IUIATUHU Y MAIIEHTIB 3 onepabenbHUM HEeIPIOHOKITITHHHIM
pakom userens I, IITIA 1 BuGipkoBo IIIB cranii», GO40241, Bepcisa 11 Bix 05 xBitHa 2024 p.;
«PannomizoBane, mojnBiiiHe ciine, OararoneHtpoBe (asu Il mocmimKeHHS 3acTOCYBaHHS
ate3onizyMaly (antu-PD-L1 anturtinio) mpotu mianedo sSK aj’FOBAaHTHOI Teparii y MaIi€eHTiB 3
M’SI30BO-1HBa3UBHUM PAaKOM CEUOBOTO MiXypa BHCOKOTO PU3MKY 3 HasBHOKO Hupkymordor JTHK
MyXJIMHU Ticis nuctekTomiin, BO42843, Bepcis 9 Bix 12 motoro 2025 p.;

«PannomizoBaHe, moJBiliHE ciimne, Miuanedo-KOHTpoiboBaHe nochimkeHHs (asu Il mis ouiHku
e(eKTUBHOCTI Ta OE3MEeYHOCTI aj’ FOBAaHTHOI Teparllii aTe30i13yMadoM abo mianedo y komOiHamii 3
TpacTy3ymMmaboMm eMTaHCHHOM Y nainieHTiB i3 HER2-mo3utuBHNM pakoM MOJIOYHOI 3271031 3 BUCOKUM
PU3UKOM peLUIUBY Micis nepezonepaniiinoi Tepamnii», W042633, Bepcis 6 Bix 05 motoro 2025 p.;
«PannomizoBaHe, 1oBiiiHe ciine, rianedo-koHTponboBane ¢aszu I gocmimkenns are3zonizymady
B noegHaHH1 3 TiparoiaymaboMm (aHtu-TIGIT anturtino) abo Oe3 Tiparosymady y HaIli€eHTIB 13
HEpe3eKTa0eNbHOI  TUIOCKOKIITHHHOIO — KApIUHOMOIO  CTPAaBOXOJy, 4YHs KapuuHOMa He
MporpecyBayia Mmcis pagukalbHOl XiMiompoMeHeBoi Tepamii», YO42137, Bepcia 8 Big 31 xoBTHS
2024 p;

«PanomizoBaHe, moABiMHE ciine, maneto-koHTpoasoBane dasu I11 nocmimkenns Tiparoirymady




2 MPOJAOBKEHHS 1oJaTka 19

(artu-TIGIT anTHTINO) B KOMOiHAMIT 3 are30i3yMaboM y TOPIBHAHHI 3 mianebo B KoMOiHaIiil 3
aTe30113yMadOM y TAIi€HTIB 13 paHille HeJIIKOBAaHUM MiCIIEBO-TIOIIMPEHUM Hepe3eKTabeIbHIM ab0
MetactaTnyHUM PD-L1-cenexTuBHMM HepiOHOKIIITHHHUM pakoM JereHby», GO41717, Bepcis 7 Big
14 nucronana 2023 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKEHOI0 BianoBiganpHicTIO «Pomr Ykpainay

CnoHcop, KkpaiHa

®. Xodpdbmann-JIs Pom JItn, [IBelimapis

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st ITIPI3BULE)



Jlomatok 20

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

[npopmamiitnuii McToK mamieHTa Ta (opma iHGOPMOBAHOI 3TOAM HA yYacTh Yy KIIIHIYHOMY
nocmikenni, Bepeis 2.0 Bix 01 Bepecust 2025 p., yKpaiHCbKOIO Ta aHTIIIWCHKOIO MOBaMH, JUIS
VYkpainu

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 907 Bix 30.05.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«locmimkenns 1 da3u mns ADI-001, cTBOpeHOro 3a JOMOMOTOI T'€HHOI 1HXKEHEepii aIoTeHHUMH
ramMa-zenbra (y0) CAR-T-xmituHamu, crnpsimoBanumu npotu CD20, y mopociux mroneit i3
cucteMHuUM ckiepozom», ADI-001-104, Bepcis 1.0 Bix 04 muctonama 2024

3asBHUK, KpaiHa

ToBapucTBO 3 0OMEX)EHOI0 BiimoBimanbHicTIO «I[IBP VKPAIHA»

CnoHncop, kpaiHa

Adicet Therapeutics, Inc., USA «Anicer Tepanptotike, [Hk.», CrionydeHi mratu AMepuKu

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



Jomatok 21

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

11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

ATecrallisi OI[IHKH Ha TAlIepOBOMY HOCI1 /151 300pY TaHUX 3 METOIO €JICKTPOHHOI OLIIHKHU PE3Y/IbTaTIiB
nikyBauHs (eCOA), Bepcis 1.0 Bix 27 ceprias 2025 poky, YKpaiHCEKOI0 MOBOKO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PangomizoBane, Binkpure, 6araToreHTpoBe KiiHigHe nociimkeHss 11 ¢a3u mis ominku 6e3mexu
ta edexkruBHocTi MK-1084 y komOiHamii 3 NiAMIKIPpHUM BBEACHHSAM MeMOponizymaldy Ta
Oeparianmyponinazu anspa (MK-3475A) y nopiusaHi 3 MK-3475A y xomOiHalii 3 mpemapaTamu
ximioTeparnii meMeTpeKce0oM / IIIaTHHO (KapOomIaTHHOM ab0 MUCILIATHHOM) Y SIKOCTI JIIKYBaHHS
TIePIIOT JIiHIT JJI y9aCHUKIB 13 PO3MOBCIOPKEHUM a00 METaCTaTUIHUM HEIDIOCKOKIITHHHUM HJIPJI
13 myTaniero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcis 00 Bix 27 uepsHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JlomaTtok 22

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

11.10.2025 Ne 1550

InenTudikariist CyTTeBOI MOMPaBKU

301bIIeHHS KUTBKOCTI Cy0’€KTiB HociipkeHHs B YKpaini 3 14 1o 40 ocibd (momaTtkoBo 26 oci0)

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1187 Bix 29.07.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Bigkpurte paHIoMi3oBaHE IOCHTIKeHHsS (a3u 2a B IBOX YaCTHHAX IS OLIHKKA OE3MeYHOCTI Ta
edextuBHOCTI mpenapaty OD-07656 3 mOgaNbIIo Tepamiero BEI0JIi3ymMaOOoM y MAIlieHTIB 3
BHUPA3KOBHUM KOJIITOM CEpEIHBOr0 Ta BAKKOTO CTYHEHIO TsKKOCTI», OD-07656-201, Bepcis 2.0 Bix
11 mrororo 2025 poky.

3asiBHUK, KpaiHa

TOB «biomamacy, Ykpaina

CnoHcop, kpaiHa

«Ounicceit Tepan'totike, [Hk.»/ Odyssey Therapeutics, Inc., CIIIA

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatoxk 23

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

BUINIPOOYBaHb
11.10.2025 Ne 1550

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon xmiHiyHOTO aAochimkernHs CND261-101, Bepcis 4.0 Big 27 cepmHs
2025 poky, anrmiiicekoro MoBoro; [Hdopmanis mns namienta i @opma indopmoBanoi 3romu 3
JTI03BOJIOM HAa BHUKOPUCTAHHS 1 PO3KPUTTS 3aXMILEHUX MEIUYHMX HaHUX I LUIed HayKOBUX
nocikenb, OcHoBHA, Bepcis 2.0 Bix 27 cepmus 2025 poky, ans YKpainu, Ha OCHOBI MaiicTep-Bepcii
OcHoBHOi (opmu iHGOpMOBaHOI 3roau Ha ydacTh y gociimkenHi CND261-101, Bepcis 3.0 Bifg
27 cepras 2025 poky, aHTITIHCHKOIO Ta YKPATHCHKOI MOBaMH

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure OaratorneHTpoBe aociipKeHHS (asu 1b mns OmiHKM OE3MEYHOCTI, MePEHOCHMOCTI,
(hapmakoKiHETHKH, (papMaKOAMHAMIKH, IMyHOT€HHOCTI 1 TONIePeIHbOT OI[IHKHU KJIIHIYHOT aKTUBHOCTI
npenapaty CND261 y maii€eHTiB 13 C€pONO3UTUBHUM pPEBMATOIAHUM apTputom», CND261-101,
Bepeid 3.0 Bix 08 kBiTHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

Kannix Tepanstotike, [ak., CIIIA/ Candid Therapeutics, Inc., USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



