Honmarox 1

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX

BUIIPOOYBaHb
10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

Bpomypa nocnigauka mist mpenapaty Hipamapu6 Niraparib (ZEJULA), Bepcisa 17, Bin 20 yepBHs
2025 poky, aHITiHCHKOI0 MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«Bigkpure, paHmOMi3oBaHE IOCTIKEHHS I OMIHKK BimHOCHOiI Oiomoctymuocti (BJI) 1
oioexBiBanieHTHOCTI (BE) mpemapariB y Burimsami komOiHamii 13 ¢ikcoBanow o300 (KDJI)
HipanapuOy riroc abiparepony anerar (AA) y mopiBHIHHI 3 Hipanapubom i AA, 1110 TPU3HAYAIOTHCS
OJTHOYACHO Yy BWIJISI MOHOMpPENApaTiB, Yy YOJOBIKIB 3 pPakoM TEPEeaMIXypOBOi 3aJI03W»,
67652000PCR 1001, Bepcis ITonpaska 4, Big 02 TpaBus 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEJJICIH», Ykpaina

CnoHcop, KpaiHa

Anccen @apmareBtuka HB /Janssen Pharmaceutica NV, benbris

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)



Jomarox 2

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

[IpoTokon KJIIHIYHOTO IOCHIKEHHS, TompaBka 6, Bepcis 7 Bim 6 Oepe3ns 2025 p.; bpomypa
nocmiganka, Bepcis 3.0 Big 25 mumas  2024p., aHrmlicekor MoBow; FYB206-C1-01
Dahlia Iadopmamniitnuii muctok mamiedta i Gpopma iHGOpMOBaHOI 3roau s Ykpainu B.6.1.0
30 ciuns 2024 p., ykpaiHCbKkol0 MOBOIO; OHOBIIEHI PO3IUIN JOCHE JOCIHIIKYBAHOTO JIKAPCHKOTO
3aco0y (IMPD): Kitpyna (Pembrolizumab) posnin 2.1.P HocmimxyBanuii jmikapchbkuid 3acid Ha
ctanii BunpoOyBansb Bin 23 nmumnHs 2024 p.; FYB206 (Pembrolizumab) po3ain 2.1.P JocnimkyBaHuit
JKapChKUi 3aci0, mo BUMpoOoByeThes 26 mumHsg 2024 p.; FYB206 (Pembrolizumab) po3min 2.1.S
AxkTuBHa pedoBuHa Bin 25 nmunHsa 2024 p.; Martepianm ans mamieHTiB: MOOUIbHI 3aCTOCYHKH
nporpamu narienta StudyKIK: ITporpama mamienTa Patient No SC, Bepcist 1.0 Bix 8 TpaBus 2024 p;
Jonarok st kopuctyBauiB miarpuMmku Support Users, Bepcis 1.0 Bix 8 tpaBus 2024 poky;
301IbIIeHHs KUTBKOCTI MaiieHTiB B Ykpaini 3 60 1o 90 oci6; [leneryBanHs 3asBHUKY J0/IaTKOBHUX
000B's3KIB Ta (YHKIIM, 110 MOB'I3aHI 3 MPOBEIACHHSAM KIIHIYHOTO BUNPOOYBaHHS; 3pa3ok
crnpolieHoro MapkyBaHHs Juist Xnopun Hatpito 0,9%, 100 ma (NaCl), Bepcis 1.0 Big 13 ceprnus
2025 poky, YKpaiHCbKOIO MOBOO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUIPOOYBaHHS

Ne 1268 Big 19.07.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PanmomizoBane, TOJBilHE ciine, OaraToleHTPOBE KIIHIYHE MOCTIDKEHHS 3 BU3HAYCHHS
(hapMaKOKIHETHUYHOI EKBIBaJIECHTHOCTI aa'foBaHTHOI Tepamii mpenaparoMm FYB206 (kammunmat-
6ioananor mpenapary Kitpyna) y mopiBHsHHI 3 mpenapatoM Kirpyna (memOpomnizyma0), mist
JTEeMOHCTpaIIii X hapMaKOKIHETUYHOI MOIOHOCTI Y MAIIEHTIB 3 TTOBHICTIO BUIAJICHOIO MEJIAHOMOO
cranii [IB/IIC a6o cranii III (DAHLIA)», FYB206-C1-01, mpoTtoko: 3 monpaskoto 1 Bepcist 2.0 Bifg
22 motoro 2024 poxky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CrnoHcop, kpaiHa

Formycon AG, HiMeyunHa

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarox 3

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa HA3BU TPHOX MICIIb MPOBEACHHS KJIIHIYHOTO BUIIPOOYBAHHS:

BYJIO

CTAJIO

nikap IBanimun O.b.

«YHIBEepCcUTETChKA JKapHD» Gbimis
JILBIBCBKOIO  HAIOHAJIBLHOIO  MEIUYHOIO
yHiBepcutery iMeHi Jlamuna Tamumbkoro,
BIJIIITICHHS Teparii, M. JIbBIB

nikap IBanimus O.b.

«YHIBEpCUTETChKA JKapHD» ¢binis
JIEP’)KaBHOTO HEKOMEPIIIHHOTO TiANPHEMCTBA
«JIbBIBCHKUHA HAILlOHAJILHUI MEIUYHUHI
yHiBepcuteT imeHi Jlanmna ["amunbkoroy,
TepaneBTHYHE BijiiieHHs, M. JIbBIB

n.M.H., mpod. [llepuyk C.B.

Kninika  HaykoBo-mOCHIZHOTO  1HCTUTYTY
peabimiTarii oci0 3 IHBaTIIHICTIO (HAaBYAIHHO-
HAYKOBO-JTIKYBaJbHUN KOMILJIEKC)
BiHHAIIEKOTO  HAIIOHAJBHOTO  MEIUYHOIO
YHIBEpCHUTETY M. M.L ITuporosa,
TEepaneBTUYHE BIAAUICHHS BIIIUTY Tepamii Ta
KJI1HIYHOT peBMaTOJIOrIi, BinHUIBKHI
HaI[lOHAJILHUHN MEIUYHUNI YHIBEpCUTET

im. M.I. Iluporoma, kadenpa BHYTPILIHBOI
Meaunuay No2, M. Binauis

n.M.H., pod. HleBuyk C.B.

VYHiBepcUTETChKA KJIiHIKa BigHuIsK0ro
HaIllOHAJLHOTO  MEIUYHOTO  YHIBEPCHUTETY
iMm. M.L. Tluporosa (JiKyBadbHO-HaBYAJIbHO-
HAayKOBHUM IIEHTp), TEPAICBTUYHE BIIJIIJICHHS,
BinHuekuit HAIlOHAJILHUI MEIUYHUN
yuiBepcuter iM. M.I. Tluporoma, xadenpa
BHYTPIITHBO1 MeuIHU No2, M. BinHUIIS

nikap Kupuuenko O.B.

KwuiBcbka KiTiHIYHA JTIKApHS Ha 3ali3HUYHOMY
tpancnopti Ne2  ¢imii  «Llentp oxoponu
310POB’s1» AKITIOHEPHOTO TOBApHUCTBA
«YKpalHCbKa 3aJi3HUIS», BIJJIIJICHHS I€HHOTO
crarionapy, M. Kuis

nikap Kupuuenko O.B.

KwuiBcbka kiiHIYHA JIIKApHS Ha 3ai3HUYHOMY
tpancnopti Ne2  ¢inmii  «LleHTp OXOpOHH
310pOB’ 5D AKITIOHEpHOTO TOBapUCTBA
«YKpalHCcbka 3aii3HUIL», LleHTp KIiHIYHHX
JOCIIiKeHb, M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1849 Big 11.08.2020




IIPOJIOBXKEHHS JoaTKa 3

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«bararouentpose, Binkpute, [lomosxene Hocmimkenus Il ®aszu mans Ouinku JoBrorpusaniol
EdextuBHocTi Ta besneunocti 3actocyBanns Mipikizymaly y IlamienTiB 13 XBopob6oro Kponay,
16T-MC-AMAX, 3 inkopniopoBaHoro nonpaskoio (€) Bix 10 Bepecust 2024 poky

3asiBHUK, KpaiHa

«Emi Jlinm Bocrok CAy, llIBelinapis

CrnoHcop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Honmarox 4

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa BIAMOBIAAIBHOTO JOCITHUAKA y MICII TIPOBEICHHS KIIHIYHOTO BUMIPOOYBaHHsI; 3MiHA Ha3BH

MICITb TPOBEJICHHS KJIIHIYHOTO BUIIPOOYBAHHS:

iMm. mpod. O.I. MemaninoBa» XapKiBCbKOI
MICBKOT pajy, TeparneBTUYHE BijtiieHHs Nel,
M. XapkiB

BYJIO CTAIJIO
k.M.H. ['ogneBcbka O.M. nikap binpuenko O.B.
KomyHnanpHe HekoMepiliiHe mianpueMcTBO | KoMyHanbHEe HEKOMEpIiHHE MiAMPHEMCTBO
«Micbka JiKapHsS MIBUIKOT Ta | «Micbka KJIIHIYHA JIIKapHS IIBHIKOI Ta
HEBIIKJIAIHOI MEINIHOIL JIOIIOMOTH | HEBIIKIIAAHOT MEINYHOI JTOIIOMOTH

iMm. mpo¢d. O.I. MemaninoBa» XapKiBCbKO1
MICBKO1 paau, TepaneBTUYHE BiaaineHHS Nel,
M. XapkiB

K.M.H. [Tpumymko H.A.

K.M.H. [Ipumymko H.A.

«Micepka mikapHs Ne 6» 3amopizbkoi MiChKOT
paau, alepro-myJIbMOHOJIOTIYHE BiIIIIICHHS,
M. 3armopiAoKs

HepxaBHa ycranoBa «Harrionanbuuit incTutyT | Jlep:kaBHa yYCTaHOBa «Harmionansauii
druziaTpii i MyJIbMOHOJIOTIT | HAYKOBUH IIeHTp (TU31aTpii, My IbMOHOJIOTII Ta
iMm. @.I'. SnoBcekoro HarmionanbHoi akanemii | aneprosorii  imeni  @.I.  SIHOBchKOTO
MEIUYHUX Hayk YKpainm», Bigminenns | HamionanpHoi  akagemii  MEIMYHHX  HAYK
nyapMoHoJorii, M. Kuis VYkpaiuny, Bigninenns nyasmonoorii, M. Kui
K.M.H. Oniiinuk O.1. K.M.H. Oniiinuk O.1.

KomynanbHe HekomepiiiiiHe mianpueMcTBo | KomyHanbHe HEKOMEpIliiiHE MiAIPUEMCTBO

«Micpka JiKapHA eKCTPEeHOi Ta IIBHAKOI
MEIWYHOI JOMOMOTH» 3amopi3bKoi MiChKOi
paju, TEPAeBTUIHE BITIICHHS, M. 3aTIOPIKKS

I.M.H., ipo¢. OctpoBchkuit M.M.

KoMmyHanbHe HEKOMEpIliHHE IiIIMPHEMCTBO
«IBaHO-DpaHKiBCHKUI o0acHU
(GTU310MYIbMOHOJIOTIYHMA ~ 1eHTp  [BaHoO-

@®paHKIBCHKOI 00NAacHOT paaw», BiAAUICHHS
nysibMOHOJI0T1T N2, M. IBaHOo-DpaHKiBChK

I.M.H., mpod. OctpoBchkuit M.M.
KomyHanpHe HEKOMepIliiHE IMTiANPUEMCTBO
«Uentp iH(peKUiHHNX 3aXBOpIOBaHb [BaHO-
®paHKIBCHKOI 00J1aCHOT panmW», BIIIUICHHS
MyJIBMOHOJIOTIT, M. IBaHO-®PpaHKiBCbK

nikap Mockanenko C.M.

K.M.H. Mockaineuko C.M.




IIPOJIOBXKEHHS JojaTKa 4

HepxaBHa ycranoBa «Harionansuuit incTutyT | Jlep:kaBHa yCTaHOBa «Harmionansauii
druziatpii i MyJIbMOHOJIOTIT | HAYKOBUH 1IeHTp (TU31aTpii, My IbMOHOJIOTII Ta
iMm. @.I'. SnoBcekoro HarmionanbHoi akanemii | anepronorii  imeni  @.I.  SIHOBchKOTO
MEIUYHUX HAyK  YKpaiHw», BigguieHHs | HamionanpHOT  akagemii  MEIMYHHUX  HAYK
JIIaTHOCTHKHU, Teparii Ta KIIHIYHOI | YKpaiHu», BIAIIICHHS 11IarHOCTUKH, TEparlii Ta
dapmakosorii 3aXBoproBaHb JereHb, M. Kuis KJIIHIYHO1 (hapMaKoJIorii 3aXBOPIOBaHb JIETCHb,
M. KuiB

Howmep Ta nata Hakazy MO3 nipo No 833 Big 28.04.2021
MPOBEJICHHS KIIHIYHOTO

BUNPOOYBaHHS

Ha3ga xiiniuHoro BunpoOyBaHHs, | «52-TWXKHEBE, paHIOMI30BaHe, IO/BIHE ciine, Iuianedo KOHTPOJIbOBAHE JIOCHIKEHHS Y

KOJI, BEpCis Ta 1ara napajieJIbHUX Tpymax 3 METOO OIliHKH e(DeKTUBHOCTI Ta Oe3rmeuHocTi 180X 103 npenapaty CHF6001
y (GopMi CyXOro MOpOILIKY JUISl IHTaNAIil, M0 AOAAI0THCSA A0 MiATPUMYIOUOi MOTPiHHOI Tepamii y
MaIi€HTIB 13 XPOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHsM JiereHb (XO3JI) Ta XpoHIYHUM
oponxitom», CLI-06001 AA1-04, Bepcis 5.0 Big 03 6epesns 2023 poky

3asBHUK, KpaiHa TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHcop, kpaiHa «K’e31 DapmarieBtivi C.m.A.» [Chiesi Farmaceutici S.p.A.], ITanis

B.o. HayanbHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmnuc) (Bnacue im’st TIPI3BUILE)



JlomaTok 5

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariist CyTTeBOI MOMPaBKU

[TogoB)xeHHS TPUBAIOCTI KJIIHIYHOTO BUMPOOYBaHHS B YKpaiHi Ta cBiTi 10 15 moToro 2027 poky

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«ocmimkenns M1 pa3u memOponizymady (MK-3475) y komOiHaIlii 3 CynmyTHhOIO XiMIOTIPOMEHEBOIO
Tepari€ro 3 MOJANbIIMM BBEJCHHAM MeMOpoii3ymaly 3 omanapubom abo 6e3 HbOTO MOPIBHSHO 3
CYIMYTHBOIO XIMIOIIPOMEHEBOKO TEpAIi€lo0 3 MOMATBITUM BBEICHHSM AypBaaymMaOy B YYacCHHUKIB 3
HeomnepadeTbHIUM JIOKJIbHO PO3MOBCIOKEHUM HelpiOHOKIITHHHUM pakoMm JjereHiB III cramii
(HAPJD)», MK-7339-012, 3 inkopriopoBaHoro nonpaBkoro 08 Bix 15 kBiTHa 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn enn Joym, CIIHA (Merck Sharp & Dohme LLC, USA)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLLE)



Jomarox 6

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX

BUIIPOOYBaHb
10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa HA3BU MICIS MPOBEJACHHS KJIIHIYHOTO BUIMPOOYBAHHS:

BYJIO

CTAJIO

I.M.H., mpod. Bonommuna H.IT.

JlepxaBHa ycraHoBa «IHCTUTYT HEBpPOJIOTii,
ncuxiaTpii Ta HapKOJIOTIi
imeni I1.B. Bomommua HamionansHoi akamemii
MEIUYHUX HAyK  YKpaiHW»,  BIIIUICHHS
ayTOIMyHHHX 1 JIeT€HEPaTUBHUX 3aXBOPIOBAHb
HEPBOBOi ~ CHUCTEMH, LIEHTP  PO3CIIHOTO
CKJIEpO3Yy, M. XapKiB

I.M.H., ipod. Bomommnaa H.IT.

Jlep>kaBHa ycTaHoBa «IHCTUTYT HEBpPOJIOTii,
ncuxiarpii Ta HapKOJIOTii
imeni I1.B. Bomommua HamionansHoT akamemii

MEIUYHUX HayK VYkpaiany, BIJILT
ayTOIMYHHHX Ta JeTeHePATUBHUX
3aXBOPIOBaHb HEPBOBOI CHUCTEMH, IICHTP

PO3CISIHOTO CKIIEpO3Y, M. XapKiB

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 397 Bin 07.03.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«IHTepBeHwiiiHe po3mupeHe nochikeHHs (asu 3 AnIS BUBUEHHS JJOBFOCTPOKOBOI O€3NeKkHu Ta
MEPEHOCUMOCTI TOJIEOPYTHHIOY B YUACHUKIB 13 PEIIUIUBYIOUNM PO3CITHUM CKJIEPO30M, IEPBUHHUM
IPOTPECYIOYMM PO3CISIHUM CKJIEpO30M a00 BTOPHHHUM IPOTPECYIOYHM HEPEIHIUBYIOUUM
poscissHuM ckiiepo3om», LTS17043, 3 inkopnopoBanoro nomnpaBkoro 08, Bepcis 1 Big 27 BepecHs
2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenrtic Pemepm e JleBenonman,
DpaHitis)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA

Ouaekcanap I'PIHEHKO

(i) (Bnacue im’st TIPI3BULLLE)



JomaTok 7

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MTOTIPABOK [0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTHudikaiist CyTTeEBOI MOMPABKU

OwnosneHHs po3aitiB Jlocke TOCTITKYBaHOTO JTIKapChKOTO 3aco0y Saruparib (AZD5305), TabneTkw,
BKPUTI IUTIBKOBOIO 000JIOHKOIO, aHTTIHCHKO0 MOBOKO: BeTym Jloche TOCIIIKYBAaHOTO JIKaPCHhKOTO
3aco0y Saruparib (AZD5305), Bepcis Bix 24 uepBHs 2025 poky; S.1. 3arampHa iH(DOpMAITis:
S.1.1 Homenkinatypa, Bepcis 4.0 Bim 14 TpaBus 2025 poky; S.2. BupoOHHUUTBO HiKapchbKOi
cybcranmii: S.2.1 Bupobuux(u), Bepcis 7.0 Bix 06 6epe3ns 2025 poxy; S.2.2 Onuc BUpoOHUUOTO
npoliecy Ta Horo KOHTPOIIO JUIS JiKapchkoi cyOcranimii, Bepcis 6.0 Bix 14 tpaBus 2025 poky;
S.2.6 Po3pobka BupoOHHMUOTO Mporecy, Bepcis 3.0 Bix 14 tpaBHs 2025 poky. S.4.2 AnamiTH4HI
METOAMKH sl JiKapcbkoi cyOctanuii, Bepcist 5.0 Big 14 tpaBus 2025 poky; S.4.3 Baminaris
AHATITUYHUX METOJMK I JHKapchkoi cyOcranmii, Bepcis 5.0 Bim 14 tpaBHs 2025 poky;
S.4.4 Ananizu cepiii nikapcbkoi cyocraniiii, Bepcig 9.0 Bin 14 tpasust 2025 poky; S.7 CtabinpHICTD
nikapcbkoi cyocraniii: S.7.1 Pe3toMe mom0 cTabiabHOCTI Ta BUCHOBKH JJIS JIIKApChKO1 CyOCcTaHIIii,
Bepcisa 10.0 Big 14 mrotoro 2025 poky; S.7.3 Jani o0 cTabiibHOCTI JIiKapcbKoi cyOcTaHii, Bepcis
8.0 Bim 14 motoro 2025 poky;,; P.1 Ommc 1 ckmang mikapcekoro 3acoOy, Bepcis 4.0 Bifg
04 Bepecus 2024 poky; P.5.4 Amnani3u cepii jikapcekoro 3acoOy, Bepcis 6.0 Bix 04 BepecHs
2024 poky; P.8 CtabinmpHicTh JiKapchkoro 3aco0y: P.8.1A Pestome 111010 cTabiIbHOCTI JIIKAPCHKOTO
3aco0y, Bepcis 12.0 Big 14 mororo 2025 poky; P.8.1B BucHOBOK 110,10 CTabiIbHOCTI JIIKAPCHKOTO
3aco0y, Bepcist 12.0 Bix 19 motoro 2025 poky; P.8.3 Jlani momo cTabiIBHOCTI JiKapChKOTO 3ac00y,
Bepcis 12.0 Big 19 motoro 2025 poky

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Bin 21.08.2024

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«MonynpHa daza [/lla, BigkpuTe OaraTtoneHTPOBE TOCHIKEHHS JUIsI OIIHKK  Oe3MeKH,
NEePEeHOCUMOCTI, (hapMaKOKIHETHKH, (hapMaKOAMHAMIKH Ta MONepeIHbO1 €(hEeKTUBHOCTI 3pOCTAIOUUX
no3 AZDS5305, sk MoHoTepamii Ta B KOMOIHAIll 3 MPOTUIYXJIWHHUMHU 3ac00aMM y TIAII€HTIB 3
MPOTPECYIOYNMH COJIITHUMHE 3M0sIKicHUMU HOBOyTBOpeHHsiMu (PETRA)», D9720C00001, Bepcis
12.0, momipaBka 11.0 Big 16 ceprias 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden




IIPOJIOBKEHHS 1oAaTKa 7

B.o. HayanibHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO
(i armc) (Bnacue im’st TIPI3BUILLIE)




Jomarox 8

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

Bpomypa nocnignuka Jlitidinimad (BIIB059), Bepcis 17.0 Bix 08 kBiTHsa 2025 poKy, aHTIIIHCHKOIO
MoBoR; [HpopMartilinuii muctok i ¢popma 3roau, Bepeist 7.1UKR(uk)1.0 Bix 30 mumas 2025 poky,
nepeksaj ykpaincbkoro MoBowo Bin 04 cepmus 2025 poky; IloBimommnenns «I'pindaiip» momo
oprasizanii moi3aok, sepcisg 1.0UKR(uk) Bix 30 mumus 2025 poky, nepexia yKpaiHChbKOI MOBOIO
Bix 05 cepras 2025 poky; 3pa3ku 300pakeHb Ha €KpaHi eJIEKTPOHHOTO MPUCTPOIO MAIIEHTA, BEPCis
1 Big 07 munas 2025 poky, YKpaiHCHKOIO MOBOIO; 3pa3Ké 300pa)kKeHb Ha €KpaHi eleKTPOHHOTO
MPUCTPOIO LEHTPY AociimxeHHs, Bepcis 1 Big 07 mumHs 2025 poky, YKpaiHCBKOIO MOBOKO Ta
aHrmicbKo0 MOBOIO; Ekcripec-Tect Ha BariTHicTh 11t BusBieHHs XIJI (Inctpykuis) Bix 01 kBiTHS
2021 poky, ykpaiHChKOIO MOBOIO; J[OB1IKOBE KEPIBHUIITBO IIOJI0 MOA0pOkel kommaHii Connex st
YYaCHUKIB KIiHIYHOTO nociimpkeHHs, Bepcis 10.1 Big mumas 2023 poky, YKpaiHCBKOIO MOBOIO;
[Tommpeni 3anuranss npo 6ankiBehkuid nepekas ClinCard, Bepcis 10.0 Bix nucronaga 2023 poky,
YKpaiHChKOIO MOBOIO; 3pa3ku cTaHAAapTHUX moBimomiieHb s KapTok ClinCard — OaHKiBChKUI
nepekas3, Bepcis 10.0 Bim mumas 2023 poky, ykpaiHChkoro MoOBOw; KoHrtakTHa i1H(OpMmalis
TYpUCTHYHOTO areHTcTBa, Bepcis 10.1 Bix mumas 2023 poky, YKpaiHCHKOIO MOBOIO; 301IbIIEHHS
KUTBKOCTI YYaCHHUKIB JOCIIKEHHS B YKpaini 3 15 mo 70 ocid

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Big 26.06.2025

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«baratoneHTpoBe, paHI0Mi30BaHe, MOBIMHE CIiTe, TU1ae00-KOHTPOILOBAHE AOCTIHKeHHS dasu 3
Ui OoIiHKM edekTuBHOCTI Ta Oe3mewHocTi mitidinimady (BIIB059) y mopocnux y4yacHHKIB 3
AKTUBHUM CHCTEMHHUM YE€PBOHUM BOBUYAKOM, SKI OTPUMYIOTH (hOHOBE HEOIOJIOTIUHE CTaHIapTHE
nikyBaHHs BoBuakay, 230LE304, Bepcis 5.0 Big 05 motoro 2024 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inozemuoro inBectuielo «KAMK’IOBIA PJIC Yikpaina»

CnoHcop, KpaiHa

Biogen Idec Research Limited, United Kingdom

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUIIE)



Jomarox 9

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

J10Che 3 SIKOCTI JOCIIKYBaHOTO Jiikapchkoro 3acody (IMPD) Bpenogityr (BJT-778), Bepcist 3.0 Bix
21 nunas 2025 poky, aHTTIHCHKOI0 MOBOIO; 3arpoBaKEHHI MIKHAPOAHOT HEMATEeHTOBAHOI Ha3BU
(INN), bpenogityr (Brelovitug) mst mociimkyBaHoro Jgikapcbkoro 3acody BJT-778

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1268 Big 19.07.2024;
Ne 742 Bin 17.04.2023

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«docmimkennss dazu 1b/2 mnsa omiHku Oe3neyHocTi, GapMaKOKIHETHKH, (HapMaKOIWHAMIKKA Ta
e(EeKTUBHOCTI KaBPOTOIIMOAY Y BUTJISAII MOHOTEparii Ta y KOMOiHALISAX 3 IHIIMMU IpenapaTamMu y
MaIi€HTIB 3 XpoHIYHOIO 1H(eKIie Bipycy rematuty By, BJIT-008-001, Bepcis 3.0 Bix 23 rpyaHs
2024 poky;

«®aza 1/2a, panmomizoBaHe, IUIANE00-KOHTPOILOBAHE MOCTIHKCHHS IS OIIHKM Oe3MeKH,
MEPEeHOCUMOCTI, (PapMaKOKIHETHKH Ta MPOTUBIPYCHOT akTUBHOCTI npenapaty BJT-778 y 3mopoBux
JT0OPOBOJIBIIIB Ta MAIIEHTIB 13 XPOHIYHOIO 1H(EKINEI0 BipyCy renaTuTy B, BKItouaroun MaiieHTiB 13
XxpoHiuHOIO iH(pekIier Bipycy renatuty Dy, BIT-778-001, Bepcis 5.0, monpaska 4, Big 12 Gepe3ns
2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEJJICIH», Ykpaina

CnoHncop, kpaiHa

bmomxkeit TepanbroTike, [Hk. [Bluejay Therapeutics, Inc.], CIIIA

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUIIIE)



Jomarox 10

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

bpomypa  mocmimHmka s AochipKyBaHoro — Jiikapebkoro  3acody  CINJ-67652000
(niraparib/abiraterone  acetate fixed-dose combination) (komOiHariss  (ikcoBaHHX 703
Hipanapu0Oy/abipaTepoHy aneTaTy), Buianas 7, Bin 25 nunas 2025 poxy, aHTIiHCEKOK0 MOBOO

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«Bigkpurte, paHIOMiI30BaHE MAOCTIDKEHHS IJIs OLIHKK BigHOCHOiI OiomoctymHocti (BM) i1
6ioexBiBanenTHocTi (BE) mpemapariB y Burmani komb6inamii i3 ¢ikcoBanoro nozor0 (KDJ)
HipanapuOy mioc abiparepony arerart (AA) y mopiBHSIHHI 3 HipanapruOoM 1 AA, 10 MPU3HAYAIOTHCS
OJHOYACHO y BHIVIAAI MOHOIIPENapariB, Yy YOJOBIKIB 3 pPaKOM IEpPeaMiXypoBOi 3aJ03m»,
67652000PCR1001, Bepcis [Tonpaska 4, Big 02 TpaBHst 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEJJICIH», Ykpaina

CnoHncop, kpaiHa

Succen @apmanesruka HB /Janssen Pharmaceutica NV, Benbrist

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Homarox 11

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

10.09.2025 Ne 1412

InenTudikariisi CyTTeBOI MOMpPaBKU

Bpomypa nocnmigauka 3 npenapary CHF 1535 pMDI (kox moxymenty CLI-CHF1535-1B-00215),
Bepcis 4.0 Bix 22 nunust 2025 poky, aHTITIHCEKOI0 MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 1752 Big 14.10.2024

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«MixHapoaHe, OaraTolEHTPOBE, PAaHIOMI30BaHE, MOJBiiiHE ciine nochimkeHHs ¢azu I y 2
napajelbHUX TPyINax TPUBAIICTIO 52 THXHI 3 METOI TMOPIBHAHHSA €(EKTHBHOCTI, Oe3MeKu Ta
MEPEHOCUMOCTI (DIKCOBAHMX /103 MOTPIHHOT KOMOIHAIIT «OEKIIOMETa30H JUIPOITIOHAT, POPMOTEPOI
dbymapar 1 raikomipoHid Opomimy (CHF 5993) 1 ¢ikcoBanux m03 mOABIHHOT KOMOiHAITT
«OexomeTaszoH aumnpornioHart i popmorepon pymapat» (CHF 1535), 061 Bi 3 IKUX BBOJATHCS Yepes
iHTassiTop pMDI, y mamieHTiB 13 XpOHIYHUM OOCTPYKTHBHHUM 3axBopioBaHHSIM JiereHb (XO3JI)»,
CLI-05993AA3-06, Bepcis 3.0 Big 08 nuctonana 2024 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJOIIMEHT YKPATHA»

CnoHcop, KpaiHa

«K’e31 @apmaretiui C.m.A.» [Chiesi Farmaceutici S.p.A.], Itanis

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUILE)



