Jonmarok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYxpaiau «IIpo mpoBeseHHS KITIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKEHHS CYTTEBUX MOPABOKY
03.09.2025 No 1382

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Bigkpure npoaoBKeHe JOCTiKEHHS da3u 2 I MAIIEHTIB 13 PAaKOM MepeaIMIXypOBOi 3aJI03H, K1
paHinmie Opaqu ydYacTh y KIIHIYHOMY JIOCHIIKCHHI CH3QIyTamiay», KOJX JIOCIIKCHHS
9785-CL-0123, Bepcis 5.4 Big 06 Gepesns 2024 p.

3asiBHUK, KpaiHa

TOB «Kuminiusi gociipkeHHss AfikoHy, YKpaiHa

CnoHcop, kpaiHa

Actennac @apma ['noban lesenonment, [k, Crnonyueni llltatn Amepuku

[lepemnik 1OCTiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

Enzanyramin (ENZALUTAMIDE; XTANDI) (MDV3100; Enmzamnytamin/ENZALUTAMIDE);
karcyna; 40 mr; Catalent Pharma Solutions, CILIA; Catalent Pharma Solutions LLC, CIIIA; Almac
Clinical Services LLC, CIIIA; Almac Clinical Services Ltd, Benuko6puranisi; Astellas Pharma
Europe B.V., Hinepnanau

Biamosinaneamii (1) 1ocmiqHuK (v)
Ta Micie (51) IpoBeICHHS
BUIIPOOYBaHHs B YKpaiHi

1) nikap IBamenko I1.b.

Komynanene nekomepiiiine mignpueMcTtBo «KuiBcbka Micbka KIiHIYHA JikapHS Ne3y
BUKOHaBuYoro oprany KuiBcpkoi Micbkoi paau (KuiBcbkoi MiCbKOi Aep)KaBHOI aaMiHICTparii),
ypoJioriune BijaineHHs, M. Kuis

2) nikap I'oteko LIO.

Binokpemnenuit minpo3ain «KniHiyHa mikapHsS 3 HEBIAKIAJHUX CTaHIB Ta €KCTPEHOI MEIUYHOT
nornomorn»  KoMyHanmpHOro  HEKOMEpLIMHOTO  MIJNPUEMCTBA  «YXKIopoACbKa  MiCbKa
OararonpodiiibHa KJIIHIYHA JIKAPHSI» YIKIOpOACHKOI MICBKOI pajM, OHKOJIOTIYHE BiAJIiIEHHS,
JlepxaBHUM BULIUI HaBYAJIBbHUN 3aKia]] « Y KrOpOJAChKUN HalllOHAJIbHUHN YHIBEpCUTET», Kadeapa
OHKOJIOTI Ta pajioorii paKyabTeTy MiCISIUIIOMHOT OCBITH Ta JOYHIBEPCUTETCHKOT MMiITOTOBKH,
M. YKropon

3) a.m.H., mpod. Ctycs B.IL.

Komynanene nignpueMctBo «/lHinmponeTpoBchka obnacHa kiiHiYHA JikapHS iM. [.I. MeunukoBa»
JIHinpomneTpoBchkoi 001acHOl paay, BiaaieHHs yposorii Ne2 (oHKonoriune), M. JHimpo

4) n.M.H., ipod. AHTOoHSH [.M.

KomyHnanbHe HexkoMepliiiHe MiAnpHeMCTBO XapKiBChbKoi obnacHOi paan «OO0macHU MeTudHui
KJIIHIYHAA TeHTp ypodorii 1 Hedposorii im. B.1. IllanoBanay, BiaaiIeHHs] OHKOJIOTIYHOT YPOJIOTii
Ne5, m. XapkiB




2 MPOAOBXKEHHS 10jaTKa |

[IpenapaT MOpiBHAHHS, BADOOHUK | —
Ta KpaiHa

CymnyTHi MaTepianu/mpenaparu —
CyNyTHBOI Tepamnii/ropuandHa abo
¢iznuna oco0a, sKa Jie 3a
JIOBIPEHICTIO, SIKY HAJIaB CIIOHCOP Y
3asIBHUK HA BBE3CHHS
JOCTIIKyBaHUX JIIKAPChKUX 3aC00iB
Ta CYMyTHIX MatepiajiB

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(mimmuc) (Bnacue im’st ITIPI3BUIIIE)



Jomatox 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.09.2025 Ne 1382

Inentudikariist CyTTEBOI MOMPaBKU

OHoBeHUH TTPOTOKOJ KiIiHIYHOTO BUTIpoOyBaHHa MK-7240-013, 3 iHKOPIIOPOBAHOO MOMPABKOIO
02 Big 17 numus 2025 poky, aHrmiichbko0 MoBOw; Ykpaina, MK-7240-013, Iadopmarnis Ta
JTOKYMEHT Tpo iHpopMoBaHy 3rofy A naiienra, Bepeis 01 Big 24 munas 2025 p., yKpaiHCBKOIO
MoBoto; MK-7240-013, Xypnan peectpamii BBeIeHHs ITOCTIKYBAaHOTO Tpenapary Npu3HaYeHUH
JUIS 3aCTIIUICHOT YacTUHH gociimkenHs, sepcis V1.0 00 1.1, ykpaincpkoro moBoro; MK-7240-013,
XKypnan peectpamii BBeIeHHs JOCTIKYBaHOTO MpeNapary MpU3HAYCHUN ISl BIAKPUTOI YaCTUHU
nocmimkenns, Bepcis V1.0 00 1.1, ykpaincekoro MoBow; MK-7240-013, 3oOpaxkeHHs Ha
€JIEKTPOHHMX MIOJICHHUKAX Juisl marienrta, Bepcis 1.00 Big 25 mumas 2025 poky, YKpaiHCBKOIO
MoBo10; [IpenmMeTu a1 maiieHTiB: CyMKa JijIsl IEpeHeceHHsT MaTepialiB JOCiKeHHs; BitoueHHs
JOJATKOBUX MICITh POBEJICHHS KITHIYHOTO BUITPOOYBAHHSL:

Ne I1.1.B. BiAIOBIAAILHOTO JOCHITHUKA

n/n HazBa Miclig mpoBeieHHS! KJIIHIYHOTO BUIPOOYBAaHHS

1. | x.mM.H. Banie6a M.O.
Komynanene HekomepuiiiHe mianpuemcrBo «Micbka kimiHiuHa JikapHs Nel IBawo-
®paHKIBCHKOT MIiCHKOI paji», BIIIIICHHS CIeliali30BaHO1 KOHCYJIbTaTUBHOI JOMOMOTH,
M. IBaHo-®DpaHKIBCbK
2. | A.M.H., Ipod., 3aB. kad. CmisH C.1.
Komynanehe HekomepliliHe nianpueMcTBO « TepHoniibcbka 00s1acHa KIIIHIYHA JIKapHSI»
TepHominbebkoi  007aCHOT  pajgy, peBMATOJIOTIYHE BiAAUIEHHS, TepHONIbChKUN
HallloOHaJIbHUN MenuuyHuil yHiBepcuterT imeHi [.5. T'opbaueBcbkoro MiHicTepcTBa
OXOPOHHU 310poB'st YKpainu, kadeapa BHYTpitHb0i Menuinau Ne 2, M. TepHomisib

3. | k.M.H. I'punienko I''M.

KomyHanbHe HekoMepliiiHe MiANpHEMCTBO «JIbBIBCbKE TepUTOpialbHE MEIUYHe
0o0'enHanHs «KiiHiYHA NiKapHS IJIAHOBOrO JIIKyBaHHsS, peaOimiTamii Ta HaniaTUBHOI
JIOTIOMOTW», PEBMATOJIOTIYHE BIJJIIJICHHS BIJOKPEMJICHOTO Miapo3niny «4-a JlikapHs»,
M. JIbBIB




2 MPOJOBXKEHHS 10/1aTKa 2

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1271 Bix 11.08.2025

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, mojaBiliHE ciimne, IIaned0-KOHTPOJIboBaHe nociipkeHHs daszu IIb amsa omiHku
e(peKTUBHOCTI Ta OE3MeKH TyJICOKIOapTy B YYaCHHUKIB 13 PEHTreHOTrpadiuHuM aKcialbHUM
CIOHAWJIOAPTPUTOM (aHKLIO3yrouuM croHamtToM)», MK-7240-013, Bepcis 00 Bim 21 TpaBHS
2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3aCO0y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
03.09.2025 No 1382

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenutii po3ain 3.2.P [ndopmartis npo nikapebkuii 3aci6 (Drug Product Information) locee JIJ13
MK-2870, Bepcis 08VTIP Big 06 yepBHs 2025 p., aHIIIIHCHKOI0 MOBOIO; 3aIydeHHs JOAATKOBOTO
JOCITIJKYBAHOTO JIIKApChKOTO 3aco0y, Mo OyJe BHKOPUCTAHUH SK Mpernapar MOPIBHIHHS:
Kap6omnatun bernanic (Carboplatin Bendalis), 10 mr/mu, KoHIIEHTpaT 11t pO34HHY 115 iHQY3ii.
Bupo6nuk: Bendalis GmbH, Germany, Keltenring 17, Oberhaching, Bavaria, 82041; BxitouenHs
JOJATKOBOTO MICIISl IPOBEICHHSI KJIIHIYHOTO BUIIPOOYBaHHS:

No I1.1.B. BiAIIOBiJaJILHOI'O OCHITHUKA
n/n Ha3Ba micus nmpoBeieHHs! KITHIYHOTO BUIPOOYBaHHS

1. | mixap Ko63eB O.1.
Komynanene minnmpuemctBo «PiBHEHCHKMIT 0ONacHMN MPOTHIYXJIMHHUH — LIEHTP»
PiBHeHCBKOT 001acHOi paau, abomMiHanbHE BiIIeHHS, M. PiBHe

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

No 662 Big 17.04.2025

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«KEYMAKER-UO1, mignocnimkenus 01E: mapaconskoBe gocmimkenHs Il ¢a3u 3 mouepropumu
rpynamMy JOCHPKyBaHUX IIpernapariB 3 ximiorepamiero abo ©0e3 Hei y KomOiHamii 3
nemMOpoizymMaboM sl JIIKyBaHHS YYacHHMKIB 3 BIIEpIIE JIIarHOCTOBaHMM OIEpadeIbHUM
HeapiOHokmTHHHUM pakoMm JereHiB (HJKPJI) cramiit 1I-I1IB (N2)», MK-3475-01E, Bepcis 3
iHKopnopoBaHoto nonpaskoro 02 Bix 13 gucronanga 2024 poky

3asBHHUK, KpaiHa

ToBapuctBo 3 oomexeHoto BianosiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
03.09.2025 No 1382

Inentudikariist CyTTEBOI MOMPaBKU

Onognena Bepcis bponrypu gocimigHuka J0CIiKYBAHOTO JIIKAPChKOTO 3ac00y MaciTuHiO, BUAaHHS
5.0 Bix 16 numast 2025

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 333 Bix 17.02.2022;
Ne 703 Binx 23.06.2017;
Ne 2243 Bix 05.10.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«96-TKHEBE, MPOCICKTHBHE, 0araToIeHTPOBE, pPAHIOMI30BaHE, IOJBIHHE cline, mIanedo-
KOHTPOJIbOBAaHE JOCTiIKEHHS 3 (a3u AJid NOPIBHIHHS e(PEeKTUBHOCTI Ta O€3MEeKH TUTPYBAHHS 03U
MacituniOy no 4.5 Mr/kr/no0y B MOpIBHSAHHI 3 TUIanedo MpH JTIKyBaHHI MAIliEHTIB 3 MEPBUHHO-
MporpecyrdrM abo BTOPUHHO-IPOTPECYIOUUM PO3CISTHUM CKIIepo3oM 0e3 3aroctpenb», AB20009,
Bepcis 4.1 Bin 21 Gepesns 2022;

«bararorieHTpoBe, NPOCIEKTUBHE, pPaHIOMi30BaHe, MOBiiiHE ciline, I1a1e00-KOHTPOIbOBAaHE
nocaimxenns I ¢asu, mo npoBoaUTECS NPOTIroM 24 THXKHIB 3 MOKIIUBICTIO TIOJIOBXKEHHS TEPMIHY
JKyBaHHS, y IBOX NapajelbHUX IPYyNax 3 paH10Mi3alli€lo MAIiEHTIB y CiBBIAHOIIEHH] 1:1, 3 MeTOI0
OLIIHKY €()eKTUBHOCTI Ta O€3MEKU NEPOPaTIbLHOT0 MaciTHHIOY y MOPIBHSAHHI 3 IJ1a1e00 MPH JIIKyBaHHI
NAII€EHTIB 3 MOBUIBHO MPOrPECYIOYMM CHUCTEMHHMM Ta 1HJOJEHTHUM CHUCTEMHHM MAaCTOLIUTO30M 3
TSOKKUMH ~ CUMIITOMAaTHYHUMH TIPOSIBAMH, PE3UCTEHTHUM JI0 ONTHMAJIBHOI CHMIITOMAaTHYHOT
tepamii», AB15003, Bepcisa 7.0 Big 15 nunus 2021;

«IIpocniekTrBHE, OaraTOIEHTPOBE, pPAHIOMI30BaHE, MOJBIAHE CIiNe, IIANEe00-KOHTPOIHLOBAHE
nocmijpkenHs Il ¢a3um B mapanenbHHX Tpynax, 3 METOH OLIHKM €(QEeKTHUBHOCTI Ta Oe3MeKH
MaciTUHIOyY y KOMOIHAIIi 3 pUTy30JI0M Y MOPIBHSAHHI 3 MUIane0o y KOMOIHAIlT 3 PHITy30JI0M TIPH
JiKyBaHHI TauieHTIB 3 O0iuHuUM amiorpodiuyaum ckiepozom (BAC)», AB19001, Bepcis 8.3 Bix
08 cepriust 2022

3asiBHUK, KpaiHa

TOB «CIHEP/)KU I'JTOBAJI YKPATHA», Ykpaina

CnoHcop, kpaiHa

AB Science, ®paniis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexcanap 'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
03.09.2025 No 1382

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnena bpomypa nmocmigHWKa I JOCHIDKYBAHOTO JIIKAPChKOro 3acol0y ¢pekcaaimad
(SAR441344), Bunanns 8 Bix 23 nunus 2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 2072 Bix 10.12.2024;
Ne 1904 Bix 13.11.2024, y penaxuii Hakazy MO3 Ykpainu Ne1941 Binx 19.11.2024;
Ne 614 Bin 01.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«OCHOBHHI TIPOTOKOJI IBOX HE3AICKHUX, PAHIOMI30BaHUX, MOABIMHNX CIIMUX TOCTIKEHb (hazu 3
JUIs TIOpiBHSAHHA e(deKTUBHOCTI Ta Oe3meku (pekcanimady (SAR441344) 3 rtepiduyHoMinoMm y
JOPOCIIMX YYaCHHUKIB 3 PpPEHUAMBYIOUMMH (QopMaMu po3cissHoro ckieposy», EFC17919, 3
nonpaskoro 05, Bepcis 1 Bix 26 6epesns 2025 poky;

«PanyiomizoBaHe MoJBiiHE Cltirie TOCHIKeHHS (a3u 3 s MOPiBHIHHS €()EeKTUBHOCTI Ta Oe3MeKku
¢pekcanimaldy (SAR441344) 3 nnanebo y HOpOCIUX YYACHUKIB 3 HEPELMIUBYIOUUM BTOPUHHO-
nporpecyrdum poscissaum ckiaepozom», EFC17504, 3 monpaskoto 05, Bepcist 1 Big 19 TpaBHA
2025 poky;

«PangomizoBaHe, mojABiHHE ciine, TIane00-KOHTPOJIbOBAHE MOCHIKEHHS (a3u 2 1S OIIHKH
edexTuBHOCTI Ta Oesneku SAR441344, moHOKIOHAaNBHOTO aHTUTLIA M0 aHTaroHicra CD40L, y
TMAIIE€HTIB 3 PEIUAUBYIOYMM PO3CiTHUM ckiepo3om», ACT16877, 3 nmompaskoto 04, Bepcist 1 Bix
18 sncronana 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Sanofi-aventis recherche & developpement, France (Canodi-ABeHTIC peliepil € AeBelIONMaH,
@DpaHitis)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.09.2025 Ne 1382

Inentudikariist CyTTEBOI MOMPaBKU

Omnogsnena bpomrypa nocninnuka 3 npemnapatry CHF6001 DPI (kox noxkymenty CLI-CHF6001-IB-
00545), Bepcis 8.0 Bix 09 wepBHs 2025 p., aHTIIHCHEKOI0 MOBOKO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«52-TKHEBE, paHAOMI30BaHe, TIOJIBIHE CIIINE, 3 MOABIHHUM MacCKyBaHHSIM, 3 KOHTPOJIEM IL1ane0o
Ta aKTUBHUM KOHTpoJeMm aociuijxeHHs (Podmyminact, Janipecn® 500 MKr), 110 TpOBOAUTHCS B
napajeIbHHUX rpymax 3 METOI0 OLIHKH e(peKTHUBHOCTI Ta Oe3nevyHocTi 1Box 103 npenapary CHF6001
y (GopMi CyXoro MoOpouIKy Ijs 1HTajsIii, Mo JI0Aa0ThCs 10 MATPUMYIOUOi MOTPIHHOI Teparmii y
MAIi€EHTIB 13 XPOHIYHMM OOCTPYKTHBHUM 3axBOproBaHHsM JiereHb (XO3JI) Ta XpoHIYHUM
oponxitom», CLI-06001 AA1-05, Bepcis 5.0 Big 03 6epe3nst 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJOIIMEHT YKPAIHA»

CnoHcop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.09.2025 Ne 1382

Inentudikariist cyTreBoi
MOTPaBKH

3MiHa BiAMOBIIAIILHOTO JIOCIIIHUKA Y MiCIll TPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:

bYJIO

CTAJIO

K.M.H. ['ogimesceka O.M

KomyHanbHe HekoMepIliiiHe MiIImpUeEMCTBO
«Micbka KJIIHIYHA JiKapHS LIBUIKOL
Ta  HEBIAKIAJHOI  MEOUYHOI  JOIOMOIH
iMm. mpo¢d. O.I. MemaninoBa» XapkiBChbKOT
MICBKOI pajy, TepareBTHYHE BipmiieHHs Nel,
M. XapKiB

nikap binbuenko O.B.

KomyHanbHe  HEKOMeEpIiiHE  HiANPHEMCTBO
«Micbka KJIIHIYHA JKapHS LIBUIKOL
Ta HEB1IKJIATHOT MEIUYHO1L JOMOMOT'H
iMm. mpod. O.I. MemaninoBa» XapKiBCbKOIi
MICBKOI paau, TepaneBTHYHE BimmimeHHS Nel,
M. XapKiB

3MiHa Ha3BU MicCllb IPOBEACHHS KJIIHIYHOTO BUMPOOYBAHHSI:

bYJIO

CTAJIO

k.Me.H. [Ipumymko H.A.

Jep:xaBHa ycraHoBa «HarioHanbHuil iHCTUTYT
¢dTuziarpii 1 ITyJIbBMOHOJIOT 11
iMm. @.I'. SnoBcekoro HarmioHanbHoi akagemil
MEAMYHUX HayK YKpaiHw», BigaineHHs
nyJabMoHoJorii, M. Kuis

k.mMen.H. [Ipumymko H.A.

JlepxaBHa yctaHoBa «HarioHanbHuil HaykoBUI
LIEHTp ¢dTu3iatpii, yJIbMOHOJIOT 11 Ta
ayleproJorii iMeHi oI SIHOBCBKOTO
HamionaneHoi  akajmeMii  MEIUYHUX  HayK
Ykpainuy, Binainenns mynsmonosorii, M. Kuis

K.M.H. Mockanenko C.M.

Jep:xaBHa yctaHoBa «HamioHaabHUHA IHCTUTYT
¢dTuziatpii 1 ITyJIbBMOHOJIOT 11
iM. ©.I'. SInoBcekoro HamionansHO! akamemii
MEAMYHUX HayK YKpaiHW»,  BIJAUIEHHS
IIarHOCTHKH, Teparii Ta KJIIHIYHOT
dhapmakosorii 3aXBOPIOBaHb JIETCHBb,
M. KuiB

K.M.H. Mockanenko C.M.

JepxaBHa yctaHoBa «HarioHanbHuil HaykoBUI
HeHTp GTu3iaTpii, MyJIHMOHOJIOTII Ta aIeproorii
iMerni @.I". SnoBcrkoro HarionanbHoi akagemii
MEIWYHUX  HayK  YKpaiHW»,  BUIIUICHHSA
J1arHOCTUKY, Tepamii Ta KJIiHIYHOI (hapMaKoIIorii
3aXBOPIOBaHb JereHb, M. Kuis
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MIPOJIOBXKEHHS J1o1aTKa 7

I.M.H., ipo¢. OctpoBchkuii M.M.
KomyHanpbHe HekoMepIliliHe

®pankiBcbkoi 007acHOI pagw», BIATUICHHS

I.M.H., ipod. OctpoBchkuit M.M.

nianpueMcTBo | KomMyHanbHe  HEKOMEpIiHHE  MiANPHEMCTBO
«IBaHO-DpaHKiBCHKUN obmacumii | «llentp iH(dekmiiHUX 3axBOpOBaHb I[BaHO-
(GTHU310MYIbMOHOJIOTIYHMIM ~ HEeHTp  [BaHO- | @paHKIBCHKOI 00JacHOT paaw», BIIIIJICHHS

MyJIBMOHOJIOTT, M. IBaHO-PpaHKiBCbK

yibMoHOJI0Tii No2, M. IBaHO-DpaHKiBChK

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 833 Binx 28.04.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,

«52-TKHEBe, paH/IOMi30BaHe, MO/BiIHE CIIile, 3 MOJABIHUM MacKyBaHHSM, 3 KOHTPOJIEM IUIae0o
KOJI, BepcCis Ta gara

Ta aKTUBHUM KOHTposieM nociimkeras (Podayminact, Hamipecn® 500 MKr), mo mpoBOIUTHCS B
napajieabHHUX TpyIax 3 METO0 OLIHKM e(peKTUBHOCTI Ta Oe3nedHocTi ABox 103 npenapaty CHF6001
y (GopMi CyXoro MOPOMIKY JUIS iHTaJSMIN, M0 JOJAIOTHCS A0 MiATPUMYIOYOi MOTpidHOI Tepamii y
MAaII€HTIB 13 XPOHIYHUM OOCTPYKTHBHUM 3axBoproBaHHsM JereHb (XO3JI) Ta XpoHiuHUM
oponxitom», CLI-06001 AA1-05, Bepcis 5.0 Big 03 6epe3nst 2023 poky

3asiBHUK, KpaiHa TOB «®OPTPIA JEBEJOIIMEHT YKPAIHA»

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

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
03.09.2025 No 1382

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa pocnmigHuka Ui AOCTIHKYBAHOTO JIIKApChbKOTro 3aco0y Picankizyma0d, Bepcis 12 Bin
13 tpaBus 2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 341 Bix 26.02.2018;
Ne 2030 Big 07.11.2018;
Ne 1896 Bix 27.08.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararomneHTpoBe, paHIOMI30BaHE, TMOJBIMHE cllille, IUIANE00-KOHTPOILOBAHE S2-THKHEBE
JOCTIPKEHHS MIATPUMYIOUOi Ta BIIKPUTOI MPOAOBXKEHOI Teparii A OLiHKH e(pEeKTUBHOCTI Ta
0e3meyHocTi picaHki3ymaly y mamieHTiB 3 XxBopoboro Kpona», M16-000, 3 iHKOprmopoBaHUMH
aJMiHICTpaTUBHUMHM 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nonpaskamu 1, 2, 3,4, 5,6,7,8,9, 10, 10.1 Ta 11
Bix 04 rpynus 2024 poky;

«bararonieHTpoBe, paHIOMi30BaHe, TOJBIMiHE ciine, MIane00-KOHTPOJIbOBaHE S2-TH)KHEBE
MIATPUMYIOYE JTIKYBaHHS 1 BIAKPUTE MPOAOBXKEHE JOCTIIKEHHS IJIs BUBUYEHHS €(EKTUBHOCTI Ta
6e3neyHocTi PicankizymalOy y Mami€eHTiB 3 BUPa3KOBUM KoJiToM», M16-066, iHKOprnopoBaHuUit
[Honpaskamu 1, 2, 2.01 (tinbku ansg Kurar), 3, 3.01 (tuibku ans Himeuunnn), 4, 4.01 (Tineku 1u1st
SnoHii), 4.02 (s YKpainu Ta Npuieriux 3aJisHuX KpaiH), 5, 6, 7 1 AAMiHICTpaTUBHUMU 3MiHaMU
1,2,3,4,5,7Tta 8 Big 04 rpynus 2024 poky;

«PannomizoBane nongiiiHe ciine pociikenns 111 gasu, g nopiBHsaHHS npenapary Picankizymad
3 muanebo y MHali€eHTiB 3 akTUBHUM ncopiaTuuHuM aptputoM (IICA), ski MaoTh B aHaMHe3l
HeaJleKBaTHY BIANOBIAb MNPHHAWMHI Ha OJUH XBOPOOOMOAM(DIKYIOUMI NPOTUPEBMATHUHUI
npenapat (XMIIPIT) a6o i#oro nenepenocumicts (KEEPSAKE 1)», M16-011, Bepcis 7.0 Bix
10 >xoBTHA 2024 poky

3asBHHUK, KpaiHa

«E060Bi biodhapmacerotikans ['m6X», [lIBelnapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
03.09.2025 No 1382

Inentudikariis cyTTeBoi monpaBky | 3MiHa HA3BH MicCLig IPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
nikap IBanimun O.b. nikap [Banimun O.b.
«YHIBEpCUTETCHKA JKapHD» ¢inis | «YHIBEepCHUTETChKA JKapHD» Gbimis
JIbBIBCBKOTO  HAIIOHAIBHOIO  MEIUYHOro | Jlep»KaBHOr0 HEKOMEPIIHHOIO IiAIpHUEMCTBA
VHIBEPCHUTETY iMeHi Jlanuna [Manunpkoro, | «JIbBIBChbKHIA HaIlOHAJIBHUI MEIUYHUN
BIIITICHHS Teparii, M. JIbBiB YHIBEpPCUTET imeHi [{annia I'anmumpkoroy,
BiJUTJICHHS Tepaitii, M. JIbBiB

Howmep ta nata nakazy MO3 mpo Ne 1465 Big 08.08.2018
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ha3Ba kniniuHoro BunpoOyBanHs, | «baraToneHTpoBe, paHIOMi30BaHe, MOJBiMHE ciine, I1ane00-KOHTPOIbOBAHE JOBIOCTPOKOBE
KOJI, Bepcis Ta jara MPOAOBKEHE JOCIIIKEHHS MIATPUMYI0UOi Tepamii Julsi BUBYEHHS €(EKTUBHOCTI Ta O€3MeYHOCTI

VnananutuniOy (ABT-494) y mnarmientiB 3 xBopoOoro Kpona, siki 3aBepuiuiaM AOCTITKEHHS
M14-431 yu M14-433», M14-430, 3 iHKOpIIOPOBaHUMH AJMIHICTPAaTUBHUMHM 3MiHamMH 5,6 1 7 i
[TompaBkamu 1, 2, 3,4,5,6,7,7.01,7.02,7.04, 8, 8.01, 9 Ta 10 Bix 11 6epe3nst 2024 poky

3asiBHUK, KpaiHa «E066Bi biodapmaceroTikan3 I'm6X», [lIBeiinapis

CnoHcop, kpaiHa AbbVie Inc., USA

B.o. HavaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouqexcanap 'PIHEHKO

(migmuc)

(Bnacue im’st [IPI3BUILE)




Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.09.2025 Ne 1382

Inentudikarist cyTTeBoi nmonpaBku | 30UIbIIEHHS KITBKOCTI TOCTIKYBaHUX 3 147 mo 213 s BKIIOYEHHS Y KITIHIYHE BUPOOYBAHHS B
Ykpaini; 3MiHa BiIMOBIJATLHUX JIOCIIITHUKIB:

BYJIO CTAJIO
K.M.H. PomanoBa O.M. k.M.H. Kopunaceka M. M.
ToBapuCTBO 3 0OMEXEHOI BIJAINMOBIIATLHICTIO | TOBApHCTBO 3 OOMEXEHOIO BiJIMOBIIATBHICTIO
«MEADPUI», M. KuniB «MEJPUII», M. KuiB
I.M.H., ipod. JJemuyk A.B. nikap Sxkumenko ['.B.

[IpuBaTHe Maye miANpPUEMCTBO, MeauuHuil | [IpuBatHe Mayie MIANMPUEMCTBO, MEIUYHUI
ueHtp «lIlymec», TepameBTuuHe BigaineHHs, | HeHTp «llymbcy», TepameBTUYHE BiAALICHHS,
M. Binnuns M. Binauns

Howmep ta nata nakazy MO3 mipo Ne 1397 Bix 08.08.2024
MIPOBEACHHS KIJIIHIYHOTO

BUIIPOOYBaHHS

Hasga kniniyHoro BunpoOyBaHHs, | «PanzmomizoBane, mojBiiiHe ciine, 6aratoneHTpose nociiakeHHs ¢aszu Il y napanensHUX rpynax

KOJI, BEpCis Ta Jara JUTSL OLIIHKK €(DEKTUBHOCTI JO030BAHOTO IHTAIATOPY OyAECOHIIYy, TIIIKOIMIPOHI0 Ta (HOopMOTEpOITy
(dbymapaty BiIHOCHO JI030BaHOTO IHTAJIATOPY INIIKOMIPOHit0 1 popmoTepoiy pymapaTy Ha ceplieBo-
JIET€HEB1 HACINIJKU y XBOPUX Ha XpOHIYHE OOCTpyKTHUBHE 3axBopioBaHHA JjereHb (THARROS)»,
D5989C00001, Bepcis 2.0 Bix 28 ciuns 2024 poky

3asBHHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa AstraZeneca AB, Sweden

B.o. HavaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
03.09.2025 No 1382

InenTudikariist CyTTeBOI MOMPaBKU

bpomypa nocnigauka Epgaditinio (JNJ-42756493), Buganns 15 Bix 17.06.2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1207 Big 25.06.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«ocnimkenns 3 ¢a3u s ouinku epaaditiniOy y nmopiBHSHHI 3 BiHGIyHIHOM a00 JolIeTaKceIoM
91 1IeMOpoIi3yMaboM y TAI€HTIB 3 MOIIMPEHOI0 YPOTENiaJbHOK KapIWHOMOIO Ta OKPEMHUMH
TeHeTUYHUMHU alepalisMu peuentopiB (aktopy pocty ¢idpodnactiB», 42756493BLC3001, 3
nonpaskoro 6 Bix 20.01.2023 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMANEBTHUKA HBy», benbris

CnoHcop, kpaiHa

SAnccen @apmanestuka HB, benbris

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.09.2025 Ne 1382

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocmimauka Hemrtabpytunio (MK-1026), Bumanns 10 Big 07 mumas 2025 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1966 Bix 15.09.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jocmimxenns Il ¢asu ominkm edextuBHOCTI Ta Oesmeunocti MK-1026 y mamieHTiB 3
reMaTOJIOTTYHUMH 3JIOSIKICHUMU 3aXBoproBaHHAMI», MK -1026-003, 3 iHKOPITIOPOBAHOO MOTIPABKOIO
08 Bix 16 TpaBHs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00OMexkeHo010 BianoBiganbHicTIO «MCJl Ykpainay

CnoHcop, kpaiHa

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

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
03.09.2025 Ne 1382

Inentudikariist CyTTEBOI MOMPaBKU

OHoBeHUH MPOTOKOJ KiIiHIYHOTO BUpoOyBanus M19-388, Bepcis 8.0 Bix 28 motoro 2025 poky;
Indopmaris ayis namieHTa Ta iHGopMoOBaHa 3rojia Ha y4acTh y HAYKOBOMY JTOCIIKEeHHI, Bepcis 5.0
s Ykpainu Bin 13 Oepesns 2025 poky, yKpaiHCHKOIO, aHTJIIMCHKOIO Ta POCIHCHKOI MOBaMH;
Bpormrypa mocmiHuka AJis TOCHIKYBAHOTO Jlikapchbkoro 3aco0y Berneroknakc (ABT-199), Bepcis
17 Big 15 ciuns 2025 poky; OHoBienuit po3ain «Skicte» Jlocke MOCTIAKYBAHOTO JIKaPCHKOTO
3aco0y Beneroxiakc (ABT-199), Bepcis 6.0 Bix 04 ymcronana 2024 poky; [TogosxkeHHs mepiony
MIPOBEICHHS KJIIHIYHOTO BUIIPOOyBaHHA B YkpaiHi 10 01 ciuns 2027 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1118 Bix 28.06.2022

Hasga kniHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta faTa

«IIponoBxeHe AOCHIHKEHHsI BEHETOKIIAKCY Y MAalli€HTIB, K1 3aBEPIIMIM y4acTh y MONEPETHbOMY
KJIIHIYHOMY BUIIPOOYBaHHI BeHeTokIakcy», M19-388, Bepcis 7.0 Bix 31 aunus 2024 poky

3asiBHUK, KpaiHa

E66Bi1 biodgapmacsiorikan3 'm6X, [lIselinapis

Cnoncop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



