Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnenuii Ilporokon kminiuHoro pociimxeHHs LTE15174, Bepcis 05 Bim 12 xostHa 2022 p.,
aHTIIHCHKOI0 MOBOIO; [H(opMmalist st mamienTa ta gopma iHPOPMOBaHOI 3roau s YKpainu, Bepcis 6.0
Bix 17 mucronana 2022 p., aHTiidcbKor0 MOBOKO; IHGopMarlist 11s marieHTa Ta gopma iHPOPMOBaHOI 3ro11
s Ykpainu, Bepcist 6.0 Big 17 nmuctonama 2022 p., ykpaiHChKOO MOBOO; [H(OpMalis as mamieHTa Ta
dopma iHpopmMoBaHOi 3roau s Ykpainu, Bepcis 6.0 Big 17 muctomaga 2022 p., pociiCbKOIO MOBOIO;
Indopmaris s mamienta ta ¢opma iHpopMoBaHOi 3roau s OaThKiB s YKpainu, Bepcis 6.0 Bix
17 mucronana 2022 p., aHTICHKO0 MOBOIO; IHopMmartis Ay narienta ta gopma iHGopMoBaHOT 3TOAH IS
OarbkiB Juisi Ykpainu, Bepcis 6.0 Bim 17 mucromama 2022 p., ykpaiHChKOIO MOBOIO; I[H(opmariis st
naiieHTa Ta popma iHpopMoBaHOi 3roau /Ui 6aThKiB A YKpainu, Bepcis 6.0 Big 17 mucronmana 2022 p.,
pociiicbkor0 MoBO0; [Hdopmanist s yyacHuka 1 popma 1HGOPMOBaHOI 3roJIn JUIsl HEMIOBHOMITHIX 0C10
BiKOM BiJl 14 pokiB 0 MOMEHTY HacTaHHA MOBHUX 18 pokiB ans Ykpainu, Bepcis 6.0 Bix 17 nucromana
2022 p., anraiiicbKor0 MoBotO; [HhopMartis 115 yuacHuKa 1 popMa iHPOPMOBAHOT 3T0/IU JIJIsl HEOBHOMITHIX
0ci0 BiKOM BiJ 14 pokiB 10 MOMEHTY HAaCTaHHs MOBHUX 18 pokiB 1y Ykpainu, Bepcis 6.0 Bix 17 nuctonana
2022 p., ykpaiHCbKOIO MOBOIO; [H(hopMmaltis 115 yuacHuKa 1 popMa iHHOPMOBaHOT 31011 JJIsl HEIOBHOMITHIX
oci10 BikoM Bij 14 pokiB 10 MOMEHTY HacTaHHS MOBHUX 18 pokiB 1s Ykpainu, Bepcis 6.0 Big 17 nucronana
2022 p., pociiicekoro MoOBoIO; IH(hopmartis 11 ydacHuka i popma iHGOpMOBAHOT 3roAu Ul MaJOJITHIX
0ci10 BikoM BiJl 12 poKiB 10 MOMEHTY HacTaHHs MOBHUX 14 pokiB, Ans Ykpainu, Bepcis 6.0 Bix 17 nucronana
2022 p., anrmiiicekoro MoBo0; [HdopMmartis s yyacHuka i popma iHPOPMOBAHOI 3rOAM AJIST MATOJIITHIX
0ci0 BikoM BiJZ 12 poKiB 10 MOMEHTY HacTaHHsI TOBHUX 14 pokiB, st Ykpainu, Bepcis 6.0 Bix 17 mucronana
2022 p., ykpaiHCbKOIO MOBOIO; [H(popMaris s yyacHuKa 1 popma iHPOPMOBAHOI 3rOAM IS MAIOMITHIX
0ci0 BikoM BiJZ 12 poKiB 10 MOMEHTY HacTaHHsI TOBHUX 14 pokiB, st Ykpainu, Bepcis 6.0 Bix 17 mucronana
2022 p., pOCIiiCHKOIO MOBOIO
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Homep Ta nata Hakazy Ne 1545 Big 03.07.2019

MO?3 11010 3aTBEpIKEHHS

KJIIHIYHOT'O BUIIPOOYBaHHS

Ha3ga xiiniunOTO «ATLAS-OLE: Bingkpure nochipkeHHs IOBIOCTPOKOBOI Oesmekn Ta edekTuBHOCTI DirycipaHy

BUNPOOYBaHHS, KO/, y maiieHTiB 3 reModutiero A abo B, 3 a6o 6e3 iHridiTopHUX aHTUTLI 10 (pakTopy 3ciganHs VIII abo IX»,

Bepcis Ta gata LTE15174, 3 nonpaskoro 04 Bix 30 Bepecus 2021 p.

3asBHUK, KpaiHa ToBapuctBo 3 ObOmexenow BinmosiganeHicTio «KouTpakTHO-Jlochinnunbka Opranizanis [HHODapm-
Ykpaina»

CrioHcop, kpaina Genzyme Corporation, USA/ JIxxen3aiim Kopropetitx, CIITA

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

Havanpbunk®apmaneBTHYHOI0 YNIPaBJIiHHA IBan 3AJIBOPHUX




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHH
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnenuid npoTtokoia kiiHiyHOoro BumnpoOyBanus CF113-302, octatouna Bepcis 2.0 Bim 10 Oepesus
2022 poky aHTIiChKO0I0 MOBOIO; KOpOTKE BUKIIaAEHHS! OHOBJICHOTO MTPOTOKOITY KIHIYHOTO BUIIPOOYBaHHS
CF113-302, ocrarouna Bepcis 2.0 Bix 10 6epe3ns 2022 poky ykpaincbkoro MoBOI0; bpomrypa Jlocmignuka
HocnimxyBanoro 3acody: LPRI-CF113 (Hpocmipenon 4 mr & JlpocmipeHoH 2.8 Mr TaONeTKu IS
nepopanbHOro 3actocyBanHs), Buganus 3.0 Big 17 yepBHsa 2022 poky aHTMiHCBKOI0 MOBOIO); bpomrypa
Hocmigauka JocnimkyBanoro 3aco0y: LPRI-CF113 ([pocnipenon 4 mr & JlpocmipeHoH 2.8 MT TabIeTKu
JUTSL TIEpOPAIbHOTO 3acTocyBaHHs), Bumanns 3.1 Bin 26 cepmus 2022 poky aHITHCbKOI MOBOIO; Joche
JocIKyBaHOTO Jiikapebkoro 3aco0y (A/1J13) LPRI-CF113 (dpocnipenon 4 mr Tabnetku 1 JpocmipeHoH
2.8 Mr TabyIeTKH BKPHTI IUTIBKOIO 000510HK010), Bepcist 5.0 Bij 17 uepBHa 2022 poKy aHIJiHCbKOI0 MOBOIO;
Hocwe mocnimkyBanoro jikapcbkoro 3acody (AJJI3) Ilnanedo no LPRI-CF113 (HeaktuBHuii nmpenapar
Hpocnipenon 4 mr tabnetku 1 HeaktuBHuii npemnapar JlpocmipeHoH 2.8 mr tabnetku), Bepcis 2.0 Big
17 gepBHa 2022 poky aHINIIMCbKOI MOBOMO; JIMCT JiKapio 3arajgbHOi NMPaKTUKU-CIMEMHOMY JIKaplo,
octarouHna Bepcist 2.0 Bixg 10 6epesns 2022 poky ykpaincbkoro MoBoro (CF113-302, GP Letter, Final version
2.0, 10-Mar-2022, Ukrainian); JIuct aiist JrikapiB-CIIEiaTiCTIB 100 HAMPABJICHHS IMAaIli€HTIB, OCTATOYHA
Bepcia 2.0 Bim 10 Oepe3nss 2022 poky YKpaiHCHKOIO MOBOIO; JIMCTIBKa-3ampoIIeHHS [Jis ydacTi B
JociiJkeHH1, octatouHa Bepeid 2.0 Big 10 6epesns 2022 poky ykpaiHCBKOIO MOBOIO; [HTEpHET CTOpiHKa
I0JI0 3ampOIeHHS I y4acTi B mociimkenHi, Bepcis 5.0 Big 07.03.2022 ykpaincbkoro MOBOO; JIucTiBka
JUTS TiatieHTa, octarouna Bepcis 2.0 Big 10 6epesnst 2022 poky yKpaiHCHKOK MOBOIO

Howmep Ta nara Hakazy
MO3 om0 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2426 Big 05.11.2021
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Ha3ga kiiniunOTrO «bararonienTpoBe, TOJBiiiHE ciine, paHAOMi3oBaHe KiiHiyHe nociikeHHs Il ¢asum ans  ouiHkM

BUIPOOYBaHHS, KO/, epexkTuBHOCTI Ta Oe3meyHocti mpemapaty LPRI-CF113 B mopiBHAHHI 3 mjanebo mNpu JiKyBaHHI

Bepcis Ta gata CHIOMETPIO3y BIPOJOBXK 3 IHMKIIB 3 MOAAIBIINM BIJIKPUTHUM JIIKYBaHHSM BIIPOJIOBX 3 IHUKIIBY,
CF113-302, ocrarouna Bepcis 1.0, 26.04.2021

3asBHUK, KpaiHa «Ckoymn Iarepuemnn Al'», Himeuunna

CnoHncop, KpaiHa «Yemo Pezepu C.JI.» (Chemo Research S.L.), Icmanis

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

Havanbunk®apManeBTHYHOT0 YNIPaBJIiHHA IBan 3AJIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370x»

5.01.2023 Ne 20
Inentudikaris cyrreBoi Omnosnena bpomurypa nocnigHuka s JOCTIKYBAaHOTO JIIKAPCHKOTO 3ac00y po3aHoiiKkci3ymal, BepcCis Bil
MOTPaBKU 06 Bepecus 2022 poky; [ndopmanis 1 yuacauka gociipkennas i @opma iHGopMoBaHOT 3rou Ha y4acTh

y pocaimkenHi TP0004 (myOpportunlTy 3), mogens mist Yipainu, Bepcis 6.0 Big 22 Bepecust 2022 poky,
YKPaTHCHKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep ta nata Hakazy Ne 2777 Big 02.12.2020
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «Binkpure nocmiKeHHs MOJOBKEHHS Teparii A1 BUBYEHHS JOBIOTPUBaIOl 0€311€YHOCTI, TEPEHOCUMOCTI
BUIIPOOYBaHHS, KO/, Ta e(peKTUBHOCTI IIpenapaTy po3aHoJiKCi3yMal y MaIleHTIB 3 NEPCUCTYIOUOI0 a00 XPOHIYHOO MEPBUHHOIO
BepcCis Ta Jata iMmyHHOIO TpoMbouuronenietro (ITII)», TP0004, 3 monpaskoro 4 Big 04 kBiTHS 2022 poky

3asBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»

Crioncop, kpaina FOCibi biodpapma EcApEn, bexnbris / UCB Biopharma SRL, Belgium

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

Havansank®apManeBTHYHOI0 YIIPABJIiHHA Isan 3AZIBOPHUX




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

InenTudikarist cyTTeBOi
HONPaBKU

[Tpotokoun kmiHiuHOTO nocmimkenus [6T-MC-AMAX 3 inkopriopoBanoro nonpaskoro (b) Bix 03 cepmas
2022 poky; Iudopmanis nns mamienta gochimpkeHHs Ta Popma I[HpopmoBanoi 3rogm ans ydacTi
y JAOCII/PKEHHI [T BUKOpHCTaHHs B YKpaini, Bepcis Ne 3.0 ykpaiHCbKOI0 MOBOIO Bif 24 xoBTH: 2022 poKy;
Iadopmaris ans narienta gociimkeHHs Ta @opma [HpopmoBanoi 3ronu A yyacTi y AOCHIKEHHI IS
BUKOpUCTaHHSA B YKpaiHi, Bepcigs Ne 3.0 pociiicbkoro MoBor Bin 24 sxoBTHs 2022 poky; lllonenHuk
naiienTa, Bepcis 1.2 Big 29 BepecHsa 2022 poky ykpaincekoro Moo (AMAX-UA-UA-PDD-V1.2 16T-
MC-AMAX_Patient_Daily Diary 1Day v1.2 WS _Paper_Ukrainian-UA_29Sep2022 #E1403309-ukUA);
[Monennuk manienta, Bepcis 1.2 Bix 21 Bepecus 2022 poky pociiicbkoro Mmoo (AMAX-UA-RU-PDD-
V1.2 16T-MC-AMAX_Patient_Daily Diary 1Day v1.2 WS_Paper_Russian-UA_21Sep2022 #E1403309-
ruUA); Hlonennuk namienTa, Bepcis 1.2 Big 29 BepecHs 2022 poky ykpaiHcbkoro MoBoro (AMAX-UA-UA-
14DAY-DRY-V1.2 I6T-MC-AMAX_Patient_Daily Diary 1Day v1.2 WS _ Paper_Ukrainian-
UA_29Sep2022 #EI403309-ukUA); Illomennuk mnamienta, Bepcis 1.2 Bim 21 BepecHs 2022 poky
pociiickkoro  MoBolo  (AMAX-UA-RU-14DAY-DRY-V1.2 16T-MC-AMAX_Patient_Daily Diary_
1Day v1.2 WS_Paper_Russian-UA 21Sep2022 #E1403309-ruUA)

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOTO BUNIPOOYBaHHS

Ne 1849 Big 11.08.2020

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonientpoBe, Binkpure, Ilomoexkene MHocmimxenus III ®Pasm gns Ominku  JoBrorpusanoi
EdextuBHocti Ta besneunocti 3actocyBaHHs Mipikisymaby y IlamientiB i3 XBopoGoro Kponay,
16T-MC-AMAX, 3 inKopriopoBaHo¥0 monpaBkoro (a) Bix 01 mumast 2021 poxky

3asBHUK, KpaiHa

«Eni Jlinm Bocrox CAy, llIBeitmapis
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Cnoncop, kpaiHa

Emni Jliuti enn Kommani, CHIA / Eli Lilly and Company, USA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaapuuk®apManeBTHYHOTO YIIPABJIiHHSA

Isan 3A/IBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370x»
5.01.2023 Ne 20
Inentudikaris cyrreBoi 3MiHa Ha3B MICIlb MPOBEACHHS KJIIHIYHOTO BUNIPOOYBAHHS:
MOTPaBKU BYJIO CTAJIO
I.M.H., ipod. Pycun A.B. I.M.H., ipo¢. Pycun A.B.
3akaprnaTcbKuil oOnacHMi kiniHiuHui | KomyHanbHe HEKOMepIIiiiHe MAPUEMCTBO
OHKOJIOTTYHUI JIMCTIaHCep, BiIIIIEHHS | «3aKapraTChbKui MPOTUITYX TUHHHMA LIEHTP»

ximioTeparmii, M. YKropoa

3akapnarchbKoi 00JIaCHOI paju, XiMioTeparneBTHYHEe
BUIJTIJICHHS, M. Y KTOPOJI

nikap CinenbHikoB [.B.
JlikyBabHO-IPO(ITaKTHUHUIH 3aKyIaz
«BoymHCHKHN oOnacHM OHKOJIOTTYHHUM
JMCTIaHCep», BIAIICHHS XiMioTepaii, M. JIyipk

nikap CinenbHikos [.B.

KomyHanbHe HiATPHEMCTBO «BonuHchKui
obnacHui MEIUYHHI LEHTP OHKOJIOT11»
Bonuncekoi  oOmacHOi  paaM, — OHKOJIOTiYHE
XiMIOTepaneBTUYHE BUTUIEHHS, M. JIylibk

k.M.H. [IInapux .B.

JIbBiBCHKUIT Jep/KaBHUI OHKOJIOTTYHHM
perioHaIbHUM JIIKYBaJIbHO-A1arHOCTUYHUH LIEHTP,
BT XiMioTeparii, M. JIbBiB

k.M.H. [lInmapux S1.B.

KomyHanbshe HEKoMeplliiiHe M1IPUEMCTBO
JIBBIBCBKOT oOmacHol paau «JIbBIBCHKUH
OHKOJIOTTYHUI perioHanbHUM JIKYBaJIbHO-

JMIarHOCTUYHUN TEHTP», BIIIUICHHS XiMmioTeparii,
M. JIpBIiB




2 IIPOJIOBXKEHHS J01aTKa 5

K.M.H. Bunnnuenko [.O. K.M.H. Bunanuenxo [.O.

O6macaunii komyHanmbHMi 3akian «Cymcbkuid | KomyHanbHe HEKOMeEpIIiifHe M1 ITPUEMCTBO

00acHUH KIIHIYHUA OHKOJOTiYHUH fucnancepy, | Cymcbkoi obmacHoi paam CyMcbkuil obmacHHMA

OHKOTOpaKaJIbHE BIJIIJIEHHS, CyMCBhKU# | KIIIHIYHHANA OHKOJIOT1YHUI JUCTIaHCeD,

JepKaBHUN yHiBepcuTeT, Kadeapa Xipyprii Ta | OHKOTOpaKaibHE BiJIJIIJICHHS, Cymcbkuit

onkouorii, M. Cymu Jep>)KaBHUN yHIBepcuTeT, Kadeapa OHKOJIOTII Ta
pauiosorii, M. Cymu

Howmep ta nata Hakasy —
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiinigHOTO «PannomizoBane, Binkpute nociimkenns 111 pas3u 3aranbHoi BUKHBAHOCTI HAIBHUX (paHille HETIKOBAHUX )

BUIIPOOYBaHHS, KOJI, namieHTiB 3 PD-L1-no3uTHBHUM MporpecyrodnM ab0 METacTa3ylouuM HEMITKOKIITUHHUM PAaKoM JIETeHIB

BepcCis Ta Jara JUI TIOPIBHSIHHS JTiKyBaHHS memOpomizymabom (MK-3475) Ta mpemaparamu XximioTepamii Ha OCHOBI
wiatund (Kinoyt 042)», MK-3475-042, 3 inkopniopoBanoto nonpaskoro 08 Bix 24 6epesns 2021 poky

3asBHUK, KpaiHa ToBapucTBo 3 oomMexeHoro BianosiganpHicTI0O «MCJ[ Ykpaina»

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

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

Havansank®apManeBTHYHOI0 YIIPABJIiHHA Isan 3A/IBOPHUX




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poxy
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

[TonoBxkeHHs TEPMiHY MPUAATHOCTI AOCTIIKYBAaHOTO Jlikapchkoro 3aco0y Tiparomymal, KOHLIEHTpAT s
PO3YHHY JUTsl BHYTPIIIHEOBEHHUX 1HDY31H, 600 Mr/10 M 10 48 Micsmi; OHoBiIeHI po3aiu S.7.1 «Pesrome
10710 ctabinbHOCTi Ta BUCHOBKM» (S.7.1 - RIM-REGQUAL-117095 v3.0), S.7.3 «/lani npo cTabiabHICTb
(S.7.3 - RIM-REGQUAL-110414 v2.0), P.8.1 «Pe3tome om0 crabinbHocTi Ta BUCHOBKMY (P.8.1 - RIM-
REGQUAL-121565 v1.0), P.8.3 «Jlani npo crabineHicTh» (P.8.3 - RIM-REGQUAL-121567 v1.0) mocwe
JOCIIJKYBAHOTO JiKapchkoro 3aco0y Tiparomyma0d KOHIIEHTpAT JJIsl pPO3YMHY JUIS BHYTPIIIHBOBEHHHUX
iHpy3i#, 600 mr/10 mur.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2917 Bix 15.12.2020
Ne 1360 Big 10.06.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, mojBiiiHe ciine, ruanedo-koHTponboBaHe ¢asu Il mocnimkeHHs aTe3oii3ymady B
noeqHaHHl 3 Tiparonymabom (aHtu-TIGIT anTuTino) abo ©Oe3 Tiparoaymaldy Yy Talli€eHTIB 13
Hepe3eKTabeIbHO0 TNIOCKOKIIITHHHOIO KapLIMHOMOKO CTPaBOXOAY, YHsI KaplIMHOMA He MporpecyBaja Mmicis
paauKalbHO1 XIMiopoMeHeBoi Tepamii», YO42137, Bepcis 5 Bix 27 cepnua 2021 p.;

«PannomizoBane, mojBiiiHe crimne, mianedo-koHTponboBane ¢azu I mocmimkenHs tiparonymady (aHTu-
TIGIT antutinio) B koMOiHaIlil 3 aTe30J113yMaboM y MOPIBHIHHI 3 MI1anedo B KoMOiHallii 3 are30113ymadbom
y TMali€HTIB 13 paHillle HeJIKOBAaHMM MICHEBO-TIOIIMPEHNUM Hepe3eKTa0elbHuM a00 MeTacTaTHYHUM
PD-L1-cenexkTuBHUM HeAPIOHOKIITUHHUM pakoM Jererby, GO41717, Bepcis 4 Bix 03 nmucronana 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiANOBiAAIbHICTIO «Porr Ykpaina»

CnoHcop, kpaina

®.Xodpdpmann-JIs Pour JIta, HIseitnapis
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CymnyTHi —
MaTepianu/mpenaparu
CYIYTHBOI Teparmii

Havansank®apManeBTHYHOTO YIIPABJIiHHA Isan 3AZIBOPHHUX




Jonartok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vkpainu «[Ipo 3aTBep)KEeHHS CYTTE€BUX
MIOTIPABOK 710 IPOTOKOJIIB KIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MIHU J0 J10/1aTKa
Ne 23 no naka3y MinicTepcTBa OXOPOHU
310poB’st YKpainu Bix 29 rpyans 2022 poxy

Ne 2370»

5.01.2023 Ne 20
Inentudikaris cyrreBoi Poznin «Jlikapcbka cyOCTaHIIiS» JIOChE MOCHIIKYBAHOTO JiKapchbkoro 3aco0y SAR441344, pozuun
MOTPaBKU 150 mr/mn, Bepcis Big 03 sxoBTHS 2022p., aHrmiiicekoro MoBoi0; Posnin «Jlikapcekuii 3aci6» moche

JOCTIIKyBaHOTO JiKapchkoro 3acody SAR441344, po3uun miua in’exuii 300 mr/dmakon (150 mr/mo),
Bepcis Bim 30 BepecHs 2022p., anrmilicekoro MoBoro; Pozmin «llmame6o» mocke AOCHITKYBaHOTO
mikapcekoro 3aco0y SAR441344, po3unn nns iw’exuiii, 2 mi/dmnakon, Bepcid Bix 03 >xoBtHsS 2022p.,
aHrIiicbkol0 MOBOIO; Pozmin A.2 «Ominka Oe€3meKd IIOAO0 CTOPOHHIX MIKPOOPTaHi3MiBY» JIOChE
JOCTIIKyBaHOTO JiKapchkoro 3acody SAR441344, po3uun miua in’exuiit 300 mr/dmakon (150 mr/mo),
Bepcis Bia 30 BepecHs 2022p., aHTIIIHCHKOI0 MOBOIO

Howmep Ta nara Hakaszy Ne 614 Big 01.04.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniunoro «PannomMizoBane, TO/ABIMHE chine, IMIaNe00-KOHTPOJIIbOBAHE JMOCHIKeHHS a3 2 1A OIIHKH
BUIIPOOYBaHHS, KOJI, epexTuBHOCTI Ta 6e3nekn SAR441344, MoHOKIIOHAIBHOTO aHTUTLIA 10 aHTaro”icta CD40L, y mamienTiB
BepcCis Ta gata 3 peLMIMBYIOYUM PO3CISTHUM ckiiepo3om», ACT16877, 3 monpaskoto 01, Bepcis 1 Bix 20 TpaBHs 2021 poky
3asBHUK, KpaiHa TOB «Canogi-ABenTic Ykpaina»

Crnoncop, kpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHnTic pemiepiu e aeBenonMan, OpaHitis)
CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

Havanbunk®apManeBTHYHOIO YIIPABJIiHHA Isan 3AZIBOPHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa pocninnuka Pembrolizumab (MK-3475), Buganns 23 Big 26 >xoBTHS 2022 poKy aHTIiHCHKOIO
MoBOI0; Ykpaina, MK-3475-826, lndopmartist Ta TOKyMeHT mpo iHPOpPMOBaHY 3rofy JAJIs Mali€HTa, BepCis
3.03 Big 23 nucromana 2022 p., ykpaiHChKOIO Ta pOCiiChKOI0 MOBOIO; [1010BKEHHS TPUBAIOCTI KIIIHIYHOTO
nociimkenns g0 04 gepsus 2024; 3pa3ku MapKyBaHHs Jikapchkoro 3aco0y: MK-3475:MK-3475 Kit,
Bepcis 2.0 Bix 13 BepecHst 2022 poky, aHTIIHCBKOIO Ta ykpaincbkoro MoBamu; MK-3475 Vial, Bepcis 2.0
Big 13 BepecHs 2022 poxy, aHTIIMCHKOI0 Ta YKPaiHCHKOIO MOBaMH; 3pa3oK CIIPOLICHOTO MapKyBaHHS
3apeecTpoOBAaHOrO B YKpaiHi JIIKapChKOTO 3aco0y, SKHil 3aCTOCOBYETHCS B KIIIHIYHOMY BUIIPOOYBaHHI
MK-3475-826, Bepcis 2.0 Bix 14 mucromama 2022 poxy, yKpaiHCHKOK MOBO; 3MiHAa Ha3BU MiCII
IPOBE/ICHHS KJIIHIYHOTO BUIPOOYBAHHS:

BYJIO CTAJIO

k.M.H. Tpyxin /.B. k.M.H. Tpyxin /I.B.

Komynanena ycranoBa «Opecbkuil obOnacHuil | KomyHanbHe ~ HEKOMepIliiiHE  MIAIPUEMCTBO
OHKOJIOTIYHMM JUclaHcepy, cTamioHap AeHHOro | «OnechbKuit perioHanbHUMR KJIHIYHUH
nepeOyBaHHs JUCIaHCEPHO-TIOMIKIIHIYHOTO | IPOTUIYXJUHHUN 1eHTp» Ojecbkoi o00iaacHoi
BiiiieHHs,, M. Ofneca panu», BLJIJIEHHs XiMioTepanii, M. Oneca

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2313 Big 12.12.2018

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, mojBiiiHe ciine, mianebo-KoHTpoaboBaHe jociikeHHs [l ¢a3u mnopiBHSHHS
nemOponizymady (MK-3475) 3 ximioTepari€ro Ta XiMioTepariero 3 mianedo s Tepanii nepiuoi JiHii npu
NEPCUCTYIOUOMY, pEUUAMBHOMY abo wmeractatmyHoMy paky muikn wmatkn (KEYNOTE-826)y,
MK-3475-826, 3 inkopnopoBanoto nonpaskoro 08 Bij 10 yepBHs 2022 poky
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3asiBHUK, KpaiHa ToBapucTBO 3 06MexkeHo0 BianoBiganbHicTI0O «MCJ] Ykpaina»
Cnoncop, kpaiHa TOB Mepk llapmn enx Joym, CIHA (Merck Sharp & Dohme LLC, USA)
CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

Havaapbuuk®apManeBTHYHOTO YIIPABJIiHHSA IBan 3A/IBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA

Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU

310poB’st YKpainu Bix 29 rpyans 2022 poxy

Ne 2370»
5.01.2023 Ne 20

InenTudikarist cyTTeBOi
HONPaBKU

VYxpaina, MK-3475-355, Indopmartist Ta TOKyMeHT 1po iHpOpMOBaHy 3roy AJis manieHTa, Bepeis 12.0 Bix
28 xoBTHA 2022 p. yKpaiHChKOIO MOBO0O; [1010BKEHHS TPUBAIOCTI KIIHIYHOTO BUITPOOYBAHHS B CBITI Ta B
Ykpaini go 15 mucronana 2023 poky; 3MiHa Ha3BH MICIIsl IPOBEJCHHS KIIHIYHOTO BUIPOOYBAHHS !

BYJIO CTAJIO

I.M.H., ipod. KpmxkaniBceka A.€. I.M.H., po¢. KpnxaniBcbka A.€.

OOGnacHuil KITIHIYHUN OHKOJOTIYHMN Aucmancep, | KomyHanbHe HEKOMeEpIIiifHe MiIITPUEMCTBO

XiMiOoTepaneBTHYHE BiJI/IIJICHHS, IBano- | «IIpuKaprnaTchbKuii  KIIHIYHUH  OHKOJOTIYHUH

®dpaHKIBCHKHMA HaIL[lOHAJILHUN MenuyHuil | ieHTp IBaHOo-®dpaHkiBcbkoi  o0jacHOT  paamy,

yHiBepcuTeT, Kadeapa oOHKosorii, M. IBaHO- | XiMiOoTepaneBTHUHE BIJIIUUIEHHS, IBaHoO-

®paHKIBCHK ®dpaHKiBChKUN HallOHAJILHUH MEIUYHUH
yHiBepcUuTeT, Kadeapa oOHKousorii, M. IBaHO-
@dpaHKiBCHK

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 70 Bing 31.01.2017

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBane, nozasiviHe-ciine pocuimkeHHs I dha3u mas mopiBHAHHS JTIKyBaHHS MEMOpOTiZymMadoM
(MK-3475) y kom0iHarii 3 mpenapataMu XiMioTeparii Ta JiKyBaHHs M1ane0o y KoMOiHallii 3 mpenapaTamMu
xiMioTepanii y HAallleHTIB 3 paHille HEJIKOBAHUM MiCIIEBO-PEIMIMBYIOYMM HeornepabenbHuM abo
METAaCTaTUYHUM TOTpiHO-HeraTUBHUM pakoM MoisiouHoi 3ano3un (KEYNOTE-355)», MK-3475-355,
3 iHKOopnopoBaHoto nonpaskoto 07 Bix 17 uepBHs 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»
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Cnoncop, kpaiHa

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

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaapuuk®apManeBTHYHOTO YIIPABJIiHHSA

Isan 3A/IBOPHUX




Honarok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vkpainu «[Ipo 3aTBep)KEeHHS CYTTE€BUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MIHU J0 J10/1aTKa
Ne 23 no naka3y MinicTepcTBa OXOPOHU
310poB’st YKpainu Bix 29 rpyans 2022 poxy
Ne 2370»

5.01.2023 Ne 20

InenTudikarist cyTTeBOi
HONPaBKU

Bpomrypa pocnigauka Pembrolizumab (MK-3475), Bunanns 23 Big 26 sxoBTHA 2022 pOKY, aHTIHCHKOIO
MOBOIO; 3pa3Ki MapKyBaHHS TOCIiIKyBaHOTO Jikapchkoro 3acooy MK-3475 (Kit, Vial), Bepcia 2.0 Bin
05 Bepecust 2022 poKy, aHIVIIMCHKOI Ta YKPAaiHCHKOK MOBAaMH; 3pa30K CIPOIICHOTO MapKyBaHHS
3apeecTpoBaHOr0 B YKpaiHi JIIKapChKOro 3acoly, SKHil 3aCTOCOBYETHCS B KJIIHIYHOMY BHUIIPOOYBaHHI
MK-3475-867, Bepcis 2.0 Bix 25 mucronaga 2022, ykpaiHCBKOIO MOBOIO

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1896 Bin 27.08.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, Miane00-KOHTpoOabOBaHe KiiHIYHE nochipkeHHd Il ¢a3su 3 omiHku Oe3nmeku Ta
edekTUBHOCTI crepeoTakcnyHoi pamaiotepanii (SBRT) y moeananni 3 [lemoponizymadom (MK-3475) abo
0e3 HbOIo y MalIEHTIB 3 HeonepabeabHUM HelpiOHOKIITHHHUM pakoM JiereHiB (HAKPJI) craxgii I a6o 11
(KEYNOTE-867)», MK-3475-867, 3 inkopropoBaHoto nonpaskoro 05 Bix 07 yepsHs 2022

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTIO «MC/] Ykpaina»

CrnoHcop, kpaiHa

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

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

Havanbank®apManeBTHYHOI0 YIIPABJIiHHA Isan 3AZIBOPHUX




Jomatok 11
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA

Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU

310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370»
5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa gocnignuka, Bepcis 10.0 Big 10 sxoBTHa 2022 p. anrmidicekoro MoBoro; KAR-008 OcnoBHa
dopma indopmoBanoi 3rogm s Ykpainu Bepcis 5.1.0 Bim 26 sxoBTHS 2022 p. yKpaiHCBKOIO Ta
pociiicbkor0 MoBaMu; [1o10BXKEHHS TepMiHY TPUBAIOCTI AOCHiKeHHs B Ykpaini 1o 07 tpaBHs 2023 p.;
3MiHa BiAMOBIAAIFHOTO OCIIIHUKA Y MICIi IIPOBEICHHSI KJIIHIYHOTO BUIIPOOYBaHHS:

BVYJIO CTAJIO
red. qupexrop Kosanenko B.B. K.M.H. Manry6i B.O.
KomynaneHe ~ HexomepiiiiHe — mignpuemctBo | KomyHanbHe — HekoMepuLiiHE — HIANPHEMCTBO
XapkiBcbkoi oOnacHOi paan «OoOnacHa KiiHIYHA | XapKiBChbKOi oOmacHoi paau «OOnacHa KiiHIYHA
ncuxiatpuyHa  JikapHa  Ne3», rmcuxiarpuuHe | mcuxiarpuuHa nikapHs  Ne3», mcuxiaTpudHe
BIJUTUIEHHS MEPBUHHOIO IMCUXOTUYHOIO €Mi30AY, | BIJIUIEHHS NEPBHUHHOIO INCHUXOTHYHOTO €Mi30.y,
M. XapkiB M. XapKiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«BigkpuTe momaTKOBE MOCHIKEHHS ISl OIIHKH JOBTOTPUBAIOi OE3MEeYHOCTI, MEePEHOCHMOCTI Ta
epexTuBHOCTI npenapaty KarXT y nmamienTis 3 mm3odpeHieto 3a kputepismu DSM-5», KAR-008, Bepcis

4.0 Bix 11 ciunas 2022

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»
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CrioHcop, kpaiHa Karuna Therapeutics Inc., United States (CILIA)

CynyTHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaapuuk®apManeBTHYHOTO YIIPABJIiHHSA IBan 3A/IBOPHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

bpomrypa nocnimauka PEMBROLIZUMAB (MK-3475), Bumanus 23 Big 26 xoBTHa 2022 poky,
AHTITICBKOI0 MOBOIO; 3pa3ok BropuHHOTO MapkyBaHHS MK-3475 Kit, Bepcis 2.0 Bim 05 BepecHs
2022 poky; 3pazok nepsuHHoro MmapkyBanus MK-3475 Vial, Bepcis 2.0 Bix 05 Bepecus 2022 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Bix 11.01.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBane Biakpute focmikeHHs ¢asu 2 ta 3 OnamapuOy y xomOiHamii 3 IlemOpoinizymabom y
MOPIBHSIHHI 3 XiMmioTepamieto y koMmOiHamii 3 [lemMOponizymabom micis 1HIYKLII KJIIHIYHOI HepeBard 3
NEepUIOIO JIiHIE XiMioTepamnii y komOiHalii 3 IlemOposizymaOoM y Mami€eHTiB 3 MiCHEBO-PELIUIUBYIOYNM
HeomnepabenbHUM a00 METaCTaTHYHMM MOTPIHHO-HETaTUBHUM pakoM MoJsiouHoi 3ano3u  (TNBC)
(KEYLYNK-009)», MK-7339-009, 3 inkoprnopoBanoto nonpaskoro 02 Big 18 tpasus 2022 poky

3asiBHUK, KpaiHa

TosapucTtBo 3 0OMexkeHoto BianoBiganbHICTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

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

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

HavaapbHuk®apManeBTHYHOT0 YIIPABJIiHHA IBan 3A/IBOPHHUX




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

3MiHa BiANOBIJAIBHOIO JOCHIIHUKA B MiCIll TPOBEICHHS] BUITPOOYBAHHS

BbVYJIO

CTAJIO

I.M.H., ipod. JloranoBchkmit K.M.

HepxaBHa ycraHoBa «HamioHaJbHHUN HayKOBHMA
LEHTp paniamiiiHoi MenunuHM  HarioHaJbHOT
akajgemii MeIMYHUX HayK YKpaiHu», BT
paaianiifHoi ICUXOHEBPOJIOTii [HCTUTYTY KIIHIYHOT
paxmionorii Ha 0a3l BIAAUIEHHS pajianiiHol
nicuxoHespoJorii, M. Kuin

K.M.H. [Iepuyk I.B.

JlepxaBHa ycraHoBa «HamioHanpHHI HAyKOBUI
LHEeHTp paniamiiHoi Menuuuau HarmioHanbHOT
akazemii MEIMYHUX HayK YKpaiHu», BiIII
paaianiifHol ICUXOHEBPOJIOTii [HCTUTYTY KITiHIYHOT
paxmionorii Ha 0a3i BIJUIGHHA pajialiiHoOl
ncuxoHeBpoJorii, M. Kuis

3MiHa Ha3BU MiCIIsl IPOBEICHHS BUIIPOOYBAHHSL:

BYJIO CTAJIO

K.M.H. XaByHka M.SL. K.M.H. XaByHKka M.SI.

KomyHanbHe HekomepliiiiHe minnmpueMcTBo «5-a | KomyHanbHe — HekoMepuliliHE — HiANPHEMCTBO

MiCbKa  KJiHIYHa  JikapHa M.  JIbBoBa», | «JIbBiBCbKE TepuTOpiadbHE MEIUYHE 00’ €qHAHHS

HEBPOJIOTIYHE BiJIiJIeHHs, M. JIbBIB «KniHiyHa  JiKapHA ~ IUIAHOBOTO  JIIKYBaHHS,
peabumitamii  Ta  TaJTlaTUBHOI  JOTIOMOTH,
BiOKpeMJieHUN  migpo3min  «5-a  JlikapHsay,
HEBPOJIOTIYHE BiIIIEHHS 3 MEJIMYHOIO

peabimiTariero, M. JIbBiB

Howmep Ta nara Hakazy
MO3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2487 Bin 17.12.2019
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HazsBa xinigiyHOTO «MixHapoHe, 6araToreHTPOBE, paHI0Mi30BaHe, MMOJBIMHE CIIiIe, I1are00-KOHTPOIbOBAHE JOCIIHKCHHS
BUNIPOOYBaHHSA, KO/, ¢a3u 3 B mapayieNbHUX Tpynax y Malie€HTIB i3 pequauBHUME (popmamu poscisHoro ckieposy (PPC) mns
BepCis Ta gaTa OIIHKH €(DEKTUBHOCTI, O€3MEYHOCTI Ta MEPEHOCUMOCTI TJIATUpaMEepy alleTaTry Jero, BHYTPITHEOM I30BOi

1H’€KIIT MPOJOHTOBAHOI i1, siIKa BBOAMTHCS OJMH pa3 KoxHi yotupu TrokHi», Mapi GA Depot Phase 111 —
001, Bepcis 03 Bix 07 kBiTHS 2021 poky

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIANOBIHAJIBHICTIO «®APMACBIOTIKAJL  PICEPY
ACCOVYIIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

Cnoncop, kpaiHa Mapi Pharma Ltd., I3pains

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

Havanpbank®apManeBTHYHOTO YNIPABJIIHHA Isan 3A/IBOPHHUX




Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370»
5.01.2023 Ne 20
InenTudikarist cyTTeBOi Bporrypa nociiHuKa JOCHTIHKYBAaHOTO JTiKapchkoro 3aco0y Jlakocamin, Bepcis Bix 26 xoBTHs 2022 poky
HOTIPaBKU AHIJIIMChKOI0 MOBOIO; 3MiHA HAa3BH MICIS IPOBEJICHHS BUIPOOYBaHHS |
BYJIO CTAJIO
I.M.H., ipod. Kupuuenko A.T. n.M.H. Kupuuenko A.T'.
Komynanene mianpuemctBo «JlHinmporerpoBchka | Komynansae — mimmpuemctBo — «PerioHanmbHHIA
o0nacHa IUTAYa KJIIHIYHA JIKapHSA» | MEAUYHUM ~ LEHTp  POAMHHOIO  3J0POB’SD»
JHITpOneTpOoBChKOT 00JIacHOT pamu», HEBpOJIOro- | JIHIMponeTpoBChKOI 00JIaCHOI pajuy, HEBPOJIOTO-
HeWpoXipypriude BijyiiieHHs, M. J[Hirpo HeWpoxipypriude BijjiuieHHs, M. J{Himpo
Howmep 1a narta Hakasy Ne 2674 Bin 18.11.2020
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3sBa kniniuHOrO «baraTonieHTpoBEe BIAKpPUTE JOCHIPKEHHS TOAAJBIIONO CIOCTEPEKEHHS JJIs OLIHKUA TPUBAJIOTO
BUIIPOOYBaHHS, KO/, 3acTocyBaHHs Jlakocaminy nepopajgbHO B YYACHHMKIB JOCHIPKEHHS, SIK1 3aBEPIIMIIN y4acTh y JTOCIIIKEHH]
BepcCis Ta Jata EP0034 a6o SP848 1 orpumyBanu nikyBanHs Jlakocaminom», EP0151, Bix 13 kBiTHS 2020 poky
3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAAJIBHICTIO «D®APMACBIOTIKAJI PICEPY
ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPAIHA»)
CnoHncop, kpaiHa UCB Biopharma SRL, benbris
CynyTtHi —
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

Havanbunk®apmaneBTHYHOTO YyNIPaBJIiHHA IBan 3A/IBOPHHUX




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

InenTudikarist cyTTeBOi
HONPaBKU

Onosnennii [Iporoxon kiinigHOTO Hocmimkenns WA40404, Bepcis 5 Bin 13 sxoBTH 2022 p., aHIIIIHCHKOIO
MoBo1; bpomrypa nocmigauka RO4964913 Ocrelizumab/Ocrevus®, Bepcist 21 Bin nucromana 2022 p.,
aHTITCbKOI0 MOBOIO; [H(OpMartis s namieHTa i Gopma inpopmoBaHoi 3roau, gocuimpkeHHs WA40404,
Ut YKpaiHu aHriaiicbkoro MoBoto, Bepeis 5.0 Big 01 nucronana 2022 p.; Indopmanist ans namienta i gopma
iH(popmoBanoi 3romu, pocmimpkeHHs WA40404, mns YkpaiHum ykpaiHCBKOIO MOBO, Bepcis 5.0 Bix
01 mucronama 2022 p.; Indopmaris ais narienTa i popma iHdopmoBaHoi 3roau, gociimxeHas WA40404,
Ut YKpaiHu pociiicbkoro MoBoo, Bepcist 5.0 Bix 01 nmucronana 2022 p.; Hoxarok qo0 @opmu inpopmoBaHOi
3rojau: 3rojia Ha MPOBECHHS BI3UTIB IOCIIKEHHS aJbTePHATUBHUMHU METOJIaMH IIiJ1 yac Kpu3u B YKpaiHi
st gocmipkeHHss WA40404, mis Yipainu ykpaincbkoro MoBoto, Bepcis 1.0 Big 03 muctomana 2022 p.;
Honarok 10 @opmu iHGOpMOBaHOT 3rou: 3rojja Ha MPOBEACHHS BI3UTIB TOCTIIKEHHS aJbTepHATHBHUMHU
METOJIaMHU M1J1 4ac Kpu3u B YKpaiHi 1y nocnimpkenHs WA40404, s Ykpainu pociiicbkoro MOBOIO, BEpCist
1.0 Bixg 03 mucromaga 2022 p.; Jomarox no @opmu iHpopMOBaHOi 3roau: 3rojia Ha MPOBEACHHS Bi3UTIB
JOCIIPKEHHS allbTEPHATUBHUMU METOJAaMHU MiJl yac Kpu3u B YKpaiHi g nociuikeHHss WA40404, nis
VYkpainu aHrmiicekoro MoBoto, Bepeid 1.0 Bix 03 nuctonana 2022 p.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1896 Bi7 27.08.2019

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe, paHI0Mi30BaHe, MOIBITHE Citine, mianed0-KOHTPoIboBaHe aociikeHHs ¢azu [IIb mis
OLIIHKM e(peKTUBHOCTI Ta Oe3meuHocTi mpenapary Okpenizymald y JOpOCIMX MAaLI€HTIB 3 NEPBHUHHO-
MIPOTPECYIOUHUM PO3CISTHUM cKiiepo3om», WA40404, sepcist 4 Big 01 moTtoro 2021 p.

3asBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosimanbhicTio «KoHTpakTHO-Jlochminnunpka Opranizanis IHHOGapMm-
Ykpaina»
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Cnoncop, kpaiHa

®. Xodpdmann-JIs Pom JIta, Hiseitnapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havaapuuk®apManeBTHYHOTO YIIPABJIiHHSA

Isan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosinena 6porrypa gociiaauka s Tpacty3ymady (RO0452317), Bepcis 23 Big sxoBTHS 2022 p.

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1403 Big 14.06.2019
Ne 1399 Bin 27.07.2018
Ne 1012 Bixg 24.05.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«bararonieHTpoBe, B OJHII TpyIli CXEMH JiKyBaHHs, BIIKPUTE MPOJIOBKEHE AOCHTIHKEHHS MepTy3ymMaldy B
pexxumMi MOoHOTeparii abo y koMmOiHallii 3 IHIIMMHA TPOTUIYXJIMHHUMU 3aC00aMH y Malli€HTIB, 110 paHille
pUiiMany y4acTh y BUIPOOYBaHHSAX MepTy3ymMaldy, CIOHCOPOM SIKUX BHUCTymaja kommadiss Xopdman-Jla
Pom», M029406, Bepcis 3.0 Bix 14 nucromana 2019 p.;

«PannomizoBane, GararoneHTpoBe, Biakpure, aocaikeHHs III ¢gasu 3 gBoMa rpynmamu JiKyBaHHS JUIs
OLIHKM (PapMaKOKIHETUKH, €(PEKTHUBHOCTI Ta Oe3MeKd MiALIKIPHOTO BBEAEHHS (IKCOBAHOI 03U
KOMOIHOBAHOI JIIKapCchKO1 (hopMu mepTy3ymaldy 3 TpacTy3yMaOOM B MO€THAHHI 3 XIMIOTEpaIi€lo Y Malli€eHTiB
3 HER2-1mo3uTHBHUM paHHIM pakoM MoJO4HOI 3an03u», W0O40324, sepcis 2.0 Bix 12 xoBtHs 2018 p.;
«PanmomMizoBaHe, TMOJBIMHE cCIine, IIane00-KOHTpoiboBaHe pgochimxkeHHss ¢aszu Il nns  omiHkum
e(eKTUBHOCTI Ta Oe3Me4yHOCTI aJ IOBaHTHOI Tepamii are3onizymaboM abo muanebo y KomOiHamii 3
TpacTy3ymaboMm emTaHcMHOM Yy marieHTiB 13 HER2-mo3utuBHUM pakoM MOJIOYHOI 3a7103M 3 BHCOKUM
PHU3UKOM PELUIMBY Micis nepenonepaniinoi repamiin, W0O42633, Bepcis 3 Bix 23 mortoro 2022 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiAMOBIAAIBHICTIO «Pom Ykpainay

CrnoHcop, kpaiHa

®.Xodpdpmann-JIs Pour JIta, HIseituapis

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

Havaasunk®apManeBTHYHOTO YIIPABJIiHHA

IBan 3AJ/IBOPHUX




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370»
5.01.2023 Ne 20
Inentudikaris cyrreBoi Omnosnenuit mpotokon PCYC-1143-CA 3 inkopriopoBaHoto norpaskoio 4 Bix 16 Bepecus 2022 poky
TIOTIPaBKHU
Howmep ta nata Hakazy Ne 1070 Big 14.05.2019
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «Jocmimkennst ga3u 3 3 OLIHKK 3aCTOCYBaHHs 10pyTHHIOA B KOMOiHAIlI] 3 BEHETOKJIAKCOM Y TAIIEHTIB 3
BUIIPOOYBaHHS, KO/, MaHTIHHOKIITUHHOIO JiMpomoro (MKJI)», PCYC-1143-CA, 3 iHKOPIIOPOBAHOIO IONpPaBKOIO 3 BiA
BepcCis Ta Jata 25 6epe3ns 2021 poky
3asBHUK, KpaiHa ITiznpremcTBo 3 100% ino3emuom0 inBecTHIict0 «AMK’FOBIA PJIC Ykpaina»
CrnoHcop, kpaiHa Pharmacyclics LLC, CILIA (BxoauTs B rpyny komnasiii «AbbViey)
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

Havanbank®apManeBTHYHOI0 YIIPABJIiHHA Isan 3AZIBOPHUX




JlonaTok 18
10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA

Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU

310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370»
5.01.2023 Ne 20

InenTudikarist cyTTeBOi
HONPaBKU

3MiHa BiAMOBIAAIFHOTO JOCIIIHUKA MICISI IPOBEJICHHS BULTPOOYBAHHS !

XapkiBcbkoi oOmacHOi paam «OO6nmacHa KiiHIYHA
ncuxiatpuyHa  gikapHa  Ne3y, mcuxiaTpuyHe
BIUTUICHHST TIEPBUHHOTO ICUXOTHYHOTO €30y,
M. XapKiB

BbYJIO CTAJIO
reH. nupektop Kosanenko B.B. K.M.H., 3aB. Bil. Manry6i B.O.
KomynanbHe ~ HekomepuiiiHe — migmpuemctBo | KomyHanpHe — HEKOMepIiifHE  MiANPUEMCTBO

XapkiBcbkoi ob6macHOi pamu «OOnmacHa KIliHIYHA
ncuxiarpuuyna JyikapHs  Ne3y, mcuxiaTpuyHe
BIJUTUICHHS TIEPBUHHOTO TCUXOTUYHOTO €30y,
M. XapKiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 568 Bin 27.02.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe 1o/iBiiHE ciline mianedo-KOHTPOIbOBaHE TOCIKEHHS (a3u 3 3 OLIHKH e()EeKTUBHOCTI Ta
0€3MeYHOCTI MIMaBaHCEPHHY SIK JI0JIATKOBOI Tepamii JuIs JiKyBaHHS HETaTHUBHUX CHUMIITOMIB MIM30(peHii
(Advance-2)», ACP-103-064, Bepcis 1.0 3 inkopnopoBanoro mornpaskoro 2 Bix 07 ceprast 2020 poky

3asBHUK, KpaiHa

[MTignpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

ACADIA Pharmaceuticals Inc., CIITA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havansunk®apManeBTHYHOTO YIIPABJIiHHA

IBan 3AJ/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

OHOBIIEHUI MPOTOKOJI KIIIHIYHOTO AociikeHHs 3 nompaskoro 01, Bepcis 1 Big 20 BepecHs 2022 poky,
aHTIICbKOI0 MOBOIO; OCHOBHA 1H(OPMALisS PO TOCTiKEHHS 1 (hopMa iHPOPMOBAHOI 3r0IH, Bepcis 3 Bij
20 BepecHs 2022 p., aHTITMCbKOIO MOBOIO; [H(hopMartis a1 namienTa i popma iHpopmMoBaHOT 3ro1u, BEpCist
s Yipaian Ne 4 Bin 25 xoBtHsa 2022 p. (Ha ocHOBI OcHOBHOI iH(pOpMALii PO TOCTIHKEHHS 1 (HOopMH
iHdopmoBanoi 3romau, Bepcis 3 Big 20 BepecHs 2022p. aHTIIHCHKOI0O MOBOKO) YKPaiHCHKOIO MOBOIO;
[adopmartis ans namienTa i popma indopmoBaHoi 3roau, Bepceis anst Yipainu Ne 4 Binx 25 sxoBtHs 2022 p.
(1a ocHoBi OcHOBHOI iH(opMalii Tpo gochimkeHHs 1 Gopmu iHbopMoBaHOi 3roau, Bepcis 3 Bia 20 BepecHs
2022 p. aHrI1ICHKOI0 MOBOIO) POCIHCHhKOI0 MOBOIO; [H(hopMallis AJis BariTHOI MapTHEPKH MalieHTa i popma
1H(OpPMOBaHOi 3roJM Ha MOJAJIbLIE CIOCTEPEKEHHS 3a MepediroM BariTHOCTI MApTHEPKH, Bepcis Ul
Vkpainn Ne 2 Bin 25 sxoBtHs 2022 p. (Ha ocHOBI POpMH 3roJu NMAPTHEPKH HA CIOCTEPEKEHHS 3a
BariTHICcTIO, Bepcis 1 Bix 19 ceprus 2020 p. aHIIiiicbKO0 MOBOIO) YKpaiHCBKOK MOBOIO; [H(opMartis s
BariTHOI MapTHEPKU MalieHTa 1 Gpopma iHGOPMOBaHOI 3r0IM Ha MOJAJIbIIE CIIOCTEPEKEHHS 3a Iepedirom
BariTHOCTI MapTHEpKH, Bepcis g Ykpainu Ne 2 Big 25 xoBTHsA 2022 p. (Ha ocHoBi dopmu 3roau
MapTHEPKU Ha CIOCTEPEKEHHS 3a BariTHICTIO, Bepcist 1 Bix 19 cepmus 2020 p. aHMIINACHKOIO MOBOIO)
pociiicekor0 MoBotO; bpormrypa mociigHuka nikapcbkoro 3acoOy itenekimad (SAR440340/REGN3500),
Bepcis Ne7 Bix 21 sxoBTHs 2022p., aHIIIIHCHKOI0 MOBOIO; 3HIMKH ekpany 3 miaHmera (eCOA) IMPDosing
Enextponnnit monenank BBeneHnus JJI3, Bepcis 1,00 Bix 06 BepecHs 2022p., aHTITMCHKOIO MOBOIO Ta
nepeKIIa] yKpaiHChKO MOBOIO; 3HIMKH ekpany 3 muianmiera (eCOA) IMPDosing EnexTpoHHUil 101eHHUK
BBeneHHs JJI3, Bepcis 1,00 Big 06 BepecHs 2022p., aHTI1HICEKOI0 MOBOO Ta MEepPeKIaj] pOoCiiHChKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 mono 3aTBEpIKEHHS
KJIIIHIYHOT'O BUNTPOOYBaHHS

Ne 187 Bin 05.02.2021




2 MPOJIOBXKEHHS Joaatka 19

HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PanyomizoBaHe, OJBIlHE CIine, mIanedo-KOHTPOILOBAHE AOCTIKEHHS 3 (a3u B mapalieIbHUX rpymnax,
0 TPOBOAMUTHCS JJII BHUBYCHHS €(QEKTHUBHOCTI, OE3MEYHOCTI Ta TMEPEHOCHMOCTI IIpemnapary
SAR440340/REGN3500/itenekiMad (MOHOKJIOHANBHI aHTHTINA, crnenudiuni o 1L-33) y marmieHTiB i3
MOMIPHUM Ta BOKKHUM XPOHIYHUM OOCTPYKTHBHHMM 3axBoproBaHHsM JjereHb (XO3JI)», EFC16750, Bepcis
1 Bix 25 Bepecus 2020 poky

3asBHUK, KpaiHa

TOB «Canodi-ABenric Ykpaina»

Cnoncop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic perrepi € aeBenonMan, Opaniris)

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

Havanbank®apmaneBTHYHOTO yNIPaBJIiHHA IBan 3AJIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

3MiHa Micllb IPOBEIECHHS BUMPOOYBAHHs,; 3MiHA HAa3BH MICIISl IPOBEICHHS BUIPOOYBaHHS

BbVYJIO

CTAJIO

K.M.H. [Tactopa [.LM.

XapkiBchbKa KITiHIYHA JIKapHA Ha 3aTi3HUYHOMY
tpancnopti Nel ¢inii «LleHTp 0XOpOHHU 340POB’»
aKI[IOHEPHOTO TOBapHCTBA «YKpaiHchka
3QI3HULSA», 3-€  HEBPOJIOTIYHE  BIIJIIJICHHS,
M. XapkiB

K.M.H. [Tactopa I.M.

MenuuHuil LIEHTp TOBApUCTBA 3 OOMEXKEHOIO
BiAMOBiMANbHICTIO  «ApeHcis  Excrumoparopi
Meniciny, BiaIia KIIHIYHUX TOCTIIKEHb, M. KuiB

k.M.H. HepsiHoBa 10.M.

KomyHanshe HEKOMEpILifHE  HIANPUEMCTBO
«Micbka mikapHsa Ne9» 3anopi3zpkoi MiCbKOT pajy,
HEBPOJIOTIYHE BIAIIICHHS, M. 3allOPIXKKS

k.M.H. HepsinoBa 10.M.

MeauuHuii LEHTp TOBApUCTBA 3 OOMEXKEHOIO
BIAMOBIZANBHICTIO  «ACKIEMOHY»,  BiAMIJIEHHS
tepanii, KwuiBcbka 001., KueBo-CBATOMMHCHKUIA
p-H, ¢. XoJ0ciBKa

n.m.H. Kans6yc O.1.

KomynaneHe mianmpueMcTBo «JlHIMpomneTpoBchka
oOnacHa kiiHiyHa JikapHsa M. LI. MeunukoBa»
JHITponeTpoBChKOi 00JacHOT paany», BiAIITICHHS
HEBPOJIOTi Nel, HepxaBHuit 3aKnaz
«IuimporneTpoBchka MeauuyHa akagemis MO3
VYkpaiany, kageapa neBposorii, M. JIHinmpo

n.m.H. Kans6ye O.1.

Binoxpemnenuit CTPYKTYpHUI HiApO3 LT
«YHIBEepCUTETChKA  KJiHIKa»  J[HIMPOBCHKOTO
JIepKaBHOTO MEIUYHOTO YHIBEPCUTETY,

BIJIIUIEHHS HEBPOJIOTii, J{HIMPOBCHKUI epxaBHUI
MEIWYHUNA yHIBEpCHTET, Kadeapa HEBPOJIOrii,
M. JIHimpo
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3aB. neHTpy llorpedusik O.0.

Komynansne mianpueMctBo «PiBHEHChKa oOacHa
KIIiHIYHA JikapHs» PiBHeHCBKOT oOsacHOi panw,
OO6macHMi 1HCYIBTHUN EHTP, M. PiBHE

3aB. eHTpy [lorpednsk O.0O.
KomynansHe mianpuemctBo «PiBHEHChKA o0OJ1acHa
kimiHiuHa sikapHs  imeHi FOpis  CemeHioka»
PiBHEHCHKOT o0JracHO1L panu, O0acHuit
1HCYNbTHUH LIeHTp, M. PiBHE

Howmep ta nata Hakasy
MO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1924 Bin 21.08.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«baraTonieHTpoBe, paH0Mi30BaHe, MOJBIHE CIIiNe, 3 MOABIMHOK IMITaIli€l0, KOHTPOJIHOBAHE AKTHBHUM
npenapartoM, nociimkenss 111 ¢a3u, 1o npoBoaUTHCS B MapajelbHUX IPyMax 3 OUIHKA ¢(EeKTUBHOCTI Ta
0e3rmeyHocTi eBoOpyTHHIOA Y MOPIBHAHHI 3 TEPUQPIYHOMIIOM B YYaCHHUKIB 13 PEIUIUBYIOYNM PO3CITHUM
ckaepozom», MS200527 0082, Bepcis 4.0 Big 03 xBiTHa 2022 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Merck Healthcare KGaA, Himeuunna

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

Havansunk®apManeBTHYHOI0 YIIPABJIiHHA

Isan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

Inctpykuiss 3 HaganHs i1HGopMoBaHOi 3roau «Bama 1HCTPYKIS MIOAO JOCTIIKEHHS 3 OIlHKU
niaTpuMyrodoi Teparmii 3a mporpamoro «Y ELLOWSTONE»» (Flipchart), penakuist 4 ykpaiHCBKOIO MOBOIO
st Ykpainu Big 01 6epesns 2022 p., penakuis 4 pociiicekoro MoBoro i Ykpainu Bizx 01 6epesns 2022 p.;
[HCTpYKIIT 3 TPOXOMKEHHsST BI3WUTIB «Bamr Tix y AOCHIHKEHHI 3 OWIHKH MiATPUMYIOYOI Teparmii 3a
nporpamoro «YELLOWSTONE» ornsa Bi3uTiB y pamkax Bamoi ywacti B I[bOMY KIIHIYHOMY
nocmixerHi» (Visit Guide), pemakmist 4 ykpaiHChbKOIO MOBOIO aisi Ykpainu Bin 11 mrotoro 2022 p.,
penaxiiist 4 pociiichbKOr MOBOIO i1 YKpainu Bif 11 motoro 2022 p.; InpopmamiiHuii OroaeTeHs s JiKaps
«IToBHouiHHE )UTTSA 3 XBopoOoto Kpona» (Fact Sheet), penakiuis 4 ykpaiHCbKOIO MOBOIO JJis1 Y KpaiHU BiJ
02 6epesns 2022 p.; 3MiHa Ha3BU MICILIs TPOBECHHS KIIHIYHOTO JTOCIHIKSHHSI:

BVYJIO

CTAJIO

3aB. Bia. bynpko T.M.

KomyHanshe HEKOMEpILifHE  HIANPUEMCTBO
KuiBcbkoi oOmacHoi paan «KuiBcbka obGsacHa
KJIIHIYHA JTKapHS, racTPOEHTEPOJIOTIUHE
BITIIEHHS ~ [acTPOEHTEPONIOTIYHOTO  LIEHTPY,
M. KuiB

3aB. BiA. byneko T.M.

KomyHanpHe ~ HekoMepIiiiHE  MIIIPUEMCTBO
KuiBcbkoi oOmacHoi panum «KwuiBcbka obnacHa
KJIIHIYHA JIKapHS, racTPOEHTEPOJIOTIUHE
BigmineHasa, M. Kuis

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 1275 Bix 06.07.2018
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Ha3ga kiiniunOTrO «baratonienTpoBe paHmoMi3oBaHe, MOJBIHHO ciine, mianedo-koHTpoiaboBane nociimkennsa Il ¢asum 3

BUIPOOYBaHHS, KO/, METOIO OIIHKH 03aHIMOJTy JUIsl IIEPOPAIbHOTO IPUHOMY TIPH MPOBECHHI MATPUMYIOUYOI Teparii narieHram

Bepcis Ta Jara 13 cepeTHBOTSHKKUM a00 TsDKKUM riepebirom xBopoobu Kpona B aktusHiil ¢popmi», RPC01-3203, penakuis
6.0 Bix 14 yepsHs 2021 p.

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIIITOBIJIAJIBHICTIO «I1I EC AM-YKPATHA»

CnoHncop, KpaiHa «Cenmxen nrepuemai II Capm» (Celgene International II Sarl), [lIBeitnapis

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

Havanbank®apmaneBTHYHOTO yNIPaBJIiHHA IBan 3AJIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

IacTpykuis 3 HananHs iHGOpMOBaHOI 3roju «Bara IHCTPYKITS MO0 TOCHIIKEHHS 3 OI[IHKU 1HYKIIIIHOT
teparii 3a mporpamoro «Y ELLOWSTONE»» (Flipchart) penakuis 4 ykpaiHCbKOI0 MOBOIO JUisi Y KpaiHH Bif
01 Gepesns 2022 p., penakiiis 4 pocidicbkkoro MoBoto aisi Ykpainu Big 01 6epesnst 2022 p.; bpomrypa ans
narienta «l[loBHouiHHE XUTTSA 3 XBopobOoro Kpona. 3maiiomctBo 3 mporpamoro «YELLOWSTONE»»
(Patient Brochure), pemakiisi 4 ykpaincbkoro MOBOIO sl Ykpainu Bif 16 motoro 2022 p., pemakiis
4 pociiicbkor0 MOBOIO Ut YKpainu Big 16 mororo 2022 p.; JlucriBka mpo gocmimxenHs «lloBHOmiIHHE
KUTTS 3 XxBopoOoro Kpona. 3HaitoMcTBO 3 mporpamoro kiiHiuHuX nociipkeHb «Y ELLOWSTONEY npu
nikyBaHH1 xBopobu Kpona» (Study Flyer), penakuis 4 ykpaiHcbkoro MOBOMO i YKpainu BiJ 04 iroToro
2022 p., penakuis 4 pociiicbkoro MOBoO Jutst Ykpainu BiJ 04 motoro 2022 p.; [HCTpyKLis 3 MPOXOIKEHHS
Bi3HTIB «Bam rij y nociipKkeHHi 3 OIiHKY 1HIyKIiiHOT Tepartii 3a mporpamoro «Y ELLOWSTONE» ormsin
BI3MTIB y paMkax Bamioi ydacti B 11bOMy KiIiHIYHOMY aociipkeHH» (Visit Guide), penaxiis 4 yKpaiHChKOO
MOBOIO A1 YKpainu Bif 11 mororo 2022 p., penakiis 4 pociiicbkoro MOBOIO 17151 YKpainu Bij 11 motoro
2022 p.; Indopmarniiinuii Oronerens s nikaps «[loBHoLiHHE KUTTS 3 XBopoboro Kponay (Fact Sheet),
penaxiist 4 ykpaiHChKOIO MOBOIO Juisi Ykpainu Big 02 Oepesnst 2022 p.; JJokymMeHT mpo BiAMOBIIHICTH
«Hudposuit cmig 1 [exnapamis npo 3axucT NEPCOHAIbHUX JAaHUX INPU BUKOPUCTaHHI BeO-caliTy 3a
nporpamoro «YELLOWSTONE»», penakuis 2.0 ykpaiHcbkor0 MOBOIO Juid Ykpainu Bix 03 nucrtomana
2022 p., penakiis 2.0 pociiicbkoto MOBOIO Jutst Ykpainu Bix 03 muctomana 2022 p.

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 1275 Big 06.07.2018
Ne 1275 Big 06.07.2018




2 MIPOJIOBXKEHHS J01aTKa 22

HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«baratonienTpoBe paHmoMi3oBaHe, MOJBIHHO ciine, mianedo-koHTpoiaboBane nociimkennsa Il ¢asum 3
METOIO OIIIHKHM 03aHIMOJy JUIsl IPUMOMY MEPOPATIbHO MPH MPOBEACHHI 1HAYKIIIHOI Teparii nmaiieHTaMm i3
CepeHbOTSDKKUM a00 TSHKKUM repebirom xsopobu Kpona B aktuHiN (opmi (nocmimpkenHs Nel 3 omiHku
iHaykuiaoi Tepanii)», RPC01-3201, pexakis 6.0 Bix 14 uepsus 2021 p.;

«baratonieHTpoBe paHmOMi30BaHe, MOJBIHHO ciine, miane0o-kKoHTpoaboBane nociimkenHsa I ¢asum 3
METOIO OIIIHKHM 03aHIMOJy JUIsl PUMOMY MEPOPAIbHO TIPH MPOBEACHH] 1HAYKIIHHOT Teparii narieHTam i3
CepeHbOTSKKUM a00 TSHKKUM repebirom xsopobu Kpona B aktuBHil dopmi (mocmimxeHHst No2 3 OLiHKA
iHayKiaoI Tepanii)», RPC01-3202, penakuis 6.0 Big 14 yepsus 2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

Cnoncop, kpaiHa

«Cenmxken Iarepuentan I Capi» (Celgene International 1T Sarl), IlIseimapis

CynytHi
Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

Havanbank®apManeBTHYHOTO YIIPABJIIHHA Isan 3A/IBOPHHUX




JlonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

Inentudikaris cyrreBoi
MIOTIPaBKH

[acTpykuis 3 HagaHHs iHQOpPMOBaHOT 3roau «Baia iIHCTPYKIis 3 BIAKPUTOTO T0AaTKOBOTO TOCIIKSHHS 32
nporpamoro «YELLOWSTONE»» (Flipchart), pemakmist 4 ykpaiHCPKOIO MOBOIO Ui YKpaiHH Bif
01 6epe3ns 2022 p., penakiis 4 pociiicbkoro MoBoto ansi Ykpainu Big 01 Gepesns 2022 p.; [nctpykuis 3
NPOXO/KEHHS BI3WTIB «Bam Tix y BIZKPUTOMY JOAATKOBOMY JIOCIHIDKEHHI 3a TPOTPaMoro
«YELLOWSTONEY» ornsg Bi3uTiB y pamkax Bamoi ydacti B 1IbOMY KIIHIYHOMY JIOCIHIKEHHI»
(Visit Guide), pemakmis 4 yKkpaiHCBKOIO MOBOIO s Ykpainu Big 11 srororo 2022 p., penmakiis
4 pociiickkoro MOBOK It Ykpainu Big 11 mrororo 2022 p.; IndopmamiitHuii OrosieTeHb IS JIiKaps
«IToBHouiHHE )UTTA 3 XBopoOoto Kpona» (Fact Sheet), penakiiis 4 ykpaiHCbKOIO MOBOIO Ui YKpaiHU BiJl
02 6epesns 2022 p.; 3MiHa Ha3BU MICIIs TPOBECHHS KIIHIYHOTO JIOCIIIIKSHHS !

BVYJIO CTAJIO
3aB. Bia. bynpko T.M. 3aB. BiA. byneko T.M.
KomyHanshe HekoMmepuiiiHe  mianpuemctBo | KomyHanbHe — HekomepliliHE — MiANPHEMCTBO
KuiBcbkoi oOnacHoi paam «KuiBcbka obGmacHa | KuiBcekoi ob6nacHoi pagu «KuiBcbka obiacHa
KJIIHIYHA JKapHS», racTpOEHTEPOJIOTIYHE | KJIIHIYHA JIKapHS», racTpOEHTEPOJIOTTUHE
BIJVIIEHHST [ 'acTpOEHTEepoJyIOriyHOro  IeHTpY, | BiaaineHHs, M. Kuis
M. KuiB

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 1275 Bix 06.07.2018




2 MPOJIOBXKEHHS oaTKa 23

Ha3ga kiiHiuHOTO «lonarkoBe OaratoneHTpoBe Bigkpure gocmikeHHs Il ¢asu 3 MeTo OmiHKM o03aHIMOIy ISt
BUIPOOYBaHHS, KO/, MepopaIbHOTO MPUHOMY TIPH JIIKYBaHHI IMAIIEHTIB 13 CEPEAHBOTSHKKUM a00 TSDKKUM IepediroM XBopoou
Bepcis Ta Jara Kpona B aktuBHiil popmi», RPC01-3204, penaxuis 6.0 Big 14 yepsus 2021 p.

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOIO BIIITOBIJIAJIBHICTIO «I1I EC AM-YKPATHA»

CnoHncop, KpaiHa «Cenmxen nrepuemai II Capm» (Celgene International II Sarl), [lIBeitnapis

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

Havanbank®apmaneBTHYHOTO yNIPaBJIiHHA IBan 3AJIBOPHUX




JlonaTok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky

Ne 2370x»

5.01.2023 Ne 20
Inentudikaris cyrreBoi dopma iHpopmoBaHoi 3rogan, TARA-002-101, OcuoBHa, mis Ykpainm, Bepcis 2.0 Bix 30 nmucromana
MOTPaBKU 2022 poky, aHIIIHCHKOIO Ta YKpaiHcbkoio MoBamu; Jlomatok mo dopmu iHdopmMoBaHOI 3roaw,

TARA-002-101, OcnoBHoi, nns Ykpainu, Bepcis 2.0 Bix 30 mucromaga 2022 poky, aHITIHCHKOIO Ta
YKPalHCBKOK MOBamMu

Howmep ta nata Hakazy Ne 1753 Big 28.09.2022
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOrO «®Paza la/b, BIAKpUTE AOCHIIKEHHS 3 MOIIYKY ONTHMAJIbHOI /103U 3 METOIO OILIHKM Oe3MeYHOCTI 1

BUIIPOOYBaHHS, KO/, TOKCHYHOCTI IHCTWIISILINA ceyoBoro mixypa mpenapatoMm TARA-002 y nopociux maui€eHTIB i3 M's30BO-

BepcCis Ta Jata HEIHBa3UBHUM PaKOM CEYOBOTO MiXypa BHCOKOTO CTymeHs 3nosikicHocTi», TARA-002-101, Bepcis 2.0 Bix
23 gyepBHsa 2022 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa [porapa Tepan'torike, [uk. [Protara Therapeutics, Inc.], United States of America

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

Havansank®apManeBTHYHOI0 YIIPABJIiHHA Isan 3AZIBOPHUX




JlonaTok 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb Ta BHECEHHS 3MiHH JI0 JOAATKA
Ne 23 no Haka3zy MiHicTepcTBa OXOPOHHU
310poB’st Ykpainu Bix 29 rpyans 2022 poky
Ne 2370»

5.01.2023 Ne 20

InenTudikaris cyrTeBoi 3MiHa HAa3BU MICIISI POBEACHHS KIHIYHOTO JOCIiDKESHHS:

MTOTIPABKH BYJIO CTAJIO
3aB. Bia. bynpko T.M. 3aB. BiJ. bynpko T.M.
Komynanene ~ HekomepuiiiHe — mignmpueMcTBo | KomyHanbHe ~ HEKOMepIliiiHE  MiAIPUEMCTBO
KuiBcbkoi oOmacHoi pamm «KuiBcbka oOmacHa | KuiBcekoi obOmacHoi pagum «KuiBcbka obnacHa
KJIIHIYHA JKapHS, racTpOEHTEPOJIOTIUHE JIKapHSI», racTPOSHTEPOJIOTIYHE
BITUICHHS ~ ['acTpOEHTEPOJIOTIYHOTO  LEHTPY, | BiaaiieHHs, M. Kuis
M. KuiB

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1275 Big 06.07.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«bararorieHTpoBe paHIOMiI30BaHE, MOABIWHO cIimne, mianedo-KoHTpoiasoBaHe nocuimkenHs Il dazu 3
METOIO OLIIHKU 03aHIMOJY JUIsl IPUHOMY MEepOpajbHO MPH MPOBEACHHI 1HIYKIIHHOI Teparmii namieHTaM i3
CEPETHBOTSKKUM a00 TSKKUM repedirom xBopobu Kpona B aktuBHIN dhopmi (nocmimkenHs Nel 3 omiHku
iHAyKuiiHoiI Tepanii)», RPC01-3201, penakis 6.0 Bix 14 yepsus 2021 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITIOBIJIAJILHICTIO «I1I EC AU-YKPATHA»

CrnoHcop, kpaiHa

«Cenmxen Intepuemnn II Capn» (Celgene International II Sarl), IlIseiinapis

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

Havansunk®apManeBTHYHOTO YIIPABJIiHHA

IBan 3AJ/IBOPHUX




