Jomatox 1

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

OHOBIEHUH MPOTOKOJ KIIHIYHOTO JOCHTIKEeHHsI, mpoTokos Big 27.03.2020 p., mompaBka 2 Bif
14 rpynus 2022 p.; Ononena bpomrypa nocnigauka, Lebrikizumab Bepcis Bix 14 rpyans 2022p.;
DRMO06-AD07/J2T-DM-KGAA_®opma iHbpopMOBaHOT 3rofud [Uis TOPOCIUX MAI[iEHTIB Bif
18 pokiB Ta crapmux, Bepcis st Yrpaiau 7.1.0 Bix 30 6epes3ns 2023 p. ykpaiHCHKOO Ta pOCIHCHKOI0
MoBoro; DRM06-AD07/J2T-DM-KGAA _®opwma 3roau is aiteid BikoM 12 ta 13 pokiB, Bepcist st
VYkpaiau 7.1.0 Big 30 6epesns 2023 p. ykpaiHCbKOIO Ta pociiicbkoro MoBor; DRM06-AD07/J2T-
DM-KGAA ®opwma 3roau A HENOBHOIITHIX (BikoM 14-17 pokiB), Bepcist anst Ykpainu 7.1.0 Bixg
30 6epesnst 2023 p. yKpaiHCBKOIO Ta pocilicbkoio MoBo0; DRMO06-AD07/J2T-DM-KGAA_ ®opma
iH(hopMoBaHoi 3roau A 0aThKiB, Bepcis s Ykpainu 6.1.0 Bix 30 Gepesns 2023 p. ykpaiHCBKOIO
Ta pOCIHCHKOI0 MOBOIO; Jl0Che AOCIIHKYyBaHOTO JTikapchkoro 3acody (IMPD), Bepcis miist Ykpainu,
Oepesenn 2023

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2616 Bix 24.11.2021

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«J10BrocTpoKoBe AOCHIKEHHS IS OIIIHKU Oe3MeKu Ta epeKTUBHOCTI IeOpikizymada y MalieHTiB 3
aTOMIYHUM JICPMATHTOM TIOMIpPHOTO 1 TsDKKOro crynens», DRMO06-AD07/J2T-DM-KGAA,
npoToko Big 27.03.2020 p., nompaska 1 Bix 12.12.2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHncop, kpaiHa

Dermira Inc. a wholly-owned subsidiary of Eli Lilly and Company, USA («epmipa, [ak.», qo4ipHs
KOMIIaHis, 1110 3HaXOANThCs Y MoBHIN BracHOCTI komnadii «Emi Jlimni enx Kommaniy, CIIIA)

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migmuc) (Bnacue im’st [IPI3BUILIE)



Jomatox 2

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUH TPOTOKOJ KJIiHIYHOTO mociipkeHHs 20140444, iHKOpHopoBaHUN IMONpPaBKOWO 4 Bif
10 nmunas 2023 poky, aHTTIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mpo
MIPOBEJICHHS KJITIHIYHOTO
BUIPOOYBAHHS

Ne 1747 Bin 27.12.2017

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanomMi30BaHe, OJIBIMHE ClIille, IIane00-KOHTPOILOBAHE JOCIIDKEHHS (Da3u 3, 1110 TPOBOIUTHCS
B MapayeIbHuX rpymnax JJis OLiHKY Oe3MeKH Ta epeKTUBHOCTI IGHOCYMaly y JiTei 13 0CTEOnopo3om,
CIPUYMHEHUM TIIOKOKOPTHKOITHUMHU 3acobamm», 20140444, iHKOpIOpOBaHUN MOMPABKOIO 3 Bif
20 kBiTHs 2021 poky

3asBHUK, KpaiHa

[TinnpuemctBo 3 100% 1HO3EMHOIO 1HBECTHIIIEIO «AVIK'TOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

«AmxkeH [HK.» (Amgen Inc.), CIIIA

Havanbuuk dapManeBTUYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

6.09.2023 Ne 1578

Inentudikaris cyrreBoi monpaBku | OHoBieHa bpomrypa Jlocnigauka, epopaibHuid cemMariyTua, npoekT NN9924, niaGet 2-ro Tuiry,
Buganua 16, ¢inansuaa Bepcis 1.0 Bix 30 wepsus 2023 poky, aHriiiicbkoro MoBoro (Investigator's
Brochure Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 16; Final version 1.0; dated
30 June 2023); 3MiHa Ha3BH paHilIe 3aTBEPPKEHOTO MicIisi IPOBEIEHHS KJIIHIYHOTO BUTPOOYBaHHS:

bYJIO CTAJIO
nikap Kycekano I[1.M. nikap Kycekano [1.M.
KomynaneHa ycranoBa «OGnacHa kiiHiuHa | KoMyHanbHe HekoMepliiiHe —MiJIpPUEMCTBO
JiKapHs M. 0.D. I'epbaueBcbkoroy» | «ObmacHa KIIIHIYHA JiKapHsS M.
Kuromupcepkoi o0nacHol paau, | O.0. I'epbaueBcbkOro» Kuromupcpkoi
eHJIOKPUHOJIOTYHE BiJIiJIeHHS, | 00acHOl panu, €HJIOKPHHOJIOTIYHE
M. XKutomup BiTiIeHHS, M. JKutomup

Howmep Ta nara nakazy MO3 nipo Ne 2006 Bix 02.10.2019
MPOBEJICHHS KIIHIYHOTO

BUIIPOOYBAHHSI

HasBa kiiniyHOTO BUNIpOoOyBaHHs, | «JlociiykeHHs BIUIMBY CeMariyTHIy Ha CEpIeBO-CYIMHHI YCKIaJHEHHS y MAIi€HTIB 3 IIyKPOBHM
KOJI, BepcCisi Ta J1ata niaberom 2-ro tamy (SOUL)y», EX9924-4473, dinansHa Bepcis 3.0, Big 17 aucronaga 2020 p.
3asBHUK, KpaiHa TOB «Hoso Hoprick Ykpainay

CnoHcop, KpaiHa Novo Nordisk A/S, Denmark

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migmuc) (Bnacue im’st [IPI3BUILIE)




Jonmaroxk 4

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

Inentudikariisi CyTTe€BOI MOMPaBKU

BUIIPOOYBaHb»
6.09.2023 Ne 1578
BxuroueHHs JOJaTKOBUX MICLb POBEAEHHS KIIHIYHOTO JTOCIIKCHHSI:
Ne I1.1.B. BigmoBigaapHOrO JOCIIIHUKA
/11 HasBa miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | romoBuwmit mikap Jloners J[.T.

ToBapuctBo 3 oOMexeHOW BiAmoBinanbHicTIO «MenOya-Kiminik», MeauuHuii LeHTp,
CHeIliaJli30BaHe TaCTPOCHTEPOJIOTIUHE BiiIiieHHs, M. KuiB

2. | k.m.H. [lerpuna B.O.

Komynanene HexomepmiiiHe mianpueMcTBo «OOmacHa KiliHIUHA JlikapHS —[BaHO-
®DpaHKIBCHKOI 00JIACHOT paJiny, TaCTPOCHTEPOJIOTIYHE BiUIUICHHS, M. [BaHO-DpaHKIBCHK
3. | n.m.H., pod. CranicnaBuyk M.A.

KomyHnaneHe HekomepliiiHe mianpueMcTBo «BiHHUIbKa o0nacHa KIIiHIYHA JIKapHS
iM. M.1. TIuporoBa Binauipkoi obmacHoi paau», oOMacHUM cremiai3oBaHUN KITHIYHUN
ractpoeHteposioriunuii Llentp, BiHHUIBKUI HaliOHATbHUNH MEJUYHUI YHIBEpCHUTET
iM. ML.I. TIuporosa, kapeapa BHYTpilIHbOi MeauIMHY Nel, M. BiHHUIS

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIIIHIYHOTO
BUIIPOOYBaHHS

Ne 1275 Bix 06.07.2018

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«baratoneHTpoBe paH0Mi30BaHe, MOJBIMHO CIIiIe, I1anedo-KoHTpoasoBaHe qociimkeHHs [11 dhazu
3 METOI0 OLIHKHM O03aHIMOJIY JUIi NPUHOMY MEpOpajbHO MPHU NPOBEACHHI IHAYKIIHHOI Tepamii
MalieHTaM 13 CEepPelIHbOTSHKKUM al0o TsKKUM nepebirom xBopobu Kpona B aktuBHIM dopwmi
(mocmimxenns Nel 3 ominku iHgykuiHOi Tepamii)», RPCO01-3201, penakuis 6.0 Bix 14 uepBHA
2021 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJTIAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, KpaiHa

«Cenmxken Inrepreman I Capny» (Celgene International II Sarl), IlIseinapis

HavanbHuk ®apManeBTHYHOIO YIIPABJIiHHS Tapac JSICKOBCbKHUI

(i amc) (Bnacue im’st ITIPI3BULLLE)



JlomaTok 5

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

6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

OnoBaeHuit po3ain «SAkicTe» Jlocke MOCTIIKYBaHOTO JTiKapChKOro 3aco0y HaBITOKIIAKC, Bepcis B
7.0 Big 10 mumus 2023 poky; [logoBxkeHHS TepMiHYy NPUAATHOCTI TOCIIIKYBaHOTO JIIKAPCHKOTO
3ac00y HaBITOKIIAKC, TAOJIETKHU, BKPUTI TLIIBKOBOIO 000JIOHKOIO, 25 MT, 10 48 MicsuiB; [TomoBxeHHs
TEPMIHY NPUIATHOCTI JIOCIIHPKYBAHOTO JIKAPCHKOTO 3aco0y HaBITOKJIAKC, TAOJETKH, BKPHUTI
IUTIBKOBOIO 000510HKOI0, 100 Mr, 10 48 MicAI1iB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2237 Bix 18.10.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomMizoBaHe moJBiliHE cllile IIaNe00-KOHTPOJIbOBAHE MOCHIKeHHs 3 (a3u 3 BHUBYCHHS
HaBITOKJIAKCY B TOEIHAHHI 3 PYKCOJNITHHIOOM MOpPIBHSHO 3 PYKCONITHHIOOM Yy TMAIli€HTIB i3
mienohiopozom (TRANSFORM-1)», M16-191, Bepcist 7.0 Bix 23 6epesns 2023 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikans3 I'm6X», lIBeiinapis

CnoHcop, kpaiHa

«E00BIi Ink», CIIIA / AbbVie Inc., USA

Havanbuuk ®dapManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlomaTok 6

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

BxuroueHHs J0JaTKOBUX MICLIb TPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:

Ne
/o

I1.LB. BiAMOBiMAIEHOTO AOCITHUKA
HazBa miciis mpoBeieHHs KJIIIHIYHOTO BUIPOOYBaHHS

1.

K.M.H. Buaanuenxo [.O.

KomynaneHe HekoMmepiiiiHe mnignpueMctBo Cymcpkoi obmacHoi paau  «CyMcbKuit
o0acHU# KJIIHIYHUI OHKOJIOTIYHHMN LIEHTpP», OHKOTOpakajbHe BimaineHHs, CyMCBKHA
JIep>KaBHUN YHIBEpCUTET, Kadeapa oHKojorii Ta paaionorii, M. Cymu

meanuHuit aupexrop Jlesenko O.1.

KomyHnanbhe HEKOMeplliliHe M1IPUEMCTBO «3anopizbkuit perioHaNbHUN
NPOTHITYXJTMHHUHN LIEHTP» 3amopi3bKoi 00JIACHOI pajau, BiIIUIEHHS OHKOXiMmioTeparii 3
JICHHUM CTaIllOHApOM, M. 3allOPIKKS

nikap Otuenam H.M.
KomyHnaneHe  HekomepliiiHe  mianmpueMcTBO  «OOmacHM  IIEHTp  OHKOJIOTIi»,
ximioTepaneBTUYHE BlUTUIeHHS Ne2, M. XapKiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIIIHIYHOTO
BUIIPOOYBaHHS

Ne 1326 Bix 02.07.2021

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«bararouentpose, Biakpute mociimkenns Il ¢a3m ms OmiHKK TOBFOCTPOKOBOI O€3MEYHOCTI Ta
e(pEeKTUBHOCTI B YYAaCHHUKIB, SKHUM Hapa3l NpPOBOAMTHCSA JIKyBaHHS ab0 CIIOCTEPEKEHHS Y
JOCITIKSHHSIX, 10 BKIIIOYAIOTh meMOpoizymady», MK-3475-587, 3 iHKOpIIOpOBaHOIO MOTPABKOIO
04 Bix 15 rpyans 2022 poky

3asBHHUK, KpaiHa

ToBapuctso 3 oomexeHoto BianosiganpHicTIO «MCJI Ykpaina»

CrnoHcop, kpaiHa

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

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jlonatok 7

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

3mina HaliMeHyBaHHs 3asBHUKAa B Ykpaini 3 TOB «JIABKOPII KJIIHIKAJI JJEBEJIOIIMEHT
VYKPAIHA» #a TOB «®OPTPIA JIEBEJIOIIMEHT YKPATHA»; 36inbiieHHs 3amIaHOBaHOL
KUTBKOCTI JIOCTIPKYBaHHX IS BKIIFOUCHHS Y BUIIpoOyBaHHs B YKpaini 3 390 mo 600 ocid

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 833 Binx 28.04.2021

Ha3sBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«52-TuKHEBE, paHIOMI30BaHe, IMOABIMHE ciime, IIanedo0 KOHTPOJIbOBAHE JIOCHIKEHHS Y
napajeIbHHX IPYyIax 3 METOO OLIHKH eeKTUBHOCTI Ta Oe3mevHocTi 1BoxX 1103 mpenapaty CHF6001
y Gopmi Cyxoro mopomiKy Jisi iHrajsIii, mo JI0AalThes 0 MiATPUMYIOUYOi MOTPiHHOI Tepamii y
MAIiEHTIB 13 XPOHIYHMM OOCTPYKTUBHUM 3axBoproBaHHAM JiereHb (XO3JI) Ta XpoHIYHUM
oponxitom», CLI-06001AA1-04, Bepcis 5.0 Big 03 6epesnst 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

«K’e3i @apmanesrivi C.m.A.» [Chiesi Farmaceutici S.p.A.], Itaiis

Havanbunk ®apmManeBTHYHOIO YIPABJIIHHSA Tapac JISICKOBChKHI

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 8

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

6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

3MiHa Ha3B MiCllb MPOBEICHHS KJITHIYHOT'O BUITPOOYBAHHS:

PEKOHCTPYKTHBHOI OHKOYpoJorii, M. Kuis

BYJIO CTAJIO
I.M.H., ipod. CtaxoBcrkuii E.O. I.M.H., ipod. CtaxoBcekuii E.O.
HamionaneHuii  1HCTHTYT pakKy, HayKoBoO- | JlepkaBHE  HEKOMeEpIiiHE  MiJIpPHUEMCTBO
IOCIIIIHE BIJIIIJIEHHS IUIACTUYHOT Ta | «HamioHanbHUil 1HCTUTYT paKy», HayKOBO-

JNOCTiAHE  BUIMIJICHHS  ITUIACTUYHOI  Ta
PEKOHCTPYKTHUBHO1 OHKOYpoJIorii, M. KuiB

n.M.H. Cakamo A.B.

KuiBchbkuii MiCBKUH KITIHIYHHNA OHKOJIOTTYHHI
IEHTp, YypoJoriddHe BiamiieHHs, JlepxaBHa
ycranoBa «lHcTuTyT ypounorii HamioHanbHOT
akajeMmii MEIUYHUX HayK YKpaiHu», BT
oHKOYpostorii, M. Kuis

n.M.H. Cakano A.B.

KomyHnaneHe HekomeplliiHe MiANPHEMCTBO
«KHIBCBEKMN MICHKHI KIIIHIYHUI OHKOJIOTIYHUI
HEHTP» BHUKOHAaBUOro oprany KuiBcbkoi
Micbkoi panu (KuiBcbkoi MiChbKOI Jep:KaBHOT
aaMiHicTparii), ypOIIOTiuHEe BiAIIJIEHHS,
JepxaBHa ycraHoBa «IHCTUTYT yposiorii iMeH1
akagemika O.®. Bosianosa HamionansHOT
akajzeMii MEAMYHHX HayK YKpaiHW», BIIILIT
oHkoypouiorii, M. KuiB

3MiHa BiAMOBIAATLHOIO JOCIITHUKA:

bYJIO

CTAJIO

3aB. Bix. JIutsuH 1.B.

KomyHaneHe mianpueMcTBO «JIHITPOBCHKUI
oOnacHMi KJITHIYHUH OHKOJIOTTYHHM
nucriancep»  JIHIMPONeTpoBCbKOi  001acHOT
pagm», OHKOXIMIOTEpareBTUIHE
BiJIiIeHHs, M. JIHimpo

nikap 'amzin C.1O.

KomyHnanbHe mnianpueMcTBO «JIHIMPOBCHKUN
oOacHM KJITHIYHUN OHKOJIOT1YHHH
aucriaicep»  J{HIMPONETpOBCHbKOi  00J1acHOT
pamu», OHKOXIMIOTEPANeBTUYHE BIIIUICHHS,
M. [IHinpo




2 IIPOJOBXKEHHA J0JIaTKa 8

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PangomizoBaHe, MojBiiHE ciiine, ane00-KOHTPoaboBaHe KiiHiuHe fociimkeHHs 11 dbazu mis
BUBUCHHSI e(eKTHUBHOCTI Ta Oe3medHocti mnemoOponizymady (MK-3475) y komOiHarii 3
ximionpomerneBoro Tepamieto (XIIT) y mopiBHsSHHI nuiie 3 XimionpoMeHneBoro Tepariero (XIIT) B
YYaCHHMKIB 3 M’S30BO-iHBa3MBHUM pakoM cedoBoro mixypa (MIPCM) (KEYNOTE-992)y,
MK-3475-992 | 3 inkopniopoBaHoro nonpaskoro 04 Bix 15 rpynus 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00OMexkeHo10 BianoBiganbHicTIO «MCJl YKpainay

CnoHcop, kpaiHa

TOB Mepk lllapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbank @apManeBTHYHOIO YIIPABJIiHHS Tapac JSICKOBCbKUI

(migmuc) (Bnacue im’st IIPI3BULLIE)




Jomatok 9

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO
mikap 3axaposa JLLA. nikap 3axaposa JLA.
KomyHanpHe HEKoMepIliiHe mignpueMcTBo | JlepkaBHa YCTaHOBA «YKpaiHChbKUI
«Micbka KJIIHIYHA JKapHS Nel6» | nep:kaBHMIT ~ HAYKOBO-AOCHITHUN  1HCTUTYT
JIHINPOBCHKOiI MICBKOI Pajy, HEBPOJIOTIYHE | MEAMKO-COI[IAIbBHUX TPOOJIeM  1HBaIITHOCTI
BiIIeHHS, M. J{HIpO MinicTepcTBa OXOPOHHU 3JI0pOB’ST YKpaiHu»,
HEBPOJIOTIYHE eKCIepTHO-peabiniTamiiine
BiUTIICHHS, M. J[HIpOo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2777 Bix 02.12.2020

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta JaTa

«baratorieHTpoBe, HENOpPIBHAIbHE, BIIKPUTE JOCHIIKEHHS 3 METOK OI[IHUTU JIOBTOCTPOKOBY
0e3neyHicTh Ta EQEKTUBHICTh Mpernapary carpaiizymad y MalieHTiB 3 pO3JIaJ0OM CIEKTPY
ontukoHerpomienity (PCOHM)», WN42349, sepcis 1 Big 28 nunus 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnmosiganeHicTio «KoHTpakTHO-Jlocmiguuineka Oprasizaiis
[HHOpapm-Ykpaina»

CnoHcop, kpaiHa

«®. Xodpdmann-Jls Pour JItay (F. Hoffmann-La Roche Ltd), IlIseiinapis

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA Tapac JIICKOBChKHI

(migmuc) (Bnacue im’st [IPI3BUILIE)



Jomatok 10

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

Inentudikariisi CyTTe€BOI MOMPaBKU

BUIIPOOYBaHb»
6.09.2023 Ne 1578
3MiHa BiJMOBIAIBLHOTO JOCTIAHUKA Ta 3MiHA MICIIS TPOBEACHHS BUITPOOYBaHHS:
BYJIO CTAJIO
I.M.H., ipod. dromron A Jl. noteHt [Tomion H.M.
KomyHnanbhe i ITPUEMCTBO «O6nacuuii | KomyHanbue I ITPUEMCTBO
MIKipHO-BEHEPOJIOTIYHHN nucriancepy | «J{HIMpOneTpoBCbKU  OOJAaCHUNA ~ MEIUYHUIA
JHinponeTpoBchkoi 007acHOI paanWy», JNEHHUW | HEHTP  COLIaJbHO  3HAYYIIUX  XBOPOO»
CTalioHap HOJIKTIHIYHOTO BiJ1iieHHs, | JAHIMPONeTpOBCHKOT o0acHoi paany,
JIHITPOBCHKHI Jiep KaBHUIN MEAWYHUHN | aMOYyJIaTOPHO-TIONIKIIIHIYHE BiagineHHs Ne2,
YHIBEpPCHTET, Kagenpa MIKIPHUX Ta | JIHIIpOBCHKUI NepKaBHUI MEAUYHUN
BEHEpUYHUX XBOp0O, M. JIHIIIpO YHIBEPCHUTET, kKadeapa IKIpHUX Ta
BEHEPUYHHUX XBOP0O, M. JIHITIpO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 3059 Bix 29.12.2020

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«Bigkpure OararomnentpoBe mnpoaoBxkeHHS gocmimxeHHS ARGX-113-1904 nns BuBuYeHHS
0e31e4HOoCTI, epeHocuMocTI Ta edeKkTuBHOCTI npenapary Edrapririmon PH20 nns miamkipHOro
BBeJIEHHs y naifieHTiB 3 myxupuatkoio (ADDRESS+)», ARGX-113-1905, Bepcis 3.0 Big 05 BepecHs
2022 poky

3asBHUK, KpaiHa

ToBapucteo 3 OOmexxeHoro BinnosinanshicTio «KonTpaktHo-Jlocmigaunbka OpraHizaris
[nHOdapm-Ykpaina»

CrnoHcop, kpaiHa

appkenke BB, benbris / argenx BV, Belgium

Havanbunk @apmManeBTHYHOIO YIPABJIIHHSA Tapac JIICKOBChKHI

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 11

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578
InenTudikariis cyrTeBoi monpaBky | 3MiHa HA3BU MiCLig IPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS:
BYJIO CTAJIO
nupextop Cokyp 1.B. nupexrop Cokyp I.B.

Komynanpau#t 3aknan XepcoHcbkoi oOiacHOi | KomyHanpbHEe HEKOMEpIIHE —MigIpUEMCTBO
panu «XepCOHChKHI 00JaCHUN OHKOJIOTIYHUHN | « X€PCOHCHKHUN PETriOHAIbHUNM OHKOJIOTIYHUHN
JICTIaHCEep», XIMIOTEpaneBTUYHE BiUIUICHHS, | HEHTP»  XEpPCOHChKOi  00lacHOi  panw,
M. XEpCOH BIJITIJICHHST XiMioTepamii Ta OHKOreMaToJIOTi1,
M. XepCOH

Howmep ta nata nakazy MO3 mpo Ne 540 Big 07.03.2019
MIPOBEJICHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Hazga kiiniunoro BunpoOyBanns, | «PangomizoBane, nozsiiiHe ciine pociipkenHs Il da3um mis mopiBHsSHHA memOposizymady 3

KOJI, Bepcis Ta jara 1ane6o y koMOiHaIlii 3 Heoa/1'FOBaHTHOIO XIMIOTEpari€ro Ta aJl' toBaHTHOIO €HJOKPHUHHOIO TEPAITiEr0
IpHU JIIKYBaHHI paKy MOJIOYHOI 3aJI03U 3 HAsBHICTIO PELENTOPIB J0 €CTPOTeHIB 1 BIJICYTHICTIO
JIOACBKHUX pelenTopiB emizepMaibHoro ¢akropa pocry 2 (ER+ / HER2-) na panHiif cragii npu
Bucokomy cryneni pmsuky (KEYNOTE-756)», MK-3475-756, 3 iHKOpPIIOPOBaHOI MOMPABKOIO
06 Bix 14 nmunus 2022 poky

3asiBHUK, KpaiHa ToBapucTBo 3 00MexeHo0 BianoBiganbHicTIO «MC/I Ykpaina»

CnoHcop, kpaiHa TOB Mepk llapn enx Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS Tapac JISICKOBCbKHI

(migmmc) (Bnacue im’st [TIPI3BUIILE)



JlomaTok 12

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

6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

Omnosnenuii [Ipotokon kminiuHOTO Hociimkeras TACTI-003, Bepcisa 1.6 Bix 18 mumas 2023 poky,
aHIITHChKOI0 MOBOIO; Jloche mocmimkyBaHoro Jikapcbkoro 3acod0y Eftilagimod Alfa (IMP321),
Bepcis 8.0 Bix 14 nmumast 2023 p., aHMTHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1966 Big 15.09.2021

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

TACTI-003 («/IBa akTHBHI IMyHOTEpameBTHYHI 3acoOm»): baratoneHTpoBe, BiAKpHUTE,
pangomizoBane jgociikeHHs [I ¢a3u mns OmiHKYM 3acTOCYBaHHS PO3YMHHOTO TiOpuaHOTO Oinka
LAG-3, eprunarimony ansda (egtu; IMP321), y komOiHatii 3 nemOposnizymaboM (aHTaroHicToM
PD-1) ans mepmioi JiHii Tepanii namieHTiB 3 Hepe3eKTaObeIbHOI PEIUINBHOI0 200 METACTATUIHOIO
TJIOCKOKIIITUHHOK KapuuHomoro roioBu Ta mumi (I[IKKTI)., TACTI-003, Bepcis 1.5 Big
11 nucromana 2022 poky

3asiBHUK, KpaiHa

TOB «Apencis Excruioparopi Mexiciny, Ykpaina

Cnoncop, kpaiHa

Immutep S.A.S./ Immyren C.A.C., ®panuis

Havanbunk ®apmManeBTHYHOIO YIPABJIIHHSA Tapac JISCKOBCbKHI

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 13

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

3MiHa KOHTPAKTHOI JOCIITHUIIBKOI Oprasi3aiii, BIAMOBIAAIBHOI 32 MPOBEACHHS TOCIIKSHHS B
VYkpaini (3asBHHKa) 3 ToBapuctsa 3 O0MexeHoro BianosinanpHicTio «KoHTpakTHO-/{0CTiqHUIIBKA
Opranizauis [naodapm-Ykpaina» na TOBAPUCTBO 3 OBMEXEHOR BIATIOBIJAJIBHICTHO
«[Tilli/li FOKPEWHy; Bporypa nociigHuka JOCTiIKyBaHOTo Jikapchkoro 3acody R0O5333787/
ENSPRYNG® (satralizumab), Bepcis 14 Binx kBiTHs 2023p., aHITIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3spa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararoneHTpoBe, HEMOPIBHIBHE, BIJKPUTE JOCTIUKEHHS 3 METOI0 OI[HUTH JOBTOCTPOKOBY
Oe3meyHicTh Ta e(EeKTUBHICTh IMpernapary carpaiizymad y MaIllieHTiB 3 pO3JaJoM CHEKTPY
ontukoHerpomienity (PCOHM)», WN42349, Bepcis 1 Big 28 aunusg 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 OOmexeHoro BinnosiganeHicTio «KoHTpakTHO-Jlocmignunpka Oprasizaiis
IHHOQapM-YKpaiHa»

CnoHcop, KpaiHa

«®D. Xopdmann-JIs Pour JItay (F. Hoffmann-La Roche Ltd), IlIBefinapis

Havanbuuk dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Jomatok 14

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

BUIIPOOYBaHb»
6.09.2023 Ne 1578

Inentudikariisi CyTTe€BOI MOMPaBKU

Honarok 1o hopmu iHGOpPMOBaHOT 3TOM IMi Yac KPU30BOi cuTyallii B YKpaiHi 1y JOCTiHKEHHS
B041843, Bepcis 2.0 mis Ykpainu ykpaincekoro MoBoto Bif 08 ceprus 2023 p. Ha ocHoBI maiicTep-
Bepcii noxarka 1 no @I3 mix yac kpu3oBoi cutyanii B Ykpaini, Bepcis 3.0 Big 14 nunus 2023 p.;
HloneHHWk mamieHTa 13 3acTOCYBaHHS  JOCHIJKYBAHOTO JIIKAPCHKOTO  3acoly, Bepcid
7.1 T'ipenecTpaHT, Kamncyiu_JETPO30JI, KaNCyau naadonukiio, kamncynu Big 22 Bepecus 2022 p.,
YKpaiHCBKOIO Ta pOcCiiicbkoro MoBamu; LlofeHHUK mMarieHTa i3 3aCTOCYBAaHHS JIOCIIKYBaHOTO
JmikapcpKkoro 3aco0y, Bepcis 7.1 I'ipemecTpaHTt, KarcCyid JIETpO30J, Karlcyld Nan0ouukiio,
tabnetku_Bing 22 BepecHs 2022 p., yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMH; 3MiHA Ha3BU MICII
MIPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS !

bYJIO CTAJIO

I.M.H., ipod. dynnivenko O.C.

JlepxaBHa ycTaHoBa «IHCTUTYT 3arajibHOI Ta
HeBigknaaHoi xipyprii imeni B.T. 3aifuieBa
HamionanpHoi akajgemii MEIUYHHUX  HayK
VYkpainny», BiIUIEHHS THIHHOT Xipyprii Ha 25
JKOK 3 TMajaToK IHTEHCHUBHOI Teparii Ha 6
JTKOK,  XapkiBcbka  MEIOM4YHA  aKajeMmis
MICIISTUTIIIOMHOL OCBITH, Kadeapa OHKOIOTIT Ta
JTUTSIY01 OHKOJIOTI1, M. XapKiB

I.M.H., ipod. dynnivenko O.C.

JlepxaBHa ycTaHoBa «IHCTHTYT 3arajibpbHOI Ta
HeBigknaaHoi xipyprii imeni B.T. 3aiinena
HamionanpHoi akajgemii MEOUYHHUX  HayK
VYkpaiHny», BUUIUIEHHS XIpypriyHMX iH(EeKIii
Ta YCKJIAJIHEHOI OHKOJIOTTYHOI MATOJIOT1i Ha 25
JDKOK 3 TajaTol 1HTEHCUBHOI Tepamii Ha 6
JXKOK, XapKiBCbKUH HalllOHAJIbHUN MEIUYHUN
YHIBEpPCHUTET, Kadeapa OHKOJIOTi, TPOMEHEBOi
Tepamii,  OHKOXIpyprii —Ta  HaliaTUBHOI
JIOTIOMOTH, M. XapKiB

Howmep Ta nata Hakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 310 Bix 23.02.2021




2 MPOJIOBXKEHH loAaTka 14

Ha3ga xiiniuHOro BUNpoOyBaHHs,
KOJI, Bepcis Ta aara

«PanoMi30BaHe TOJIBIMHE CIIiNe TUIaIe00-KOHTPOIbOBaHE OararoreHTpoBe gociikeHHs ¢asu 11
U1t omiHKM epekTuBHOCTI Ta 6e3neunocti GDC-9545 y kombiHarllii 3 may0oIuKiIi00M MOPIBHSIHO 3
KOMOIHAITIEFO JIETPO30JTy Ta MATOOIHMKIIOY y Malli€HTIB 3 €CTpOoreH-penentop-no3utusHuM, HER2-
HETaTUBHHUM MICIICBOIIOIIMPEHUM YM METACTAaTUYHUM PAKOM MOJIOYHOI 3amo3u», BO41843, Bepcis
3 Big 20 rpyaus 2022 p.

3asiBHUK, KpaiHa

ToBapHuCTBO 3 0OMEKEHOIO BiAMOBITaNIbHICTIO «Pomm Ykpainay

CnoHncop, kpaiHa

@.Xodppmann-JIs Pom JIta, HIseitmapis

Havanbuuk dapManeBTUYHOT0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(migmuc) (Bnacue im’st ITIPI3BUIILE)



