Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenuii npotokon 3 mnompaBkoto 6 Bix 20.01.2023 p.; Indopmauis ana naiienta ta @opma
indopmoBaHoi 3rogu — ITpotokon 42756493BLC3001, Bepcist ykpaiHCbKOKO MOBOIO /i1 YKpaiHu
Big 14.04.2023 p., Bepcis 9.0; Indopmanis gns nauieHta ta Popma iHpopMoOBaHOI 3roau —
[Tpotokon 42756493BLC3001, Bepcisi pocilicbkkoro MOBOIO /151 YKpainu Bif 14.04.2023 p., Bepcist
9.0; 3miHa Ha3BH MicClisg TPOBeIEHHSI K/TiHIYHOTO BUNIPOOYBaHHSI:

BYJIO CTAJIO
I.M.H., npod. CtaxoBcekuii E.O. JI.M.H., pod. CtaxoBcbkuii E.O.
HarjioHampHMM  IHCTUTYT paky, HayKoBO- | /lepkaBHe — HeKOMepLiliHe  MiJIIPUEMCTBO
JocaigHe BiafmineHHsS TJIaCTUYHOIL Ta | «HallioHa/ibHUM IHCTUTYT pakKy», HayKOBO-
PEKOHCTPYKTHMBHOI OHKOYPOJIO0Tii, M. KuiB JocaiHe BiAiIeHHs I1IaCTUYHOI  Ta
PEKOHCTPYKTHUBHOI OHKOYpOJiorii, M. KuiB

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1207 Big 25.06.2018

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«Hdocmimkenns 3 ¢a3u asis ouinky epAaditiHiOy y mopiBHsAHHI 3 BiHGIyHiHOM abo AorieTakceiom
yn TieMOposTi3yMaboM y TaIlieHTiB 3 TOLIMPEHOI0 YPOTeTiaTbHOK KapIMHOMOI Ta OKPEMHUMHU
reHeTUYHUMK abeparfismMu perieniTopiB (akTopy pocty ¢ibpobnactiB», 42756493BLC3001, 3
nonpaBkoro 5 Bif 25.03.2021 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», benbris

CrioHCOp, KpaiHa

Anccen @apmarieBtTrika HB, Benbris

Hauvanbank ®apmaiieBTHYHOr0 yIpaB/IiHHS Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

Po3nimu «Jlikapcbkuii 3acib», «Ilmariebo», «Jlikapcbka cyOctaHijisi» Ta «/JofaTKu» OHOBJ/IEHOTO
JIOCbe oc/TimpKyBaHoro mikapcbkoro 3acoby SAR440340/REGN3500/ iTernekumab, po3uuH st
iH'ekuiii 150 Mr/mn y morepefHbO HaloOBHEHUX IIMpHULaX, Bepcig v8.6S Bix 27 ciuns 2023p.,
aHTJ1iliCbKOK MOBOHO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUNPOOYBaHHS

Ne 187 Bip 05.02.2021

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCid Ta fara

«PanziomizoBaHe, mozBiliHe ciiirie, 11aLeb60-KOHTPO/IbOBaHe AOCTiKeHHsT 3 a3y B rapaje/bHUX
rpyTiax, 10 MPOBOJUTLCS /I7Is BUBUEHHS e(heKTUBHOCTI, 6e311eYHOCTi Ta TepeHOCUMOCTi Tiperapary
SAR440340/REGN3500/iTeriekiMab (MOHOK/IOHa/IbHI aHTUTi/a, crieriudiuni go 1L-33) y narjieHTiB
i3 TIOMIpHMM Ta B&)KKMM XPOHIUHUM OOCTPYKTHBHMM 3axBOPIOBaHHSAM JjereHb (XO3JI)»,
EFC16750, 3 nonpaBkoto 01, Bepcis 1 Big 20 BepecHst 2022 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiCc pelepil e JeBeJoIMaH,
®DpaHLiis)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

DRMO06-AD07/J2T-DM-KGAA_®opma iHdopmoBaHOI 3rofu [jiss [JOPOCIUX TIALli€EHTIB Bif
18 pokiB Ta crapumx, Bepcig Ajas Ykpaina 4.1.0 Big 30 BepecHs 2022 p. yKpalHCBKOKO Ta
pociiicekoro MoBow; DRMO06-AD07/J2T-DM-KGAA_®opma 3roau ans fiteid Bikom 12 ta 13
pOKiB, Bepcisi ansa Ykpainu 5.1.0 Big 30 BepecHss 2022 p. yKpaiHCbKOKO Ta POCIMCBKOIO MOBOIO;
DRMO06-ADO07/J2T-DM-KGAA_®opma 3roau Ajis HermoBHOJITHIX (Bikom 14-17 pokiB), Bepcis
ansi Ykpainu 5.1.0 Big 30 BepecHsi 2022 p. yKpalHCBKOK Ta POCIMCBKOKO MOBOIO;
DRMO06-ADO07/J2T-DM-KGAA_®opma iHndopmoBaHoi 3rogu st 0aTeKiB, Bepcis A1 YKpaiHu
4.1.0 Big 30 BepecHsi 2022 p. yKpalHCbKOIO Ta pOCIHMCbKOIO MOBOW; [logaToK A0 J0Che
JOCTiIKyBaHoro Jlikapcbkoro 3aco0y (IMPD), Bepcist asisi Ykpaiau, ceprienb 2022 p.; Marepianu
JU1s1 mauieHTiB: [HdopmaLiiHuil MMCTOK 100 OMUCY MpeAMETIB MPOrpaMu BASYHOCTI yyaCHUKaM
JOCTiIKeHHS

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2616 Big 24.11.2021

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«J10BroCTpOKOBe JOCTiPKEHHS /IJ1s1 OL[iHKU Oe3reku Ta eeKTUBHOCTI j1e0piki3ymaba y mallieHTiB 3
aTOMIYHKWM [lepMaTUTOM IIOMIpHOro i TspKKOro cryneHsi», DRMO06-ADO07/J2T-DM-KGAA,
nipotokos Bif 27.03.2020 p., nonpaska 1 Big 12.12.2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CnoHcop, KpaiHa

Dermira Inc. a wholly-owned subsidiary of Eli Lilly and Company, USA («/epmipa, IHK.»,
JIOUipHs KOMTIaHisl, 1[0 3HAXO/JUTbCS Yy TOBHiM BracHocTi KommaHii «Eni Jliini ey KomraHi»,
CIIIA)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

ImenTudikallist CyTTEBOI MOMpPaBKK | 3MiHA Ha3BU MiClis TTPOBe/IEHHs] BUIPOOYBaHHSI:
BYJIO CTAJIO

K.M.H. Bacusnbesa JI.IL K.M.H., lolieHT BacuibeBa JI.I.

KomyHanbHe nignpuemMcTso | KomyHanbHe MiTIPUEMCTBO
«[IHinporieTpoBChbKUM  0OMacHUM  KMiHIUHUHN | «/IHIMIpPOIeTPOBCHKUM  00/1aCHUM  K/TiHIUHMIA
LIeHTp  KapAiosiorii  Ta  KapAloxipyprii» | LjeHTp JllarHOCTUKYU Ta JIIKyBaHHS»
JHinporeTpoBCbKOL obacHoi pagu», | JHINporeTpoBCbKOT obmacHoi panm»,
BififieHHs Kapziosiortii, JHINpOBCHKUY | BiAJiIeHHS Kapziosiortii, JIHINpOBCHKUN
Jlep>kKaBHUM MeJJUUHUM YyHiBepcuTeT, Kadeapa | Jep)KaBHUM MeAUUHUN yHiBepcuTeT, Kadezapa
BHYTPIlIHbOI MeguUHU Ne3, M. /IHInIpO BHYTPILIHbOI MeguLIMHU Ne3, M. /IHINpO

Howmep Ta gata Hakazy MO3 1ipo Ne 254 Biz 08.02.2022
TpOBeieHHs KJIIHIYHOr O

BUIPOOYBaHHS

Hasga kniniuHoro BumnpobyBanHs, | «[IpocriekTvBHe, BifKpUTe, TUIaTGOPMHE MOCTIMHKEHHSI 3 MeTOK TPOBe/IeHHs HaCTYITHOTO

KO[I, BepCisi Ta jjata JIOBFOCTPOKOBOI'O CIIOCTEPE)KEeHHSI 3a TMallieHTaMu 3 JIereHeBOK TilepTeH3i€ro, fKi paHilie
npuiiMasd y4acTb y TIepBiCHUX iHTepBeHLiHUX BumnpobyBanHsx», NOPRODPAPUH3001,
Bepcis 1.0 Big 02 uepsHs 2021 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJT YkpaiHa»

CnoHcop, KpaiHa «fHccen PapmatieBTka HB»/ Janssen Pharmaceutica NV, Benbris

Hauanbauk ®apManeBTHYHOr0 ynpaB/IiHHS Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s ITPI3BBULLE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

[ndopmariisi ans naiienta Ta ®opma iHdopmoBaHoi 3roau — IIpotokon 56021927PCR3003,
Bepcisg 11.0 ykpaiHcbKor MoBoro s Ykpainu Bif 20.03.2023; Indopmariis asis maijieHTa Ta
dopma iHpopmoBaHoi 3roau — IIpotokon 56021927PCR3003, Bepcis 11.0 pociiicbkoro MOBOIO
mns Ykpainm  Big  20.03.2023;  Indopmarilinuii  GronerteHr  gocmimkenHss  ATLAS,
56021927PCR3003-UKR37 INT-1, Bunyck 3, Bepcis 3.1 ykpaiHcbKOor0 MOBOR Bif 02.02.2022 p.;
Indopmariitinuii 6ronetenb gocimkeHHs ATLAS, 56021927PCR3003-RUU37 INT-1, Bunyck 3,
Bepcis 3.1 pociiicbkoro MoBoto Bif 02.02.2022 p.

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 589 Big 15.06.2016

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«Panziomi3zoBaHe, Tmo/BiliHe Crline, T/1alle00-KOHTPOIbOBaHe, KiHIUHe AOCTi/pKeHHsS 3 a3
nipertapaty JNJ-56021927 y maljieHTiB 3 BHCOKMM PU3MKOM JIOKa/li30BaHOTO abo MicIjeBo-
PO3MOBCIO/PKEHOTO paKy IepeAMiXypoBOi 3as03u, L0 OTPUMYKOTh JIKyBaHHS TME€PBUHHOIO
MPOMeHeBOI0 Tepariero», 56021927PCR3003, 3 [TonpaBkoro 3 Big 03.05.2022 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», besbris

CrioHCcOop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

Hauanbauk ®apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac ISICKOBCHKUM

(nmigrmc) (Bnacue im’s TTIPI3BUILLIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenuii mpotokon BIG 16-05/AFT-27/WO039391, Bepcis 9 Big 01 6Gepesnsi 2023 poky
aHr/ifickkoro MoBOO; [HdopMallitinuii MMCTOK mMailieHTa Ta dopMa iHpopMoBaHOI 3roAu /st
Ykpainy, Bepcis 9 Big 03 GepesHsi 2023 poKy yKpaiHCBKOK Ta POCIMCBHKOIO MOBaMH; 3MiHa
Bi/INIOBi/Ja/IbHOT'O ZIOC/TiTHUKA Ta MiClisl TPOBE/IEHHS K/TiHIYHOTO BUMPOOYBAHHSI:

BYJIO CTAJIO
I.M.H., ipod. IBamyxk O.I. mikap ITigBepOeribka A.B.
KomyHaneHa ~ ycTaHOBa «YepHiBewpkuii | ObsacHe KOMYHaJlbHe HeKOoMeDLliliHe
obsacHu KJIIHIYHUA OHKOJIOTIYHMM | MiJTIPUEMCTBO  «ByKOBHMHCBKUM  KJIIHIYHUM
JIWcTiaHcep», XipypriuHe BigzisieHHs Nel, | OHKOMOTiUHMI LIEHTD», CTPYKTYPHUM
Buimii  fepkaBHMM  HaBY&/JIbHUM  3aK/aj | MiAPO3/ia KIiHIYHOT OHKOJIOTIT, M. UepHiBLji
YKpainu «ByKOBUHCBKMI Jlep’KaBHUM
Me/IMYHUI yHiBepcuTeT», Kadeapa OHKOMOTii
Ta pagionorii, M. YepHiBLi

3MiHa BifIITOBiIaIbHUX [TOC/TiIHUKIB Ta 3MiHa Ha3B MiCIlb MTPOBeIEHHs K/TiHIYHOTO BUNIPOOYBaHHSI:

TIOJIIK/TIHIYHOT O BifzineHHs, M. Ozeca

BYJIO CTAJIO
K.M.H. TpyxiH /I.B. sikap KpacHnorpyzs FO.C.
KomyHanbHa ycraHoBa «Opecbkuii obsacHuii | KomyHanbHe —HeKoMepijifiHe — TTiATIPHEMCTBO
OHKOJIOT1YHUI JWCraHcep», craiionap | «Opecbkuii perioHaabHUN KJ/TiHIUHUN
JIeHHOTO riepeOyBaHHS JMCIIaHCepPHO- | TIPOTUITYX/IMHHUM 1[eHTp» OpecbKoi o6/acHOl

paju», BigaineHHs ximiorepanii, M. Ozeca

3aB. BiA. JIutBuH L.B.

KomyHanbHui 3aKJ1a, «KniHiuHMi
OHKOJIOTIYHU JIMcriaHcep»
[HinporieTpoBCbKOL obmacHol panu,

BifzineHHa xiMioTepariii, M. [JHIrpo

Jikap 3BoHapboBa H.I'.
KomyHanpHe mignpueMcTBO «/IHIMPOBCHKUM
obsacHuit

K/IIHIUHUW OHKOJIOTiUHUM
JaucriaHcep»  JIHiTporieTpoBCbKOi  06Js1acHOT
paju», OHKOXiMiOTeparieBTUYHe Bif/ii/IeHHs,

M. [IHinpo
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3MiHa Ha3BM MiClls IPOBe/IeHHsI KJIiHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
[lleBnsa C.I1. 3aB. BiJl. [llensa C.I1.
[TominbCbKWK perioHanbHUM LeHTP OHKOJOril, | KomyHasibHe HekoMepLiiiHe MiANPUEMCTBO
BigmineHHs ximioreparii, M. BiHHuULIS «[ToginbChbKU perioHaJbHUN LEHTP OHKOJIOTii
Binnunpkoi obnacHoi pagu»,  BiggineHHs
ximioreparii, M. BiHHuLIs

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTNIPOOYBaHHS

Ne 1532 Bif 21.08.2018

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO[|, BepCis Ta fara

«bararorieHTpoBe, paHjOMi30BaHe, Bigkpute moctimpkeHHs III dasu 3 mopiBHSHHA KomOiHariii
ATte3onizymady (aHtu-Pd-L1 aHTWTi/ZIa) 3  a/’TOBAaHTHOKO  AHTPALMK/IiHOBOI/TaKCAaHOBOO
ximMioTepari€to Ha BiAMiHY Bif TinBKM XiMioTepamii B TiallieHTiB 3 orepabesbHUM TpHUUi
HeraTMBHMM pakoM Mo/04HOi 3ano3u» (IMpassion030), BIG 16-05/AFT-27/W039391, Bepcis 8
Bif 24 muctonaga 2021 poky

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIJATIOBIJIAJIBHICTIO «®APMACBIOTIKAJT PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xoddmaun-JIs Pomr Jita. /®. T'obdmanu-JIa Pomr JlTa.,
[IIBenLapis

Hauvanbank ®apmaiieBTHYHOr0 yIpaB/IiHHS Tapac JIACKOBCBKUN

(nignuc) (Bnacse im’st TTIPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa focmiHuKa A/ AOCTipKyBaHOTO JiKapchbkoro 3acody BAY 86-5321 (admibepcernr),
Bepcig 17.0 Bix 03 mororo 2023 poky; Hogatok 1 go Indopmanii ansi yuacHukiB Ta dopmu
indopmoBanoi 3roau (Mogens s Ykpaiau), Bepcis 1.0 Big 10 6epesnsi 2023 poKy, yKpaiHCHKOIO
Ta pOCIMCbKOIO MOBaMH; Marepianu [Aas maiieHTiB: «J/IMcT 3 OHOBJeHOIO iHdopMalji€o 3
Oe3neku», IKUM TIPUBEZIEHO Y BiMOBiHICTD 3 iHpopMaliieto 6pornypu gocmiganka Bepcii 17.0 Big
03 mrororo 2023 poky, - 245919 20968 Ykpaina PULSAR nuct 3 oHOB/eHOHO iH(opmalii€ro 3
Oe3meku yKpaiHCBKOO Ta pPOCiiicbKoro MoBamu Bif 20 6epe3nst 2023 poky

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«PaHgomi3oBaHe, 3 MOABIHUM MacCKyBaHHSIM [JIOC/Ii/PKeHHsT 3 a3y 3 aKTHBHUM KOHTPOJIEM [I/ist
OLIIHKM e()eKTUBHOCTI Ta 0e3MeKyd BHUCOKUX 103 adiibepcenTty B TAIliEHTIiB i3 HEOBACKY/ISPHOIO
BiKOBOIO MakKynoauctpodiero», 20968, Bepcisi 3.0 3 mornpaBkoto 2 Bif 26 kBiTHS 2022 poky

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Bayer AG, Germany/ bariep AI', HimeuunHa

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

YkpaiHa, MK-3475-587, Iadopmatiiiiiii IUCTOK i JOKyMeHT mpo iH(oOpMOBaHy 3roly Ha
Heo0OO0B’sI3KOBY 3MiHy cxeMu BBeJieHHs, Bepcis 1.00 Bix 19 kBiTHs 2023 p. yKpaiHCHKOIO MOBOIO;
YkpaiHa, MK-3475-587, Iadopmaiiiiiiiii IUCTOK i JOKyMeHT mpo iH(OpMOBaHy 3rolly Ha
Heo0OOB’sI3KOBY 3MiHYy cxeMu BBefleHHs1, Bepcisi 1.00 Big 19 kBiTHa 2023 p. pocificbKor0 MOBOIO;

3MiHa Bi/INOBIIAa/ILHOTO AOC/TiIHUAKA:

BYJIO CTAJIO
K.M.H. TpyxiH /I.B. nikap KpacHorpygs FO.C.
KomyHaneHe HekomepliiiHe mMiANpueMcTBO | KomyHanibHe HeKOMepLiiHe —TiJIIPUEMCTBO
«OpecbKkui perioHanbHUN KiHiuHuk | «OmecbKuii perioHabHUN KJTIHIYHUM
MIPOTHUITYX/TMHHUH 11eHTp» OpechbKoi 006/1acHOi | MPOTUNYX/IMHHNN 11eHTp» OfiecbKoi 06/1acHOT
paju, BifziieHHs XimioTeparii, M. Ozneca pajun», BifisieHHs XimioTeparii, M. Ozneca

3MiHa Ha3BU MiCIisl IPOBe/IeHHs BUTIPOOYBaHHS:

Ma/IOiHBa3UBHOI Ta eHJOCKOMIYHOI Xipyprii,
iHTepBeHLIilHOI paziosnorii, M. Kuis

BYJIO CTAJIO
3aB. BiJl., K.M.H. Ocrarnenko FO.B. 3aB. Bifl., K.M.H. Ocranenko FO.B.
HaijioHanbHuil  iHCTUTYT paky, BiggineHHs | [lep)kaBHe  HeKOMepLiiiHe  MiANPUEMCTBO

«HarjioHambHUM IHCTUTYT paky», BiAgineHHS
MaJIOiHBa3UBHOI Ta eHJO0CKOMIYHOI Xipyprii,
iHTepBeHLIilHOI pagiosorii, M. KuiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta fata

«bararorientpoBe, Bizkpute gocmimkeHHs 111 ¢a3m A1 OMiHKK TOBroCTPOKOBOI Oe3rmeuHoCTi Ta
edeKTUBHOCTI B YYaCHHUKIiB, sSIKMM Hapa3i TPOBOAUTHCS JiKyBaHHS abo CIIOCTepe)keHHs Y
JIOCTTiKeHHSIX, 1110 BK/TIOUArOTh 1eMOpostizymat», MK-3475-587, 3 iHKOpIIOpOBaHOO TOMPABKOO

04 Big 15 rpyans 2022 poky
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3asiBHUK, KpaiHa

ToBaprcTBO 3 06MeXXeHOI0 BifnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

HauvanbHuk ®apmaineBTHUHOI0 yNpaB/IiHHSA

Tapac JISICKOBCHKUM

(miggmuc)

(Bnache im’st TIPI3BUILIE)




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

3pa3Ku MapKyBaHHS [JOCJi/KYBaHOTO jiKapchKoro 3acoby MK-3475: MK-3475_Kit, Bepcis 2.0
Big 20 mortoro 2023 p., aHrfiicbkoro Ta yKpaiHcbkoro moBamu; MK-3475_Vial, Bepcis 2.0 Bif
20 motoro 2023 p., aHIVIIACHKOIO Ta YKPaiHCbKOIO MOBaMH; 3pa30K CIPOIIEHOr0 MapKyBaHHS
3apeecTpOBAaHOTO B YKpaiHi JliKapchbKoro 3aco0y, $KWH 3aCTOCOBYEThCS B  KJIiHIYHOMY
BurnpobyBanHi MK-3475-689, Bepcis 2.0 Big 24 kBitHs 2023 p., yKpaiHCbKOIO MOBOI; YKpaiHa,
BepCis MK-3475-689.00_ ykpaincbkoro MoBOO_ BiZ 13 kBiTHS 2023p., PopMu 3rou Ha
B3AITTSl [JOAATKOBUX 3paskiB; YkpaiHa, MK-3475-689, Bepcis 00 Big 13 kBiTHa 2023 poky
yKpaiHChbKOI MOBOIO, ZIOTIOBHEHHs /10 iH(dopMaljil Ta JoKyMeHTy npo iHdopMOBaHy 3rofy Ijis
mairfieHTa [y JIiKyBaHHS TIiC/ii TIporpecyBaHHsi XBOpoOW; 3MiHa Ha3BU MICIsl TMPOBeJeHHs
K/TiHIYHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. KopoOko €.B. K.M.H. Kopobko €.B.
HarjioHanbHUM IiHCTUTYT paky, BiagiseHHs1 | [Jep)kaBHe  HeKOMepLliliHe  TiJIIPUEMCTBO

IyXJIUH r0JIOBY Ta ui, M. Kuis «HarjionanbHUM IHCTUTYT paky», BiJJlIeHHS

MYXJIMH T'0JIOBU Ta 1ui, M. KuiB

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 342 Bip 26.02.2018

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«PanziomizoBane, Bigkpute mgocimkenHs III ¢dasu aas oifiHKM meMOposizymaby B SIKOCTi
HeoaZ'toBaHTHOI Tepariii Ta B KOMOiHawii 3i CTaHZAPTHUM JTiKyBaHHSIM B SIKOCTi a/i'FOBAaHTHOI
Tepartii TIpu oriepabenbHOMY JIOKOpPETiOHa/bHO PO3IMOBCIO/PKEHOMY TUIOCKOKTITUHHOMY PaKy
rosioBu Ta wi III-IVA cragii», MK-3475-689, 3 iHKopnopoBaHoto 1ioripaBkoro 07 Big 07 yepBHs
2022 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXXeHOI0 BifnoBinampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

HauanbHuk ®@apMarneBTHYHOr0 yIpaB/IiHHSA

Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s ITPI3BBULLE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHe [OChE AOCTIPKyBaHOTo TipernapaTy 3aHybopyTiHi6 (BGB-3111), Bepcist 10.0 Bix 31 ciuns
2023 poky; 3anyueHHs JAOAATKOBHUX BUPOOHWUWX [iSIHOK [Jis [OC/Ii/)KYBaHOTO TperiapaTy
3any6pyTini6 (BGB-3111), kamcymu: Catalent CTS (Edinburgh) Limited, Bemika BpuraHis;
Fisher Clinical Services UK Limited, Benuka Bbpuranisi; [TojoBkeHHsI TepMiHy NpHUAATHOCTI
JOCTiHKyBaHOTO JiKapchbKoro 3acoby BGB-3111 3 36 micsiiiB 1o 48 micsiiiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1246 Big 26.05.2020

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«PanziomizoBaHe, BigkpuTe, 0araTorieHTpPOBe AOCTIMKeHHS (a3 3 /i1 BUBUEHHS KOMOiHarfil
3aHybpyTiHiby (BGB-3111) 3 purykcumabom y mopiBHSIHHI 3 KOMOiHalli€to GeHAaMyCTHHY 3
PUTYKCMMa0OM y TAIli€HTIiB 3 paHillle He JIKOBAHOI MaHTiHHOKTITUHHOI TiM(OMOIO, STKUM He
roKa3aHa TpPaHCIIaHTallis cTOBOypoBux KiaiTMH», BGB-3111-306, Bepcis 3 mompaBkowo 2.0 Bif
16 rpygHsa 2020 poky

3asiBHUK, KpaiHa

ToBaprcTBO 3 00Me)keHOw0 BiamoBifganbHicTiIO «/JABKOPIT KJIITHIKAJI AEBEJIOIIMEHT
YKPATHA»

CrioHCcOop, KpaiHa

beii/)xen JIta [BeiGene Ltd], CIITA

Hauanbauk ®apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac ISICKOBCHKUM

(nmigrmc) (Bnacue im’s TTIPI3BUILLIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gocnigavka Osnamnapu6 (Olaparib) (AZD2281, KU-0059436), Buganns 22.0 Bif 26 ciuxs
2023 poky, aHrmiiicbkkoro MoBoro; YkpaiHa, MK-7339-009, [oroBHeHHsi Ao iHdopmarlii Ta
JIOKYMEHTY TIpO iHpopMOBaHy 3roy /s Talli€HTa [/1s JIiKyBaHHSI MiC/Isi TIPOrpecyBaHHsI XBOpoOH,
Bepcig 01 Bifg 14 xBiTHA 2023 poKy YKpaiHCbKOIO MOBON; 3MiHa HasB MiCLjb IIPOBe/leHHs

K/IiIHIYHOTO BUITPOOYBaHHS:

BYJIO

CTAJIO

I.M.H., npod. Ayanivenko O.C.

[epxaBHa ycraHoBa «IHCTUTYT 3arajbHOi Ta
HeBiiknagHOI Xipyprii imeni B.T. 3aiileBa
HamionanpHol  akazgemii MeJUUYHMX  HayK
Ykpainu», Bigainenns xipypriunux iHdekiin
Ta YCK/JIaJHEHOI OHKOJIOTIYHOI I1aToJ/Iorii Ha
25 JIDKOK 3 TajlaTOX0 iHTeHCHUBHOI Tepariii Ha
6 J/bKOK, XapkKiBCbKa MeJuYHa akajemis
MiC/ASAUTIZIOMHOI  OCBiTH, Kadeapa OHKOJOTil

I.M.H., npod. Ayanivenko O.C.

LepxaBHa ycTraHOBa «IHCTUTYT 3arajbHOi Ta
HeBifKnaaHOi Xipyprii imeni B.T. 3aliieBa
HarionanbHOI  akafgemil MeQUUYHUX  HAYK
YKpainu», BiAgiseHHs1 Xipypriunux iHdekiii
Ta YCK/JIaJJHEHOI OHKOJIOTIYHOI MaToJiorii Ha
25 JIKOK 3 MajiaTor0 iHTeHCUBHOI Tepariii Ha
6 KoK, XapKiBCbKMM  HalliOHaJbHUU
MeJMUHUI YHiBepcuTeT, Kadeapa OHKOJIOTII,

BigmineHHs, M. JKutomup

Ta JUTAYOI OHKOJIOTril, M. XapKiB MPpOMEHeBOI  Teparii,  OHKOXipyprii  Ta
MaJiaTUBHOI JOMTOMOTH, M. XapKiB

sikap Jlinerpka O.I1. nikap Jlinerpka O.I1.

KomyHanbHa yCTaHoBa «O6nacuuii | KomyHameHe HeKOMepIfiiHe —TIiATpHUEMCTBO

OHKOJIOTiUHMM  gucraHcep» KUTOMUPCHKOI | « KMTOMMPCHKUM — 06/1aCHUN  OHKOJIOTiUHUH

obacHoi panu, ximioTepaneBTHuHe | AUcaHcep» JKUTOMHPCHKOI 00/1acHOI paju,

BizilisIeHHs K/IiHIYHOI OHKOJIOTi1, M. 2ZKUTOMUD

Howmep Ta gata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 38 Bizg 11.01.2020




2 MpOJOBXKeHHA fojaTka 11

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PanzmomizoBane Bigkpure gocmimpkeHHss ¢dasw 2 Ta 3 Onamapuby y KomOiHarii 3
[Tembponizymabom y TOpiBHSIHHI 3 XiMioTepami€lo y KomoOiHariii 3 ITemOposizymabom micsist
iHAyKILil KTiHIYHOI repeBary 3 MepIioro JiHiero XiMioTepartii y kom6iHarii 3 TTlembposizymabom y
MaIrfieHTiB 3 MiCI[eBO-PeLNBYIOUMM HeorepabenbHUM ab0 MeTacTaTMUHUM  TOTPiMHO-
HeraTUBHMM pakoM MoJjiouHoi 3ano3u  (TNBC) (KEYLYNK-009)», MK-7339-009, 3
IHKOPIOPOBAHOMO MOMpaBkoro 02 Bif 18 TpaBHs 2022 poky

3asiBHUK, KpaiHa

ToBapHcTBO 3 0O6MeXXeHOI0 BifnoBifampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apManeBTUYHOI0 yNpaB/IiHHS Tapac JISICKOBCHKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

[TofoB)KeHHsI TPUBAJIOCTI K/IiHIYHOTO BUNIPOOyBaHHs B YKpaiHi 10 01 uepHst 2024 poky

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1636 Big 20.07.2020

HasBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«SERENA-2: PangomiszoBaHe, BiIKpUTe, y Tiapasjie/lbHUX TpyraX, OaraToleHTpoBe JOC/Ti/PKeHHs
da3u 2 mopiBHsAHHS e(deKTUBHOCTI Ta Oe3meuHOCTi MepopanbHOro TiperapaTty AZD9833 i
@®ynBecTtpaHTta y XIiHOK 3 nowvpeHuM ER-nosutuBHriM HER?2-HeraTMBHUM pakoOM MOJIOYHON
3a03u», D8530C00002, Bepcist 5.0 Big 15 BepecHst 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCcOop, KpaiHa

Actpa3eneka AB, IlIBeriist / AstraZeneca AB, Sweden

Hauanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 3710pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3B Ta aJ[pec MiCIlb TPOBe/IEHHS] BUMIPOOYBAHHSI:

M. KuiB

BYJIO CTAJIO
I.M.H., tpo¢. Kpsuok I. A. J.M.H., ipo¢. Kpsuok 1. A.
HaijioHanbHuil  IHCTUTYT paky, HayKoBO- | [lepkaBHe  HeKOMepLliliHe  MiJIPUEMCTBO
JocjigHe BiziIeHHs ximioTepanii | «HallioHanbHUM IHCTUTYT paky», HayKOBO-
remMo0/acTo3iB  Ta a/i’lOBAaHTHUX METO/IB | JAOCIi[HE BifiliIeHHS ximioTepartii
NMKyBaHHS, BifgieHHsT OHKOreMaTosiorii 3 | reMo0/1IacTO3iB  Ta  aj FOBAaHTHUX METO/IiB
CEeKTOPOM a/l'tOBAHTHUX METO/IB JIiKyBaHHS, | JIIKYBaHHS, BiJJi/leHHd OHKOreMaToJiorili 3

CeKTOPOM aJi FOBAaHTHUX METO/iB JIiKyBaHHS,
M. Kuis

Appeca: ByJ. FO. 3ganoBceKoi 33/43, M. Kuis,
03022, YkpaiHa

nikap Horaesa JI.I.

KomyHanmbHe HeKoMepLiiliHe —MiiNPUEMCTBO
«UYepKacbKuii obacHuiA OHKOJIOTiUYHUM
mucriaHcep  YepkachKoi  o6acHOI  paam»,
Ob6nacHwmii JIIKyBabHO-1arHOCTUYHUN

reMaToJIOTiuHUM LeHTp, M. YepKacu

nikap Horaesa JI.I.

KomyHanbHe HeKoMepLliliHe —MiNpUEMCTBO
«K/miHIYHMM LIeHTp OHKOJIOTii, TreMaroJorii,
TPAHCIUIAHTOJIOTI] Ta IMasjgiaTUBHOI [OMOMOTU
Yepkacbkoi  obmacHoi  pazm», Ob6macHuiA
JKyBa/IbHO-IilaTHOCTUYHUM  T'eMaTOJIOTiuHUM
LieHTp, M. Uepkacu

Appeca: Byn. Cesituresns-xipypra Jlyku, 7,
M. Yepkacn, 18009, YkpaiHa

Howmep Ta gara Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1722 Bif 11.08.2021

Has3ga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«Bigkpure pocrimkenns: dha3m 2 s oiHKu 6e3meku Ta edekTuBHOCTI MK-7684A (KoMOiHarlis
MK-7684 [BibocTonimab] 3 MK-3475 [membposizyma0]) y y4yacHUKIiB 3 pelUAUBYIOUMMH abo
pepakTepHUMM  reMaTOJIOTiUHMMHK  37I0SKiCHUMU ~ HOBOYTBOpeHHsiMu», MK-7684A-004,
3 iIHKOpropoBaHoto rornpaBkoro 04 Bix 05 cepriHs 2022 poky




MPOJOBXKeHHA JojaTtka 13

3asiBHUK, KpaiHa

ToBaprcTBO 3 06MeXXeHOI0 BifnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

HauvanbHuk ®apmaineBTHUHOI0 yNpaB/IiHHSA

Tapac JISICKOBCHKUM

(miggmuc)

(Bnache im’st TIPI3BUILIE)




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

Onosnena bpoiypa gocnignuka Tirzepatide [LY3298176], Buganns Big 22 mtotoro 2023 poky,
aHTJIifickkoro MOBOM; IHdopmaliist Ans maiieHTa gociigkeHHs Ta @opma [HdopmoBaHoi 3roau
JUIS1 y4acTi y JOC//PKeHHI /1711 BUKOPUCTaHHA B YKpaiHi, Bepcist Ne 5.0 yKpaiHCBbKOIO MOBOIO Bif
10 TpaBHsa 2023 poky; IHdopmatiis Ay maiieHTa gocsimpkeHHs Ta ®opma IHpopmoBaHoi 3rogu
JIs1 yyacTi y JOCIipKeHHi /Ji1 BUKOPUCTaHHS B YKpaiHi, Bepcisi Ne 5.0 pociliCbKOI0 MOBOIO Bif
10 tpaBHsa 2023 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 700 Big 24.03.2020

Ha3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«JocnipkeHHs BIUVIMBY mnpenapaTy Tip3emnarif B TMOpPiBHSAHHI 3 TmpenapatoM /[lymarnyTtuz Ha
PO3BUTOK 3HAUHUX HECTIPUST/IUBUX CEPLIEBO-CYy/IMHHUX TIO/iH y TAILiEHTIB 3 I[yKPOBUM [liabeToM
2 tunty (SURPASS-CVOT)», I8F-MC-GPGN, 3 inkopriopoBaHoro morpaBkoto (d) Bia 14 rpyaHs
2021 poky

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CAy, [lIBetijapis

CnoHcop, KpaiHa

Eni Jlinini eng Komnani, CIIA / Eli Lilly and Company, USA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-3475-826, Bepcist 00 Bizx 21 6epe3nst 2023 poky, YKpaiHCbKOK MOBOFO, [JOTIOBHEHHSI
o iHdopMmallii Ta AOKyMeHTy TIpo iH(QOpPMOBaHy 3roAy [/s Talji€eHTa [Jis JIiKyBaHHS TIiC/s
TIporpecyBaHHs XBOpoOH; 3MiHa Ha3BU MicClisg TPOBe/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:

MaJIOiHBa3MBHOI Ta eHJOCKOIIUHOI Xipyprii,
IHTepBeHLIiIMHOI pagiosorii, M. Kuis

BYJIO CTAJIO
K.M.H. Ocrarenko [0.B. K.M.H. Ocranesko 10.B.
HarjioHampHuM IHCTUTYT paky, BifgineHHs | [lepxaBHe — HeKOMepLiiHe  MiJIIPUEMCTBO

«HarnjioHanbHUM IHCTUTYT paKky», BiJJiTeHHS
Ma/IOiHBa3UBHOI Ta eHZOCKOITUYHOI Xipyprii,
iHTepBeHLiiHOI paziosiorii, M. Kuis

3MiHa BiJIOBila/IbHOrO AOC/IiIHUKA:

bYJIO

CTAJIO

K.M.H. TpyxiH [1.B.

KoMyHanbHe HeKoMepljiliHe —MiJiNPUEMCTBO
«Opecbkuit perioHanbHUN KJ/TiHIUHUN
MPOTUITYX/IMHHUH 1IeHTp» Ojecbkoi o6macHoi
pajuv», BifiieHHs ximiorteparii, M. Ozneca

sikap Kpacnorpyzs FO.C.

KoMyHanbHe HekoMeplLjiliHe —MiANPUEMCTBO
«Opecbkuit perioHaabHUN KJ/TiHIUHUN
TIPOTUITYX/TMHHUM 11IeHTp» Ojecbkoi o6sacHoi
pazu», BigaineHHs ximiotepanii, M. Ozeca

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2313 Big 12.12.2018

HasBa kytiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTta

«PanziomisoBane, TofBiliHe criine, male60-KOHTpoiboBaHe mociimkenHs 111 ¢a3u mopiBHAHHS
nemOposnizymadby (MK-3475) 3 xiMmioTeparii€to Ta ximioTepariero 3 1uiaie6o /s Tepariii mepiioi

JMiHII NpU  NEepCUCTYHOUOMY,

peLMBHOMY ab0 MeTacTaTUUHOMY PpaKy IIMAKA MaTK{

(KEYNOTE-826)», MK-3475-826, 3 inkopriopoBaHot0 noripaBkoto 08 Biz 10 uepBHsi 2022 poKy

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifnoBiganpHicTI0O « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHUHOr0 yNpaB/IiHHSA

Tapac ISICKOBCHKUM

(nmigrmuc)

(Bnacue im’s TTIPI3BUILIE)




Honatok 16

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «IIpo 3aTBepaKeHHsI CyTTEBUX
TIONPABOK IO ITPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallist CyTTeBOI MOMpaBKU

Bporrypa pocnigavka Omamapub (Olaparib) (AZD2281, KU-0059436), BuganHs 22 Big 26 ciuxs
2023 poky, aHr/IilCcbKO MOBO; YKpaiHa, MK-7339-001/ENGOT-ov43/GOG-3036, [lonioBHeHHsI
o iHdopmalii Ta AOKyMeHTy Mpo iH(OpPMOBaHy 3rofy [/s Tali€HTa [Jis JiKyBaHHS T/
riporpecyBaHHs xBopobu, Bepcis 01 Big 11 TpaBHs 2023 poKy yKpaiHCbKOIO MOBOO; 3MiHa Ha3BH
MIiCIIs MPOBe/IeHHsI K/TiHIUHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Cymuos /1T K.M.H. Cymnos /I.T".
OO6sacHuii KoMmyHanmbHUM 3akiaas CymcbKuid | KomyHanbHe HeKoMepIjiliHe — ITiTIPUEMCTBO
obsacHu K/TiHIYHAH oHkosoriuani | Cymcekoi  obmacHoi  pagm  «CyMCBbKuiA
JIMCTIaHCep, OHKOTiHeKOJIoTiuHe BiAfiieHHs, | 00/acHUM KMiHIUHUN OHKOOTiUHUN LIEeHTP»,
M. Cymu OHKOTiHeKoJIoTiuHe BigaisieHHs, M. Cymu
3MiHa BiilOBilaAbLHOIO AOCIIHHUKA:

BYJIO CTAJIO
K.M.H. Tpyxin [1.B. nikap Kpacnorpyzs FO.C.
KoMyHanbHe HekoMepljiiHe TMiANpueMCTBO | KomyHa/ribHe HeKoMepliiiiHe —MiANPUEMCTBO
«Opecbkum perioHanbHUN KIiHiuHuk | «OmecbKuit perioHabHUN KJIIHIYHUA
MIPOTUITYX/IMHHUH LleHTp» Ofecbkoi 00/1acHOl | MPOTUMYXJIMHHUN 1ieHTp» Opecbkoi obiacHoi
pajin», BiTiieHHs XimioTepanii, M. Ogeca pajiv», BigaisieHHs1 Ximiotepanii, M. Ogeca

Howmep Ta fata Hakasy MO3 1ipo
TpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta fara

«PangowmizoBaHe, mozBiiiHe ciine gociimkenHst III dasu mpoBegeHHs xiMioTeparii 3 abo 0e3
nemMOposisaymaby 3 ToJa/nbIiUM TMiATPUMYIOUMM JIiIKyBaHHSIM osiariapuboM abo Tutarebo st
Tepartii repioi JIiHil y TaIrfieHTiB 3 pO3MOBCIO/PKEHNM erliTeslialbHUM pakoM sieuHukiB (EPS) Ge3
myTayiii y redi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-
ov43/ GOG-3036, 3 iHKopnopoBaHoto 1orpaBkoro 04 Biz 07 mmctonazga 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BizinoBifanbpHicTI0O «MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHEKII

(migruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

[Hdopmatiist Ans natjiedta Ta gopma iHGOpPMOBaHOI 3roJu, ocTaTovyHa peAakiis 7.0 aas YKpainu
Bif 04 TpaBHs 2023 p., OCTaTOUHWI TlepeK/IaZ 3 aHIJIiIMCbKOI MOBM Ha yKpaiHCbKY MOBY Bif 10
TpaBHs 2023 p., 0OCTaTOYHMI NepeKa/ 3 aHIJiCbKOI MOBU Ha pPocikicbKy MoBY Bif 10 TpaBHs 2023
p.; 30inbllIeHHs 3arlaHOBaHOI KiTbKOCTI ZOCTIPKYBaHUX /i1 BK/IIOUEHHS Yy BUMPOOyBaHHS B
Yxkpai#i 3i 180 g0 220 ocib

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1275 Big 06.07.2018

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«bararorieHTpoBe paHjiOMi30BaHe, IMO/BIMHO CJiiTe, Miarie00-KOHTPOIbOBaHe AocCmimKeHHs [T
(ha3u 3 MeTO0 OL[iHKM 03aHIMOAY /il MPUOMY TlepopaabHO TIPU TIPOBe/IeHHI iHAYKI[iHOI Tepartii
raiieHTam i3 cepeJHbOTSHKKHUM abo TsHKKUM Tiepebirom xBopobw Kpona B akTuBHiN (opmi
(mocnimkenHs: Ne2 3 oLiHKM iHAyKLiWHOI Teparii)», RPC01-3202, pegakiis 6.0 Big 14 uepBHs
2021 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OEMEXXEHOTO BIATIOBIJTAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenpkeH InrepHernn II Capa» (Celgene International II Sarl), [IIBefinapis

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

[Hdopmatiist Ans natjiedta Ta gopma iHGOpPMOBaHOI 3roJu, ocTaTovyHa peAakiis 7.0 aas YKpainu
Bif 04 TpaBHs 2023 p., OCTaTOUHWI TlepeK/IaZ 3 aHIJIiIMCbKOI MOBM Ha yKpaiHCbKY MOBY Bif 10
TpaBHs 2023 p., 0OCTaTOYHMI NepeKa/ 3 aHIJiCbKOI MOBU Ha pPocikicbKy MoBY Bif 10 TpaBHs 2023
p.; 30inbllIeHHs 3arlaHOBaHOI KiTbKOCTI ZOCTIPKYBaHUX /i1 BK/IIOUEHHS Yy BUMPOOyBaHHS B
Yxkpai#i 3i 180 g0 220 ocib

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1275 Big 06.07.2018

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«bararorieHTpoBe paHjiOMi30BaHe, IMO/BIMHO CJiiTe, Miarie00-KOHTPOIbOBaHe AocCmimKeHHs [T
(ha3u 3 MeTO0 OL[iHKM 03aHIMOAY /il MPUOMY TlepopaabHO TIPU TIPOBe/IeHHI iHAYKI[iHOI Tepartii
raiieHTam i3 cepeJHbOTSHKKHUM abo TsHKKUM Tiepebirom xBopobw Kpona B akTuBHiN (opmi
(mocnimkenHs Nel 3 owiHKM iHAyKLiWHOI Teparii)», RPC01-3201, pegakiis 6.0 Big 14 uepBHs
2021 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOFO BIATIOBITAJIBHICTFO «I1I EC AM-YKPATHA»

CnoHcop, KpaiHa

«CenpkeH InrepHernn II Capa» (Celgene International II Sarl), [IIBefinapis

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

OHoB/leHWI TMPOTOKON KiiHiuHOrO BUIpoOyBaHHs, Bepcisi 6.0 Bim 31 6Gepe3ns 2023 poky
aHrinicekoro MoBoro; JlonmoBHeHHss NeO1 Bif 30 ceprus 2022 poky go bpouypu pociaigHuka
JOCTiHKyBaHOro JiKapchKoro 3acoby /[ocrtapsiimab (Dostarlimab) (GSK4057190A (Takox
Bifomoro sik TSR-042)), Bepcis 07 Biz 20 kBiTHS 2022 poKy aHIIiHCHKOI0 MOBOKO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUNPOOYBaHHS

Ne 767 Big 02.04.2020

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCid Ta fara

«PaHgomi3oBaHe To/BikiHe cilire GaraToljeHTpoBe AocikeHHs da3u 3 gocrapiiMady (TSR-042)
B KOMOiHaIfii 3 KapOoryaTMHOM i MakK/IiTakceJoM TOpPiBHSHO 3 Tanebo B KOMOiHarjii 3
KapborylaTUHOM i TaK/TliTaKCe/IoM Y TIALliEHTOK 3 PeLlMAMBHUM abo MepBUHHUM TIOIIMPEHUM PakoM
ergometpiro (RUBY)», 4010-03-001, Bepcist 4.0 Big 31 6epesnst 2022 poky

3asiBHUK, KpaiHa

TOBAPVCTBO 3 OBMEXXEHOI BIJTIOBIJAJIBHICTHO «DAPMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPATHA» (TOB «PPA YKPATHA»)

CrioHCOop, KpaiHa

TESARO, Inc., CIITA

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

OHoBnieHUI TPOTOKO/ KiiHiuHOro gociimkeHHss No. BAY 80-6946 / 17067 Bepcis 8.0 3
iHTerpoBaHoto norpaskoro 12 Biz 09 mororo 2023 p.

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 43 Big 27.01.2016

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[|, BepCisd Ta jara

«®a3za III, pangomizoBaHe, To/BiliHe ciire, raleb0 KOHTPOJIbOBaHe JOC/i/PKeHHS] BU3HAUeHHs
edekTuBHOCTI Ta Oe3meyHocTi Komadsaici0y B KombOiHamii 3 purykciMaboMm y Talli€eHTiB 3
peLuaAuBOM iHAOMeHTHOI B-kaiTuHHOI HexopkKiHCcbKoI iMpomu (iHXJT) — CHRONOS-3», No.
BAY 80-6946 / 17067, Bepcis 7.0 3 iHTerpoBaHoro nonpaskoro 11 Big 22 tpasus 2020 p.

3asiBHUK, KpaiHa

TOB «baiiep», YKpaiHa

CnoHcop, KpaiHa

«baiiep AI'», HimeyurHa

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTIPI3BUIIIE)



HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

16.06.2023 Ne 1105

InenTudikallis CyTTeBOI MONpaBKU

OnoBnenuti [IpoTokon kniHiuHoro BurnpoOyBaHHs GO29527, Bepcist 11 Big 16 motoro 2023 p.,
aHrJ/Iifickkoro MOBorO; IHdopmatiis Ans maijieHTa i gopma iHpopmoBaHoOi 3rogu, Bepcis 15 ans
YKpaiHu aHrmiicekoro MoBoto Bif 20 Gepe3ns 2023 p.; Indopmaris s mariedta i dopma
iHpopmoBaHoi 3rozau, Bepcisi 15 gy YKpaiHu ykpaiHCbKOH MoBOwO Bin 20 Oepe3nsi 2023 p.;
[ndopmariisi ans maijieHta i gpopma iHpopMoBaHOI 3roau, Bepcisi 15 ayig YKpalHU POCiMCBKOIO
MoBoio Bifg 20 Oepesnst 2023 p; 3MiHa BiANOBiZaIBHOTO AOCHIJHMKA Ta 3MiHAa Ha3BM MiCLis
TIPOBe/IeHHS] BUTIPOOYBAHHSI:

BYJIO CTAJIO
K.M.H. Tpyxiu [.B. nikap KpacHorpygs FO.C.
KomyHanbHa ycTaHoBa «Opecbkuii obsacHui | KoMyHanmbHe HEKOMepIfilHe — ITiJTIPUEMCTBO
OHKOJIOTiYHMM JIMCTIaHCep», ctarjioHap | «OecbKuii perioHabHUN KJTIHIYHUM
JIeHHOT'0 riepeOyBaHHs JVICTIAaHCePHO- | TIPOTHITyX/IMHHWHN 1eHTp» OpechKoi 06sacHoi
TOJIiKMiHIYHOTO BiaaineHHs, M. Oneca pajuv», BifgiieHHs XimioTeparii, M. Ozneca

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 549 Big 27.08.2015

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«3s1 da3a, BigKpuUTe, paHAOMi30BaHe [OCJi/PKeHHS [Js1 OL[iHKA e(eKTUBHOCTI Ta Oe3meKku
nperiapaty Ate3omizymab (ANTI-PD - L1 aHTUT/IO) B TIOpiBHSHHI 3 ONTHUMAaJbHOIO
MiJTPUMYIOYOIO Tepalrli€ro Mic/s aj’ FoBaHTHOI XiMioTeparnil ocHOBaHOi Ha LlycriiaTuHi y narjieHTiB
3 TIOBHICTIO pe3eKTabe/bHUM HeApiOHOKIITHHHUM pakom JjiereHb IB-IIIA crazii», GO29527,
Bepcis 10 Bif 03 ymotoro 2022 p.

3asiBHUK, KpalHa

ToBapuctBo 3 OO6MmexeHoro BianoBigampHicTIO  «KOHTpaKTHO-ZOCTIHULIKA — OpraHi3arlis
InHO®apM-YKpaiHa»

CrioHCOp, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xodbdmann-JIst Pomr JITa», I11Beiiiiapis)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TTPI3BUIIIE)



