Hopartok 1

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hocwe pocrmimKyBaHoro mikapcekoro 3acody BBT-401-1S, Bepcis 1.1 Big 06 xBitHs 2021 poky,
aHTJIiCBbKOI0 MOBOIO; 3anyueHHs AojaTKoBoi BUpoOHMUOi AinsgHku Almac Clinical Services (Ireland)
Limited, Ipmanpis aas gocmimpKyBaHOro Jiikapcbkoro 3acody BBT-401-1S Ta BignoBigHoro mare6o,
karicysii 1o 200 mr; BKIroueHHs 10JaTKOBMX MiCIlb TIPOBE/IEHHS K/TiHIYHOTO BUMPOOYBAHHHS:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA

/1 HasBa MmicLisi ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 K.M.H. Kiznosa H.M.

Menuunuii 1eHTp ToBapucTBa 3 00MexeHO BifmnoBiganbHicTIO «Okcdops Meavkan-
Binnnug», m. BiHHULSA

2 K.M.H. KpaBuenko T.I'.

KomyHanbHe HekoMmepLiiiHe mifnpueMcTBo «KuiBcbka MicbKa KiiHiuHa JikapHs Nel8»
BUKOHABYOro oprany KuiBcbkoi mickkoi pagu (KuiBcbKoi MiChKOI ZiepKaBHOI agmiHicTpatlii),
TPOKTOJIOTiYHe BifJisieHHs, M. K1iB

3 nupekTop Mamunpka A.I1.
KomyHanbHe HekoMepljiliHe MiANPUEMCTBO «XepCOHChbKA MiCbKa KJ/iHiUHa JiKapHs
iMm. €.€. Kapabenema» XepCcOHCBHKOI,MiCbKOI pajid, TracTpOTepareBTUYHe BifiNeHHs,

M. XepCoH

Howmep Ta faTta Hakasy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUTIPOOYBaHHS




2 MPOJOBXKeHHA JojaTtka 1

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanoMi30BaHe, mojBiliHe crirne, TIarie00-KOHTPOIBOBaHe A0C/TiHKeHHs Tipeniapaty BBT-401-1S mipu
repopajbHOMY 3aCTOCYBaHHI y MMAaLji€HTIB i3 BUPa3sKOBUM KOJIITOM CepeJHbOr0 Ta BaKKOI'0 CTYIeHf, L0
BKJ/IIOUAE Bi/ITIOBiAb-afanTUBHY TMOABiMHY ciiny a3y mojoBxkeHOro mikyBaHHs», BBT401-UC-005,
Bepcid 4 Bix 14 rpygns 2020 p.

3asgBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOIIMEHT YKPATHA»

CnoHcop, KpaiHa

Bridge Biotherapeutics, Inc., Pecriybrika Kopes

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hoparok 2

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

Hocwe pocmimpkyBaHoro mikapcekoro 3acoby SEL-037, Bepcis 1.2 Big 01 kBitha 2021 poky; [ocke
JoCTimKyBaHoro Jiikapcbkoro 3aco0y SEL-110.36, Bepcis 1.2 Big 26 Gepe3nst 2021 poky; ITooBkeHHS
CTPOKY TIPUJATHOCTI [JOC/iKyBaHOTO Jiikapcbkoro 3acoby SEL-037, 3 24 no 36 micsiiB; ITogoBkeHHs
CTPOKY TIPHUZAATHOCTI JAOC/Ii/PKyBaHOTO Jlikapcbkoro 3aco0y SEL-110.36, 3 36 g0 42 MicsiiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30oBaHe, TOABiliHe-cine, TUIale00-KOHTPOIbOBaHe [JOCTipKeHHs1 rmpernapaTy SEL-212 vy
MaLieHTIB 3 MoAarporo, pedpakTepHOIO [0 CTaHAApPTHOI Tepamii», SEL-212/302, Bepcis 5.0 Big 30 K0BTHS
2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa

Selecta Biosciences, Inc., USA/ «Cenekra baiocaeHcis, Ink.», CIITA

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOT0 3a0e3meueHHsI Onekcanagp KOMAPIJA




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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

KopoTka xapakTepucTvKa Iiperapary IOpiBHAHHA KosicTUMeTaT HaTpito, MOPOLLOK [Ji IPUrOTYyBaHHS
KOHILIEHTpaTy [/ PO3uuHy ma iHdy3id, 2 Migbiionn MixHapoguux Opunuib (Colomycin), Bif
07 rpygns 2020 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TpocniekTiBHe paHJOMi30BaHe OaraTolleHTPOBe BiJKpUTe TOPiBHSJIbHE AOCTIMHKeHHS ¢asu 3, 1o
TPOBOJMTHCA B Mapase/ibHUX Ipymax i3 3aC/IilJIeHUM LieHTpaJlbHUM OL[iHFOBaHHSIM 3 METOH BH3HaueHHS
edekTUBHOCTI, Oe3meyHOCTi Ta TlepeHOCMMOCTI KoMOiHarii a3rpeoHam-aBibakram (ATM-AVI)
+MeTpoHizfason (MTZ) y nopiBHsiHHI 3 MeporneHeMzKkonicTuH (MER+COL) ass1 niKyBaHHS CeplO3HUX
iH(eKIili, 3yMOB/IEHUX TPAMHETaTUBHUMU OaKTepisMu, BKIFOYHO 3i CTIMKUMH /10 6araTOKOMITOHEHTHHX
NMKapChbKUX 3aco0biB 30yJHUKaAMH, 1[0 TIPOAYKYIOTh MeTano-6eTa-nakramasy (MBL), A/t IKUX BapiaHTH
JiKyBaHHS 0OMeXkeHi abo BigcyTHi», C3601002, 3 morpaekoro 1 Big 05 mumHs 2018 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«®atizep Iuk.», CIIIA / Pfizer Inc., USA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA




HopnaTok 4

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi 3MiHa Ha3BM MiCLisI TTPOBe/IeHHS K/TiHIYHOTO BUTTPOOYBAHHSI:
TIOTIPaBKU byno Crano
I.M.H., ipod. Apemenko O.b. I.M.H., ipod. fApemenko O.b.

KuiBcbka Micbka KiiHiuHa JjikapHa Ne 3, | KomyHasbHe — HekoMepliiiiHe — MiATIPUEMCTBO
peBMarosioriuHe  BiggineHHsi, HarijioHanbHuii | «KuiBcbka MickbKa KiHIiUHa jtikapHs — Ne3»
MeguuHUM yHiBepcuteT iMeHi O.O. boromosiblis, | BUKOHaBUOro opraHy KHWIBCbKOI MiCbKOI paju
Kadezpa BHyTpilIHbOI MeauLHU Ne 3, M. KuiB (KuiBcbKOi MichKOi JlepkKaBHOI a/iMiHicTpaliii),
KapzioJioriyHe BifiieHHs 3 TasaaToro
IHTEHCMBHOI  Teparmii, B T.4. 3 JIDKKamMu
iHapKTHOrO Ta peBMaroJioriuHoro Tmpodisto,
HaijioHanbHuii MeJUUHUN YHiBepCUTEeT iMeHi
0.0. bBoromonbls, Kadeapa  BHYTPILIHBOI
MeauiHu Ne3, M. KuiB

3MiHa Bi/ITTOBI/ILHOT'O OCTiTHAKA Ta HAa3BU MICI[sl TTPOBe/IeHHsI K/TiHIYUHOTO0 BUIPOOYBaHHS:
byno Crano

IO.M.H. Pekanos [I.T". K.M.H. Punzina H.I'.

KomyHanmbHa ycTaHoBa «3aropi3bka o6macHa | KoMyHa/ibHe — HeKOMepIjiliHe — TiATIPUEMCTBO
KJIiHiUHa siKapHsi» 3aropi3bkoi obiacHoi pagM, | «3amopisbka  oOsacHa — KIIiHIYHA  JTiKapHSI»
BifisieHHs peBMaToJIOr il 3 LIEHTPOM | 3aropi3pKoi  obsacHOi  pajd,  BiAgineHHs
iMmyHoOiooriyHo1 Tepartii, M. 3amopixoKs KJ/IiHIYHOI IMyHOJIOril, peBMaToJIOTrii 3 L|eHTPOM
ximioTepanii, M. 3anopixoKs




2 TPOJIOBXKEHHS ojaTKa 4

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 211 Big 07.02.2018

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

Panziomi3oBaHe, Mo/iBiliHe cire, iarie00-KOHTPOJIbOBaHe AocuipkeHHs [V ¢a3u, B mapanenbHUX Tpyriax
JU1s1 OL[iHKY eheKTHBHOCTI Ta Oe3mneky rosnimymaby (MK-8259 [SCH 900259]) micsst BigminM TiKyBaHHS Y
MOPiBHSIHHI 3 JIIKYBaHHSAM, II[0 TpuBa€ (MMOBHa abo CKOpoueHa CXeMH JIiKyBaHHS) y TIAI[iEHTIB 3
aKCiaJIbLHUM CTIOHUI0APTPUTOM 0e3 peHTreHosIoriuHux 03HaK, MK-8259-038, Bepcist 3 iHKOPIIOpOBaHOI0O
rionipaBkoto 01 Bizg 21 6epe3ns 2017 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHOI0 BifimoBigampHicTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», nouipue nianpuemctBo «Mepk Exg Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(apmareBTHUHOTrO 3a0e3MeueHHA Onexkcangp KOMAPIJA




HonaTtok 5
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU 3asiBHMKA KiiiHiuHOTO BUpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesc
YkpaiHa»; Kaptka 3 HaragyBaHHsM Tipo BisuTH, Bepcisi 1.0 Bixm 10 rpyans 2020 p. aHrilcCbKoORo,
yKpalHCBKOIO Ta pociiickkoro MoBamu; [lepestik aHasi3iB Ta o6cTexkeHb, Bepcis 1.0 Big 10 rpyans 2020 p.
aHrJIiNCcbKO0, Ta yKpaiHCbKOor MoBaMu; KAR-008_bpouirypa nauienTa, Bepcis 1.0 Big 30 nmucromnaza
2020 p. aHriACbKOIO, YKpaiHCBKOIW Ta pociiicbkkoro MoBamu; KAR-008_Bpoirypa gis ocib, 1mo
3piticHioroTe gornsg _ Bepe. 1.0_ 30 nmucromaza 2020 p._aHT/ilicbKORO, YKpPaiHCBKOK Ta POCIMCHKORO
MoBamu; KAR-008_ITpuBitanbHuii aucT Ao naijieHTa, Bepcis 1.1 Bix 04 ciuns 2021 p. aHTriHCBKORO,
YKpalHCbKOIO Ta POCiMChKOI MoBaMu; IHdopmallis Tpo AOMOMDKHI TpegMeTH AJisl Mallie€HTiB (CyMKa,
PYYKa, 3apsiAHUN MPUCTPil, O/0KHOT, muismka ) Big 04 ciuas 2021 p. aHrmilickkoro moBoro; KAR-008_
MarHiT 3 KOHTakTaMHu JOCTiZHULILKOrO LieHTpy, Bepcisg 1.0 Big 25 BepecHs 2020 p. aHr/ilicbKOwO Ta
YKpalHCbKOIO MOBaMHU

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute aojaTKOBe JOCTIMHKEHHS Ui OLIIHKM /[JOBTOTPHBA/Oi 0e3reuHOoCTi, MepeHOCHMOCTi Ta
edektrBHOCTI TiperapaTy KarXT y matiieHTiB 3 mm3odpeHieto 3a kpuTepismu DSM-5», KAR-008, Bepcis
2.0 Big 23 xoBTHA 2020 poKy

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CrioHcop, KpaiHa

Karuna Therapeutics Inc., United States (CILIA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




HonaTtok 6

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4eHHs! I0IaTKOBOTO MiClisl TPOBe/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 3aB. Bif. Ocinug I'.I1.

KomyHanbsHe migrnpueMctBo «IlosnraBa obiacHa kiaiHiuHa fikapHs iM. M.B. CkiidocoBcsKoro
[TonTaBcbkoi obmacHOi pagu», BigginenHs remogianizy Nel Ilentpy Hedposiorii Ta amiamisy,
M. [lonTaBa

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUIIPOOYBaHHS

Ne 2110 Biz 16.09.2020

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe mMo/BiliHe CcrliMe, y Tapajie/lbHUX TpymaX, I/1ale00-KOHTPO/IboBaHe 0araTolieHTPOBe
JIOCJTi/DKeHHsT 3 OL[iHKK Oe3reKu Ta TepeHOCHMMOCTI IIOMICSYHMX MiAIKipHUX BBeJeHb 0COIMMaly y
KOTropTaX HU3bKOI Ta BUCOKOI /103 y TALi€HTIB i3 TepMiHA/ILHOIO CTa/li€l0 XPOHIYHOI XBOPOOUW HUPOK Ha
perynspHoMy remogianizi (TCXXH)», No. BAY 1213790 / 20115, Bepcist 1.0 Big 16 6epe3ns 2020

3asgBHUK, KpaiHa

TOB «batiep», Ykpaina

CnoHcop, KpaiHa

baitep Al', HimeuunHa

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3nMeueHHs Onekcanap KOMAPIJA

Hopartok 7



[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «IIpo 3aTBepiKeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»
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Inentudikaris cyrreBoi OHoBJIeHHI MPOTOKOJI KiliHiuHOTO BUrpoOyBaHHs P2-IMU-838-UC, dinamsHa Bepcis 5.0 Big 26 moToro
TI0IpaBKU 2021 poky, aHrjilickkoro MoBOw; OHOBEHe [IOCbE€ JOCTIPKYBAaHOTO JIiKapCbKOTO — 3acoly
IMU-838/BifodnyaimMmyc kKanbliito, Tabaetku 5 Mr/15 Mr/22.5 Mr Ta AOCTiI)KyBaHOTO JIiKapChbKOTO 3aco0y
IMU-838-RC/Bimoduynimyc Kanbljito, Tabsetku 5 mr/15 mr/22.5 mr/30 mr/45 wr, Bepcis 11 Bix 14
rpyzHs 2020 poky, aHr/ilicbKor0 MoBor; OHOBJIEHE [JOChE 0C/IiZKyBaHOT O JliKapcbKoro 3aco0y rare6o
nmo IMU-838/Bigodnyaimyc kanbiito Ta g0 IMU-838-RC/Bimoduyaimyc Kasnbliito, TabneTku, Bepcis 7 Bif
14 rpyaus 2020 poky, aHrJjitickkoro MoBoto; OHOB/eHa Opoiiypa gocnigauka IMU-838/Bigoduyaimyc
Kanbllito, ¢iHampHa Bepcis 6.0 Big 10 6Gepesnss 2021 poky, aHr/iMcbKO0 MOBOw; OHOBIeHUH
iHdopMariiiiHuii rMcToK narjieHTa Ta ¢opma iHdopmoBaHoi srogau (IJITT/PI3) ans Ykpainu, ¢iHanbHa
Bepcist 6 Big 22 Gepe3nst 2021 poky Ha ocHOBi ¢iHampHOI Matictep Bepcii 5 Bif 18 6epesnst 2021 poky
aHTTiMChKOI0, YKPaiHChKOI Ta pociiicbkkoro moBamu; OHOB/ieHMM iHdopMalliiHuM JIMCTOK MallieHTa Ta
topma iHndbopmoBanoi 3roau (IJITT/PI3) Ha yuyacTh y AOAATKOBOMY [AOCTIKeHHI JapMaKOKiHeTHKHU, AJis
Ykpainu ¢inanbHa Bepcis 2 Big 22 6epesnst 2021 poky Ha OCHOBi (hiHanbHOI Maiictep Bepcii 4 Bif
17 6Gepe3ns 2021 pOKy aHITMCHKOI, YKPaiHCBKOK Ta pOCiHicbkoro MoBamu; OHOBJIEHMH 3Dpa30K
MapKyBaHHS JociimKyBaHoro mnpernapaty IMU-838 anis 3aciirieHoro repiofly jsikyBaHHs, Bepcis 1 Bif
26 ciung 2021 poky; OHOBIeHMM 3pa30K MapKyBaHHSl [oC/i/pKyBaHoro mpernapary IMU-838 pans
BiZIKpUTOTO Tiepiofy MiKyBaHHs1, Bepcis 1 Bix 27 ciuns 2021 poky; 3anyueHHs! [0JJaTKOBUX BUPOOHUYMX
IISTHOK 7T OCUTiZPKYBAHOTO JiKapchKoro 3acoby IMU-838/BigoduygiMmyc Kasnbliito Ta [OC/TiIKyBaHOTO
mikapcekoro 3acoby IMU-838-RC/Bimodynimyc kambrito, Tabmetku: Fisher Clinical Services UK
Limited, Benmuko6puranist; Fisher Clinical Services GmbH, IIsetitjapis; Fisher Clinical Services GmbH,
HimeuunHa; 3anmydeHHs [OJAaTKOBUX BUPOOHWUMX AITHOK AJIST JOC/i/)KYBaHOTO JiKapChKOTO 3acofy
nnatebo o IMU-838/Bimodaynimyc kanbijiro Ta mianebo go IMU-838-RC/BimodutyaiMyc Kasbliito:
Fisher Clinical Services UK Limited, Bemukobpuranis; Fisher Clinical Services GmbH, IlIBeiiiapis;
Fisher Clinical Services GmbH, HimeuuuHa; 3anyueHHs [0JATKOBUX MiCIb MpPOBeJEHHs KJIiHIYHOTO
BUTIPOOYBaHHS:
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No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicList ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 nikap Jlorganizi T.I.

KomyHanbHe HekoMmepriiliHe mianpueMcTBo KuiBcbkoi obsacHOi pagu «KuiBcbka o6sacHa
KJIiHIUHa JIiKapHs», TeparneBTUYHe BifjisieHHs, M. Kuis

2 rosoBHuH jikap Ilyrau M.M.

MeauuHuii 1IEHTP TOBAapUCTBa 3 OOMEXEHOI BiAMoBifanbHiCTIO «MeguuHa KiiHiKa
«bnaromen», JiKyBaJbHO-AiarHOCTUYHUN MiAp03aia, M. KuiB

3 K.M.H. Heuunypenko T.b.

Mennunuii  11eHTp «RCLIN  Ukraine» TOoBapucTBa 3 00OMEXEHOW BiZNOBiZaIBHICTIO
«Kapgiokom», cmT. Ko3uH, O6yxiBcbKui p-H, KuiBcbKa 0671

3MiHa BiZIITOBiIaIbHOTO JOC/TiAHMKA Y MiCIli POBe/IeHHs K/TiHIUHOTO BUITPOOYBaHHS:

Bysno Crano

Jiikap 3iHueHKo M.B. K.M.H. [ITexoBrjoBa FO.O.
KomyHanbHe — HekomepiitiHe — mianpueMcTBo | KoMyHanbHe — HeKOMepLiiiHe  MiANPUEMCTBO
XapkiBcbkoi obmacHol paau «O6macHa KiiHiuHa | XapKiBckKoi 06sacHOi pagu «Ob/acHa KiliHiuHa
JIIKapHS1», racTPOEHTepOoJIOriuHe  BifAJi/JieHHs, | JiKapHsa», TacTPOEHTEepPOJIOTiuHe  BiJJi/eHHs,
M. XapKiB M. XapKiB
3MiHa Bi/ITOBi1aIbHOTO OC/TiIHMKA Y MICITi POBe/IeHHs K/TiHIUHOTO BUITPOOYBaHHS Ta 3MiHa Ha3BU
MICIIst POBe/IeHHsT K/TiHIUHOTO BUMTPOOYBaHHS:

Byso Crano
JliKap |MapKeBHq I.JI.| nikap Ckubaso C.A.
KuiBcbka Micbka  KiiHiuda JiikapHsa Nel, | KomyHaneHe — HekoMmepliliHe — IiJIIPUEMCTBO
TeparieBTUYHe BiazisieHHs: Ne2, M. Kui «KuiBcbka MicbKa KiiHiuHA JiikapHa Ne 1»

BUKOHaBYOro opraHy KwuiBcbKoi MiCbKOI paau
(KuiBcbKOI MiCBKOI Jlep>KaBHOI a/MiHicTpaLiifi),
TepareBTUYHe BiagineHHs Ne 2, M. Kuis
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1132 Biz 15.06.2018

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«®a3a 2, GararolleHTpOBe, paH/OMi30BaHe, MOABilHe cJime, rialie00-KOHTPOIbOBaHEe JOCTiKeHHs 3
METOI0 BW3HAUeHHs [I03U /i1 OIiHKK edeKTUBHOCTI Ta Oe3meku miperapaty IMU-838, o
BUKOPHUCTOBYETBCSI B AKOCTi 3aco0y iHAYKI[iHHOI Ta miATpuMyrouoi Tepariii NPy BUPA3KOBOMY KOJIITi
cepeHBOTO Ta TSHKKOTO cTyneHsi», P2-IMU-838-UC, dinanbsHa Bepcis 4.0 Big 17 BepecHsi 2019 poky

3asiBHUK, KpaiHa

TOB «<KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CrioHcop, KpaiHa

Immunic AG, HimeuunHa

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

I'enepanbHui JupekTop /AupekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIJOA




HonaTok 8
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHUI TIPOTOKOJ KTiHiYHOTO BUNpoOyBaHHs MK-3475-866, 3 iHKopriopoBaHor mornpaBkoto 02 Bif
15 rpyans 2020 poky, aHraificekoro MoBoro; bpomypa pocnignuka /13 MK-3475, Bupannas 20 Bij
08 6epe3snst 2021 poKy, aHITIMCEKOK MOBOIO; 30i/bIIIeHHS Ki/TbKOCTi 0C/Ti/pKyBaHHUX B YKpaiHi 3 100 go
130 ocib

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanpoMizoBaHe, moBiiiHe ciine pociimkeHHs 111 da3u A OLiHKM MepiornepaijiiHOrO 3aCTOCyBaHHS
nembponizymaby (MK-3475) y komOiHamii 3 HeoaJ'TOBaHTHOK XiMiOTeparii€lo TOpPiBHSAHO 3
nepionepariiHAM 3aCTOCYBaHHsIM I1arieb0 y KoM0OiHallii 3 Heoa/'FToBaHTHOIO XiMioTeparii€lo B y4aCHHKIB
3 M'SI30BO-iHBa3UBHUM DAKOM CEUOBOTr0 MiXypa, MpuaaTHuX Ajs aikyBaHHs UucriatiHoM (KEYNOTE-
866)», MK-3475-866, Big 07 6epe3Hs 2019 poky.

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




HonaTok 9

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4eHHs! I0IaTKOBOTO MiClisl TPOBe/IEHHSI K/TiHIYHOTO BUMPOOYBaHHS:

Ne
/1

Has3Ba miclis ipoBe/ieHHsT KJTiHIYHOTO BUTMPOOYBaHHS

[1.I.b. BigmoBifa/bHOro AOC/TiIHAKA

1

J.M.H., ipog. 3aiites B.1.

Ob6siacHe KOMyHa/IbHe HeKOMepIiiliHe miArnpueMcTBo «YepHiBeljbKa o6iacHa KiliHiuHa JiKapHs»,
YPOJIOTiUHMY Migpo3aia, M. YepHiBLi

Howmep Ta fata Haka3sy
MO3 1oz 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure,

OJJHOTPYTIOBe, [10/laTKOBe [OC/i/KeHHs1 [yisi 3abe3reueHHs] TIPOJIOBXKEHHS JIiKyBaHHS
[lapoJIyTaMiZioM TIAI[iEHTIB, fKi Oy/sM BK/IIOUeHi y TomepejHi OCTiKeHHsT KommaHdii Bawiep», BAY
1841788/ 20321, Big 02 ciuns 2020

3asiBHUK, KpaiHa

TOB «batiep», YKpaiHa

CnoHcop, KpaiHa

baitep Konceromep Kep AT, IlBennapis

CynyTHi
MaTepianv/ripernapaTi
CyNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




Honatok 10

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

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

[TojoB>KeHHs Tepiofy TpoBeZieHHs1 K/IiHIiUHOrO BUMpoOyBaHHs B YKpaiHi 3 31 rpyans 2019 poky zmo
05 ceprast 2022 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBaHe 11aleb0 -KOHTPOJTbOBaHe A0CiKeHHs (a3u 3 KapOorutaTuHy Ta nakiaitakceny 3 [TAPII
inribiTopom Beminapubom Ta 6e3 ITAPII inribitopy Benimapuby (ABT-888) mpu HER2-HeratuBHOMY
MeTacTaTUUYHOMY abo JIoOKa/IbHO ToIMpeHoMy HeoriepabenbHOMYy BRCA-acoriiiioBaHOMY paKy MOJIOUHOL
3a/103u», M12-914 | 3 iHKOopriopoBaHUMHU AIMiHICTpaTUBHUMU 3MiHamMu 1, 2 , 3 Ta 4 i nornpaskamu 1, 2, 3
Ta 4 Big 23 nunHsa 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacsktoTikanz 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HopaTok 11

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITTOBiIa/TbHOTO TOC/TiTHUKA Ta 3MiHAa HAa3BH MIiCIis MPOBe/IeHHs K/IiIHIYHOTO BUITPOOYBaHHS:
byno Crano

JliKap |MapKeBHq I.JI.| sikap Llapunua H.II.
Meauunnii neHTp «OK!KiiHik+» ToBapuctBa 3 | Meanunuii neHtp «Ok!KiiHik+» ToBapucTBa 3
0OMEXXEeHOI0 Bi/INOBiJaNnbHICTIO «MiKHapogHuii | 06MeXXeHOI BiNnoBifanbHICTIO  «MiKHApOHUI
IHCTUTYT K/IIHIYHUX JOCTipKeHb», M. KuiB IHCTUTYT  K/HIYHUX  JOCJII[KeHb»,  BiJJin
racTpPOeHTEepOJIOTIl Ta rernarToJIorii CTalioHapHOTO
BigmineHHs, M. Kui

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

«baraTolieHTpOBe, paHZOMi30BaHe, MOABiliHe Cilimne, TMIalEe00-KOHTPO/bOBaHe 52-THXKHEBE BiJKpHUTe
MPOZIOBXKeHe /IOC/Ii/PKeHHsS TMiATPUMYyIOUoi Tepamii /i BHBUeHHs1 egeKTMBHOCTI Ta Oe3neuHoCTi
Picankizymaly y maijieHTiB 3 BMpa3KOBUM KOJITOM, y SIKUX CIOCTepirasacs BiAMOBifb Ha iHAYKIIilHY
Teparito y gociimkeHHi M16-067 abo M16-065», M16-066, iHkopriopoBaHMii moripaBKamu 1, 2 Ta 3 Bif
20 kBiTHs 2020 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacktoTikan3z 'm6X», [IBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /AupeKkTopary
(¢apmaneBTHUYHOrO 3a0€3neueHHA Onekcanap KOMAPIJA




HopnaTok 12

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

3MiHa BiZITTOBi1a/IbHOTO [TOC/TiIHMKA Ta 3MiHA Ha3BHM MiCLisl IPOBe/IeHHsI K/IiHIYHOTO BUITPOOYBaHHS:

Byino Crano

JIiKap |MapKEBI/I‘l I.JI.| sikap Lapyuuna H.IT.
Meauunnii nentp «Ok!Kiinik+» ToBapuctsa 3 | Meanunuii njeHTp «OKk!KiiHik+» TOBapucTsa 3
0OMEXXEeHOK BiJIOBianbHiCTIO «MiKHapogHuii | 00MeXXeHOr0 BiNoBifanbHiCTIO «MibKHApOAHUI
IHCTUTYT KTiHIUHUX AOCTipKeHb», M. KuiB IHCTUTYT  KIIiHIUHMX  JOC/Ti[)KeHb»,  Bigmin
racTpOEHTEePOJIOTIT Ta renaTosiorii cTalioHapHOTO
Bigainenns, M. Kuis

Howmep Ta faTa Haka3sy
MO3 o0 3aTBepKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

HasBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta jaTa

«bararorieHTpoBe, paH/I0Mi30BaHe, MOBikHe cire, 11arie00-KOHTPOIbOBAHE IOC/Ti/PKEHHS iHYKIIHHOT
Tepariii /711 BUBUeHHsI e()eKTUBHOCTI Ta 0e3rmeyHOCTi picaHki3ymaly y marjieHTiB 3 BUPa3KOBUM KOJIITOM
BiJ] cepe/IHbOBA)KKOI /10 BaKKOI (popMU aKTUBHOCTI», M16-067, iHKOpriopoBaHuii rorpaBkamu 1, 2 Ta 3
Biz 01 >koBTHS 2020 poKy

3asaBHUK, KpaiHa

«E66Bi biopapmacktoTikan3z I'm6X», [IBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Honatok 13
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

Bbpomypa pocnigauka MK-3475, uganas 20 Big 08 Gepesnst 2021 p., aHI/IiMCbKOI0 MOBOI; YKpaiHa,
MK-3475-689, Bepcisi 06 Big 6 kBiTHa 2021 p., yKpaiHCbKOIO MOBOIO, iH(opMallisi Ta AOKYMEHT PO
iHdbopMoBaHy 3rofly AJs maiieHTa; YKpaiHa, MK-3475-689, Bepcis 06 Big 6 kBiTHs 2021 p., pocilicbKor0
MOBOI0, iH(popMaLjisi Ta JOKyMeHT Tpo iH)OPMOBaHy 3rofly /s Malji€eHTa

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 342 Big 26.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, Bigkpure pocmimpkenns I11 dhasu s orfiHku meMOpostizymaly B IKOCTi Heoaz' FoBaHTHOL
Tepariii Ta B KOMOiHaIlii 3i cTaHZapTHUM JIIKyBaHHSM B SIKOCTi a/i'TOBaHTHOI Tepariii mpu orepabebHOMY
JIOKOpETiOHa/JIbHO PO3MOBCHOKEHOMY IUIOCKOK/IITUHHOMY paky ronosu Ta wwi III-IVA cragii», MK-
3475-689, 3 iHKopopoBaHOR 1ionpaBkoro 04 Big 17 yepBHs 2019 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exa Joym Kopn.», gouipue nignpuemctBo «Mepk Exp Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITIA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

I'enepanbHMil AUpeKTOp /lUpeKTopaTry

(apMareBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopartok 14

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBnieHMd TIPOTOKON  KiiHiuHOro  BumpoOyBanHs MK-7339-001/ENGOT-ov43/GOG-3036, 3
iHKopriopoBaHoto ToripaBkoto 03 Biz 12 6epe3nst 2021 poky, aHTJ/IiHCbKOI0 MOBOO; Bporirypa goctifHuKa
MK-3475, Bupanus 20 Big 08 Gepesnsi 2021 poky, aHIVIiHCBKOK MOBORO; 30ibllleHHS 3arylaHOBaHOL
KIZIBKOCTI  fociipkyBaHux B cBiTi 3 1086 go 1284 3anyueHux mnauieHTiB; YkpaiHa, MK-7339-
001/ENGOT-0v43/GOG-3036, [Hdopmariisi Ta JOKyMeHT TIpo iHdhoOpMOBaHy 3rofly [/sl Malli€eHTa, BepCis
2.00 Big 06 kBiTHa 2021 p. yKpalHCBKOI Ta pOCiHCbKOK MoBamM; YkpaiHa, MK-7339-001/ENGOT-
ov43/GOG-3036, THdhopMariiiiHuii TMCTOK i JOKYMEHT Tpo iHhopMOBaHy 3ro/ly Ha MaiibyTHe GiomeuuHe
JociimpkenHst, Bepcis 02 Bix 06 kBiTHS 2021 p. yKpaiHCBKOIO Ta POCIMCBKOK MOBaMy;

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane, mopBiiiHe cnine pocmimpkenHs III ¢a3u mpoBeseHHs XimioTeparii 3 abo 0e3
nemMOposTi3ymMaby 3 MofanbIIUM TiATPUMYHOUHUM JTiKyBaHHSAM oJjiariapuboM abo riauebo s Tepariil
TepIoi JIiHil y MalfieHTiB 3 PO3MOBCIO/PKEHUM eTTiTeTialbHUM pakoM sieuHukiB (EPSI) 6e3 myTauiii y resi
BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHKopriopoBaHoto rnoripaskoro 02 Biz 20 ceprias 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», nouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CYIyTHBOI Tepartii

I'eHepanbHui JupeKkTOop JAupekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA




Honmatok 15
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

Bpomypa pocnmigivka ImOpyBika® (I6pytuni6), JNJ-54179060, Bepcis 14 Bixm 10 rpygus 2020 p.,
aHrmicekoro MoBoro; IHdopmarjisi A/ yyacHHMKa JOCHi[pkeHHs1 Ta opma iHdopmoBaHOI 3roau AJist
Ykpainu, Bepcis 11.0 Big 22 6Gepesnsi 2021 p., aHI/ICbKOIO MOBOW; IHbopMariis [y ydacHHKa
JocnimkeHHss Ta ¢opma iHpopmoBaHoi 3rogu i YKpainu, Bepcis 11.0 Bim 01 kBitHs 2021 p.,
yKpalHCbKOIO MOBOM; IHopmallis Aas yyacHMKa Aoc/ifkeHHs1 Ta ¢dopma iHdopMoBaHOi 3roau Asst
Ykpainau, Bepcist 11.0 Big 31 6epe3nst 2021 p., pociiicbKOr0 MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe T1IpoJOBXKeHe [OC/AipKeHHs Yy Ilalli€eHTiB BIKOM 65 pOKiB 1 cTapiie 3 XPOHIUHUM
nimdoruTapauM Jiekiko3oM (XJIJT) abo apiOHOKTiTHHHORO JiMdourTapHO0 jiMbomoro (JIT), ski 6pamu
yuactb y gociimkenHi PCYC-1115-CA (i6pytuHi6 y mopiBHsIHHI 3 xsopaMOyipiom)», PCYC-1116-CA,
Bepcis 3 nonpaskorw 3 Bif 12 ymnHg 2018 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexeHoro BianosizanbHicTio «KoHTpakTHO-[ocnigHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

Pharmacyclics, LLC, USA

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuil AupeKTOp /lupeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HonaTok 16

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

26.05.2021 Ne 1036

InenTudikaris cyTreBoi
TIOTIPaBKU

Bporypa gocnigauka Empagliflozin (BI 10773), Bepcist 23 Big 26 6epe3nsi 2021 p., aHT/iiCHKOI0 MOBOIO;
OcHoBHa dopma iHdopmoBaHoi 3roau (IHdopmarjitinuii mMcToK i ¢dopMa 3roaud [Aas y4YaCHUKIB
JIOC/Ti/I)KeHHsT) aHT/TiMChbKOI0 MOBOIO /i1 YKpainu, Bepcis 3.0 Big 28 ciuns 2021 p. Ha ocHoBi OcCHOBHOI
dopmu iHbopmoBaHoi 3roau (IHdopmartiitiHuii McToK i Gopma 3roau Ajsi YUaCHUKIB AOCITiIKeHHS)
aHrIicpbkoro MoBoro, Bepcis 2.0 Big 14 ciuns 2021 p.; OcHoBHa ¢opMma iH(popMOBaHOI 3roau
(Indopmariitinuii MMCTOK i hopMa 3rofiu AJisl yUaCHUKIB [JOC/Ti/PKeHHs) aHTJIiHChKOI MOBOIO /71 YKpaiHH,
Bepcisg 3.0 Bixg 28 ciuns 2021 p. Ha ocHoBi OcHoBHOI dopmu iHdopmoBaHoi 3roau (IHbopMaliiriHMI
MUCTOK i (opma 3rofgu [A7s yUYaCHUKIB JOC/i/PKeHHs]) aHIVIiMCBbKOI0 MOBOMO, Bepcis 2.0 Big 14 ciuns
2021 p., mepekiaj YKpaiHCbKOWO MOBOK s YKpaiHu Bifg 28 ciuns 2021 p.; OcHoBHa ¢dopma
iHndopmoBaHoi 3roau (Indopmariiiinuii MMCTOK i popma 3rofu /AJ1s1 YYaCHUKIB [JOC/i/I)KeHHs1) aHTTiiCbKOIO
MOBOIO /i1 YKpainu, Bepcis 3.0 Big 28 ciuns 2021 p. Ha ocHoBi OcHOBHOI hopMu iHpOpMOBaHOI 3roAu
(Indopmariitinuii MMCTOK i Gopma 3rofu /sl yUaCHUKIB OC/TiKeHHsI) aHIJIiCbKOI0 MOBORO, Bepcis 2.0
Bif 14 ciung 2021 p., mepeknaj poCiicbKO MOBOI /51 YKpaiHu Bim 28 ciuns 2021 p.; KumieHbKoBa
KapTKa, Bepcig 1.0 Big 11 mmcronaza 2020 p. aHrmikcbKo0 MOBO; KullleHbKOBa KapTka, Bepcis 1.0 Bif
11 nmuctonaza 2020 p. aHI/iACHKOIO MOBORO, TepeK/aj YKpaiHCbKOK MOBO /it YKpainu Bifj 11 ciuHs
2021 p.; KumenokoBa kaptka, Bepcis 1.0 Big 11 mumcronaza 2020 p. aHr/IiMCBKOIO MOBOO, TepeKiaf,
poCilicbKOI0 MOBORO /11 YKpaiHu Bif 11 ciung 2021 p.; AHKeTa IJIaHOBOT'O TIO/IQ/IBIIIOTO CIIOCTEPEe)KeHHS
EMPACT-MI ykpaincekoro moBoto Bepcis 1.0 Big 02 xoBTHs1 2020 p. (po3’sicHeHHs1); AHKeTa TJIaHOBOT'O
noianbinoro criocrepexkeHHss EMPACT-MI ykpaiHCbKOr MOBOIO (Bi3yasibHe 300pakeHHsI B MOOiTbBHOMY
JlofaTKy); AHKeTa MJ1aHOBOro nogansiuoro crnocrepexxeHHss EMPACT-MI pociticekoro MoBoro Bepcist 1.0
Bim 02 >koBTHs 2020 p. (po3’sicHeHHs); AHKeTa TJIaHOBOTO ToAasbiioro criocrepexkeHHss EMPACT-MI
pociiicbkoro MoBOwO (BisyasbHe 300pakeHHs B MOOIMbHOMY [07aTKy); AHKeTa T103arjaHOBOTrO
nozanblioro cnocrepexxeHHss EMPACT-MI ykpaiHcekoro MoBoro Bepcisg 1.0 Big 02 xkoBtHa 2020 p.
(po3’sicHeHHs); AHKeTa Mo3aryiaHoBOro nogasnsiuioro criocrepexxeHHss EMPACT-MI ykpaiHCbKO0 MOBOO
(Bi3yanbHe 300pakeHHS B MOBiTBHOMY [10/1aTKY); AHKeTa 1M03arllaHOBOTO TIO/JA/IBIIIOTO CTIOCTePEXKEeHHS
EMPACT-MI pociiickkoto MoBoro Bepcisi 1.0 Bix 02 >xoBtHs 2020 p. (po3’sicHeHHs1); AHKeTa
T03aryIaHOBOTO Toasbiioro crocrepexxenHss EMPACT-MI pociticbkoro MoBorO (Bi3yanbHe 300paykeHHsT
B MOOiTbHOMY /1071aTKy); IHCTpPyKUisi [y aKTHBalii MOOITBHOrO [OAATKY IIOJ0 BUKOPHUCTAHHS
e/IeKTPOHHOI'0 OMUTYBabHUKA aHT/TiMCbKO MOBOIO, Bepcis 1.1, 2019 p.




MPOJOBXKeHHA JojaTka 16

Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 833 Big 28.04.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«OrntuMmi3zoBaHe,  0araTolleHTpOBe, paHZOMi30BaHe, IIO/BiliHe
JIOCJTi/PKeHHs1 y Tapasie/lbHUX TpyMax i3 BUBUEHHS BIUIMBY eMMariaiduio3rHy Ha 4acTOTY TocriTasmisarlii 3
TIPUBOZY CeplieBOi HeJOCTAaTHOCTI Ta BIUIMBY Ha piBeHb CMEPTHOCTI Yy MALli€EHTIB i3 TOCTPUM iH(apKTOM

Miokapza», 1245-0202, Bepcis 1.0 Big 03 yunHsg 2020 poky

l'IJ'IaL[E60-KOHTp0J'IBOBaHe

3asiBHUK, KpaiHa

TOB «<KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CrioHcop, KpaiHa

Boehringer Ingelheim International GmbH, HimeuunHa

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onekcangp KOMAPIIA



Honatok 17

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

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/IbIIIeHHsT TEPMiHYy TIPUZATHOCTI JOC/TiIKYBAHOTO JTiKapCchbKoro 3aco0y - Ilnarie6o g0 RO7049665 3 36
MicsLiB 10 48 MicsiiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1545 Big 03.07.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, paHZOMi30BaHe, IMO/BiliHe Criire, TJIaleb0-KOHTPOIbOBaHe A0C/i/keHHsS ¢dasu Ib 3
METOI0 BUBUEHHsI 0e3MeuHOCTi, TepeHOCHUMOCTi, (apMaKOKiHETHKH, TorepeJHbol e(heKTUBHOCTI Ta
tdapmakogvHamiku Tiperiapaty RO7049665 mnpu migmkipHOMy BBeJeHHI yuyaCHMKaM 3 aKTUBHUM
BUpa3KoBUM KoJiitom», WP40161, Bepcis 5 Big 20 ysucronazga 2020 p.

3asBHUK, KpaiHa

TOB «KOBAHC KJIIHIKAJI JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

@. Xodbdmanu-JIs Por JITa., [F. Hoffmann-La Roche Ltd], IIBetitjapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok 18

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

Bpomypa pocnigavika riperiapary JNJ-54767414 (napatymyma0), Buganas 17 Big 17 rpyans 2020 poky;
IHdopmatiist asis natjiedTa i @opma iHbopMoBaHOi 3roau, Mojenb A1 YKpainu, Bepcis 7.0 Bij 26 6epe3Hs
2021 poky (yKpaiHCBhKOIO Ta POCiiICbKOI0 MOBaMH).

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOr0
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«®a3a 3, paH/[0Mi30BaHe KOHTPOJIbOBaHe BifKpuTe AocmimkeHHs Benkeiiny (bopre3omibd), MendasnaHy Ta
npepHizony (BMII) y mnopiBHsHHI 3 gapatymymabom y komb6inarii 3 BMII (J-BMII) y panime
HeJIIKOBaHUX TMAL|i€HTIB 3 MHOXWHHOIO MI€/IOMOIO, $KMM He T[I0Ka3aHa BMCOKOZJ030Ba Teparis»,
54767414MMY 3007, 3 iHKOpIIOpOBaHOXO IoIpaBKor 7 Bif 16 rpygHsa 2019 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«SHccen-Cinar IntepHetunn H.B.», benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok 19

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

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmarifinnii McTOK TallieHTa i ¢opma iHpopmoBaHOI 3rofu AJisi YKpaiHM aHI/IiMCbKOI0 MOBOIO,
Bepcis 7.7.0 Big 30 Gepe3ns 2021 p. (Ha ocHoBi 6a3oBoi Bepcii 7.0.0 Bim 09 Gepesns 2021 p.);
Indopmarifinnii McTOK TallieHTa i gopma iHpopmoBaHOI 3rofu Anas YKpaiHM YKpaiHCHKOIO MOBOIO,
Bepcis 7.7.0 Big 30 Gepe3ns 2021 p. (Ha ocHoBi 6a3oBoi Bepcii 7.0.0 Bim 09 Gepesns 2021 p.);
[Hdopmaritinuii mMcToK natlieHTa i popMa iHpopmMoBaHoi 3rofu /151 YKpaiHU poCiliCbKOI0 MOBOIO, Bepcist
7.7.0 Big 30 6epe3nst 2021 p. (Ha ocHOBi 6a30Boi Bepcii 7.0.0 Bix 09 6epe3ns 2021 p.)

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1636 Big 20.07.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpure pocmimkenss: ¢asu 1b/2 3 MeToro OmiHKM (papMaKOKiHeTHKH, Oe3MeyHOCTi, eeKTUBHOCTI Ta
cdapmakoauHamiku miperiapaty PF-06801591 (inribitop PD-1) B yuyacHMKIiB i3 pPO3IMOBCIOPKEHUMU
3/108KiCHUMU HOBOyTBOpeHHsamu», B8011007, ocrtaTouHa Bepcisa npoTokoJy, [lorpaska 2 Bif 24 yepBHSA
2020 poky

3asBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok 20
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHs KiIbKOCTI focyimpKyBaHux B YKpaini 3 80 mo 130 oci6 (50 ocib)

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, mIae00-KOHTPOILOBAHE, TIO/BikHE Cjlille JoCaimkeHHA Gasd 3 A OL[iHKU
edekTrBHOCTI i Oe3meunocti mperapaty CT-P13 (CT-P13 SC), BBeseHOro TiAIIKIDHO, B SIKOCTi
MiATpUMYyIOYOI Tepariii marjieHTiB i3 xBopoboto KpoHa cepesiHLOrO Ta Ba)KKOTO CTYTIEeHS TsHKKOCTi», CT-
P13 3.8, Bepcis 6.0 Big 03 cepriag 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

LIEJIJITPIOH, Isk., Pecniy6nika Kopes (IliBgenHa Kopesi)/CELLTRION, Inc., Republic of Korea (South
Korea)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry

(papmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




HopnaTok 21

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

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

Hocke pocrimxyBaHoro Jikapcbkoro 3acody AVTO04, Bepcis 2.0 Big kBiTHA 2021 poKy, aHI/TiMCHKOO
MOBOIO; 3pa30K 3aMacKOBaHOro MapkyBaHHs Lmpura a1 AVT04/Crenapa, Bepcisi 2.1 Bifg 25 mr0TOro
2021 p., yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BY MiCLisl TPOBeIeHHST KJIiHIYHOTO BUMPOOYBaHHS:

byno Crasno

a.M.H. Pe3niuenko H.FO. I.M.H. Pe3niuenko H.FO.

BivicekoBuit rocmitasb  (BiiCbKOBa uyacTHHA | BilicbKOBUM  rocmiTasb  (BiiCbBKOBAa UaCTHHA
A3309)  BilickkoBo-MeauuHOrO  KiiHiuHoro | A3309)  BiliCbKOBO-MEAMUHOTO  K/IiHIYHOIO
teHtpy IliBieHHOro perioHy, TtepaneBTUuHe | LjleHTpy CXiZlHOrO  perioHy, TepaneBTUUYHe
BiAgineHHs1 (3 masataMy [/ HeBPOJIOTIYHMX Ta | BiffineHHs (3 IMajsaTaMu [ijisi HEBPOJIOTiUHUX Ta
JlepMaTOBEHEePOJIOTIYHUX XBOPHUX), M. 3alIOPIKXKS | IePMAaTOBEHEPOJIOTIYHMX XBOPHUX), M. 3aMOpPiXOKs

Howmep Ta faTta Hakasy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUTIPOOYBaHHS

Hasga kiiHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe, TOABiliHe cline, 0araTOIIEHTPOBE MOCTI[PKEHHS, 10 TIPOBOJUTBCA 3 METOH
JIeMOHCTpaIlil eKBiBa/ieHTHOI e(eKTHMBHOCTI Ta TOPiBHSIHHS Oe3reKd Ta iMyHOTreHHOCTi Giomo/iGHOro
mikapcbkoro 3aco0y Ycrekinymad (AVT04) Ta mnpemapary Crenapa® y Talli€HTIB 3 XPOHIYHUM
OJISIIIIKOBUM TICOpia30M Bifi cepefHBOr0 ZI0 BaXKKOTO CTYIIeHsT TshKKocTi», AVT04-GL-301, Bepcist 1.0 Bif
06 yincromnazga 2020 poky

3asiBHUK, KpaiHa

TOB «BOPJIABAN]T KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBotek Csicc AI'» (Alvotech Swiss AG), [1IBelitiapis

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTopaTry
(¢apmaneBTHUHOTO 3a0e3nMeUeHHs Onekcanap KOMAPIJA




HopnaTok 22

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4eHHs 101aTKOBOI BUPoOHMYOI AinbHUIl Pecidapm Jleranec C.JI1.FO., Icranist Asst 1OC/TizpKyBaHOTO
nikapcbKoro 3acoby ®PeneOpyTHHIO, Tab/eTKH, BKPUTI TUTIBKOBOO 000/10HKOI0 1m0 100 Mr Ta matebo 7o
®enebpyTHHiOy. IlompaBka /10 JOCBE AOCTiIKYBAaHOTO JiiKapcbkoro 3aco0y deHebpyTuHiO, TabieTky,
BKPUTI IJTIBKOBOIO 000/10HKOIO0 110 100 Mr Ta riate6o g0 denebpytuniby, Bepcis Big 6epesns 2021 p.

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BATATOLIEHTPOBE PAHIIOMI3OBAHE TIOJBIMHE CJIIIE JOC/HIDKEHHA ®A3U 11 Y
ITAPAJIEJIBHUX TPYIIAX 3 TIOABIMHMM KOHTPOJIEM IITIALIEBO [JIg OLITHKU
E®PEKTUBHOCTI TA BE3INEUHOCTI ®EHEFPYTUHIBY I[TOPIBHAHO 3 TEPUDJITYHOMIOM Y
OOPOCJ/IUX TTALIEHTIB 3 PELHUAMBYKOUMM PO3CISAHUM CKJIEPO30M», GN41851, Bepcis 2
Big 21 cepriag 2020 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@.Xoddmann-JIs Poru Jita, [Beiiiiapis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonmaTok 23

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:
TIOTIPaBKU No [1.I.b. BigmoBifasbHOro AOC/IIIHUKA
n/n Ha3Ba micuis mpoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1 nikap Kaprenko O.0.

Meanunuii 1ieHTp «OK!KmiHik+» ToBapuCTBa 3 0OMEXXEHOI0 BiZMOBiZaIbHICTIO « MibKHapOAHUM
IHCTUTYT KJIIHIYHUX [JOC/IKeHb», BiAi Teparii, peBMaToJIOrii Ta KapZio/orii cTaljioHapHOIro
BigzinenHs, M. Kuis

2 J.M.H., ipo¢. Pekanos [1.T".

MeauuHuii 1IEHTP TOBapucTBa 3 o0OMeXeHOI BifmoBigampHicTIO «CyyacHa KiTiHiKa»,
JIIKYBaJ/IbHO-IiarHOCTUYHUM TiAPO3/1J1, M. 3aM0piXOKs

Howmep Ta fata Haka3sy Ne 2110 Biz 16.09.2020
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Has3Ba KitiHIYHOTO «bararorieHTpOBe, paHZiOMi30BaHe, Mo/BiliHe crirne, myiallebo KOHTPOJIbOBaHe, B TapasefbHUX Ipyrax
BUTIPOOYBaHHs, KO/, KIiHIYHe [OCTi/PKeHHs TryceqbKymMaly y TAlli€eHTiB 3 aKTUBHUM BOBYAaKOBHM  He(ppPUTOM»,
BepCis Ta fjaTa CNTO1959LUN2001, 3 ITonpaskoto 1 Bizg 07.05.2020 p.

3asiBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benvris

CnoHcop, KpaiHa «IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi —

MaTepianu/mpernapaTi

CyNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(¢apmaneBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




Hopartox 24
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

Bbpomypa pocnigauka MK-3475, uganas 20 Big 08 Gepesnst 2021 p., aHI/IiMCbKOI0 MOBOI; YKpaiHa,
MK-3475-355, Bepcis 10.0 Big 08 kBiTHst 2021 p., yKpaiHCHKOIO MOBOO, iH(oOpMaLlisi Ta JOKyMEHT Ipo
iHbopMoBaHy 3roay Ans mnauieHTa; YkpaiHa, MK-3475-355, Bepcis 10.0 Bim 08 kBitHa 2021 p.,
POCiiCbKOI0 MOBOIO, iHpopMallist Ta JOKYMeHT TIpo iHhopMOBaHy 3roly /s Malli€eHTa.

Howmep ta faTa Hakasy
MO3 oo 3aTBepIKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 70 Big 31.01.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, nogsitiHe-ciine gociimkenss 111 da3u /s MOpiBHAHHS JiKyBaHHS TemMOposTisymMabom
(MK-3475) y kom0OiHarii 3 miperapaTamMu XiMmioTepariii Ta JiiKyBaHHsA TMuiaiebo y KomOiHarjii 3
rperiapataMy  xiMioTepariii y TALi€EHTIB 3  paHille HeJiKOBaHMM  MiCL|€BO-peLUIUBYOUNM
HeoriepabelbHUM ab0 MeTacTaTUYHWM TOTpiliHO-HeraTMBHUM pakoM MmosouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 iHKopriopoBaHo0 norpaBkoto 05 Bizg 04 >koBTHs 2019 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipue nianpuemctBo» Mepk Exg Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




HonmaTok 25
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

HNopaBanHsi PestoMe pe3ysbTaTiB  KIIiHIYHOTO BWIPOOYBaHHS /i1 HeCTIEeLaslicTiB  BiJ, TpyAHS
2020 yKpaiHCBKOKO Ta pOCIHCbKOIO MoBaMu; J[lofaBaHHsi KapTKu-TIOASKY YYaCHUKY JOC/iKeHHs
YKPaiHCBHKOIO Ta POCiCHKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1399 Big 27.07.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomiszoBaHe, GaraTouieHTpoBe, Bigkpure, pociimkeHHs 111 ¢a3u 3 gBOMa rpymnamu JiKyBaHHS AJist
OLiHKMA (papMakoKiHeTHKH, e(eKTUBHOCTI Ta Oe3meku miAmKipHOro BBeAeHHs (iKCOBaHOI 03U
KOMOiHOBaHOI JIiKapchbkoi ¢opmu TiepTy3yMaby 3 TpacTy3ymMabom B TO€QHAaHHI 3 XimioTepari€ro y
nauieHTis 3 HER2-1103UTUBHKUM paHHIM pakoM MOJIOYHOI 3a1o3u», W040324, Bepcisa 2.0 Big 12 K0BTHSA
2018 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 BifnoBifanbHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA




HonaTtok 26

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

Bporypa gocrigavka JNJ-54179060 Im6pysika (I6pyTtuni6), Buganns 14 Big 10.12.2020 p.; Indopmariis
nns matiedta Ta @opma iHbopmosanoi 3roau — Ilpotokon PCI-32765CAN3001, Bepcisi yKpaiHCBbKOIO
MoBow A5 Ykpainu Bifg 09.04.2021, Bepcia 9.0; Indopmanis ansa naiienta tTa ©opma iHpopmoBaHOI
3roau — [Ipotokon PCI-32765CAN3001, Bepcisi pociticbkkoro MoBoro /151 YKpainu Bif 09.04.2021, Bepcis
9.0

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 835 Big 15.08.2016

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«baraTolieHTpOBe BiJKpUTe JOBrOCTPOKOBe TMOJ0OBXKeHe KiiHiuHe fociipkeHHs1 3b dasu npenapaty PCI-
32765 (I6pytuni6)», PCI-32765CAN3001, 3 monpakoto INT-5 Big 19.12.2019 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
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Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBieHa Opoliypa JOCTiTHUKA /17151 ATIpoljuTeHTaHy Bepcisi 8 Big Gepesns 2021

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Biz 26.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«baraTolieHTpOBe Cjiine paHAoOMi30BaHe JOC/IifpKeHHs 3 a3y B mapasebHUX Ipylax i3 3aCTOCyBaHHSIM
amnpoLMTeHTaHy Y MaL[i€HTIB i3 pe3uCcTeHTHOIO apTepianbHOLO rineprensiero (PRECISION)», ID-080A301,
Bepcid 3.0 Big 27 moToro 2020

3asgBHUK, KpaiHa

TOB «JOKYME/IC» («CIA IOKYMEJC»), Jateis

CrioHcop, KpaiHa

Idorsia Pharmaceuticals Ltd, I1IBetitiapis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA
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PestoMe pe3ysibTaTiB KiIiHIiUHOrO BUTIPOOYBaHHS AJisi HecrewiasicTiB Bif rpyaHs 2020 yKpaiHCBKOKO Ta
POCIHCBKOI0 MOBaMy; JINCT-TIO/fIKAa yUaCHUKY AOCTi)KeHHsS] YKPalHChbKOIO Ta POCIMCHKOK MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTe OGaraTtoueHTpoBe paHAOMi30BaHe gociikeHHs I ¢a3u  aresonizymaby (aHtu-PD-L1
aHTUTI/IO) B SIKOCTI aJ]’FOBaHTHOI Tepariii y TOPiBHSIHHI 3i CIIOCTepeXXeHHSIM Yy Malli€eHTIiB 3 ypOTesliaJbHO
KapLMHOMOIO i3 TIPOHMKHEHHSIM y M’S30BUM 1Iap 3 BUCOKMM piBHEM pH3MKY IiC/As XipypriuHoro
BuasieHHs», W029636, Bepcis 10 Big 13 kBiTHs 2020 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMEXeHOI0 Bi/noBifambHicTIO «Porr YkpaiHa»

CnoHcop, KpaiHa

@®.Xodbdbmann-J1s Pom Jita, [IBeliiapis

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA
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bpourypa pans manieHTis, Bepcisi 2.0 Big 25 BepecHs: 2020 poKy yKpaiHCBKOHO Ta POCIHCHKOK MOBaMU;
[TnakaTt pns nauieHtis, Bepcis 2.0 Bifg 25 BepecHs: 2020 poKy yKpalHCBKOK Ta POCIMCHKOIO MOBaMU;
byknetr mjono dopmu iHndopmoBaHoi 3roau, Bepcis 2.0 Big 25 BepecHsi 2020 poky yKpaiHCBHKOIO Ta
pociticbkoto MoBamy; [locibHuk asis yuacHuKiB kKoroptu 1, Bepcisi 3.0 Bim 25 BepecHsi 2020 poky
YKPaiHCBKOI) Ta POCiHChKOH MoBaMu; [TociOGHMK a1t yuacHUKIB KOropTH 2, Bepcist 3.0 Big 25 BepecHs
2020 poKy yKpaiHCBhKOIO Ta POCiiCbKOI MoBamH; IToCiOHMK zjisi yuyacHUWKIiB Koroptu 3, Bepcis 3.0 Bij
25 BepecHst 2020 poKy yKpaiHCBKOIO Ta pocifickkoro MoBamu; dopma [ijist 24-roquHHOTO 300py cedi /st
Ykpainu, Bepcis 3.0 Big 25 6epe3Hsi 2021 poky yKpaiHCHKOIO Ta POCiHCBKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 wozo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Kniniune gocnimpkenssi ¢asu 2b, sike ouiHwoe edekTuBHICTL Ta OesrneuHicTs mnperapaty TAR-200 y
KoMmOiHariii 3 1erpesnimabom, nperapaty TAR-200 y sikocTi MOHOTeparii abo rperapary 1jeTpesiMab y
SIKOCTI MOHOTeparlii B yYaCHUKIB i3 M’30BO-HeiHBa3UBHUM pakOM CeYOBOI'0 MiXypa BHMCOKOI'O CTYIIeHs
pU3MKY, 1[0 He pearye Ha iHTpaBe3WKaibHe 3acTocyBaHHs Oaummu Kambmeta-I'epena (BIXK), siki nHe
Bi/IMOBiIafOTh KpUTEpisM TIPOBeAEHHS paJUKa/JbHOI IMCTeKTOMii abo He OaXaroTh ii TPOBOJWTHY,
17000139BLC2001, Bepcis 2.0 Bix 25 Bepecns 2020 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Janssen Pharmaceutica NV («fIHccen ®@apmaijeBTrika HB»), Benbris

CynyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuil AupeKTOp /lupeKkTopaTry

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA
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36i/bIIeHHs 3aTIaHOBAHOI Ki/IbKOCTI JOCTipKyBaHuX B YKpaiHi 10 600 ocib (3 440 mo 600 mariieHTiB).

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Bif 11.01.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Panziomi3zoBaHe, NoziBiliHe ciiirie, M/are00-KOHTPOIbOBaHe OC/TiIKEHHs /i1 BUBUEHHS e()eKTUBHOCTI Ta
OesrreyHocti Tmiperapaty Imwkektadep® (KapbokcumanbTro3za 3amiza) IS JTIKyBaHHS — CepLeBOi
HeJJOCTaTHOCTI mpu 3anizofediuutHux craHax», 1VIT15043, dinanbHa apadt Bepcis 2 aas FDA Bia
29 muctomnazga 2018 p

3asgBHUK, KpaiHa

ToBapucTBO 3 06MeXxXeHOI0 BifnoBifanbHicTIO «KLIP YKpaiHa»

CnoHcop, KpaiHa

«AwmepikaH PemxenT, Ink.», CIIIA (American Regent, Inc., USA)

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA
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bpouypa pocnignuka ABX464, BusanHsa 5 Bifg 25 ciuns 2021, aHrmiicbkoro MoBoro; [HopMartiiiHuii
MUCTOK i hopMa 3roZiu Ha BiJITIOBiZiHe Mo/asibliie CIIOCTePeXKeHHs 3a BariTHicTio, Bepcist V1.1UKR(uk)1.0
Bif 14 kBiTHa 2021 poky, mepeknaj yKpaiHCbKOO MoBOrO Bif 16 kBiTHs 2021 poky; IHdopmariiiiHuii
MUCTOK i opma 3rofy Ha BiATIOBiIHe MOZa/IbIIe CTIOCTePEXKeHHs 3a BariTHicTio, Bepcig V1.1UKR(ru)1.0
Bif 14 kBiTHs 2021 poky, nepek/aj, pociiicbkoro MoBOIO Bifj 16 kBiTHs 2021 poky

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1753 Big 06.08.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBaHe, mozBilHe ciline, T/1alle00-KOHTPOIbOBaHe [OCTIPKeHHs 0araTOKpaTHUX 03 /ISt
iHAYKUiKHOI Teparii, sike MPOBOJAUTLCS B Tapajie/ibHUX TPyIax [yisl OL[iHKK 0e3reuHOCTi, TepeHOCUMOCTi
Ta ONTHUMaJIbHOI 03U nperiapaty ABX464 mopiBHSHO 3 1/1aiie00 B TAIlieHTIB 3 BUPa3KOBUM KOJIITOM Bif
CepeJHBOr0 JI0 TSHKKOTO CTYIIEHS, Y SIKUX CIIOCTepira€ThCsl HeJJOCTAaTHS Bi/JTIOBiAb, BTpaTa BiAmMoBizAi abo
HerepeHOCHMICTh TPUHAWMHI O/HOTO 3 TaKMX JIKapChbKMX IIperapaTiB: iMyHozernpecaHTiB (ToOTO
a3aTionpuHy, 6-MepKanTonypyHy, MeTOTPeKCaTy), iHribiTopiB dakTopa HeKpo3y myx/vHU anbda [OHII-
a], Bemonizyma0y, inribiTopie JAK Tta (abo) kopTuKocTepoiniB», ABX464-103, Bepcis 3.0 Big 01 uepBHSA
2020 poky

3asBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro iHBecTHiiieto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

ABIVAX, ®panuis

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA
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bpouypa pocnignuka ABX464, BusanHsa 5 Bifg 25 ciuns 2021, aHrmiicbkoro MoBoro; [HopMartiiiHuii
mictok i ¢opma 3rogu, Bepcisi V3.1UKR(uk)1.0 Bixg 25 motoro 2021 poky, mepeksaf yKpaiHCBHKOIO
MoBoro Bif 06 kBiTHs1 2021 poky; [Hdopmanitinuii muctok i dopma 3rogu, Bepcis V3.1UKR(ru)1.0 Big
25 moTtoro 2021 poky, nepek/az pociiicbkoro MoBoto Bifi 02 kBiTHs 2021 poky; [HbopMallitiHuii TUCTOK i
dopma 3roju Ha BiATNOBigHe MOAAsbIle CrOCTepe)XeHHs 3a BariTHicTio, Bepcis V1.1UKR(uk)1.0 Bix
14 kBiTHs 2021 poKy, nepeksaj yKpaiHCbKOK MOBOIO Bifj 16 kBiTHs1 2021 poky; [HpopmaLiliHuii TUCTOK i
¢opma 3roay Ha BiJTOBifHe Mojasbllle CIOCTepeXXeHHs 3a BariTHicTio, Bepcisi V1.1UKR(ru)l.0 Bix
14 kBiTHa 2021 poKy, nepeknaz, pocilicbKor MOBOO Bifi 16 kBiTHS 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2707 Big 28.12.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute mocnimkenns ¢asu 2b a1 BU3HaueHHs1 epeKTUBHOCTI Ta Oe3mevyHocTi ripenapaty ABX464 sk
MiATPUMYIOYOI Tepariil B MaLji€HTIB i3 BUPa3sKOBUM KOJIITOM CepeJHbOr0 Ta TS)KKOrO CTyrneHs», ABX464-
104, Bepcis 3.0 Big 10 BepecHsi 2020 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHolo iHBecTHielo «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

ABIVAX, ®paHnwjis

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA
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BK/TIOUeHHSsI I0ZIaTKOBOT'O MiCIisl TTPOBe/IeHHsI KTiHIUHOTr0 BUTIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. | A.M.H., ipod. CraniciaBuyk M.A.

KomyHaneHe HeKoMepililiHe ITiJITPUEMCTBO «BiHHUIIbKA 00/lacHa KJIiHIYHA JliKapHSA iM.
M.I. TluporoBa Binnunpkoi o6macHoi Paau», OO6macHUM iKyBaJbHO-/1iarHOCTUYHUNA
My/IbMOHOJIOTiYHUM 1]eHTp, M. BiHHUIS

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
KJIiHiUHOTO BUIIPOOYBaHHS

Ne 310 Big 23.02.2021

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe mozBilMiHe citine TUIAE00-KOHTPO/IbLOBAHE OCTiKeHHS Ga3u 3 [ OL[iHKH
eheKTUBHOCTI, 6e3MeYHOCTi Ta TIepeHOCUMOCTI TperapaTy bpeHCoKari6, 1110 3aCTOCOBY€EThCS O/IMH pa3 Ha
JIeHb BIPO/IOBXK 52 THXKHIB Y TALIIEHTIB i3 HEMYKOBICI[UI03HUM OpPOHXO0eKTa30M - AocstipkeHHs ASPEN»,
INS1007-301, Bepcis 1.0 Big 31 nunuHsa 2020 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObOmexxeHoto BigmosizanbHicTio «KoHTpakTHO-[ocmignuipbka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

«IHcmen Tukopriopetiten», CIIIA (Insmed Incorporated, USA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHUYHOTO 3a0e3neueHHs Onekcanap KOMAPIJA
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Bx/1roueHHs1 10JJaTKOBOTO MiClisi TIPOBe/IEHHs K/IIHIYHOTO [OC/Ti[PKEHHST:

Ne
/1

[1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1

J.M.H., ipo¢. Cymma B.C

KomyHanbHe HekoMmepliiliHe mianpueMcTBo «Ob6/acHa KiiHiuHa fikapHs [BaHO-®PpaHKiBCbKOT
obmacHOi pasy», TpaBMAaToJIOTiuHe BiagineHHs, IBaHO-PpaHKIBCLKMI  HalliOHATBHUN
MeJJMUHUM YHiBepcuTeT, Kadepa TpaBMaToJIOrii Ta opToneii, M. IBaHo-PpaHKiBCbK

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 9 Biz; 02.01.2019

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«PaH[i0Mi30BaHe BiJKpWUTe [NOC/IIPKEeHHS 3 aKTUBHUM KOHTPOJIEM, L0 IPOBOAUTHCS 3 METOK OLIHKU
Ge3reyHoCTi, MepeHOCMMOCTi i edeKTUBHOCTI acdabiuyHy [ BHYTPILIHBOBEHHOTO / TepOpaTbHOTO
3aCTOCYBaHHSI TIPU JIIKyBaHHI Mal[i€HTIB 3i cTadi/IOKOKOBUMH iHGEKIisiMA KicTOoK abo cyrinobiB», Debio
1450-BJI-205, ocrarouyHa pegakiiist 5.0 3 iHTerpoBaHoro ITorpaBkoro 2 Bif 14 xoBTHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CrioHcop, KpaiHa

«debiodapm InTepHemrHn CA» [Debiopharm International SA], IlIBeiitiapist

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry

(apmareBTUUHOTO 3a0e3MeueHHsA

Onekcanagp KOMAPIJA
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Onosnena bpouypa gocnignvka PF-06651600, Bepcis 7.0 Big rpyans 2020 p., aHT/IiiiCbKOO MOBOIO;
[HdopmariitiHuil TUMCTOK TaljieHTa Ta Gpopma iH)OPMOBaHOI 3roAiM Ha y4YacTb Y HAYKOBOMY [OC/IiKeHHi,
Maiictep Bepcis Bix 18 6epesnst 2021 p., Bepcist ans Ykpainu 8.0 Bix 15 kBitHsA 2021 p., aHrTiHCHKORO,
YKpPalHCBKOIO Ta pOCificbkoro MoBamu; I[HdopmalliiiHuii JUCTOK BariTHOI TapTHEpPKU Ta (opma
iHbopMoBaHoi 3roAu Ha po3KpUTTA iHpopMaliii, Bepcis 7.0 gs Ykpainu Bif 15 kBiTHs 2021 p., Ha OCHOBI
Matiictep-Bepcii Bif 18 6epesnst 2021 p., aHITiMCbKOI, YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMU

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1207 Big 25.06.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Panziomi3zoBaHe, MoBiliHe crirne, M1aleb0-KOHTPO/IbOBAHE IOC/II/PKEHHS Y MapaelbHUX Trpymax (asu
2A pnsa ouiHKM edeKTHBHOCTI Ta Oe3reyHocTi mepopanbHOi ¢Gopmu mnperapariB PF-06651600 ta PF-
06700841 B sKOCTi iHAYKIiiHOI Tepariii Ta BifKpuUTe po3LIMpeHe JTiKyBaHHs MallieHTiB 3 XBopoboto KpoHa
cepefiHbOTO abo Ba)KKOTO CTyIeHs TsDKKOCT», B7981007, diHasbHa Bepcis 3 iHKOPIIOPOBaHOIO
nioripaBkoro 4, Bix 20 mucronaza 2020 p.

3asBHUK, KpaiHa

TOB «KniniuHi gocnimkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

®atrizep Ink., CIIHA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA
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Onognena bpouypa gocnigarka NC-6004, Bepcist 13.0 Big 19 kBiTHS 2021 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Kniniune pocmimkenns Ila/Ilb  ¢dasu  3actocyBannss mnperapaty NC-6004 vy komOiHawii 3
[Tembposi3ymMaboM y TALi€HTIB 3 PelUANBYIOUOK0 ab0 METAaCTaTUUHO TIOCKOK/TITHHHOI KapLIMHOMOO
TOJIOBM Ta LIMi, y SKUX JIiKyBaHHS IperapaTaMy TUIaTHHU ab0 CXeMOK0 3 3aCTOCYBAaHHSIM TIperapariB
TJIaTUHU BUsiBUI0csa HeeekTuBHUM», NC-6004-009, Bepcist 6.0 Big 04 uepHst 2020 poKy

3asgBHUK, KpaiHa

Epromep ITiIEACi, Crionyyene KoposiBCTBO

CnoHcop, KpaiHa

HanoKeppiep Ko, JITa. [NanoCarrier Co, Ltd.], Anonis

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOrO 3a0e3neueHHA

Onexkcangp KOMAPIJA
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BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

36i/bIIeHHsT 3aTIaHOBAHOI Ki/IbKOCTI AOCTiKYBaHUX [I/Isi BK/IFOUeHHsI Y BUTIpOOyBaHHs B YKpaiHi 3 120
no 150 ocib

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paH/j0Mi30BaHe, MOABIMHO CJlire, ryiarieb0-KOHTpoboBaHe AociimkeHHs I da3m, sike
MPOBOJUTLCS 3 MeTOr OuiHKK Tiperiapaty GBO004 mpu sikKyBaHHI [OpOCAMX TALIEHTIB i3 JIeTKUM |
CepeHbOTSDKKUM TiepebiroM BUpPa3KOBOTO KOJIITY B akTuBHiN ¢opwmi», GB004-2101, pepakiis 2.0,
[ToripaBka 1.0, Big 21 »koBTHs 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Ixubi 004 Tukopniopeiite» [GB004, Inc.], CIITA

CynyTHi
Marepiasu/nperiapaTtv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HonaTok 38

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

36isbIlIeHHsT Ki/IBKOCTI TALli€HTIB /i BK/IIOUEHHS Yy K/iHiuHe BUMpoOyBaHHS B YKpaiHi: 3 22 Ha 70
JUIsT MDKHAapOZIHOTO K/TiHiYHOTO BUMpOOyBaHHS: 3 426 Ha 1135 /711 BCbOTO K/IiHIYHOTO BUIMPOOYBAHHS: 3
448 Ha 1205

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2372 Bip 04.12.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

Panziomi3oBaHe, mo/BiliHe criire, rane60-KOHTPOIbOBaHe, OaraToOIleHTpPoBe [AoCyimKeHHs a3 2B 3
mizbopy Aiama3oHy #03 A oiHKy Tpodimto edekTrBHOCTI Ta Ge3meuHocti nperiapaty PF-06700841 B
YUaCHUKIiB 3 aKTHBHMM CHCTeMHUM uepBOHMM BoBuakoM (CUB), B7931028, ¢inanbHa Bepcisi 3
IHKOPITIOPOBaHO0 MOIpaBkoro 3, Bifg 31 »koBTHA 2019 p.

3asBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok 39
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

OHOBIeHUIM MPOTOKOJ KjiHiyHOro fociigkeHHss WA40404, Bepcis 4 Bix 01 motoro 2021 p.,
aHrjiicekkoro MoBoro; bpomiypa gocnignvka R0O4964913 Ocrelizumab/Ocrevus®, Bepcis 19 Bif
17 nucronaza 2020 p., aHraivicekoro MoBowo; Hogatok Ao Po3ainy locke g0C/iKyBaHOTO TiKapChKOT0O
3aco0y P.3.1: BupoOGHMK(M), aHIJIIACHKOI MOBOM; 3a/yueHHsI [JOJATKOBOI BUPOOHWUOI [iNSHKUA Ajist
BTOPUHHOTO TIAaKyBaHHsI [JOCTiPKyBaHOTO JliKapchkoro 3aco0y Ocrelizumab/Ocrevus®, KOHI|eHTpaT AJIs
pO3uMHy [ BHYTpilIHbOBeHHUX iHQYy3iH, 30 mr/mm: DHL Solutions Fashion GmbH, Germany;
Indopmariisi gns maijieHta i dopma iHpopmoBaHOi 3roau, AocmimkeHHs WA40404, nns Ykpainu
aHrjificekoro MoBorw, Bepcisi 4.0 Big 25 motoro 2021 p.; Indopmanis ana mnanieHta i dopma
indopmoBaHoi 3rogu, mocmimpkeHHs WA40404, ans YKpaiHM yKpaiHCbKOIO MOBOIO, Bepcis 4.0 Bif
25 motoro 2021 p.; Indopmaris g nauieHTa i dopma iHpopmoBaHoi 3roau, AociiakeHHss WA40404,
st YKpaiHU pocilicbKoro MoBORo, Bepcis 4.0 Big 25 motoro 2021 p.; WA40404, JlucTyBaHHS 11[0A0
CKepOBYyBaHHs JiikapssMHy, Bepcis 1, 03 >xoBTHA 2019 p., UA ykpaiHCbKa.

Howmep Ta gara Haka3zy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUITPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiuyHOTO
BUIIPOOYBaHHs, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paH/IOMi30BaHe, TIOZBilHe Cirte, T1areb0-KOHTPOIbOBaHe AOCTipKeHHs da3u I11b gs
OL[iHKM e(eKTMBHOCTI Ta Oe3reuHocTi mperapaty OKpesizymab y [OpOC/IMX MAl[iEHTIB 3 TEPBUHHO-
MPOrPeCcyroumM po3CisiHUM CKiiepo3oM», WA40404, sepcia 3 Big 04 cepriag 2020 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianoBigansHicTio «KoHTpakTHO-[ocmiguuiipka Opraizaifiss IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

@. Xodhdmanu-JIs Por JIta, [setitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoBNleHMI TIPOTOKO/ KiiHiuHOTO BuripoOyBanHs D7551C00001, Bepcis 3.0 3 iHKOPIIOPOBaHOIO
nioripaBkoro Ne2 Bif 25 ciuns 2021 poky; bpoiypa gocnignavka gas AZD5718, supanns 6.0 Big 28 ciuns
2021 poky; Indopmaris g5 nauieHTiB Ta Popma iHdhopmoBaHoi 3rogu: [HpopMaliisi po JOC/TiIKeHHs Ta
®opma iHdopmoBaHoi 3roau, Mogesns A Ykpainu, Bepcisa 3.0 Big 25 motoro 2021 poky (YKpaiHCBKOIO
Ta pocilicbkkoro MoBamH); IHdopmariss mpo HeoOOB’s3KOBe TeHeTHUHe [JOCTipkeHHd Ta Popma
indopmoBaHoi 3roau, Mogens Ass Ykpainu, Bepcis 2.0 Big 24 mororo 2021 poky (yKpaiHCBKOIO Ta
pociiicbKoro MoBamu); [Hdopmatiist A5 opoc/vX mailieHTiB Ta @opMa iHpOpMOBaHOI 3roAu A1 BariTHOI
MapTHepKM y4YacHUKa [AOC/Ii[KeHHs, Mopenb myisa Ykpainu, Bepcis 2.0 Big 24 mortoro 2021 poky
(YKpalHCBKOO Ta pPOCificbKOK MOBaMM); Marepianu A yyacHUKIB gociigkeHHs: [Toctep 3 iHdopmaliieto
s 3a7yuyeHHsl nanieHTiB g0 yvacti y pocinigpkeHHi FLAIR, Bepcisa 1.0 Bixg 15 yunHa 2020 poky
(YKpalHCBKOIO Ta pOCiMCbKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PanzpomiszoBaHe, ToABiliHe ciiime, T1alle00-KOHTPObOBaHe, OaraTOLEHTPOBe [OC/TiIKeHHs 2b da3u 3
mizbopy mo3u miperiapaty AZD5718 y maijieHTiB 3 XpOHIYHOK XBOPOOOK HUPOK 3 TPOTEIHYPi€ro»,
D7551C00001, Bepcis 2.0 Big 05 cepraa 2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

«Actpa3eneka Ab», IlIBeriisi / AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hoparok 41

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

26.05.2021 Ne 1036

InenTudikaris cyTreBoi
TIOTIPaBKU

OHoBnieHui MPOTOKON KiiHiuHOro BumpoOyBaHHsi APL-101-01 (SPARTA), Bepcisi 9.0 (TToripaBka 6,
22 motoro 2021 p.) I'nobanbHa, aHrmiickkoro MoBoro; bpomypa gocnignvka (APL-101), Bepcist 5.0 Bif
04 motoro 2021 p., aHrmificbkkoro MOBOO; IHdopMallis Ay maijienta i @opma iHpopMoBaHOI 3roju:
Anomnomikc Ink._APL-101-01_ OcHoBHa IHdopmariis pans mnauieHta i ®Popma iHpopmoBaHOi
srogy_Bepcis 3.0 ans Ykpainu Big 11 6epe3nst 2021 poKy_aHT/IiMCbKOI0 MOBOKO_Ha OCHOBI I7106a/bHOT
@13, Maiicrep Bepcis 7.0 Big 12 mortoro 2021 poky; Indopmarisi Ans nanienra i @opma inhopmoBaHoi
sroau: Amnosomikc IHk._APL-101-01_ OcHoBHa IHdopmMariis anas marjiedHta i @opma iHdbopmoBaHoi
sroav_Bepcist 3.0 ans Ykpaiau Big 11 6epe3nst 2021 poky_ yKpalHCBKOKO MOBOIO_Ha OCHOBi T/100a/bHOT
@13, Maiictep Bepcisi 7.0 Big 12 mtotoro 2021 poky; IHdopmatisa s narieHTa i Popma iHdhopmoBaHoi
srogu: Anosnomike IHk._APL-101-01_ OcHoBHa Indopmaryis gns marienra i ®@opma iHdopmoBaHoi
srogy_Bepcist 3.0 oy Ykpainu Bifg 11 6epesnsi 2021 pokKy_ poCifiCbKOI0 MOBOKO_Ha OCHOBi r100a1bHOT
@13, Maiicrep Bepcis 7.0 Big 12 motoro 2021 poky; IIpeckprHiHrOBe reHeTUUHE [OC/IIKEeHHS My X/IUHU,
Indbopmariitinuii MCcTOK maijieHTa Ta Popma iHGopMoBaHoi 3roau: Amnosnomikc IHK._APL-101-
01_ITpeckpuHiHroBe reHeTW4He AOCTipKeHHs1 Myx/JWHU_IHQopMarilinuii sucToK matjieHTa Ta Popma
inbopmoBanoi 3rogu_Bepcis 2.0 Bix 11 6Gepe3ns 2021 poky s YKpaiHM_aHT/TiMCbKOO MoBOrO_Ha
ocHOBi [H(dopmaliiiiHoro sMcTKa naijieHTa Ta @opmu iHPOPMOBAHOI 3roiu AiJisi POBe/IeHHSI TeHETUUHOTO
JoCiiKeHHs Myx/vHY, Bepcis 3.0 Big 26 motoro 2021 poky; [IpeckpyHIiHrOBe reHeTUUYHe JOC/iPKeHHS
nyxauHy, [Hdopmatlilinuii ucToK natjienTa Ta @opma iHpopmoBaHoi 3rogu: Anosnomikce IHk._APL-101-
01_ITpeckpuHiHTOBe TeHeTUUYHe AOCTi[KeHHs MyXJAWHU_IHQopmaliiHuii /MCTOK maijieHTa Ta Popma
inpopmoBanoi 3rogu_Bepcis 2.0 Bix 11 6epe3nss 2021 poky i YKpaiHU_yKpaiHCbKOIO MoBOrO_Ha
ocHoBi [HdopmariitiHoro /vcTka mnaijieHta Ta @opmu iHOOpMOBaHOI 3roiu A1 TIPOBeZIeHHS] TeHeTUYHOTO
JocigpkeHHs nyx/auHY, Bepcis 3.0 Big 26 mortoro 2021 poky; IIpecKprHiHrOBe reHeTUYHe [OC/IiIPKeHHS
nyxauHy, [HdopMalilinuii 1ucTok naijieHta Ta ®@opma iHpopmoBanoi 3rogu: Amnosnomikc Ink._APL-101-
01_ITpeckpuHiHroBe reHeTW4He AOCTi/pKeHHs1 Myx/iWHU_IHQopmarilinuii sucToK matjieHTa Ta Popma
indopmosanoi 3rogu_Bepcis 2.0 Big 11 6epe3ns 2021 poky 1 YKpaiHU_pocilicbkKor MoBoro_Ha ocHOBI
Indopmarjitinoro muctka mnauieHTa Ta Popmu iHdopmoBaHOI 3rofu AJisi TIPOBeJleHHS TeHeTUYHOTO
JocmikeHHs nyxyivHU, Bepcig 3.0 Big 26 mortoro 2021 poky; KapTka mnaijieHTa AOCTi/pKeHHs 3a
[Tpotokosiom APL-101-01 (SPARTA), Bepcis 3, 17 6epe3nsi 2021, aHrTiMCbKOO, YKpaiHCHKOIO Ta
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pOCiiicbKOI0 MOBaMH; 3ajyuyeHHsl JOAATKOBOIO L{eHTPasi30BaHOrO TeXHIUHOro TMpUMilleHHs, 10 Oyze

BUKODHUCTOBYBaTUCh JIJI1 TIPOBeZIEHHs] KI/TiHIYHOTO BUIpoOyBaHHs: KoMyHanbHe HekoMmepijitiHe
nignpreMcTBO «KHIBCHKMM MiCBKUW K/IIHIYHANA OHKOJIOTIYHMK LieHTp» BukoHaBuoro oprany KuiBcbhkoi
Micekol pagu (KuiBcbKoi MichKOI Aep>kaBHOI aZMiHicTpaliii) (MicLie3HaxokeHHs: By/l1. BepxoBuHHa, 69,
M. KuiB, 03115, YkpaiHa); 3MiHa KOHTaKTHOI 0co6u CrIoHCOpa Ta KOHTAKTHOI iHpopMmariii:

BYJIO CTAJIO
I1.1.B. xoHTakTHOI 0cobu: Sabine Tricon, I1.1.B. xonTakTHOI ocobu: Jad Adaimi,
KonTakTtHuii Tenedon: 001 650-209-6672, KonTakTHuii Tenedon: 001 650-808-5707,
Ajipeca ejleKTPOHHOI MOLLTH: Ajipeca eleKTPOHHOI TIOILITH:
Sabine.Tricon@apollomicsinc.com Jad.adaimi@apollomicsinc.com

3MiHa Ha3BU MiClis TIPOBe/IeHHS K/TiHIYHOTO BUTIPOOYBAHHS:

byno Crasno

K.M.H. Hedda M.IO. K.M.H. Heppa M.}O.

KomyHanbHe  HekoMmepLiiiiHe — mianpuemcTBo | KomyHanbHe — HeKoMepljiliHe  MiJIIPUEMCTBO
XapkiBcbkoi  obsacHOi  pagu  «OOsacHuii | XapkiBcbkoi  obsacHoi  pagu  «O6sacHMi

KITiHIUHNN CcrielfiaTi3oBaHuM JIMCTIaHCep | K/TiHIYHUM criellia/i3oBaHuH JIMCTIaHcep
pafialiiHOro 3axXWCTy HaceJleHHs», XipypriuHe | pafialiiHOrO 3axWCTy HacCeJeHHs», XipypriuHe
BiffiieHHs1, M. XapkKiB BiIiZIEHHI 3  OHKOJIOTIYHMMM  JIDKKaMH,
M. XapKiB
Howmep ta faTa Hakasy Ne 1468 Biz 26.06.2020
MO3 11040 3aTBep/KeHHs
K/IiHiUHOTO BUTIPOOYBaHHS
Hasga ksiHiuHOTO «BaratouienTpoBe fociipkeHHs 1 / 2 ¢da3u 3 OI[iHKA 6e3revyHocTi, hapMaKOKiHETUKHM Ta TOrepeaHbOol
BUTIPOOYBaHHs, KO/, edpextrBHOCTI npernapaTy APL-101 y naijieHTiB 3 HeZipiOHOKTITHHHUM PakOM JiereHb 3 MYyTaLlisiMH, L]0
BepcCis Ta zaTa 00yMOBJTIOIOTH TIPOTTYCK €K30Ha 14 c-Met, Ta TIOIMIMPEHUMH COJTiTHUMH MyX/TMHAMH 3 TUCPETYJIALIEI0 C-

Met», APL-101-01, Bepcis 8.0 (ITonpaBka 5, 01 BepecHsi 2020p.) I'mobasipHa
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3asiBHUK, KpaiHa ToBapHCTBO 3 06MesKeHOI0 BiinosiganbHicTIo «MEITIENC YKPATHA»
CrnioHcop, KpaiHa Amnosnnowmikc IHk., CIIIA (Apollomics, Inc., USA)

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(apmaneBTHYHOT0 3a0e3meueHHs Onekcanap KOMAPIJA




Hopatoxk 42
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

OnoBnenuii mpotokon pocaimkeHHs G1T28-207, Bepcis 2.0 Big 11 ciung 2021 poky, aHI/iHCHKOIO
MoBow; bporypa gocnigauka Trilaciclib (G1T28), Bepcist 9.0 Bix 01 6epesnst 2021 poky, aHTTiHCHKOO
MoBo10; [H(hopMariiiiauii mcTok i popma iHpopmosaHoi 3roau, Bepcisi V2.1UKR(uk)1.0 Big 10 6epesHs
2021 poky, mepeksaji yKpaiHCbKOIO MOBOIO Bif 23 6epe3ns 2021 poky; IHdbopmartiitinuii mcTok i dopma
inbopmosanoi 3rogu, Bepcisi V2.1UKR(ru)1.0 Bix 10 6epesnst 2021 poky, nepeksiaf, poCiiCbKOH0 MOBOIO
BiZ 23 6epe3nst 2021 poky; BariTHa mapTHepka: iHdopmariiiHuii TMCTOK i popma iHpopMoBaHOi 3roau Ha
TIpOBe/leHHs aHasli3y Ha BariTHICTh i BiAMOBigHe nopasnbiile croctepexkeHHsi, Bepcisi V2.0UKR(uk)1.0 Bix
10 6epe3ns 2021 poky, mepek/aj yKpaiHCbKOH MOBOMO Bif 23 Gepe3nst 2021 poky; BariTHa mapTHepkKa:
iHdbopMauiliHui MMCTOK i (hopma iHPopMOBaHOI 3ro/Iv Ha NIPOBe/IeHHsI aHasTi3y Ha BariTHICTb i BiAMoBigHe
noJianbiie crioctepexkeHHs, Bepciss V2.0UKR(ru)1.0 Big 10 6epesnst 2021 poky, nepeksaj pOCiiCbKO
MOBOIO Bizi 23 6epe3nst 2021 poky

Howmep Ta gata Hakasy
MO3 1woz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«PRESERVE 1: ®a3a 3, pangomizoBaHe, TOABiliHe ciiinie AOC/iKeHHs] TPWIALMK/IiOy y TIOPiBHSHHI 3
nialebo y mMaiieHTiB, sSIKi OTpUMYIOTH Teparito i3 3actocyBaHHsM FOLFOXIRI/6eBar3ymaby mist
JIIKYBaHHS MeTaCTaTUYHOI'0 KOJIOpeKTaJbHOro paky», G1T28-207, Bepcis 1.0 Big 12 yepsHs 2020 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emMHor0 iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

G1 Therapeutics, Inc., United States

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

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

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4yeHHs /10/IaTKOBOTO (TeHepHUYHOro) jikapchkoro 3acoby Bortezomib Accord (yactuHa KomOiHargii
JIOCJTiI)KYBaHOTO JIiIKapChKOTO 3aco0y Ta TperapaTy MOpPiBHSIHHS); MOPOIIOK /ISl PO3UMHY i iH’€KITiM;
3,5 wmr; «Intas Pharmaceuticals Limited (Intas Pharma Ltd.)», Ingis; «WESSLING Hungary Kft.»,
YropmmHa; «Almac Clinical Services Limited», Benvka Bputanis. [JofaBaHHsI KOPOTKOI XapaKTepUCTUKU
(SmPC) mocnimkyBaHoro Jikapcbkoro 3aco0y Bortezomib Accord aHrsiticekoro MoBow. [lofaBaHHs
3pa3KiB MapKyBaHHS TePBMHHOI Ta BTOPUHHOI YIaKOBOK JOC/i/PKyBaHOTO JiKapChbKOTo 3aco0y
Bortezomib Accord ykpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 545 Big 19.05.2017

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure paHzioMi3oBaHe KOHTpOJIbOBaHe JOC/i/pKeHHsI 3 ¢a3u, CripsiMOBaHe Ha OI[iHKY CeiHeKCopy,
bopre3omiOy Ta fmekcamera3oHy (cxema SVd) B mopiBHSHHI 3 60pTe3omibom i JekcameTa3oHOM (cxema
Vd) y naijieHTiB i3 peruguBytouo0 abo pedpakTepHO0 MHOXXHHHOIO Miesomoro», KCP-330-023,
pegakuist 4.0 3 iIHKOpIOpOBaHO MOMNpaBKoo 3 Bif 17 cepriHg 2018

3asgBHUK, KpaiHa

TOB «IOKYME/IC» («CIA JIOKYME/IC»), Jlatsist

CnoHcop, KpaiHa

«Kapiodapm Tepanbrotukc Inkopriopeiitez», CILIA

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary
(¢apmaneBTHUHOTrO 3a0€3neueHHA Onekcanap KOMAPIJA
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.05.2021 Ne 1036

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/IeHUI MPOTOKOJ KJTiHIYHOTO BUTIPOOyBaHHS, Bepcis 9 Big 07 ciuns 2021 p.; Popma inpopmoBaHoi
3roau Bepcisi 5.0 A/ig YKpaiHM yKpaiHCbKOIO Ta pocilicbkoro MoBamH Bif 14 kBiTHs 2021 p. Ha ocHoBi
Mozie/ibHOI (hopmu iHdopmoBaHoi 3roau Bepcisi 5 Bif 07 ciunsg 2021 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 800 Big 26.04.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, paHZOMi30BaHe, MOABiMHe cJiine, mMiarie60-KOHTPoIbOBaHe AocmimkeHHs 111 dasu
ate30/1i3ymady (aHTU-PD-L1 aHTHTIIO) B SIKOCTi a/i’tOBaHTHOI Tepartii Tic/isi pafIuKaJbHOTO JIiKyBaHHS Y
TMaLi€HTIB 3 MICLIeBO-TIOIIUPEHOI0 IJIOCKOK/IITUHHOK KapLIMHOMOIO TOJIOBU Ta IIUI BUCOKOTO PU3UKY»,
W040242, Bepcis 8 Big 16 rpygHsa 2019 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BiAMoBifambHICTIO «Porr YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmann-JIs Poru Jita, [Beiiiapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(¢apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Honatok 45

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

26.05.2021 Ne 1036

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJI KiiHiuHOTO BUMpoOyBanHss MK-7339-013, 3 iHKoprnopoBaHoto momnpaBkoto 02 Bif
04 mortoro 2021 poky, aHrIiMCEKO0 MOBOR; bporrypa gocmigavka Osamapub (Olaparib) (AZD2281,
KU-0059436), Buzpanns 20 Big 21 ciung 2021 poky, aHr/IiMcbKOW MOBORO; bpourypa gociaignrka MK-
3475, suganns 20 Big 08 6epesnsi 2021 poky, aHTTiMCbKO MOBOIO; YKpaina, MK-7339-013, Indopmatiis
Ta JAOKYMEHT Mpo iHpopMoBaHy 3rofy A/s TaijieHTta, Bepcis 01 Big 12 kBiTHs 2021 p., yKpaiHCHKOIO
MOBOM; Ykpaina, MK-7339-013, Indopmatiisi Ta JOKyMeHT Npo iHpopMoBaHy 3rofly [i/s MallieHTa, BepCis
01 Big 12 kBitHa 2021 p., pociiickkor0o MOBO; JlofaTKOBI MaTepianu Ajis mauieHTiB: bpoiypa s
naljieHTa, Bepcisi st Ykpainu Big 27 nunns 2020 p., ykpaiHCBKORO Ta pociiicbkoro MmoBaMmu; bporiypa s
TalLlieHTa 11070 3pa3KiB TKaHWH, Bepcis Ajs YKpainu Bif 27 munHs 2020 p., yKpaiHCBKOIO Ta POCIMCHKOIO
moBamu; [lociOHMK 1[o/[0 Bi3uTiB, Bepcis myisg Ykpainu Bijg 27 sunHsg 2020 p., yKpaiHCBKOW Ta
POCiMICBbKOI0 MOBaMH

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 80 Big 19.01.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, ToABiliHe ciiine, T1alle00-KOHTpo/IbOBaHe fociimkeHHs III ¢a3u Aasg  OLjiHKK
nembponizymadby (MK-3475) y moegHaHHI 3 CyMyTHbOK XiMiOIIDOMEHEBOI Teparti€r 3 TOoAA/IbIINM
BBe/IeHHsIM 11eMOpoJ1izyma0y 3 onanapr6om (MK-7339) abo 6e3 HbOr0 y MOPiBHSHHI JIUIIE 3 CYyTyTHbOI
XIMIOIIpOMEHeBOX0  Tepari€ld B YyyaCHUKIB 3  HeIOJaBHO  [larHOCTOBaHUM  JIOKa/i30BaHUM
JPpiOHOK/IITHHHUM pakoM JiereHiB (JIJPJT)», MK-7339-013, Bepcisi 00 Big 21 siumzs 2020 poky.

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA




