Hoparok 1

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocmipKyBaHOTO JIiIKapchKoro 3acoby ATe30s1i3ymab st MiAMIKIPHOTO 3aCTOCYBAHHS, PO3UUH ISt
in’ekuin, 125 mr/mi, Bepcisi Big >koBTHS 2022 p.; 3ajyueHHs [10/aTKOBOI BUPOOHMUOI [inbHUI Porr
Hiarnoctuke T'm6X, HimeuumHa psisi [JOC/ipKyBaHOTO JTiKapCchKOoro 3aco0y ATe3omnizymad s
MiJIIKIDHOTO 3aCTOCYBaHHs, PO3YMH /sl iH €Kik, 125 Mr/mi; 3pa3oK MapKyBaHHSI [OC/iKyBaHOTO
mikapceKoro 3acoby ATe3osisymab s MiAIIKIPHOTO 3aCTOCYBaHHS, PO3UMH Jyis iH’€Kuid, 125 mr/mi,
Bepcis Big 8 ymunHg 2022 p.; [JogaBaHHS anbTePHATHUBHOI HA3BH [OC/Ii/)KYBaHOTO JiKapChKOTO 3aco0y
ATe30/1i3ymab /151 i AIIKiPHOTO 3aCTOCYBaHHS, PO3UWH ISl iH’ eKiid, 125 mr/mi:
BYJIO CTAJIO

ATe3ostizymab [y mAMIKIpHOTO 3acTOCyBaHHsS | ATe30s1i3ymab i THAMIKIPHOTO 3aCTOCYBaHHS
(Atezolizumab SC, Arte3onizymab m/in Ta | (Atezolizumab SC, Arte3omizymab m/in Ta
rHuPH20, Atezolizumab SC plus rHuPH20, | rHuPH20, Atezolizumab SC plus rHuPH20,
Are3onizymab n/mi, 1875 mr/15 mn ta rHuPH20, | Ate3onizymab m/m, 1875 mr/15 mu Ta rHuPH20,
2000 O/mn) 2000 O/[I/mn, ATte3osnizymab /i, 1875 mr/15 mi i
riaypoHiziasa)

Howmep Ta fata Haka3sy
MOQO3 110710 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanzomizoBane, OararoneHntpoBe, (a3u IB/III mocmimpkeHHs (apMakOKiHETUKH, e(eKTUBHOCTI Ta
0e3meuHOCTi 3acTOCyBaHHS MiAMIKipHOI (opmu are3onizymaly y TOpPiBHSIHHI 3 BHYTPIllTHbOBEHHOIO
dopmoro aTe3o/i3yMaly y MaljieHTiB i3 paHillle JIKOBaHHUM MiCI[eBOTIOIIUPEHUM ab0 MeTacTaTUYHUM
HeIpiOHOK/TITUHHUM pakoM jiereHb», BP40657, Bepcisi 6 Bif 25 moTtoro 2022 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiziNOBianbpHiCcTIO «Porn YKpaina»
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CrioHcop, KpaiHa @.Xodpdbmann-JIs Poru JITa, [IBetitapis

CynyTHi —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

Hauanbauk ®@apManeBTHYHOT0 YIIPaB/IiHHS IBan 3A/IBOPHUX




Hoparok 2

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

Onosnenuii [Ipotokon kniniuHoro mocnimkenHss TACTI-003, Bepcis 1.5 Big 11 nucromaga 2022 poky,

aHIJIiKCbKOK MOBOHO; 3MiHa agpecu CrioHCopa A0CJIi

mxeHHs1 Immutep S.A.S./ImmyTen C.A.C.:

bYJIO

CTAJIO

21, Rue Jean Rostand, in 91893 Orsay, France/ 21
pro JKau Pocran 91893 Opce, ®panuis

Parc Les Algorithmes, Batiment 7- Le Pythagore,
Route de I’Orme - RD128, 91190 Saint-Aubin,
France/Tlapk "Ausroputrmu", OyniBns 7 - Jle

[Ticdbarop, Tpaca ge 1'Opm - RD128, 91190 CeHrt-
Ob6eH, PpaHLis

Bpoirypa pocnignvuka Pembrolizumab, KEYTRUDA®, BuzganHsi 23 Big 26 >xoBTHs 2022 poOKy,
aHIJIiCbKOK MOBOIO; [H(popMalliliHUii TMCTOK /1 naijieHTa i ¢popma iHpopMoBaHoi 3roau, Bepcist 4.0 Bif,
24 nuctonaza 2022 poky, A/ YKpaiHu, Ha OCHOBI MaiicTep-Bepcii [HpopmaLiiiHoro MCTKa J/1s1 natjieHTa
i gopmu indopmoBaHoi 3roau, Bepcisi 1.4, Big 15 mucronaza 2022 poky, Ha ocHoBi IIpoTtokony Bepcis
1.5, Big 11 nucronaza 2022 poky, aHI/TiMCBKOK0 Ta YKpaiHCbKOIO MoBaMu; [lozaTok go IHdopmatiiliHoro
JIUCTKA AJis TaiieHta i ¢dopmu iHpopMoBaHoi 3rogau, Bepcis 4.0 Big 24 mucromaza 2022 poky, Ams
YKpaiHu, Ha OCHOBI MaiicTep-Bepcii IHdopmalliiiHOro McTKa J/1s natlieHTa i popmu iHpopmMoBaHOi 3ro/y,
Bepcis 1.4, Big 15 nucromnaza 2022 poky, Ha ocHoBi [Ipotokony Bepcis 1.5, Big 11 aucronaga 2022 poky,
aHTJIICBKOI0 Ta yKpaiHChbKOI MoBaMmu; [ozatok o IHdopwmaiiiiiHoro sucTtka s maijieHTa i dhopmu
iHopMOBaHOI 3roiu Ha y4yacTh Y MeJJMYHOMY HayKOBOMY A0C/imkeHHi, Bepcisi 2.0 Big 07 rpyans 2022
POKY Ji/iss YKpaiHu, Ha OCHOBI MaiicTep-Bepcii foflaTka 10 iHpopMalliiiHoro JucTKa /15 TaljieHTa i popmu
iHopMOBaHOI 3ro/ii Ha yyacTb y MeJMUHOMY HAayKOBOMY AOCJiMkeHHi, Bepcis 2.0 Big 24 nucromnaja
2022 poKy, aHITHCBKOIO Ta YKpaiHCBKOI MoBamH; JlOChe [JOCTiPKyBaHOTO JIiKapCHKOTO 3acoly
Eftilagimod Alpha (IMP321) Bepcis 7.0, Big 01 mucromaza 2022 p., aHIVIiICBKOIO MOBOHO; 3pa3kKu
MapKyBaHHs JociifkyBaHoro miperiapary Eftilagimod alpha Edtinarimon anbda, 25 mr / wmm,
YKpaiHCbKOI MOBOIO: byksetr ®diHanbHa Bepcis 4 Bij 16 mucromaza 2022 poky; PrakoH 3 OyKieToM
®iHanbHa Bepcig 4 Big 16 mucromaga 2022 poky; 3pasKd MapKyBaHHS [JOC/IIKYBaHOr'O IIperapary
Pembrolizumab alpha I[Tem6pomnizymab anbda, 25 Mr / My, yKpaiHCbKOI0 MOBOO: bykeT ®iHa/mbHa Bepcis
4 Big 07 >xoBTHS 2022 poky; PakoH 3 Oyknerom PiHanbHa abo mabmoHHA Bepcis mianucada 12 >KOBTHS
2022 poky
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Howmep Ta fara Haka3zy Ne 1966 Biz 15.09.2021
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO TACTI-003 («/IBa akTHBHi iMyHOTepameBTHUHi 3acobu»): baraToijeHTpoBe, BiJKpHTe, paHOMi30BaHe
BUTIPOOYBaHHS, KO/, nmocrimkenss I da3u /s OI[iHKK 3aCTOCYBaHHS pO34MHHOrO ribpuaHoro 6imka LAG-3, edrtunarimomy
Bepcis Ta JjaTa anbda (edptu; IMP321), y KombiHariii 3 membpomizymabom (aHraroxicrom PD-1) anst mepitioi il Tepartii

MaIfieHTiB 3 Hepe3eKTabenbHOI PElUMBHOI ab0 MEeTaCTaTHUHOK IJIOCKOK/TITUHHOI KapIiMHOMOKO
rosioBu Ta i (ITKKT'I)., TACTI-003, Bepcis 1.4 Big 08 nunHst 2022 poky

3asiBHUK, KpaiHa TOB «Apencia Excriopatopi Megicin», YkpaiHa
CnoHcop, KpaiHa Immutep S.A.S. / ImmyTen C.A.C., ®panyjis
CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

Hauanbauk ®@apmaieBTUYHOr0 yIpaB/IiHHS Isan 3A/IBOPHUX




HonaTok 3

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Tpotokon kniniuHoro BumpoOyBanHs GP43365, Bepcisi 5.0 Big 24 >xoBTHs 2022 POKy, aHIVIIHCBKOO
MoOBoMO; IHdopmatiis Ans naijiedTa i Popma iHdhopMoBaHOi 3roZi, OCHOBHA Bepcisi Ajia YKpainu 3.0 Bif
27 xoBTHs 2022 poKy Ha mifcTaBi MalicTep-Bepcii ocHOBHOI Bepcii IH@opmariii a5 nauieHTta i Popmu
indopmosanoi 3roau 4.0 Big 20 >xoBTHs 2022 POKy, aHI/TMCHKOI Ta yKpaiHCHKOIO MOBOIO; Bpoiiypa
nocniganka RO5541267 TECENTRIQ (atezolizumab), Bepcis 19, Big cepriasi 2022 poky, aHIJIiCBKOIO
MoOBO; OHoB/eHa cekiis S.7.1 “IlifCyMOK Ta BUCHOBKHU IIOZI0 CTabinbHOCTI” JOChe AOCTiIKyBaHOTO
nikapceKoro 3acoby Tuparonymab 600 mr/dakoH, CTepyIbHUM KOHIIEHTPAT JJis PO3UMHY /s iHQY3il,
CMC: S.7.1 - RIM-REGQUAL-117095 Bepcis 3.0, aHrmaiiicbkkoro MoBor; OHoBeHa cekuis S.7.3 “/aHi
crabinbHOCTI” [Jocke mocmimKyBaHOro jikapchkoro 3aco0y Tuparosymab 600 mr/dakoH, cTepuIbHUAN
KOHLIeHTpaT i po3urHy Ass iHgysiii, CMC: S.7.3 - RIM-REGQUAL-110414 Bepcis 2.0, aHrilAcbKo0
MoBoto; OHoBnieHa cekiisi P.8.1 “IlizcyMoK Ta BUCHOBKHM I0ZI0 CTabimbHOCTI” Jloche AOCITiIKYBaHOTO
nikapceKoro 3acoby Tuparonymad 600 mr/d/akoH, CTEPUIBHUM KOHIIEHTPAT JJIs PO3UMHY /s iH]Y3iH,
CMC: P.8.1 - RIM-REGQUAL-121565 Bepcis 1.0, aHrmaiticbkkoro moBor; OHoBneHa cekiljisg P.8.3 “/lani
crabipHOCTI” ToChe MOCTIHKYyBaHOTO JiikapchbKoro 3acoby Tuparomymad 600 mr/¢uiakoH, CTepUIbHUM
KOHL|eHTpaT J/1s1 po3unnHy A iHdysiii, CMC: P.8.3 - RIM-REGQUAL-121567 Bepcis 1.0, aHrnilicbKor0
MoBOO; OHoBeHa cekijisg P.8.1 “IlifcymMOK Ta BUCHOBKHU IIOZI0 CTabinbHOCTI” JoChe AOCTiIKyBaHOTO
mikapceKoro 3acoby Tuparosymab st 1/ BBefleHHs], PO3uMH i iH’ekiii, 1040 mr/dbnakon, CMC:
P.8.1 - RIM-REGQUAL-091781, Bepcis 2.0 Big 11 nucrtonazga 2022 p., aHrJ/1ilicbKor0 MoBOK; OHOBJIeHa
cekiis P.8.3 “Ilani crabinbHOoCTi” [Jochbe mOCTifKyBaHOTO JiKapCchKOro 3acoby Tuparomymab st mi/in
BBe/IeHHSsI, PO3uuH Ayis iH’ekiii, 1040 mr/dnakon, CMC: P.8.3 - RIM-REGQUAL-093929, Bepcis 2.0 Bix
11 mucromaza 2022 p., aHrfificbkoro MoBoro; [To0BXKeHHsSI TepMiHy MPUAATHOCTI [JOC/i/PKyBaHOTO
nikapchKoro 3acoby Tuparosymab 600 mMr/diakoH, CTepyuIbHNAN KOHLIEHTPAT /IS pO3UMHY AJis1 iHdYy3ii 10
48 micsis; ITofoBKeHHsT TepMiHy MPUAATHOCTI JOCTIPKYBaHOTO JliKapchbkoro 3aco0y Tuparosymab aist
/11 BBeZleHHsl, po3uuH Ans iH’ekiii, 1040 mr/dnakon o 36 wmicsiiB; Jluct [JocaigHUKY CTOCOBHO
nJocrimkyBaHoro Jiikapcbkoro 3aco0y TECENTRIQ® (atezolizumab) Big 21 smctomaza 2022 poky,
aHIJIIMCbKOIO Ta YKPaTHCHKOI0 MOBaMH
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Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bif 04.10.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PA3A 1b, BIOKPUTE, BATATOLEHTPOBE [JOCJIIPKEHHA /14 BU3HAYEHHSA
OIITUMAJIBHOI [03M 3 METOIO OLIHKU ®APMAKOKIHETUKM, BE3IIEUHOCTI TA
[NEPEHOCUMOCTI IIAMIKIPHOI'O BBEJEHHS KOMBIHALII THUPATOJYMABY 1
ATE3OJII3YMABY ¥ TIALIEHTIB 3 MICHEBOIIOIIMPEHUMMN ABO METACTATUYHUMU
[TYXJIMHAMW», GP43365, Bepcis 4 Big 21 koBTHs 2021 poKy

3asgBHUK, KpaiHa

TOB «ApeHcisa Ekciiopatopi Megicin», YkpaiHa

CnoHcop, KpaiHa

@. Xohdpmann-JIs Pour JIta, [Betitapis / F. Hoffmann-La Roche Ltd, Switzerland

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepartii

Hauanbauk ®@apmaieBTUYHOr0 yIpaB/IiHHS

Isan 3A/IBOPHUX




HopnaTok 4

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ononenuit [Ipotokon NN6535-4730, ¢inansHa Bepcist 9.0 Big 05 >xoBTHsS 2022 p., aHI/TiICBKOI0 MOBOIO
3 pomatkamu; [HQopmariisi gis yuacHuka Ta @opma 3rofu Ha y4acTb Y [OC/ipKeHHi, (piHa/bHa BepCis
3.0-UA(UK) Big 22 nucronaza 2022., ykpaiHCbKOI MOBOIO; IH(opmatiis Ay yuacHuKa Ta Popma 3rogu
Ha yvacTb y J0C/i[pKkeHHi , ¢iHanbHa Bepcis 3.0-UA(RU) Big 22 muctonazaa 2022., pociiicbkoro MOBOIO;
Indopmariisi s yyacHuka Ta ©opma 3rofM Ha y4acTb y JOCTiPKeHHi /s rMmapTHepa B JOC/iKeHH,
¢inanbHa Bepcis 2.0-UA(UK) Big 22 nuctonaza 2022., ykpaiHCbKOO MOBORO; [H(hopMallis A5l ydacHHKA
Ta dopma 3roiv Ha y4yacTb y JOC/iPKeHHi [ijis apTHepa B A0CTijkKeHHi, (iHampHa Bepcis 2.0-UA(RU)
Bif 22 nucromaga 2022., pociiicbkkoro MoBowo; ozatok Ne 1 JlocTaBKa AOC/TiKyBaHOTrO TperapaTy 3
K/iHiku Bam gogomy go IHdbopmatiii g5 yuacHuKa Ta @opMu 3rofid Ha y4acThb y AOCTiAKeHHi, diHambHa
Bepcisi 2.0-UA(UK) Big 22 nuctomaga 2022., ykpaiHcbkow MmoBor; Hogatok Ne 1 [loctaBka
JIOCJTi/PKYBAaHOTO TIperapaTty 3 KiiHiku Bam gomomy go IHdopmariii gist yuacHuka ta @opmu 3roau Ha
y4dacTb y fociimpkeHHi, ¢iHanbHa Bepcisg 2.0-UA(RU) Big 22 nucromaga 2022., pociicbkor0 MOBOIO;
[TpogoBXKeHHsT TepMiHy TIPOBeJieHHs] K/TiHiYHOro BUTIpOOyBaHHS B YKpaiHi A0 23 >xoBTHs 2026 poOKy;
Marepianu, siki MOXKyTb OyTH HaflaHi maLieHTaM AoctimpkeHHs: Yaimka( Cup)

Howmep Ta paTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1326 Big 02.07.2021

Has3sa k/1iHiuHOr0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane Tmo/BiliHE citire T1alle00-KOHTPO/bOBaHe KITiHIUHe /IOC/Ii/PKEHHs, 1[0 BHBYAE
eeKTUBHICTb Ta Oe31eKy 3aCTOCYBaHHS MePOPaTbHOTO CeMaryyTUAY y Mal[iEeHTIiB i3 TOYaTKOBOKO CTa/li€r0
xBopobu Anbureiimepa (EVOKE)», NN6535-4730, dinamsHa Bepcis 6.0 Big 25 muctomnaza 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopgick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

HauanbHuk ®@apMareBTUYHOr0 YIIPaB/IiHHSA

Isan 3A/IBOPHUX



HonaTtok 5

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

Omnosnenuii ITpoTokon kniHiuHOrO AocnimkeHHs: ZWI-ZW25-301, 3 iHKOPIIOpOBaHOIO MOTPaBKOIO 2 Bif
27 >xoBTHs1 2021 p., aHTiMCHKOI0 MOBOIO; 3MiHa afipecu rojioBHOT0o odicy CrioHCOpa AOCTiIyKeHHS:

bYJIO CTAJIO

1385 Bect 8-a ABento, BaukyBep, bputanceka | 114 Ict 4 AseHro, BaskyBep, bputaHcbka
Konym6isi, Kanaga V6H 3V9 (1385 West 8th | Konymbiss, Kanaga V5T 1G4 (114 East 4th

Avenue, Vancouver, BC, Canada V6H 3V9) Avenue, Vancouver, BC, Canada V5T 1G4)

Bporirypa gocsiHMKa 1OC/TiKYBaHOTO TiKapCchKOro 3aco0y 3aHimaramab (Zanidatamab (ZW25)), Bepcis
9.0 Bixg 22 >xkoBTHsA 2021p., aHr/miMicbKOIO MOBOR; bpoiilypa AociaiHMKa [JOCTiI)KyBaHOTO JiKapChKOTro
3acoby Tucnenizymab (Tislelizumab, BGB-A317), Bepcis 9.0 Big 20 >xoBTHs 2021p., aHIJIiHACHKOO
MOBOO; /JloChe€ [OCIiHKYBAaHOTO JiKapcbkoro 3aco0y 3anizmaramab (Zanidatamab, ZW25), po3szin
«fAkictb», Bepcis 3 Big 10 rpyans 2021p., aHIIIMCBKOI0 MOBORO; []0Ch€ AOCIPKYBAaHOTO JIiKapCHKOTO
3acoby Tucnenizymab (Tislelizumab, BGB-A317), Bepcis 6.0 Big 02 mucromaza 2021 p., aHT/IiHCEKOIO
MoBo10; CripolrieHe [[OCh€ AO0CTiPKyBaHOTO JiKapchkoro 3aco0y I'eprientun (Herceptin) 150 mr ta 440
mr, Bepcisg 1.0 Big 02 TpaBHs 2021p., aHr/IiiCEKOK MOBOM; 3anyueHHsl [0JaTKOBOI JliKapcbKoi hopMu
niperapaty TiopiBHsSHHsA [epuenTtuiH (TpacTy3yma0), MOpOIIOK /s TIPUTOTYBaHHS KOHIIEHTpPATy Jist
po3unnHy as iHdys3ii, 440 mr, y 6aratomo3oBoMy duakoHi (BUpoOHMK: Roche Pharma AG, Emil-Barell-
Strasse 1, Grenzach-Wyhlen, Baden-Wuerttemberg, 79639, Germany; Roche Diagnostics GmbH,
Sandhofer Strasse 116, Mannheim, Baden-Wuerttemberg, 68305, Germany); 3any4eHHsI pO3UHMHHUKa, 20
M1 y ¢iakoHi, f0 mipernapary mopiBHsHHS ['eprientiiH (TpacTy3ymal), MOpOIIOK AJsi TIPUTOTYBaHHS
KOHI[eHTpATy /i PO3uuHy i iHdy3ili, 440 mr, y 6ararozo3oBomy (diakoHi (BUpobHUK: Roche Pharma
AG, Emil-Barell-Strasse 1, Grenzach-Wyhlen, Baden -Wuerttemberg, 79639, Germany; Roche
Diagnostics GmbH, Sandhofer Strasse 116, Mannheim, Baden-Wuerttemberg, 68305, Germany); 3pa3ok
MapKyBaHHsI KAPTOHHOI yIIaKOBKH JIiKapChKoro 3aco0y nopiBHsHHs [eprentuH (Tpacty3ymab) 440 mr ta
PO3UMHHUKA, A1 npoTtokony ZWI-ZW25-301, Big 02 rpygus 2021 poky, YKpaiHCBKOIO MOBORO; 3pa3okK
MapKyBaHHS (UIaKOHy 3 pPO3uMHHUKOM, 20 M/, [0 JiKapChKOro 3aco0y TopiBHSHHS ['eprienTuH
(Tpacty3ymab) 440 wmr, ans riporokony ZWI-ZW25-301, Big 25 smucrormaga 2021 poKy, YKpaiHCBKOIO
MOBOI0; 3pa30K MapKyBaHHs (IaKOHY JTiKapChbKOTO 3aco0y
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nopiBasiHHsS ['eprientuiH (Tpacty3ymab) 440 mr, asis mporokony ZWI-ZW25-301, Big 25 mucromaga
2021 poKy, yKpalHCbKOK MOBOIO; I10l0B)KeHHs TepMiHy MNPHUJATHOCTI AOC/iJKYBaHOTO JiKapChbKOIrO
3aco0y 3aHifaramab (Zanidatamab (ZW25)) 3 21 wmicsua go 30 micsnis; ZWI-ZW25-301 OcHoBHa
[ndopmatiist g1 naiienta Ta dopma iHdbopmoBaHoi 3rogu, Bepcisi 3.0 A/ YKpaiHU aHT/iMICbKOI0 MOBOHO
14 ciuns 2022 p.; ZWI-ZW25-301 OcHoBHa [Hdopmatiist A5 natjieHTa Ta ¢dopma iHHOpMOBaHOI 3rofy,
Bepcist 3.0 asisi YKpaiHu ykpaiHcbkoro MoBoro 14 ciunsi 2022 p.; ZWI-ZW25-301 OcHoBHa IHdopmatiis
Ji1st mattieHTa Ta ¢oopma iHopmoBaHoi 3rou, Bepcis 3.0 A YKpaiHu pociiicbkoro MoBoto 14 ciuns 2022
p.; ZWI-ZW25-301 Indopmatiis j1s nauieHTa Ta opma iHHOpMOBaHOI 3roZiy Ha y4acTh y MornepeHbOMY
CKpUHiHry, Bepcisi 2.0 a1 YKpaiHM aHIIIMCBbKOIO MOBOK Bif 19 BepecHs 2022 p.; ZWI-ZW25-301
[Hdopmatiist a1 natjienta Ta popma iHdhopMOBaHOI 3ro/ii Ha y4acThb Y MonepeJHbLOMY CKPHHIHTY, Bepcisi
2.0 ana YkpaiHd yKpaiHCbKOIO MoBOiO Bin 19 BepecHs 2022 p.; ZWI-ZW25-301 Iadopwmariis ass
naijieHTa Ta ¢opma iHhopMOBaHOi 3roJju Ha yuacTh y TMOTMepeJHbOMY CKPUHIHTY, Bepcis 2.0 g5 YKpaiHu
pociticbkoro MoBoto Bif 19 BepecHst 2022 p.; ZWI-ZW25-301 Indopmariisi Ta popma iHpopmoBaHoi 3rogu
Ha 30ip ZJaHKX MPO BariTHy MApTHEPKY Ta HOBOHAPO/KeHY AUTHHY, Bepcist 2.0 st YKpaiHU aHITiHCHKOO
MOBOHO BiJ] 24 rpygus 2021 p.; ZWI-ZW25-301 Tadopmaiiis Ta dopma iHbopMoBaHOi 3roau Ha
30ip JaHWX TIPO BariTHY MapTHEPKY Ta HOBOHAPO/PKeHY MUTHHY, Bepcis 2.0 A YKpaiHU yKpaiHCBHKOIO
MOBOHO BiJ| 24 rpyHs 2021 p.; ZWI-ZW25-301 Tudopmatiis Ta ¢popma iHdhopmoBaHOi 3rou Ha
30ip MaHUX TPO BariTHy MapTHEPKY Ta HOBOHAPO/ KEHY AWTHHY, Bepcis 2.0 s YKpaiHU pOCiHCBKOO
MOBORO BiJ 24 rpyans 2021 p.; 3MiHa BIiATOBiA/NILHOTO AOC/IJHUKA Ta Ha3BU MiCLs
TIPOBE/IEHHs] BUPOOYBaHHS:

BYJIO CTAJIO
n.M.H. Ckopuii [1.1. nikap Inbin €.0.
KomyHanbHe HeKOoMepLliliHe nigrpuemcTso | KomyHansHe HeKOoMepLliliHe TiJIIPUEMCTBO
«O6sacHUI TIEHTP OHKOJIOTii», OHKOXipypriuHe | «O6/acHUM I1[eHTP OHKOJIOTii», OHKOXipypriuHe
BififjileHHs] LIJIYHKOBO - KUIIKOBOIO TPakTy, | BiAi/IJIeHHs  OpraHiB  4epeBHOI  ITOPOKHUHHU,
M. XapKiB M. XapKiB

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
KJTiHIYHOTO BUITPOOYBaHHS

Ne 2147 Bif 04.10.2021
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Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe OaraTol|eHTpoBe JoCTipKeHHs1 (a3u 3 Tmpernapary 3aHizatamab y KombOiHariii 3
ximioTeparieto 3 Tucnenizymabom abo 6e3 Heoro y maijieHTiB 3 HER2-1o3uTtrBHOIO Hepe3eKTabenbHO
MicLieBoromMpeHor0  abo  MeTacTaTMUHOI —TacTpoe3odareanbHol0 — ageHokapuuHoMmo — (IEA)»,
ZWI-ZW25-301, 3 iHKopnopoBaHo 1nonpaskoro 1 Big 12 tpaBHst 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHor BianosizanbHicTio «KoHTpakTHO-[ocnignuiibka Opranisauis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa

«3aimBopkc IHK.», Kanaga (Zymeworks Inc., Canada)

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

Hauanbauk ®@apmaiieBTUHYHOT0 yIpaB/IiHHS Isan 3A/IBOPHUX




HonaTtok 6

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

3.02.2023 Ne 200

InenTudikallis cyTreBoi 3miHa odiliiiHoro mpeACcTaBHMKA CIIOHCOpa B YKpaiHi 3 MeTO TMpOBe/eHHs MAAHOTO KIIiHiUHOTO
TOMNPaBKU BUITPOOYBaHHS:

BYJIO CTAJIO
TOB «®apma Komriekc Comromns FOA» TOB «CT AKAIEMIf»

BKJ/TFOUeHHS 10/1aTKOBOT'O MiClisi TPOBeIeHHsI K/TiHiYHOTO BUTMPOOYBAHHS:
No [1.I.b. BiAnOBia/IbHOTO AOC/IiJHHKA
n/n Ha3Ba miclis rpoBeieHHs KJIiHIYHOTO BUTTPOOYBaHHS

1. | nikap Kygenina K.A.
KomyHnanbHe mignpueMcTBo «JlikapHs Nel» JKUTOMUDPCBKOI MiCBKOI pajy, KOHCYJIbTaTUBHO-
JIiKyBaJibHe BifziyieHHs1 «HayKoBO-A0CTi AHUIIBKUM LIEHTP», M. JKUTOMUD

Howmep Ta fata Haka3y Ne 2947 Bin 30.12.2021

MO3 o0 3aTBepAKeHHS

K/TIiHIYHOT'O BUITPOOYBaHHS

Ha3ssa kiiHiuHOTO «®a3a II, mopgiiiHe ciime, paHgOMi30BaHe, TMJialeb0 KOHTPOJbOBaHe, y Tilapa/e/ibHUX Tpyrax,

BUTIPOOYBaHHS, KO/, JIOCJTi/DKEeHHS 3 METOF0 BUBUEHHS TIOTEHI[IMHUX aHTHUAUCKIHeTUUHUX BiactuBocteid CPL500036 (iHribiTop

BepCis Ta jara PDE10A) y mnarjieHTiB i3 xBopoOoro IlapkiHCOHa, fKi CTpaJarOTh BiJ AWUCKiHE3ii, CIIPUUUHEHOI
JleBogonoro», 03PDE2020, Bepcis 2.0. Big 16 aunHg 2021 poky

3asgBHUK, KpaiHa TOB «CT AKAJEMIfI», Ykpaina

CrioHcop, KpaiHa Celon Pharma S.A, ITonbliija

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

Hauanbauk ®@apmaieBTUHYHOr0 yIpaB/IiHHS IBan 3A/IBOPHUX




Hoparok 7

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gociignuka Osamnapu6 (Olaparib) (AZD2281, KU-0059436), BuganHs 21.1 Bixg 14 uepBHs
2022 poky, aHr/ifickkoro MoBoro; bportiypa gocigarka Osnamapub (Olaparib) (AZD2281, KU-0059436),

BujanHs 21.2 Big 04 >xoBTHs1 2022 poKy, aHIJiHiCbKOI0 MOBOMO; Bporiypa gocnignvka Pembrolizumab
(MK-3475), BupmanHs 23 Bifg 26 >xkoBTHsi 2022 pOKy aHI/IIMCbKOK MOBOIO; 3pa3ku MapKyBaHHS

nikapcbkoro 3aco0y: MK-3475:MK-3475 Kit, Bepcist 2.0 Big 02 ymucromnaza 2022 poKy, aHTTiHCHKOIO Ta

yKkpaiHcbkoro MoBamu; MK-3475 Vial, Bepcis 2.0 Big 02 nucromaza 2022 poky, aHIJIIWCBKOKO Ta
KpaiHChKOI MOBaMH; 3MiHa Ha3BU MiCIisl TTPOBeIeHHs K/TiHIUHOTO BUMIPOOYBaHHS:

bYJIO

CTAJIO

nikap Boiitko H.JI.

KHII «KuiBcbKuii MiCbKU K/TiHIYHUM
OHKOJIOTIYHMM LIeHTP», BiAJiieHHs1 XximioTepartii
Ne2, M. KuiB

nikap Bovitko H.JL.

KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO
«KUIBCbKWI MICBbKUN KIiHIYHUM OHKOJIOTiUHMM
LIeHTp» BUKOHABYOro opraHy KWIBCBKOI MiCBKOI

nepxaBHOI pazu (KuiBCbKOI MiCbKOi JeprkKaBHOI
aaMiHicTpariii), ximioTeparieBTUUHe BijzineHHs
No2, m. Kuis

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

«Hdocnimkenns 11 ¢dasu nembposnizymaby (MK-3475) y KombiHaljii 3 CymyTHBOI XiMiOTIPOMEHEBOHO
Tepari€ro 3 MO/Ja/JbIIMM BBeJeHHSM MemMOposizymady 3 osmanapubom abo 06e3 HBOTO TOPIBHSHO 3
CYTIyTHBOK XiMiOTIDOMEHEBOIO Teparli€lo 3 TOoJalblIMM BBeJeHHSIM JypBasiymMady B YYaCHUKIB 3
Heorepade/lbHUM JIOKa/IbHO PO3MOBCIO/PKEHUM HepiOHOKTITHHHUM pakoM jereniB 111 crazii (HIPJI)»,
MK-7339-012, 3 iHkopriopoBaHot0 nonpaBkoro 07 Big 11 ;koBTHs1 2022 poky

3asgBHUK, KpaiHa

ToBapHCTBO 3 00MeXXeHOr0 BifnoBiganbHicTI0O « MCJI YKpaiHa»
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CrnioHcop, KpaiHa TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

Hauanbauk ®@apmaieBTUHYHOr0 yIpaB/IiHHS Isan 3A/IBOPHUX




HonaTok 8

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpoirypa pocnigavka Pembrolizumab (MK-3475), Buganns 23 Bif 26 xoBTHS 2022 poKy aHIJIiHCHKOIO
MOBOI0; 3MiHa Ha3BHM MiCI[b IPOBE/IeHHSI K/IiIHIYHOTO BUIIPOOYBaHHS:

LIeHTp, BigzaineHHs xiMmioreparii No2, m. Kuis

BYJIO CTAJIO
3aB. BigaineHHsam Boiitko H.JL. 3aB. BigzineHHsm Boiitko H.JL.
KuiBcbKuii MicbKUIM K/iHIUHKN OHKOjoOriuHui | KomyHanbHe — HekOMepLiiHe  MiANpUEMCTBO

«KUIBCLKMI MICBKUU K/TIHIYHUK OHKOJIOTiUHUH
LIeHTp» BUKOHABYOro opraHy KHIBCBKOI MiCBKOI

BigmisienHs, M. Ogeca

pazu (KuiBcbkoi MiCBKOL Jep>KaBHOI
aaMmiHicTpaliii), ximioTeparieBTMUHe BiJ/ineHHs
No2, m. KuiB
K.M.H. TpyxiH /I.B. K.M.H. TpyxiH [I.B.
KomyHaneHa ycraHoBa «Opmeckkuii ob6macHuii | KomyHanbHe HeKOMeplliliHe TiATPUEMCTBO
OHKOJIOTiYHMM AuCTiaHCep», CTallioHap JAeHHOro | «OaechbKuii perioHabHUN K/TiHiUHUM
niepeOyBaHHSs JMCIIaHCepHO-TIO/IK/TiHIYHOTO | IPOTUTYX/IMHHUM  LleHTp» Ofecbkoi o6sacHoi

pajin», BigaiyieHHs Ximiotepanii, M. Ogeca

3aB. Bif. boiiko B.B.

KomyHaneHui 3aKmaz «IIpykapnaTcbKum
K/IIHIYHUM OHKOJIOTiuHMM LieHTp», Il xipypriune
BiamineHHs, M. IsaHo-®paHKiBCHK

3aB. Bif. boiiko B.B.

KomyHanbHe HeKOMepLliliHe MiATIPUEMCTBO
«[IpyKapnatcbkuii  K/IiHIUHUM  OHKOJIOTiYHUN
ueHTp IBaHO-®PpaHKIBCHKOI 00s1acHOI  pazm»,

xipypriute BiggisieHHs Ne2, M. [BaHO-PpaHKiIBCbK

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTIiHIUHOTO BUTIPOOYBaHHS

Ne 727 Big 04.04.2019
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Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanzomizoBane, nozgiiiHe ciine pocimkenns 111 da3u kombiHariii memoposnizymaby (MK-3475) 3 abo
6e3 snenBaruHiba (E7080/MK-7902) y paHillle He/JiKOBaHMX TIALiEHTIB 3  MeTaCTaTUYHUAM
He/ipibHOKMiTHHHUM pakoMm JiereHb (HKPJT) 3 mokasHukoM nporopiii nmyxaunu (TPS), mo Ginbine abo
nopiBHioe 1% (LEAP-007)», MK-7902-007, 3 iHKopriopoBaHo nioripaBkoro 07 Biz 18 cepriHs 2022 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBiganbHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

Hauanbauk ®@apMaieBTUHYHOr0 yIpaB/IiHHS IBan 3A/IBOPHUX



HonaTok 9

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

3.02.2023 Ne 200

InenTudikallis cyTreBoi Bpoiirypa gocnignuka ayist Pantoprazole (PF-05208751), Bepcist 6.0 Bif >koBTHS 2022 poKy
TOMNPaBKU

Howmep Ta gata Hakazy Ne 2243 Big 05.10.2020

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «Bigkpure OGaraTtouLieHTpOBe [OC/i[KeHHs 3 OLiHKKA (hapMaKOKiHEeTUKA OJWHOYHHX Ta OaraTopa3oBUX

BUTIPOOYBaHHS, KO/, BHYTPILLHBOBEHHUX 103 TMAHTOIMNPAa30/Jy Yy [ABOX BIKOBUX KOropTax TOCIIiTa/li30BaHUX TeJiaTpUUHUX

BepcCis Ta jara naieHTiB Big 1 mo 16 pokiB, 1[0 € KaHAuWJaTamu Jjisi KUCJIOTOCYIpecvMBHOI Teparii», B1791089,
3 MOMpPaBKOI0 3, Bepcist Ajist YKpainu Bif 16 ciuns 2020 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa «®aiizep [Hk.», CIIA / Pfizer Inc., USA

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX



Honatok 10

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

3.02.2023 Ne 200

InenTudikallis cyTreBoi OnoBnena Bpomypa gocrmigHuka Ha Bepmonizymab (MLNO0002), Bepcis 26 Big 18 mwmmus 2022 p.,
TIOTIPABKU aHTJIiCbKOI0 MOBOMO; [H(opMaljiliHMil MCTOK ydaCHUKAa [OC/i/pKeHHs1 i ¢opma iHdopMoBaHOi 3roau,
Bepcis 05 Big 22 nuctonazga 2022 p., yKpaiHCHKOO Ta POCIHCHKOI0 MOBaMH

Howmep Ta fara Haka3zy Ne 614 Bizx 01.04.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO VERDICT: Panzomi3oBaHe, KOHTPO/IbOBaHe BUINPOOYBaHHS [/Isi BU3HAUEHHsS ONTHMAa/bHOI LT Tepartil
BUTIPOOYBaHHS, KO/, 1pY aKTUBHOMY BupaskoBoMy KoJ1iTi, RP1706, Bepcis 08 Big 08 uepsus 2021 poky
Bepcid Ta jarta

3asgBHUK, KpaiHa TOB «biomanac», Ykpaina

CrioHcop, KpaiHa «AnimenriB, IHK.»/Alimentiv Inc.», Kanaga
CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

HavanbHuk @apManeBTHYHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX




HopaTok 11

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpormrypa gociignvka Osamapu6 (Olaparib) (AZD2281, KU-0059436), BuzganHs 21.1 Bixg 14 yepBHs

2022 poky, aHr/ificbKol0 MoBotO; bporiypa gocigavka Osamapu6 (Olaparib) (AZD2281, KU-0059436),

BujaHHs 21.2 Big 04 >xoBTHs 2022 poKy, aHI/ikcbKo0 MoBO; bpomiypa gocnignvka Pembrolizumab

(MK-3475), Buganusi 23 Big 26 xkoBTHA 2022 pOKy, aHIJIIMCbKOK MOBORO; YKpaiHa, MK-7339-006,

[Hdopmatiist Ta JOKyMeHT Npo iHpopMoOBaHy 3rofy AJis maijieHTa, Bepcis 5.02 Big 08 rpygus 2022 poky,
KpaiHCbKOIO0 MOBOIO; 3MiHa Ha3B MiCIb IPOBE/IeHHsI K/IiIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipo¢. KpmkaHiBcbka A.€. I.M.H., ipod. KpmkaHiBcbka A.€.
KomyHanbHuit 3aK/aj «[Ipukapnarcekuii | KoMyHambHe ~ HeKOMepLiiliHe — TiATPUEMCTBO
K/IIHIYHUM OHKOJIOTiuHWK LeHTp», Il XipypriuHe | «[IpukapraTCbkuii  K/IiHIiUHAA  OHKOJIOTiUHHH
Bigginenus, [lep)kaBHUH BUIIMM HaBUaAbHUM | 1[eHTp IBaHO-®PpaHKIiBCBKOI 007acHOI  paju»,
3aknag — «IBaHo-®pankiBcbkuM — HarlioHanbHuid | Xipypriuse BiggineHHs1 Ne 2, IBaHO-®paHKiBCbKUM

MeZIMUHUIN  yHiBepCUTeT»,
M. IBaHO-PpaHKiBCbK

Kadeapa OHKOJIOTIT,

Hal[iOHAJIbHUM MeJWYHUM YHiBepcuTeT, Kadezapa
OHKOJIOril, M. IBaHO-®PpaHKiBCbK

I.M.H., ipod. 'oTbKo €.C.

I.M.H., ipod. 'oTtbko €.C.

LlenTpanbHa MicbKa KiiHiyHa JikapHs, Micekuii | KomyHanbHe HeKOoMepLliliHe T JIIPUEMCTBO
OHKO/IOTiUHMM  11eHTp,  [ep)kaBHMM  BUIMM | «lleHTpasibHa  Micbka  K/iHIiUHa  JiKapHs»
HaBUYaJIbHUN 3aKaz «Y)XTOpOACBHKUM | ¥Y>KTOPOACBKOI MICBKOI  pajy, TepaneBTUYHE
HarjionanbHuil yHiBepcuTeT», Kadeapa OHKOJOTIT | BifinieHHs, /lepKaBHUM BUILMKA HaBUYa/JbHUN
Ta pajiiosiorii GpaKkyAbTeTy MiCASAUIIOMHOI OCBITH | 3aK/af «YKropoACbKUN HalliOHa/TbHUH
Ta OyHiBepCHUTETCHKOI MiIFOTOBKU, M. Y)KTOpPoJ, | YHiBepcuTeT», Kadeapa OHKoJOTii Ta pafiosorii

¢dakynbTeTy  MCASAUIIOMHOI  OCBiTM  Ta

JOYHIBEpCUTETCHKOI IiJTOTOBKU, M. Y KIOPOJ,
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nikap Boiitko H.JI.
KuiBCbKMM MICBKUM KJTIHIYHMM  OHKOJIOTiYHUH
LIeHTp, BigaineHHs ximioreparii No2, M. Kuis

nikap Boiitko H.JL.

KomyHanbHe HeKOMepLliliHe i ATIPUEMCTBO
«KUWiBCbKUM MiCbKUW K/TiHIYHUM OHKOJIOTiUHUMA
LIeHTP» BUKOHABUOro opraHy KHIBCBKOI MiCBKOI

pagu (KuiBchbkoi MICBKOI JeprkKaBHOI
aaMiHicTpanil), ximioTepaneBTuuHe BifineHHs No
2, M. KuiB

Howmep ta faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1593 Big 09.07.2019

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«docnimkenns 111 da3u ans mem6bpostizymaby y KombiHaljii 3 miemMeTpekceZioM / TperapaToM I/IaTHHU
(kapbormatTiH  ab0 [WCTIATHH) 3 TOJA/MBIIUM BBeeHHsAM remMOpostizymady y KomOiHarii 3
MiATPUMYOUMM JIIKyBaHHSIM OJjiariaprOoM abo remMeTpeKce/loM B SIKOCTi Tepartii mepioi JiHii y TaijieHTiB
i3 MeTacTaTWYHUM HEIJIOCKOK/IITUHHUM He/IpiOHOKTITUHHMM pakoMm JjereHiB», MK-7339-006, 3
IHKOpNopoBaHO 1nornpaBkoro 06 Bij 07 xoBTHs 2022 poKy

3asgBHUK, KpaiHa

ToBapuCcTBO 3 00MeXXeHO0 BiznoBizanbpHicTI0O « MCJT YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

Hauanbauk ®@apmaieBTUHYHOr0 yIpaB/IiHHS

Isan 3A/IBOPHUX




HopnaTok 12

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporypa gociignuka Osamnapu6 (Olaparib) (AZD2281, KU-0059436), BuganHs 21.1 Bixg 14 uepBHs
2022 poky, aHr/ifickkoro MoBoro; bportiypa gocigarka Osnamapub (Olaparib) (AZD2281, KU-0059436),
BugaHHs 21.2 Big 04 >koBTHS 2022 pOKy, aHIIiHCHKOI0 MOBOK)

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 636 Big 22.03.2019

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBane, mozpiiiHe ciine pocnimpkeHHs III da3u mpoBeseHHs Ximioreparii 3 abo 0e3
nemMOposTi3ymMaly 3 MoAabLIMM MiJTPUMYIOUUM JTiKyBaHHSM oOJjiarapuboM abo rmianebo asisi Teparii
Tepiiol JiHil y MalieHTiB 3 pO3MOBCIO/PKeHUM erliTesTialbHUM pakoM sieuHukiB (EPS) 6e3 myTaliiii y reni
BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0v43/GOG-3036,
3 iIHKOpropoBaHoto rnorpaBkoro 04 Bix 07 mucronaza 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTUHYHOr0 YIIPaB/IiHHS

IBan 3A/IBOPHUX




Honatok 13

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosnenunt npotokon 42847922MDD3005, 3 iHKOpropoBaHO0 MomnpaBkoto 5 Bif 15 BepecHst 2022 poky;
Bpourypa pgocnignvka JNJ-42847922 (centopekcaHt), BugaHHs 11.0 Big 20 uepBHa 2022 poky,
aHrmiicpKor0 MoBOr; CTPYKTypOBaHe KiiHiuHe iHTepB'tO AJisi AiarHOCTHMKHU PO3/ajiB 3a Kaacudikarliero
DSM-5 — Bepcist ansi kiniHiuHux BurpoOyBaHb (SCID-CT)_MopaudikoBana Bepcis SCID-5-CT pmst
nipotokoay 42847922MDD3005 (20 ceprnasi 2020)_niepersisig 27 cepriasg 2021 poKy, yKpaiHCbKOIO MOBOO
Bix 23 rpyaHa 2021 poky; CTpyKTypoBaHe KIIiHiUHe IiHTepB'l0 /[yid [iarHOCTUKWA pO3/aJiB 3a
kiacudikauiero DSM-5 — Bepcis s kiniHiunux Buripobysanb (SCID-CT)_MoaudikoBana Bepcist SCID-
5-CT pna npotokomy 42847922MDD3005 (20 cepnHs 2020)_meperssiy, 27 cepnHsi 2021 poky,
pocilicekor0 MoBO Bif 23 rpyzaHsa 2021 poky; CTpyKTypoBaHe K/iHiUHe iHTEepB'H0 A/ JiarHOCTHUKH
po3nazfiB 3a knacudikaiiero DSM-5 — Bepcist ans kiiHiyaux BuripodyBanb (SCID-CT)_MopaudikoBaHa
Bepcisi SCID-5-CT pansa mporokony 42847922MDD3005 (20 cepniast 2020)_nepernsy 27 cepnna 2021
OKY, aHTJIIHCHhKOK MOBOIO; 3MiHa BiZIMIOBi/Ja/IbHOTO AOCTiIHAKA MiClisd TIPOBe/IeHHS] BUTTPOOYBaHHS:

XapkiBcekoi obmacHoi pagu «O6acHa KiiHiuHa
rncuxiatpuyHa  JiikapHa  Ne3», ncuxiaTpyuuyHe
BiZIfli/IeHHsI TIepBUHHOIO MICUXOTUYHOI'O eIli30AYy,

M. XapkiB

BYJIO CTAJIO
red. nupekrop Kosanenko B.B. K.M.H. Manry6i B.O.
KomyHanbHe HeKOMepLliliHe nigrpuemcTso | KomyHansHe HeKOMepLliliHe MiJIIPUEMCTBO

XapkiBcbkoi obmacHoi paau «Ob6sacHa KiTiHiUHA
rncuxiatpyyHa  jiikapHa  Ne3», ncuxiaTpuuHe
BiZIfli/IeHHsI TIepBUHHOIO I[ICUXOTUYHOI'O eIli30AYy,
M. XapkiB

Howmep Ta fata Hakasy
MO3 wop0 3aTBepAKeHHS
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2674 Big 18.11.2020




2 MPOJOBXKeHHs AojaTka 13

Ha3ssa kiiHiuHOTO «[TopBiliHe cnine, paHAOMi30BaHe [OCHI[pKEHHS VY TMapajejbHUX TIpynax, L0 MPOBOJWUTBHCS i3
BUTIPOOYBaHHS, KO/, 3aCTOCYBaHHSIM KBeTiamiHy TMPOJIOHIOBAHOI Ail SIK MpernapaTy MOPiBHSHHS, [AJs1 OL[iHKM e(deKTHUBHOCTI Ta
BepCisi Ta jara Oe3meuHOCTi cenTopekcaHTy B f03i 20 Mr siK J0/aTKOBOI Tepariii A0 JiKyBaHHS aHTU/ieTIpecaHTaMHu B

JIOPOC/IUX TAL{i€HTIB 1 MAaLi€HTIB JITHHOIO BIKY 3 BeJMKUM JelpecuBHUM pO03/aJOM i3 CUMIITOMamu
Oe3coHHs, y skux Oysa BigCyTHS aZleKBaTHa BiJAMOBiIb Ha Tepamil0 aHTHUZENPECAHTaAMM»,
42847922MDD3005, 3 iHKOpriopoBaHO nonpaBKoro 4 Bij 25 uepBHs 2021 poky

3asiBHUK, KpaiHa Iianpuemcrso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA P/IC YkpaiHa»
CrioHcop, KpaiHa Janssen Pharmaceutica NV, Belgium

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

Hauanbauk ®@apMaieBTUHYHOr0 yIpaB/IiHHS IBan 3A/IBOPHUX




Hopartok 14

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoiiypa gocnigauka Pembrolizumab (MK-3475), Buaanss 23 Bifg 26 xoBTHsa 2022 POKY, aHTTiMCHKOIO
MoBOR; YKpaiHa, MK-3475-B21 / ENGOT-en11 / GOG-3053, Bepcis 1.03 Bix 30 nucronaga 2022 p.,
yKpaiHCbKOI0 MOBOIO, iH(opMallisi Ta JOKyMeHT Npo iHdopMOBaHy 3rofly A/s maijieHTa; 3MiHa KibKOCTi
JocmimkyBanux y cBiti 3 1414 go 1531 ckpuHoBanux (3 990 mo 1095 pangomizoBaHMX) ocib; 3miHa
KUTBKOCTI IOC/Ti/PKyBaHUX B YKpaiHi 3 77 10 54 ckpuHOBaHUX (3 66 10 32 paHA0Mi30BaHKX) 0Ci0

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

Ne 80 Big 19.01.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBane, mozpiiiHe cnire pocmimpkenHs III ¢a3u g owiHKM 1emMOpostisymMady MOpPiBHSAHO 3
miaebo y kKoMmOiHawii 3 af'FoBaHTHOK XiMioTeparti€to 3 abo 6e3 mpomeHeBoi Teparii /s JiKyBaHHS
MalieHTOK 3 HeJABHO [iarHOCTOBAaHWM pakOM €eHJOMeTpisi 3 BMCOKMM PH3MKOM Mic/s onepauii 3
nikyBansHOO Metor (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-enl1 /
GOG-3053, 3 iHKopriopoBaHow 1iornpaBkoro 03 Bif 25 ceprnsi 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTHYHOr0 YIIPaB/IiHHS

IBan 3A/IBOPHUX




Honmatok 15

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa gocnignvka JNJ-64264681, Bunanns 5, Big 26 BepecHs 2022 poky, aHI/IiMCBKOIO MOBOIO;
®opma iHdbopmoBaHoi 3roau, [Tpotokon 64264681LYM1001, AganToBaHa st YKpainu, Bepcisi Ne 5.0
BiA 16 rpyzHs 2022 poky, Ha ocHOBi Maiictep-Bepcii @13 8.0 Bix 05 rpyans 2022 poky,
aHIJICBKOI0 Ta YKpaiHChbKOW MoBamu; /[lomatok g0 Popmu iHdopmoBaHoi 3roau, [IpoTokon
64264681LYM1001, ApanToBaHoi ansa Ykpainu, Bepcig Ne 5.0 Big 16 rpygusa 2022 poky, Ha OCHOBI
Matictep-Bepcii @13 8.0 Big 05 rpygHs 2022 poKy, aHITiCHKO0 Ta YKPaiHCHKOH0 MOBaMU

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pocmimkenHss 1 ¢as3u 3 ouiHku OGe3meuHoCTi, (apMakKOKiHETUKM i (apMaKoJUHAMIKH
nipeniapaty JNJ-64264681 B y4acHUKIB 3 HEXOKKiHCbKOIO JiM(OMOIO Ta XPOHIYHUM JiM(pOLUTaPDHUM
nerKo3om», 64264681LYM1001, nonpaBka 4 Big 18 mrororo 2021 poky

3asaBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YkpaiHa

CnoHcop, KpaiHa

Anccen-Cinar Intepuemnn HB, benbris / Janssen-Cilag International NV, Belgium

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

Hauanbauk ®@apmaiieBTUHYHOr0 yIpaB/IiHHS

Isan 3A/IBOPHUX




HonaTok 16

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gociigavka no nipernapary Jdypsanymadb (MEDI4736), Bepcis 18 Big 01 muctomnazga 2022 poky;
OnHoBneHi HactaHoBU I110/10 BeieHHSI TAL[i€HTIB i3 mposiBamMu TokcuuHoi fii (TMGs), Bepcia Bim 28
»KOBTHS 2022 poKy

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 687 Big 21.06.2017
Ne 545 Big 19.05.2017
Ne 1388 Big 08.11.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«MikHapogHe, OaraTol|eHTpOBe, paHJOMi30BaHe, BiJKpWUTe, TOpPiBH/IBHE [JOCTiKeHHs (asu 3 1o
BU3HaueHHIO edekTtuBHOCTI [ypBasiymaby uwm KombGiHarii [ypBanymaby i TpemenimymaOy i3
IUVIATUHOBMICHOK  XimioTepamiero gnsg  1-1  JiiHIl  JiKyBaHHS  TALIEHTIB 3  MeTaCTaTUYHUM
HepibHOKTi THHHUM pakoM JyereHiB (HIKPJI) (POSEIDON)», D419MC00004, Bepcis 6.0 Big 09 mumnHs
2021p.; «PaHgomizoBaHe, OaraTOIleHTpOBe, BiZKpUTe, TOpiBHsIbHe gAocmimkenHss III  da3m  ans
BU3HaueHHs ehektuBHOCTI [JypBanymaly uu kombinarii JypBanymaby i TpemeniMmymaOy y kom0iHarii 3
TUIATUHOBMICHOIO XiMioTepari€to y mepiiiid JiiHii JiKyBaHHS MarfieHTiB 3 TOMMPeHUM JPiOHOK/TI THHHUM
pakoM nereniB (JPJT) (KACIIIAH)», D419QC00001, Bepcist 6.0 Big 16 ciuns 2020 p.;

«PanziomisoBane, BifkpuTe, baratorjeHTpoBe AocaimkeHHs 111 ¢a3u [dypeanymady ta TpemenimymaOy B
SIKOCTI Tepiuoi fiHii /iKyBaHHS Malli€eHTiB 3 MolIMpeHHMM renarouentossspHium pakom (HIMALAYA)»,
D419CC00002, Bepcis 7 Bix 22 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

Hauanbauk ®apmaineBTUYHOr0 yIpaB/iHHSA

IBan 3A/IBOPHUX




Honatok 17

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ykpaina, MK-6482-012, Tndopmatiis Ta JoKyMeHT mpo iHpopmoBaHy 3rofy [1s maijieHTa, Bepcis 2.08
Big 19 rpyans 2022 p. ykpaiHCbKoro MOBOO; bportiypa gocnigauka Belzutifan (MK-6482), Buganns 10
BiA 19 rpyansa 2022 poky, aHIJIiiCbKOI0 MOBOIO

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 762 Bip 20.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Bigkpure, paHgomizoBaHe gociimpkeHHs III da3u gyia ouiHku edeKTUBHOCTI Ta 6Ge3rneyHocTi
nembponizymadby (MK-3475) y kombiHariii 3 6ensytudanom (MK-6482) ta nenBatuHibom (MK-7902),
abo MK-1308A y kom0iHariii 3 ieHBaTHHIOOM TIOPiBHSTHO 3 1eMOposTi3yMaboM i jieHBaTHHIOOM B SIKOCTi
repliol JIiHiI Teparii /1 y4YaCHUKIB 3 PO3IOBCIOJ)KEHOI CBITJIOK/JITUHHOK HHUPKOBO-K/IITUHHOK
KapuuHoMoro», MK-6482-012, 3 inkoprioposaHoto noripaskoro 04 iz 12 BepecHst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

HauanbHuk ®@apMareBTUHYHOr0 YIIPaB/IiHHS

IBan 3A/IBOPHUX




Honatok 18

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [Ipotokon kiiHiuHoro pochigxkenHs PCYC-1116-CA, Bepcisi 3 nornpaBkoto 4 Big 10 »KOBTHs
2022p., aHrniicbkor0 MoBO; [HdopMalisi A5 yuyacHUKa J0C/ipKeHHs Ta ¢opMa iHPOpMOBaHOI 3roau
s Ykpainu, Bepcisi 12.1 Big 06 rpygus 2022 p., aHrjiiicbkoro MoBow; [Hdopmallis A7s yyacHHKA
Jloc/li/pkeHHs Ta Qopma iHopmoBaHOI 3rogu s Ykpainu, Bepcig 12.1 Big 06 rpygus 2022 p.,
yKpaiHCbKOHO MOBOR; IHdopmariis [/ ydacHMKa [ocC/ifKeHHs Ta ¢opma iHopMOBaHOI 3rofu Ajist
Yxkpainu, Bepcist 12.1 Big 06 rpygust 2022 p., pociiicbKOr0 MOBOIO

Howmep Ta gaTa Haka3sy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«BigkpuTte TIpoJOBXKEHe [OC/Ii/PKeHHs Y TaljieHTiB BIKOM 65 pOKiB 1 cTapuie 3 XpPOHIYHUM
nimMdorTapauM Jekiko3om (XJIJT) abo ApiOHOKMITHHHORO JliMbolTapHoo jiMbomoro (IJI), ski 6panu
yuactb y pociimkeHdi PCYC-1115-CA (i6pytuni6 y nopiBHsHHI 3 x/1opamOyiom)», PCYC-1116-CA,
Bepcid 3 nornpaskoro 3 Big 12 swmnHg 2018 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 O6mexkeHow BianoimanbHicTio «KoHTpakTHO-[ocmiguunbka Opranisaiis IHHOdapM-
YKpaiHa»

CnoHcop, KpaiHa

Pharmacyclics, LLC, USA

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

Hauanbauk ®@apmaieBTUHYHOr0 yIpaB/IiHHS

Isan 3A/IBOPHUX




Honatok 19

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OmnosnieHa Bporypa gocnigauka mo mperapaty Olaparib (AZD2281, KU-0059436), Bepcis 21.1 Bix
14 yepBHsa 2022 poky; OnHoBneHa bpomiypa gocnigHuka no mpernapary Olaparib (AZD2281, KU-
0059436), Bepcis 21.2 Big 04 >xoBTHs1 2022 poKy; 3MiHa BiOBijaIbHOTO 1OC/TiAHUKA:

bYJIO

CTAJIO

K.M.H. KamxosiH A.B.

MeguuHul 1]eHTP TOBapucTBa 3 OOMeXeHOr
BiZIMOBIJa/IbHICTIO «OHKonaid», JIeHHUM
CTallioHap, M. 3arnopixoKs

nikap YepHsiBcbkuit [1.€.

MenuuHuii LeHTP TOBapUCTBa 3
BiZINOBIJa/TbHICTIO «OHKonad»,
CTallioHap, M. 3anopixoKs

00OMe>KeHOI0
JleHHUH

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Bif 24.05.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Panziomi3zoBaHe, moABiliHe CrliMe, T1ale00-KOHTPOIboBaHe, AocimkeHHs II1 ¢a3u miaTpumyrouoi
MOHOTepartii onarmapubom y ydacHukiB 3 BRCA Wild Type po3noBciomkennm (FIGO cragisi 11I-1V)
cepo3HUM ab0 eH/JOMETPiOiIHUM paKOM SIEUHWKIB BHCOKOT'O CTYTIEHIO 3/I0SIKiCHOCTI MiC/Is BifmoBifi Ha
CTaHJjapTHY IJIaTUHOBMICHY XiMioTeparito nepiuoi jiHii (MONO-OLA1)», D9319C00001, Bepcis 1.0 Bix
17 rpypus 2020

3asiBHUK, KpalHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

Hauanbauk ®@apmaineBTUHUHOr0 yIpaB/IiHHS

IBan 3A/IBOPHUX




Honatok 20

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

3.02.2023 Ne 200

InenTudikallis cyTreBoi Bpoiitypa anst gociignayka 3 npernapary Ozanimod (RPC1063), penakigisi 16 Big 18 nucToraga 2022 p.
MOTMpaBKU

Howmep Ta gata Hakazy Ne 838 Big 10.12.2015

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «Bigkpure, OaraTolleHTpOBe, PpO3IIMpeHe MAOCTi/PKeHHS a3l 3 [Jii BUBYEHHS I1€POPaJTbHOTO
BUIIPOOYBaHHs, KO/, 3acrocyBanHsi RPC1063 B sIKOCTi Tepariii y Maii€HTiB 3 MOMipHUM ab0 TsHKKUM BUPA3KOBUM KOJTiTOM»,
BepcCis Ta jara RPCO01-3102, pepnakuis 10.0 Big 10 cepriasa 2022 p.

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOTO BIATIOBIJTAJIBHICTFO «I11 EC AN-YKPATHA»

CrioHcop, KpaiHa «CenmxkeH Inrepnernn 11, Capn» (Celgene International II, Sarl) («CIC II»), [IBeiiuiapis

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

Hauanbauk ®@apMaieBTHYHOT0 YIIPaB/IiHHS IBan 3A/IBOPHUX




HopnaTok 21

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

3.02.2023 Ne 200

InenTudikallis cyTreBoi JIuCT-po3’ICHeHHS CIIOHCOPA A0 TTPOTOKOJ/TY CTOCOBHO 3aripoBayKeHHs TpOoLeAypPU BiianeHol repeBipKu
TOTMPaBKU MepBHUHHUX JaHuX Bif 15 rpygus 2022 p.
Howmep Ta gata Hakazy Ne 743 Bim 11.11.2015

MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hassa KiiHiuyHOTO «baraTorjeHTpoBe BiJKpUTe [gojaTkoBe focaifpkeHHs rmpernapary RPC1063 mpu mnepopasibHOMY
BUTIPOOYBaHHS, KO/, 3aCTOCYBaHHI Yy XBOpPMX Ha peLuAuBYIOUWd po3cisHui ckiepo3», RPC01-3001, pepmakuis 10.3
Bepcis Ta JjaTa (mnst Ykpainu) Bifg 26 ceprns 2022 p.

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXXEHOTO BIATIOBIJTAJIBHICTFO «I11 EC AN-YKPATHA»

CrioHcop, KpaiHa «CenmxkeH Inreprernn II Capn» (Celgene International II Sarl), [IIBefitapis

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

Hauanbauk ®@apMaieBTHYHOT0 YIIPaB/IiHHS IBan 3A/IBOPHUX



HopnaTok 22

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

3.02.2023 Ne 200

InenTudikallis cyTreBoi [Toz0B)XKeHHs TPUBAJIOCTI K/IIHIYHOTO JOCTimpKeHHs B YKpaiHi 1o 30 mmcronazna 2023 poky
MOTMpaBKU

Howmep ta fata Haka3y Ne 886 Big 01.08.2017

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hassa KiiHiuyHOTO «52-TWKHeBe BIJKpUTe pO3LIMpeHe [OC/Ii/PKeHHsl I[1iMaBaHCepPUHY B SKOCTI [0JATKOBOI'O JIIKYBaHHS
BUIIPOOYBaHHs, KO/, mm3sodpenii», ACP-103-035, nonpaBka 3 Bif 11 ceprinst 2020 poky

BepcCis Ta jara

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoto iHBecTHIieto «AMKTOBIA PIIC YkpaiHa»

CrioHcop, KpaiHa Acadia Pharmaceuticals Inc. (AKAIA ®apmacktorikan3 k), CIIIA

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

Hauanbauk ®@apMaieBTHYHOT0 YIIPaB/IiHHS IBan 3A/IBOPHUX



HonmaTok 23

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

3.02.2023 Ne 200

InenTudikatiis cyTreBoi
TIOTIPaBKU

Ononenwuit [TpoTokosn kiaiHiuHoro gocmigkeHHs PAC303, pepakiiis 2 Big 30 uepBHsa 2022 p.; CuHorICKC
OHOBJIEHOT'O MPOTOKOJTY KiiHiuyHOro AociimpkeHHs PAC303, ocraTouHuil TiepeKk/aj 3 aHIJIiCbKOT MOBY Ha
yKpaiHCbKy MOBY Bif 22 nunnsa 2022 p.; [ndopmaris g1s naijieHTta Ta ¢popma iHhopMoBaHOI 3roid Ha
y4acTb Yy JOCJi/pKeHHi, ocTaTouHa pefakiuis 2.1 gns Ykpainud Bix 02 rpyans 2022 p., oCTaTOUHUU
nepeksiaj, 3 aHI/IiMCbKOI MOBM Ha YKpaiHCbKy MOBY Bif 28 rpyzans 2022 p., ocTaTouHWM Tepeknaj 3
aHT/TiCbKOT MOBU Ha pOCilicbKy MOBY Bif 28 rpyzans 2022 p.; Indopmaliist Asst BariTHOi mapTHepKU Ta
¢dopma iHdbopMoBaHOi 3roAu s Ljijiel AOCTiA)KeHHs i Ha/laHHSI [103BOJIy Ha BUKODUCTAHHS i PO3KPUTTS
indopmariii 3 meToro 360py JaHMX, ocTaTouHa pefakiis 2.1 gns Ykpainu Bixg 08 rpyans 2022 p.,
OCTaTOYHMI TepeK/aj 3 aHI/IiMCbKOI MOBU Ha YKpalHCbKy MOBY Bif 28 rpyzaHs 2022 p., oCTaTOUHUM
repeksiaj, 3 aHIJIikCbKOI MOBH Ha POCIMCbKY MOBY Bif 28 rpyans 2022 p.; Bpoiypa A gocnigHuka 3
nperapary TakpuTWHIO, pepakuisi 14 Big 24 uepBHs 2022 p.; JIMCT-pO3’sCHEHHS [0 TIPOTOKOJY
K/IIHIYHOTO JOC/Ti/PKeHHS 100 BUMOT 10 BU3HaUeHHs BariTHOCTI Bij 02 BepecHs 2022 p.

Howmep ta fata Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PaHgomi3oBaHe KoHTpo/bOBaHe fociipkeHHs II1 ¢a3u 3 MeToro MOPiBHS/IBHOI OLIIHKM MaKpUTHHIOY Ta
mperapary 3a BUOOpPOM JiiKaps TpH JIiKyBaHHI TAI[ieHTiB i3 TmepBUHHUM Miesodibpo3om abo
Mieo(hibpo30Mm, 110 PO3BUHYBCS TTiC/ISl CIIPABXKHBOI TIOMMILUTEMIT UM eCeHLIialbHOI TPOMOOLIUTEMIl, B SIKMX
BiJ]3HAUa€ThCSA TSDKKa TpoMOoruTorneHist (piBeHb Tpomborumtie <50 000/mki)», PAC303, pegakiyis 1 Bif
10 mroToro 2020 p.

3asiBHUK, KpaiHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBITAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«Ci Ti A#i Bio®apma Koprmopetitia» [CTI BioPharma Corp.], CIIA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX




Hopartox 24

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi JIuct npo afMiHiCTpaTHBHI 3MiHU Ta po3’SICHEHHS [0 POTOKOJy Bif 17 k0BTHS 2022 pOKy, aHI/IiMCHKOIO

TOTMPaBKU MOBOIO Ta TepeK/aj, YKpaiHCbKOK MOBOIO Bif 25 nvcronaza 2022 poky

Howmep Ta gata Hakazy Ne 762 Biz 20.04.2021

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «bararoueHTpoBe, paHJOMi30BaHe, TOJBiMHEe CJliMe [JOCTI[)KeHHs, L0 TPOBOAWUTLCS B IMapasebHUX

BUIIPOOYBaHHs, KO/, rpyrax AJisi OL[iHKUA e()eKTUBHOCTI Ta Oe3MeYHOCTi TIepopaIbHOrO eTpaciMo/y Mpy HOro 3aCTOCYBaHHi AJIst

BepcCis Ta jara iHAYKUiAHOI Ta MiATPUMYBalbHOI Tepariii Tpy JIiKyBaHHI akTHBHOI xBopo6u Kpona Biz momipHoro zo
Ba)KKOI'0 CTyIleHsl TsKKOCTi», APD334-202, 3 iHKopriopoBaHor0 norpaskoro 2.0 Big 11 yepsHs 2020 poky

3asgBHUK, KpaiHa [Tignpuemctso 3 100% iHo3zemHoro iHBectuLieto «AVK’FOBIA PIC Ykpaina»

CrioHcop, KpaiHa «Apena ®apmackroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX




HonmaTok 25

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Tpotokon kmiHiyHOrO BUTpOOYBaHHs 64264681LYM1002, TlorpaBka 3, Bix 08 rpymas 2022 poky,
aHr/ifickkoro MoBoro; bpoiypa gocnigauka JNJ-64264681, Bupanusa 5, Big 26 BepecHs 2022 poky,
aHrmiiicekoro MoBoro; dopma iHbopmoBaHoi 3rogu, IIporokon 64264681LYM1002, AjantoBaHa st
Yxpainu Bepcisi Ne 7.0 Bif 19 rpygus 2022 poky, Ha 0cHOBi Matictep-Bepcii @13, Bepcis 8.0 Big 05 rpyaHs
2022 poKy, aHIJIiMCBKOIO Ta yKpaiHChbKOr0 MoBaMmu; [ogatok f0 @opmu indopmMoBaHoi 3rogu, ITpoTokosn
64264681LYM1002, ApantoBaHa s Ykpainu Bepcis Ne 7.0 Big 19 rpygus 2022 poky, Ha OCHOBI
Marictep-Bepcii @13, Bepcis 8.0 Bix 05 rpyzansa 2022 poky, aHIVIIMCBKOIO Ta YKpaiHCbKOI MoBaMy; Jlocke
JocimKyBaHoro Jiikapcbkoro 3acoby (IMPD), JNJ-67856633-ZAF / JNJ-67856633-AAA, Po3zginu
2.3 Berym, 3.2.P Jlikapcekuii 3aci6 JNJ-67856633-ZAF eks. 50 mr i 100 Mr TBepzi >KeJlaTUHOBI KaTiCy/iH,
3.2.P Jlikapcekuit 3aci6 JNJ-67856633-ZAF ekB. 80 mr TabneTKd BKPHUTI TTIBKOBOIO O0OOJIOHKOIO JIJist
nepopasbHOTO 3actocyBaHHs (G024), ekB. 100 Mr TabieTKd BKDHTI TUTIBKOBOIO OOOJIOHKOIO ISt
nepopanbHOro 3actocyBanHs (G027), 3.2.P Jlikapcekuit 3acib6 JNJ-67856633-AAA 80 mr TabieTku
BKDHUTi TUIIBKOBOIO 00OJIOHKOIO il repopaibHoro 3actocyBaHHs (G003), 100 mr TabneTKu BKPWTI
TUTIBKOBOIO O0OJIOHKOI [ijisi  TiepopasibHOro 3actocyBaHHs (GO005), Big 05 >xoBTHS 2022 poKy,
AHTTINCLKOI0 MOBOO; ITpO/IOBXKEeHHS TepPMiHy MPHUAATHOCTI JOC/iPKYBaHOTO JIiKapchbKoro 3acody JNJ-
67856633 80 mr (JNJ-67856633-ZAF, G024; JNJ-67856633-AAA, G003) Ta 100 mr (JNJ-
67856633-ZAF, G027, JNJ-67856633-AAA, G005) TabneTKu BKPHTi TITIBKOBOO
000JIOHKOFO /17151 TIEPOPATBHOTO 3aCTOCYBaHHS A0 24 MicALiB Ay KiaiMatuyHol 3ouu /11 Ta 18 micsiis ans
K/iMaThuHoi 308U I1I/IV

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

Ne 833 Biz 28.04.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Bigkpute mocmimkeHHs 1b ¢a3m 3 ouiHKKM Oe3meyHOCTi, (hapMaKOKiHETUKUA i (apMaKOAWHAMIKU
niperiapaty JNJ-64264681 y kombGiHarjii 3 nperaparom JNJ-67856633 B yuaCHHKIB 3 HEXOKKiHCHKOIO
niM(OMOI0 Ta XpPOHIUHUM JiM(OLMTapHUM JeliKo30M», 64264681LYM1002, nomnpaBka 2, Big 15 aunHs
2021 poky




2 TPOJOBXKEHHS oJaTKa 25

3asgBHUK, KpaiHa TOB «APEHCIA EKCIVIOPATOPI MEZIICIH», YKpaina

CnoHcop, KpaiHa Sfnccen-Cinar Intepuernan HB, Benbris / Janssen-Cilag International NV, Belgium
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

Hauanbauk ®@apMaieBTUHYHOr0 yIpaB/IiHHS Isan 3A/IBOPHUX




HonaTok 26

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

3.02.2023 Ne 200

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJieHUI TIPOTOKOJT KiTiHiuHOTO BHrpoOyBaHHs: MK-7902-012 3 iHKopriopoBaHOIO TompaBKow 05 Bif
28 nmucronaza 2022 poky, aHrfilickkoro MoBow; bpoiiypa gocniguuka Pembrolizumab (MK-3475),
BUziaHHg 23 Bifg 26 >xoBTHs 2022 poOKy, aHIJiWCbKOO MOBOIO; OHoBjieHe [JoChe [AOCTIIKYBaHOTO
nikapcekoro 3acoby E7080 (Lenvatinib), pemakuis 29, Big >koBTHs 2021 poky, Bepcisi 08580Q, Bif
27 xoBTHa 2022 p., aHriMCbKOIO MOBOW; YKpaiHa, MK-7902-012, Iadopmaijisi Ta JOKYMEHT IIpoO
indbopmoBaHy 3roay A/ maijieHTta, Bepcis 2.00 Big 12 rpyans 2022 poky, yKpaiHCbKOHO MOBOO; 3pa3oK
MapKyBaHHS JI0C/TiZPKYBaHOTO JlikapchKoro 3acody MK-7902 Lenvatinib or Placebo Bottle, Bepcist 2.0 Bif
25 ceprHs 2022 p., aHITiKCBKOO Ta YKPaiHCHKOK MOBaMU; 3MiHa Ki/IbKOCTI JOC/iIyKyBaHUX y CBITi 3 950
o 450 paHgomizoBaHuX 0ci0; 3miHa KiTBKOCTI Joc/impkyBaHuX B YKpaiHi 3i 15 0 6 paHaomi3oBaHUX
(3i 25 mo 14 ckprHOBaHHX) 0Cib

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1143 Big 15.05.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararoueHTpoBe, paHAOMi30BaHe, TIOJBiMHE CJjlille, KOHTPOJILOBAHE 3a JOMOMOIOK AaKTHUBHOI'O
npernapatry KiaiHiuHe pociimkenHs III ¢a3u gyia oniHku Oesnekd Ta edeKTHUBHOCTI JIeHBAaTHUHIOy
(E7080/MK-7902) 3 membponisymabom (MK-3475) y nmoemgHaHHI 3 TpaHCapTepiaTbHOIO
ximioembounizarieto (TACE) nopiBHsiHO 3 ripoBefieHHsiM Tiibkd TACE y y4acHUKIB 3 HeBWIIKOBHOIO /
HeMeTacTaTUYHOR renaroLentonsspHoro KapuuHomoro (LEAP-012)», MK-7902-012, 3 iHKOPIIOpOBaHOHO
nioripaBkoro 03 Biz 28 TpaBHs 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BifnoBizanpHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

Havanbuuk ®apManeBTHUHOT0 yIpaB/IiHHS IBan 3A/IBOPHUX




