Hopmatok Ne 1

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Po3nin «JlikapchKuii 3acib» OHOBJIEHOTO [JOChE [JOC/iIKyBaHOrO JiKapchkoro 3acoby (IMPD)
SAR443122, tBepgaa karicyna, 100 mr, Bepcis Big Gepe3nss 2021p., aHIVIIHCHKOIO MOBOIO; 30iIbIIEeHHS
TepMiHy 30epiraHHsl JOC/iI)KyBaHOTO JiKapCchKOro 3aco0y SAR443122, tBepaa karicyna, o 100 mr, a0
24 micsuiB

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

Ne 614 Big 01.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBaHe, no/BitiHe cine, miareb0-KOHTPOJIbOBAHE JOCTIHKEHHS ik OOrpyHTYBaHHS KOHLIETILIiT
1070 OL[iHKK edeKTUBHOCTI Ta Oe3meku 3actocyBaHHs SAR443122 (inribitopa RIPK1) y marieHTiB 3
niiroctpyM abo AUCKOITHUM/XPOHIUHMM IIIKipHUM UYepPBOHMM BOBUAKOM CEPEHBOIO i TSPKKOTO CTYTIEHS»,
ACT16404, Bepcis 1 Big 11 rpyans 2020 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliiepiil e feBejiornMaH, ®paHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 2

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

[MoripaBKa 0 [OChE [OC/TiIKyBaHOTO jikapcekoro 3aco0y SAR440340 (REGN3500) momepenHbo
HaroOBHEHWH IInpuL], Bepcis Big 05 Gepe3nst 2021 poky, aHT/IiCEKOI0 MOBOIO. OHOBJIEHI PO3ALIH JOCHE
JocimKyBaHoro mikapcekoro 3acoby REGN3500: P.8.1 Pestome 1jofjo0 CTabibHOCTI Ta BHUCHOBKH
(VV-QUAL-0676957 1.0); P.8.3 [anui momo crabinbHocti (VV-QUAL-0676956 1.0), aHrmiiiCbKOIO
MOBOIO. 36i/bIIeHHs TepMiHy 36epiraHHs JOC/i/KyBaHOT 0 TKapChbKOTO 3aco0y
SAR440340/REGN3500/itenieknumad, po3uvH Aas iH'ekrii 150 Mr/ma y mnomnepeiHb0 HarOBHEHUX
LIMpULax, 40 24 mMicsiiB

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzomizoBaHe, moBiliHe criine, 11aleb0-KOHTPO/IbOBaHe JOCTiHKeHHsT 3 a3y B Mapasie/ibHUX Ipyrax,
II0 TIPOBOAWTBCSA [yii BUBYEHHS e(eKTUBHOCTi, O0e3MeYHOCTi Ta TIEPEHOCHMMOCTi —Tperapary
SAR440340/REGN3500/itertekimab (MOHOK/IOHa/MBHI aHTHTINA, crienqudiuni g0 IL-33) y marjieHTiB i3
TIOMiDHUM Ta Ba)KKUM XPOHIUHMM OOCTPYKTHBHHMM 3aXBOPIOBaHHSM JjiereHb (XO3JT)», EFC16750, Bepcis
1 Big 25 BepecHsi 2020 poky

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTic peliepiil e feBejiornMaH, @paHifis)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA
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[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
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Inentudikatiis cyrreBoi
TIOTIPaBKU

[TogoBKeHHST TepMiHy TIPUAATHOCTI AOCTiPKyBaHOTO JiKapchbkoro 3acoby OSE-127, 50 wr/mi,
KOHLIEHTpAT /JIs1 pO3urHy A/is iHQy3ii 1o 48 micsLiB

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

Ne 2777 Big 02.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane moaBitiHe cine gocmigpkeHHs II ¢a3u 3 oriHKM edeKTUBHOCTI Ta Oe3meyHOCTi
3actocyBaHHsi OSE-127 B mopiBHsHHI 3 mMuanebo y TalieHTiB 3 aKTWUBHUM BUPA3KOBUM KOJIITOM
cepeHBOTO ab0 Ba)KKOTO CTYTIEHsI TSDKKOCTI, 3 Hee(eKTHBHICTIO UM HerepeHOCHUMICTIO TIoTiepeHbOTOo
sikyBaHHsa», OSE-127-C201, ocraTtouna Bepcid 1.0 Bizg 15 yepsHsa 2020 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

OCE ImyHoTeparbtoTikc, CA, ®paniis (OSE Immunotherapeutics, SA, France)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
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InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiitypa anst gocniigHuKa 3 miperapaty Tadacuramab (MORO00208), pegakiiisi Nel5 Bifg 22 motoro 2021
p.; CTucia xapakTepucTHKa jikapcbkoro 3aco0y (SmPC): Jlenanigomiz (Lenalidomide Alvogen) TBepai
karicyitm 10 mr, 15 wr, 25 mr Big 24 mucronaza 2021 p.; Bpomypa mauieHta — IHCTpyKUis /s
3aCTOCyBaHHs JieHaniiomiay (Ha ocHOBI pepakiii 2.0), ocratouHa pefakiisi 2.0 aHT/iiCEKO MOBOIO /IS
Ykpainu Big 26 mororo 2021 p., ocratouHa pezakiis 2.0 yKpaiHCBKOK MOBOK /i1 YKpaiHU Bif 26
motoro 2021 p., octarouHa pezakiisi 2.0 pocilicbkor0 MOBOIO s YKpainu Bix 26 motoro 2021 p.;
Indopmallisi CTOCOBHO CymyTHiX MaTepianiB, 10 OyJyTh BHKODUCTOBYBAaTHCS Yy K/IiHIYUHOMY
BurpobyBanHi MOR208C310 a1t MOXX/IUBOCTI iX BBe3eHHsI Ha TepuTopito Ykpainu: [Tnanmier Apple iPad
6" Gen A1954 (eJIeKTPOHHMIA ONUTYBA/ILHUK, 1110 BUKOPUCTOBYETLCA 3 METOK) CIIOCTEPeKeHHs / 301MpaHHs
/ OLIIHKM [JaHUX IIIO/I0 STKOCTi YKUTTS Ta CTaHY 3/[0pOB’s maijieHTiB); Bupobnuk: «Apple Computer Trading
(Shanghai) Co. Ltd.», Kuraii

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

Ne 516 Big 22.03.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/|0OMi30BaHe, TOZBIMHO Crine, Maleb0-KOHTpo/IboBaHe mociimpkeHHs I ¢a3m 3
METO0 OL[iHKK e()eKTUBHOCTI Ta Oe3meuHOCTi JIiKyBaHHs TadacutamaboM y TOE€JHAHHI 3 JieHa/TiZIOMiZioM
flofaTtkoBo A0 xiMiorepamnil 3a cxemoro R-CHOP y nopiBHsHHI 3 XiMioTepamnieto 3a cxemoro R-CHOP y
MaLi€eHTiB 3 yrepille BUsiBIeHOW AUdy3HOI B-kpynHokiiTuHHOW niMdomoro (IBKJI), ski paniiie He
MIPOXOJW/IN JTIKYBaHHS 3@ L[UM TIOKa3aHHSM i BXOZSAThH [J0 TPYIM BHUCOKOTO MPOMDKHOTO ab0 BHCOKOTO
pusuky», MOR208C310, ocrarouyHa pezgaxkiiis 2.0, nornpaska 1, Big 09 nucronazga 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«Mop@poCuc AI'» [MorphoSys AG], Himeuunna

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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

Hopatok go Posginy 2.1.S.7 «CrabimbHicTb» A0 [loCh€ AOCTIIPKYBAHOTO JiKapCHKOTO 3aco0y
(ITampeBiymab), Bepcist 3.1 Big ciuds 2020 poky, aHrmilicekoro MoBoro; [omatok mo Po3miny 2.1.P.8
«CrabimpHicTb» 10 [ocke AocmimpKyBaHOro Jyikapcbkoro 3aco0y (ITampeBnyma0), Bepcisi 3.1 Big ciuns
2020 poky, aHrmiHCHKOIO MOBOIO; I[lOfIOB)KeHHs TepMiHy TIPHMAATHOCTI JTKapCbKOl —CyOcCTaHLil
nampeBayMab 0 24 micsliB Ta jikapcbkKoro 3aco0y mampeBnymad mo 30 micsiiB; 3pa3ok MapKyBaHHS
KopoOk# (3amackoBane): FG-3019 ROW - IIpotokon: FGCL-3019-095, Bepcis ans Ykpaiau 1.1 Big 05
6epe3nst 2020, yKpaiHCbKOIO MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 80 Biz 19.01.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«3edipyc II: PangomisoBaHe, mo/iBiiHe ciiinie, My1alle00-KOHTPOIbOBaHe KiliHiuHe AociimkeHHs dasu 3 3
MeTOI OL[iHKM e(deKTHBHOCTI Ta Oe3reku Tipernapaty MamMpeBaymMa0d y Malli€eHTiB 3 iJiomaTHYHUM
nereHeBuM ¢ibpo3om (IJId)», FGCL-3019-095, mporokos Biz 11 motoro 2020 poky

3asiBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«®ibpol'en, Ink.» (FibroGen, Inc.), Crionyueni IlItaT AMepuku

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Onexkcangp KOMAPIJA
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Inentudikaris cyrreBoi
TIOTIPaBKU

OnHoBnenuyi npotokon KiiHiyHoro pocnigkenHs ITI-007-403 3 iHkopriopoBaHOro mnomnpaBkoro 2.0 Bif
02 nmucronaza 2020 poky; 3MiHa Ha3BH KJIIHIUHOTO JociifpKyBaHHs: [lonepenHs Ha3Ba: PaHjgomizoBaHe,
Mo/iBiliHe cJiirie, Talie00-KOHTPOILOBaHe, baraToleHTpoBe AOC/TiKeHHsT Ga3u 3 3 OL[iHKU e(eKTUBHOCTI
Ta 0e3meyHOCTi MOHOTeparii TIperapaToM JjyMaTerepoH TIpU JIIKyBaHHI TAIiEHTIB i3 BeTMKUMHU
JIeNPeCUBHUMHU €T1i30/]aMH, TIOB’s13aHUMH 3 OirosisipuuM po3snagom I abo 1T Tumny (6imosisipHOIO Zerpeciero)
Hoea Ha3pa: Panjgomi3oBaHe, 1o/iBiliHe ciiire, T1aiie00-KOHTPO/IbOBaHe, 6araToljeHTPOBe OC/TiKeHHS
¢a3m 3 3 ouiHKu e)eKTHUBHOCTI Ta 0e3MevyHOCTi MOHOTeparlii MpernapaToM JiyMaTelepoH IpH JIiKyBaHHi
TMAaIjieHTiB i3 BeJIMKUMH JeTIPECHBHUMM €l1i30/laMu, OB’ si3aHUMH 3 OirmosisspHuM po3snazgom 1 abo 1T tury
(birmosnisipHOIO Aerpecieto) abo BeMKUM JenpeCHBHUM po3/aioM; Po3’sicHeHHs Bif 06 ciuns 2021 poky
L[OZ0 [JiarHOCTUYHOI OLiHKM cTocoBHO IlompaBku 2.0 go IlpoTokomy KaiHIYHOrO JOC/iJKeHHS,
aHrJIifickkoro MoBoto; Ilepeknaj ykpaiHCbKoro MOBOH Bif 07 Gepe3nsi 2021 poky Po3z’sicHennst Big 06
ciunsg 2021 poky wiofo0 AiarHOCTMYHOI OLiHKM cToCcOBHO ITompaBku 2.0 mo IIpoTokosy KiiHIUHOTO
Jocnimkenss; [Hpopmanitinuii mctok i dopma iHdpopmoBaHoi 3rogu, Bepcis V3.0UKR(uk)1.0 iz 02
rpyausi 2020 poky, riepeksa/, yKpaiHCbKOr MOBOO Bif 01 G6epe3nst 2021 poky; [HpopmariifiHuii TMCTOK i
¢dopma indopmoranoi 3roau, Bepcis V3.0UKR(ru)1.0 Big 02 rpyaus 2020 poky, nepeksaj, poCiiiCbKO
moBoto Bin 01 Gepesnsi 2021 poky; BaritHa mapTHepka: iHbopMariiiiHuii JUCTOK i ¢opma 3rogu Ha
TIPOBe/IeHHs aHasli3y Ha BariTHICTH i BiAMIOBiHe mofasbiie crioctepeskeHHs:, Bepcisi V2.0UKR(uk)1.0 Bix
02 rpysna 2020 poky, mepeknaj yKpaiHCbKOK MOBORO Bif 26 motoro 2021 poky; BariTHa napTHepka:
iHdopMarliiHui TMCTOK i ¢opma 3roAu Ha MPOBe/leHHs aHasli3y Ha BariTHICTh i BiANOBiZHe mopasnbiie
cnioctepexkeHHs1, Bepcisi V2.0UKR(ru)1.0 Big 02 rpyans 2020 poky, nepeksaj, pociiicbkoro MoBoto Biz 01
6epe3nst 2021 poky; OnuTyBa/NbHUK 100 Taiebo, Bepcis V2.0UKR(uk) Big 04 motoro 2021 poky,
repeksiaZi yYKpaiHCbKOIO MOBOIO Bif 12 OGepe3ns 2021 poky; OmnuTyBa/bHUK W00 T1alebo, Bepcis
V2.0UKR(ru) Big 04 nrotoro 2021 poky, mepekiaj, pociiicbkoro MOBO Bim 12 Gepe3ns 2021 poky;
COVID-19 — dopma migTBeppkeHHs OTPUMAaHHS AOCIiPKYBAaHOTO 3aco0y YYaCHUKOM JOCITi/KEeHHS,
Bepcisg V1.3 UKR(uk) Big 26 motoro 2021 poky, mepek/naj, yKpaiHChKOO MOBOHO Biz 11 Gepesns 2021
poky; COVID-19 - &opma migTBep/pKeHHsI OTPHUMAaHHSI [JJOC/iKYyBaHOrO 3aco0y y4aCHHUKOM
pocnimpkenHst, Bepcis V1.3 UKR(ru) Big 26 mortoro 2021 poky, nepeknaj poCiMCbKOIO MOBOKO Bifg 11
bepe3nss 2021 poky; COVID-19 — dopma migTBepAKeHHS OTPUMAaHHS JOCTiPKyBaHOTO 3acoly




y4aCHUKOM gociipkeHHs, Bepcis V1.3 Big 26 motoro 2021 poky, aHI/TiMCbKOX MOBOIO; TpeHIHr [/
MarjieHTiB «Y4acTh y KIHIUHUX AOCTiKeHHSX i edekt mmanebo», Bepcis V2.0UKR(uk) Big 04 mortoro
2021 poky, mepek/aji yKpaiHCbKOIO MOBOMO Bif 12 6epe3nst 2021poKy; TpeHiHr jjis naijieHTiB «Y4acTb y
KJTHIYHUX J0CTipKeHHsX i edekT myanebo», Bepcis V2.0UKR(ru) Big 04 mrotoro 2021 poky, repeksnaz
pociiicbkkoro MoBoro Bif 12 OGepe3nsi 2021 poky; ImeHTudikariliHa kKapTka Taiji€HTta, Bepcis [V02
UKR(uk)] Big 11 rpyans 2020 poky, yKpaiHCbKOIO MOBOMO; IneHTUikaljiliHa KapTKa MaljieHTa, BepCis
[V02 UKR(ru)] Big 11 rpyans 2020 poky, pocitickkoro MOBOO; KapTka 3 HaraZlyBaHHsIM TIpO Bi3UT, Bepcisi
[V02 UKR(uk)] Bix 11 rpygus 2020 poky, ykpaiHCbKOO MOBOI0; KapTka 3 HaraZlyBaHHsSIM TpO Bi3WT,
Bepcig [V02 UKR(ru)] Bix 11 rpyans 2020 poky, pociiicbkoro MoBow; bporiypa jsis maijieHTa, Bepcis
[V02 UKR(uk)01] Big 14 ciunsa 2021 poky, ykpaiHCbKOrO MoBO0; bpoiypa jss natieHTa, Bepcis [ V02
UKR(ru)01] Bixg 14 ciuns 2021 poky, pociiicbkoro MoBow; ITociOHMK mallieHTa IOAO0 yuacTi y
nmocrimkenni, Bepcisi [V02 UKR(uk)] Big 17 rpymus 2020 poky, yKpaiHCBKOH MOBORO; ITociOHMK
naijieHTa o0 yvacti y gociimkensi, Bepcisi [V02 UKR(ru)] Big 17 rpyans 2020 poky, pociiicbkoro
MoBO1; JIucTiBKa A nauieHTa, Bepcis [V02 UKR(uk)] Bix 11 rpyass 2020 poky, yKpaiHCbKOIO MOBOIO;
JluctiBka asis nauienTa, Bepcisg [V02 UKR(ru)] Big 11 rpyans 2020 poky, pociiicbkoro MoBoto; [Tnakar
s natientiB, Bepcisi [V02 UKR(uk)] Big 11 rpyzaus 2020 poky, ykpaiHCbKOK MOBORO; [lnakaT assi
narjieHTiB, Bepcisi [V02 UKR(ru)] Big 11 rpygust 2020 poky, pocitickkoro MoBO0; JIUCT /0 JiiKapsi 1110710
HaripaBJieHHs1 TaijieHTiB, Bepcisi [V02 UKR(uk)01] Big 14 ciunsa 2021 poky, yKpaiHCbKOIO MOBOR; JIUCT
Jl0 JliKaps II0/l0 Hampas/eHHs nalieHTi, Bepcisi [V02 UKR(ru)01] Bix 14 ciunst 2021 poky, pocificbKoro
MoBow; Illkana aHoManbHUX MUMOBIBHUX pyXiB (AIMS), dinanbHa Bepcisi Big 01 motoro 2021 poky,
yKpaiHCbKO10 MoBo1o; [IIkasna aHOManbHUX MUMOBiIbHUX pyXiB (AIMS), dinanbHa Bepcis Big 01 motoro
2021 poky, pociiickkoro MoBow; Illkana OLIHKM akaTu3il, BHUK/IWMKAHOI JiKapCbKUMM TperapaTtaMu
(IlIxana oujinku akaTtusii bapHca (BARS), ¢inaneHa Bepcis Bif 15 mororo 2021 poky, yKpaiHCHKORO
MoBoto; Illkana OIHKK akaTu3ii, BUK/IMKaHOI jikapcbKuMU TmperapaTamu (IIIkasa OI[iHKM akaTH3ii
bapaca (BARS), dinanpHa Bepcisi Big 15 motoro 2021 poky, pociiicbkkoro MoBoto; Illkana CimrmcoHa-
Awnryca Jjia OLIHKU eKcTpartipaMigHux mobiunux edektiB (SAS), dinanpHa Bepcis Big 08 mororo 2021
POKy, YKpaiHChKoI MoBoto; [ITkana CiMricoHa-AHryca [Jijist OL[iHKH eKCTpartipaMiJHUX Mo0iuHuX edeKTiB
(SAS), dinanpHa Bepcis Big 08 motoro 2021 poky, pocilicbKor MOBOIO; [10/1aTOK 3 po3/aZiiB HACTPOO [0
DSM-5, 3MilllaHi XapaKTepuCTUKM i TPUBOXXHUM po37aj, (iHanbHa Bepcis Bif 22 mtotoro 2021 poky,
yKpaiHCbKOIO MOBOIO; [lofjaToK 3 po37iafiiB HacTporo o DSM-5, 3milllaHi XapaKTepUCTUKU i TPUBOXKHUMN
posnag, ¢inanbHa Bepcisi Big 05 Oepesns 2021 poky, pociiicbkkoro MoBow; «[lam’siTKa 10710
JucTaHLiiiHOTO TPOBe/IeHHs OI[iHOK Oe3meuHoCTi Ta edeKTUBHOCTI», Bepcis 1 Big 04 mortoro 2021 poky,
aHITiMCbKOI0 MOBOO; Ilepeksazi yKpaiHChKOHO MOBOO Bif 04 OGepe3nst 2021 poky «Ilam’SITKu 1110710
JucTaHLiiiHOTO TIPOBe/IeHHsI OL[iHOK 0e3MmeyHOCTi Ta e)eKTUBHOCTI», Bepcisi 1 Big 04 motoro 2021 poky;
306i/bIIeHHsT KiJIbKOCTI JOC/Ti/pKyBaHHX B YKpaiHi 3 83 10 110 ocib




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

Ne 2110 Biz 16.09.2020

Ha3ga kj1iHiyHOTO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanyomizoBaHe, mnojBiiiHe ciiine, mnaleb0-KOHTpPoO/bOBaHe, OaraToleHTPOBe JOoCTipKeHHs ¢asu 3 3
OL[iHKM e()eKTHBHOCTI Ta 6e3reuyHOCTi MOHOTeparlil rperapaToM JiyMaTelepoH TpH JIiKyBaHHi TMarji€HTiB i3
BeJIMKMMH JlelIpeCUBHUMU elli30/jaMH, 1oB’si3aHUMU 3 binonspHuM posnagom I abo II tumy (6inossipHorO
Jenpeciero)», ITI-007-403, Bepcig Big 07 nucronaga 2019 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emHor0 iHBecTHLiclo «AVIK’FOBIA PJIC Ykpaina»

CrioHcop, KpaiHa

Intra-Cellular Therapies, Inc. (ITT), CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTyTHKOI Tepamnii

I'enepanbHui JupeKkTop /upekTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA
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Inentudikatiis cyrreBoi
TIOTIPaBKU

OHoBieHU# TPOTOKO/ K/iHiuHOTO BUMpoOyBaHHST M13-545 3 iHKOpropoBaHUMH AIMiHiCTPaTUBHUMU
3midamu 1, 2, 3 i 4 Ta [TonpaBkamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 03 rpyausa 2020 poky; IHdbopmarttis gis
narjieHTa Ta iHhopMOBaHa 3rofia Ha y4acTb Y HAyKOBOMY ZOC/Ii/PKeHHI Ta He00O0B’I3KOBOMY OC/Ti/PKeHHI,
Bepcis 11.1 ana Ykpainu Big 02 kBiTHS 2021 poKy, yKpaiHCBKORO Ta pOCiICbKOI0 MOBaMHU

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

Ne 403 Big 04.05.2016

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, mozBiiiHe crine gocimkenHs I da3u s MOpiBHSAHHS Mperapary YmaJaluThHIO
(ABT-494) y Burnszi MoHoTeparii OAWMH pa3 Ha JieHb 3 MeTOoTpeKcaToM y BUIJISiAI MOHOTepamii y
TMAaL[i€HTIB 3 CepeJHbOTSKKOIO Ta TSHKKOIO (hOopMaMu aKTMBHOTO PeBMAaTOIHOTO apTpPUTY, 1110 paHille He
OTpUMyBai MeToTpekcar», M13-545, 3 iHKopriopoBaHUMU AMiHicTpaTUBHUMU 3MiHamu 1, 2, 31 4 Ta
[ToripaBkamu 1, 2, 3, 4, 5, 6 ta 7 Big 01 smnHs 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

E66Bi Ink, CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA
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TIOTIPaBKU

3MiHa aJipecy CrioHCOpa K/IiHiYHOTO BUTIPOOYBaHHS:
bYJIO CTAJIO
90 Harcourt Street, Dublin 2, Ireland (Ipsianzis) 45 Mespil Road, Dublin 4, Ireland (Ipsianzis)
3pa30K MapKyBaHHS A/ JOC/i/PKyBaHOTO JliKapchKoro 3aco0y Oseorenb-S10 st BiKpUTOI YaCTHUHU
Jloc/tipKeHHs (Tiepiofly moJanblioro croctepexkeHHs), Bepcis 4.1 Big 25 mucronaza 2020p., ykpaiHCBbKORO
MOBOIO; 3MiHa Ha3BU 3asiBHUKA KiiHiuHoro BurpoOyBaHHsi 3 TOB «IHC Pecepu Ykpaina» Ha TOB
«Cineoc Xenc YkpaiHa»

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2313 Bip 12.12.2018

Ha3sga ksiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[logBiiiHe ciiine, paHAoOMi30BaHe, KOHTPOJ/IbOBaHe HarMoOBHIOBaueM fociifkeHHs da3u Il ans ouiHku
edekTMBHOCTI 1 Oe3meuHocti 3actocyBaHHS Oneoremto-S10 3 BiAKpUTHUM 24-MiCSUHMM TIOJA/TBIIAM
CTIOCTEPE)KeHHSIM Y TIALi€HTIB i3 BpO/pKeHUM Oy/bo3HUM ertifiepmostizom», BEB-13, diHanbHa Bepcis 6.0
Biz 18 kBiTHg 2019 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xesic YKpaiHa»

CnoHcop, KpaiHa

Awmpur Pecepu Jlimitea, Ipnanzis (Amryt Research Limited, Ireland)

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA
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InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnieHUM TPOTOKOJ K/iHiuHOro BumpoOyBaHHs M13-538 3 iHKOpPHOpOBaHMMHU aZiMiHiCTPaTUBHUMU
3miHamu 1 Ta 2 Ta monpaekamu 0.01, 0.02, 0.03, 1, 2, 3, 4, 5 Ta 6 Big 01 rpyans 2020 poky; [logoBxeHHs
repioZly TpoBe/leHHsI K/TiHiYHOTO BUTIPOOyBaHHs B YKpaiHi 3 25 TpaBHs 2021 poky a0 31 sumnas 2021
poky; [HdopmMarjisi A5 naijieHTa Ta iHbopMoBaHa 3rojia Ha yJyacTb Y HAyKOBOMY AOCTiKeHHi, Bepcis 11.1
st YKpainu Bif 29 6epe3ns 2021 poKy, yKpaiHCBKOIO Ta POCiHChKOI0 MOBaMH; [HhOpMaLiiHUH TUCT [71sT
yuaCHMKa KJIiHiUHOro BUIIpOOyBaHHS, Bepcis Bif 1 kBiTHS 2020 poKy, yKpaiHCBKOIO Ta POCIHCBHKOO
MoBamM; 3MiHa aZipecd 3asiBHUKa KiiHiuHOro BUNpoOyBaHHsi — «EO00Bi biodapmackroTikan3z I'moX»,
[BeiiLiapisi:

BYJIO
Hetixodurrpacce 23, 6341 m. Baap, IlIBeiinjapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

CTAJIO
Anpre IlTaiinxaysepmrpacce 14, 6330 Xawm,
[Beiiiiapiss (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

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

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«baratoueHTpoBe BigkpuTe npogosxeHe pocaifpkeHHs (BII/I) da3u 2 3a yuacTi nmaijieHTiB, XBOpUX Ha
peBMaTOIJHUM apTpUT, SKi 3aBepLIM/IM Y4yacCTb y IMOINEepeJHbOMY paHAOMi30BaHOMY KOHTPOJILOBAHOMY
BuripobyBanHi (PKB) ¢a3u 2 3 oriHioBaHHs Tmperapaty YmnazauutuHi6 (ABT-494)», M13-538, 3
IHKOPIIOPOBaHMMU a/iMiHiCTpaTUBHKMMM 3MiHaMu 1 Ta 2 Tta nonpaskamu 0.01, 0.02, 0.03, 1, 2, 3, 4 Ta 5 Bif
17 rpypHs 2019 poky

3asgBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

Abbvie Inc, CIIIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

I'eHepanibHM# JUpeKTOp JJMpeKkTopary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA
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Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClisl TTPOBe/IeHHS K/TiHIYHOTO BUTTPOOYBAHHS:
BYJIO CTAJIO

I.M.H., ipod. Apemenko O.b. I.M.H., ipod. fpemenko O.b.

KuiBcbka  Micbka  KiiHiuHa  jikapHs — Ne3, | KomyHanbHe HeKOMepLliliHe i ATIPUEMCTBO
peBMarosioriuHe  BifzineHHs,  HaijioHanbHuM | «kKuiBcbka Micbka KiiHiuHa JiikapHsa — Ne3»
MequuHUM yHiBepcuteT iMeHi O.0. boromosblisi, | BUKOHaBYOro opraHy KwuiBCbKOI MiCBKOI paju
Kadezpa BHYTpPilHbOI MeuLuHU Ne3, M. KuiB (KuiBcbkoi MicbKOi Jiep>kaBHOI afiMiHicTpatiii),
KapZioJioriyHe BiAieHHs 3 TasaaToro
IHTEHCUBHOI ~ Tepamii, B T.4. 3 JKKaMH
iHpapkTHOrO Ta peBMaTo/OriuHOrO TMpodimto,
HarjionaneHuit Mmegnunuii yHiBepcutet imMeHi O.0.
boromoriblisg, kadeapa BHYTPIlIHBOT MeJUIIUHU
Ne3, M. KuiB

Howmep ta faTa Hakasy
MO3 o0 3aTBepyKeHHS
K/TiHIYHOTO BUTTPOOYBaHHS

Ne 1207 Big 25.06.2018

Ha3sga kytiHiyHOTO
BUMIPOOYBaHHs, KO/,
BepCis Ta faTa

«PaHioMi30BaHe, KOHTPOJIbOBaHe, TIO/BiliHe cCiire TIPOJOBXKeHe AOC/ipKeHHsI 3 OL[iHKM BiJjaneHol
Oe3reku Ta edeKTHBHOCTI npernapaty OpenBo (BOK/IOCIIOpWH) (Tipy TipuiioMi 23,7 Mr /Ba pa3u Ha [JieHb
II[0/JHS1) B TIOPiBHSIHHI 3 I/1arie6o0 y maijieHTiB 3 BoBUakoBUM HedpuToM», AUR-VCS-2016-02, Bepcis 3.0
Big 21 rpyaHs 2018 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAN]T KJITHIKAJI TPAITIC YKP»

CnoHcop, KpaiHa

«AypiHia» (Aurinia Pharmaceuticals Inc.), Canada

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

I'enepanbHui JupeKkTOop /upeKkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onekcangp KOMAPIIA
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TIOTIPaBKU

3asiBa TIpo 3rofly Ha 0OpOOKy TepcoHalbHUX JaHWX y 0a3i ZaHWX YYaCHUKIB [OC/iIKeHb, KePOBaHOI
kommnaHiero «Bepidaiin Kninikan Tpasnz En-En-Ci» (VCT), Bepcis V1.0UKR(uk)1.0 Big 26 ciuns
2021 poky, mepekaji yKpaiHCbKOI MoBOw Bin 04 mortoro 2021 poky; 3asiBa Mpo 3rofly Ha 0OpPoOOKY
MepCcoHaNbHUX JlaHUX Yy 0a3i JaHWX yJaCHUKIB 0C/i/KeHb, KepoBaHOi KommaHi€eo «Bepidaiiny Krinikan
Tpasn3 En-En-Ci» (VCT), Bepcis V1.0UKR(ru)1.0 Bim 26 ciung 2021 poky, mnepeksaj, pOCIMCBHKOO
MOBOIO Bif 04 ymotoro 2021 poky

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 662 Big 16.03.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PaHOMi30BaHe, MOJBiMHE CJliMe [OCII[)KeHHs, L0 TMPOBOAUTHCS 3 BHUKOPUCTAaHHSIM aKTHUBHOI'O
Tiperiapary B SIKOCTi KOHTPOJIIO [Iisl OL[iHKHM JOBIOTPHBAJIOI 0€3MevHOCTi i mepeHOCHMOCTi ripernapaty SEP-
363856 y mauieHTiB i3 mmsodpeniero», SEP361-304, Bepcigs 3.00 3 iHKOpPIOPOBaHOIO CYTTEBOIO
nioripaBkoro 2.00 Big 14 ciuns 2021 poky

3asBHUK, KpaiHa

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

CnoHcop, KpaiHa

«CyHoBioH @apmachkroTikasic [Hk.» (Sunovion Pharmaceuticals Inc.), CIITA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

I'eHepanbHuil AUpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA
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BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BifmIOBia/ILHOTO AOC/TIIHUKA
/1 Ha3Ba Micust mpoBeieHHsT K/TiHIYHOTO BUITPOOYBaHHS

1. | A.M.H., ipo@. JIucenko C.A.
KomyHaneHe HekomepLiviHe mignpueMcTBO «IloAiIbCbKUY perioHabHUM LeHTP OHKOJIOTIl
BiHHUIIBKOT 06/1aCHOT pa/in», TOpPaKabHe BiffieHHs, M. BiHHUIS

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

Ne 187 Big 05.02.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«PanzpomiszoBane, OararonieHTpoBe, (a3u IB/III gocmimkeHHs dapMaKOKiHETUKH, e(heKTHUBHOCTI Ta
Ge3reyHoCTi 3acToCyBaHHsI TiAIKIpDHOI ¢opMu aTe30/i3ymMaby y TIOpiBHSIHHI 3 BHYTPilIHBOBEHHOO
dopmoro aTe30/i3ymMaby y mMalli€HTiB i3 paHillle JIKOBaHHUM MiCI|eBOTIOITUPEHUM ab0 MeTacTaTUYHUM
He/IpiOHOK/MITHHHUM pakoM JiereHb», BP40657, Bepcisi 4 Biz 28 ceprias 2020 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHOI0 BiMoBizambHICTIO «Porr YKpaiHa»

CrioHcop, KpaiHa

@.Xoddmann-JIs Pour Jita, [Beiiuapis

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOT0 3a0e3meueHHsI Onekcanagp KOMAPIJA
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Po3zmin «S.4 CONTROL OF DRUG SUBSTANCE» [locke AOC/iPKyBaHOTO JiKapChKOTO 3aco0y
MK-6482, Bepcis 05QG8Q Big 18 mtororo 2021 pokKy, aHTJ1iiCbKOI MOBOIO

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

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpure, pangomizoBaHe fociimkeHHs III ¢a3su g omiHKKM edeKTHMBHOCTI Ta OGe3meuHoCTi
nembponizymadby (MK-3475) y kombGiHariii 3 6ensytudanom (MK-6482) ta nenBatrnioom (MK-7902),
abo MK-1308A y kombiHarlii 3 jieHBaTHHIOOM TIOPiBHSIHO 3 eMOposTi3yMaboM i ieHBaTUHIOOM B SIKOCTi
MepLIol JIiHII Teparii [/ Yy4YaCHUKIB 3 PO3IOBCHOJKEHOK CBIT/IOK/IITUHHOK HUPKOBO-KJIITUHHON
KapuurHoMoro», MK-6482-012, 3 inkopriopoBaHoro norpaskoro 01 Biz 26 ciunsg 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk apn eny Joym Kopm.», gouipHe mianpuemctBo «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

I'enepanbHui AupeKTOp /lupekTopary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Onekcangp KOMAPIIA
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bpouypa gocnignvka s npenapaty STELARA® (ustekinumab), Buganus 22 Big 17 motoro 2021 poky

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

Ne 70 Big 31.01.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanoMi30BaHe mo/BiliHe ciiime Miale00-KOHTPOIbOBaHe OaraTOLIEHTPOBE JOCTiIKeHHs ¢a3u 2b, 1o
MIPOBOAUTRECS y TapalefbHUX TPyNax 3 MeTOK OLiHKK Oe3meyHocTi Ta e(eKTMBHOCTI 3aCTOCYBaHHS
nipeniapaty JNJ-64304500 y marieHTiB 3 xBopo6oto KpoHa B akTHBHIl (a3i BiJ cepeHbOr0 /10 BaXKKOTO
cryneHst TSDKKOCTi», 64304500CRD2001, 3 iHKopnopoBaHOK TionpaBkoto 6 Big 04 mrotoro 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«SIHccen-Cinar Intepueitnn HB", Benbris» / Janssen-Silag International NV

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA
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DRMO06-ADO05/J2T-DM-KGAC popartok o npotokoay 5 Bif 09 rpyans 2020 p.; @opma inpopmoBaHOi
3rofu Ans O0aTbKiB, Bepcisi aisg Ykpainv 5.1.0 Big 11 mrotoro 2021 p. yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; @opma iHhopMoBaHoOI 3roAu AJisl JOPOC/IUX Malli€eHTiB, Bepcis s Ykpainu 5.1.0 Big 11 mrotoro
2021 p. ykpaiHCBKOIO Ta pociiicbkoro MoBamu; Popma 3roau Aas Aited 12 ta 13 pokiB, Bepcisi A4
Ykpainu 5.1.0 Big 11 motoro 2021 p. ykpaiHCBbKOIO Ta pociiicbkoro MoBamu; Popma 3rofu st
HEIOBHOJITHIX (BikoM 14—17 pokiB), Bepcia gns Ykpainu 5.1.0 Big 11 motoro 2021 p. yKpaiHCBKOHO Ta
pocilicekoro MoBaMu; @opMa iHpOopMOBaHOI 3ro/iv JJisl BariTHOI apTHePKH, Bepcis /s Ykpainu 4.1.0 Bif,
11 motoro 2021 p. yKpaiHCBKOIO Ta POCIMCHKOIO MOBaMH; IHCTPYKI|ii 3 BUKODHUCTaHHS IOJ€HHUKA
peecTpallii mpuiiomy Tmpenapaty, Bepcisi A Ykpainu 2.0 Big 03 motoro 2021 p. ykpaiHCBKOKO Ta
pociiicekoro MoBamu; MobineHui nomaTok «Medidata Patient Cloud», cTtaHzapTHi CKpiHILIOTH, peXXuM
Jocnigaulbkoro 1eHTpy: Medidata Patient Cloud App Standard Screens_Site Mode, © 2018 Medidata
Solutions Worldwide, Bepcisi 2.1 ykpaiHcbKor MOBOw; MoGinbHuit fomaTok «Medidata Patient Cloud»,
CTaHJapTHI CKPIiHILOTH, PeXWUM [JOCaigHULbKOro 1eHTpy: Medidata Patient Cloud App Standard
Screens_Site Mode, © 2018 Medidata Solutions Worldwide, Bepcisi 2.3 pocitickkoro MoBot0; Bporirypa
nmocrigauka Jlebpikizymab, LY3650150, Bix 04 mrotoro 2021 p.; 3MiHa Ha3BU 3asiBHUKA KJIiHIYHOTO
BunpoOyBaHHs 3 TOB «IHC Pecepu Ykpaina» Ha TOB «Cineoc Xesnc YkpaiHa»

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

Ne 1468 Biz 26.06.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, moBiliHe cJiime, T1ale60-KOHTPO/IbOBaHe [OC/IiKeHHs /I OL[iHKKA e(eKTHUBHOCTI Ta
Oe3rieku JieOpiki3ymaba y Talli€eHTiB 3 aTOMIYHWM /[I€PMAaTHTOM IIOMIDHOTO i TSDKKOTO CTYIIeHsD»,
DRMO06-ADO05/ J2T-DM-KGAC, 3 noripaskoto 2 Bif 20 tpasHs 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa

«[epmipa, IHK.» [OUYipHS KOMMaHis, 1110 3HAXOAWUTBHCS y TOBHIiM BacHOCTI KommaHii «Eni Jlinni eHp




Kowmmani, CIITA (Dermira, Inc., a wholly-owned subsidiary of Eli Lilly and Company, USA)

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

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

A3921165 Iudopmariist anst 6aTbKiB Ta hopma iHPOPMOBaHOI 3roiv Ha y4acTh y AOC/Ii/PKeHHI, Ha OCHOBI
Bepcil Ha piBHI gociigpkenHs Big 12 ymororo 2021 p., Bepcis gns Ykpainu 7.1.0 Big 16 motoro 2021 p.,
YKpaiHCBKO MOBOIO; A3921165 Indopmariist s 6aTekiB Ta opma iHhOpMOBaHOI 3roAn Ha y4acThb Y
HayKOBOMY [OCJIi/[P)KeHHi, Ha OCHOBI Bepcii Ha piBHI mociigkeHHs Big 12 ymrotoro 2021 p., Bepcid As
Ykpainu 7.1.0 Bix 16 motoro 2021 p., pociiickkoro mMoBor; A3921165 I[Hdopmaliisi gs TaijieHTa Ta
dopma iHpopmMOBaHOI 3roi Ha y4yacTb Yy [JOC/iI>KeHHi, Ha OCHOBi Bepcil Ha piBHi AocimkeHHs Big 12
motoro 2021 p., Bepcis gnsg Ykpainu 7.1.0 Big 16 motoro 2021 p., ykpaiHCbKO MOBOr; A3921165
IHdopmariisi gis maijieHTa Ta ¢dopma iHHOpPMOBaHOI 3rofid Ha yuyaCTh y HAYKOBOMY MAOCTi/KeHHi, Ha
OCHOBI Bepcii Ha piBHi gocaigpkeHHs Big 12 mortoro 2021 p., Bepcia ajas Ykpainu 7.1.0 Big 16 motoro
2021 p., pociiickkoro MoBow; A3921165 Indopmaliis aAns maiieHTa Ta ¢opma 3rou Ha ydacTh y
JOCJTiIKEHH] [T malieHTiB Bikom 14-17 pokiB, Ha OCHOBI BepcCii Ha PiBHI JOC/IXKeHHs Bif 12 m0TOTO
2021 p., Bepcis ans Ykpainu 7.1.0 Big 16 mororo 2021 p., ykpaiHcbkoro MoBoro; A3921165 IHdopmariis
Ji71s1 matfieHTa Ta (hoopMa 3ro/id Ha y4acTb y HAyKOBOMY [IOC/Ii/KeHHi /1/1s TIallieHTiB BikoM 14-17 pokiB, Ha
OCHOBI Bepcii Ha piBHI gocaigkeHHsd Big 12 mortoro 2021 p., Bepcia ans Ykpainu 7.1.0 Big 16 ymotoro
2021 p., pociiicbkoro MoBow; A3921165 Indopmaris a1 maiieHTa Ta ¢opma 3rogu Ha ydacTb y
JIocmiiykeHHi ays fiTed Bikom 11-13 pokiB, Ha OCHOBI Bepcii Ha piBHi AocipkeHHs Big 12 motoro 2021
p., Bepcist ans Ykpainu 5.1.0 Big 16 motoro 2021 p., ykpaiHCbKoto MoBOr0; A3921165 IHdopmariis ans
nairjieHTa Ta hopMma 3roZii Ha y4acTb Y HAyKOBOMY [JOC/iKeHHi fyis fAiteli Bikom 11-13 pokiB, Ha 0CHOBI
Bepcil Ha piBHI gociimkeHHs Big 12 mortoro 2021 p., Bepcist ans Ykpainum 5.1.0 Big 16 motoro 2021 p.,
POCiMICBKOI0 MOBOIO

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

Ne 342 Big 26.02.2018




Ha3sga ky1iHiuHOrO «EdektuBHicTb, 0Oe3reuHicTb, mMepeHOCHMMICTb i ¢apmakokeHeTHKa TodaruTuHiIOy Tpu JTiKyBaHHI
BUTIPOOYBaHHS, KO/, CUCTEMHOTO FOBeHiNbHOrOo ifionatuuHoro apTputy (CHOIA) 3 akTHBHMMH CUCTEMHUMHU TPOSIBaMU y AiTeil
BepCis Ta zjaTta Ta migiTkiB», A3921165, 3 iHKOpriopoBaHoto MnorpaBkoro 3 Bif 04 TpaBHs 2020 poky

3asiBHUK, KpaiHa TOB «IuBeHTiB Xesic YKpaiHa»

CrioHcop, KpaiHa [Mdatizep Tk, CIIIA [Pfizer Inc, USA]

CynyTHi —

Marepianu/mpenapaTy

CYTIyTHKOI Tepamii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3neYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 17

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

OnoBnenuii poszin 3.2.P «Jlikapcbkuit 3acib — 45 mr karicyiu» Big 05.02.2021 p. [locke AOCTiKYBaHOTO
nikapcekoro 3acoby JNJ-61393215, 45 mr; [TogoBxkeHHsT TepMiHy npuaatHocTi Ao 36 micsuiB gas JJ13
JNJ-61393215, 45 mr kancynu, y msmkax Ta go 30 micsagis gas JJI3 JNJ-61393215, 45 mr kancyny, y
GmicTepax

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

Ne 296 Big 11.02.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[Toxsitine cnine, miarie60-KOHTPOIbOBaHe, 0OaraTOI|EHTPOBE KITiHiUHe [OC/TiPKEHHS, 1[0 BHBYAE
edeKTUBHICTb, Oe3reuHicTe Ta mepeHocuMicTb JNJ-61393215, sK /10/aTKOBOTO JTIKYBaHHSI IOPOC/IHX
TALIiE€HTIB 3 BeJIMKUM JIelIpeCMBHUM PO3/1a/loM 3 TPUBOKHMM JUCTPECOM 3 HeJl0CTaTHBOKO BIJIIOBIJ/O Ha
CTaHJAPTHI aHTHUAenpecanTy», 61393215MDD2001, 3 TTonpaekoro 2 Big 05.08.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




HopnaTtok Ne 18
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro jikapcbkoro 3aco0y AVTO02, Bepcis 9.0 Bim Gepe3ns 2021 p., aHT/iMCbKOIO
MOBOK); TOJOBXeHHs1 TepmiHy npugatHocti gas AVTO02 pgo 24 wicanis; CkopoueHe [locke
JOCTiIKyBaHOTO JiKapchKoro 3acoby AVTO02 Bix 6epesnst 2021 p., aHI/TiiICEKOK MOBOIO

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 767 Big 02.04.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararoLeHTpoBe, MOJBIiKHe CJjiirNe, paHJOMi30BaHe [OCII[JKEHHs, 10 TPOBOJUTHCSA y MapasebHUX
rpyrnax 3 MeTOK BUBUEHHsI (hapMaKOKiHETUKU, e(eKTUBHOCTIi, Oe3MeKr Ta iMyHOTeHHOCTi y TMAalli€HTiB 3
XPOHIUYHMM OJISIIIKOBUM TICOpPia30M Bifi TIOMIpDHOTO [0 TSDKKOTO CTYTIeHs, $IKi OTPUMYIOTH IIperapar
Xymipa®, Ta y mauieHTiB (abo MOpiBHAHO 3 mMalli€eHTaMH) 3 XPOHIUHUM OJISIIIKOBUM TICOpia3oM Bif
TIOMIPHOTO /10 TSDKKOIO CTYIMeHf, sKi 3HaxXxOAATbCA Yy CTafil IOBTOPHOIO IlepexoAy BiJ JIIKyBaHHS
nperapatoM Xymipa® Ha jikyBaHHs niperiapaToM AVTO02 3 HaCTymHOIO TOAOBXKEHOI (pa30i0 BUBUEHHS
6esneknn AVT02 (ALVOPAD-X)», AVT02-GL-302, Bepcis 3.0 3 iHKOpropoBaHO0 TomnpaBKkor 2 Bizg 03
cepnss 2020 p.

3asBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AnBorek Csicc AT'» (Alvotech Swiss AG), IlIBelirjapist

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop Jdupekropary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




Hopmatok Ne 19
[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro mikapcbkoro 3acoby ans CT-P16 (Bevacizumab), Po3gin SIkicts, Bepcis 7.0 Bif
28 ciuns 2020 p. aHI/iMCHKOI0 MOBOIO

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

Ne 415 Big 18.02.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«[TopBiliHe ciiine, paHOMi30BaHe, aKTUBHO KOHTPO/IbOBaHe, B Mapasie/lbHUX Ipynax JOC/ipKeHHs (a3u 3
3 MeTOH TIOPiBHSHHS edeKTUBHOCTI Ta Ge3reuHocTi 3actocyBaHHs miperiapaty CT-P16 Ta ABactuny,
cxBajleHoro B €C, K rmepmoi JiHil JTiKyBaHHA MeTAaCTaTUYHOrO abo  PeLUJUBYIOUYOTO
HETJIOCKOK/TITHHHOTO HeZIpiOHOK/TITUHHOTO paky jieredb», CT-P16 3.1, Bepcis 2.0 Big 14 uepeHs 2019 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 OO6mexkeHoro BianosizanbHicTio «KoHTpakTHO-[ocnifHuibka Opranisatis IHHO(apm-
YKpaiHa»

CnoHcop, KpaiHa

«JEJUUITPIOH, Iuk.», Pecriy6sika Kopest (CELLTRION, Inc., Republic of Korea)

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary

(apmaneBTHUYHOrO 3a0e3meueHHs

Onexkcangp KOMAPIJA




HopaTtok Ne 20

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
MOMPABOK /0 TPOTOKOJIIB

K/TiHIUHUX BUTIPOOYBaHb»
23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa Hdocnigavka JNJ-70033093; BMS-986177 (Milvexian) Buganns 7 Big 29.01.2021

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

Ne 2006 Biz 02.10.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Pan0Mi30BaHe, BifKpuTe, 3 3ac/iM/ieHUM [J03yBaHHSM AOC/i)KYBaHOTO TperapaTy, OaraToleHTpoBe
KJIiHIUHe [JOCTiPKeHHs1 [ BHWBUeHHS edeKTMBHOCTI Ta OesneuHocti JikyBanHs JNJ-70033093
(BMS-986177), mepopanshuM iHribiTopom Xla ¢akropy, y MOpiBHSHHI 3 MiJIIKiDHAM BBeJEHHSIM
€HOKCAalapuHy y Malji€HTIiB, SKWUM NPOBOAUTHCS IIJIaHOBA XIpypriuHa oriepaliis [OBHOI 3aMiHM KOJIIHHOT'O
cyryioby», 70033093THR2001, 3 nonpaBkoro Amendment 1 Bizg 10.09.2019 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Hopmatok Ne 21

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
MOMPABOK /0 TPOTOKOJIIB

K/TiHIUHUX BUTIPOOYBaHb»
23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpourypa gocnignvka JNJ-67896049 / ACT-293987 / NS-304 Uptravi® (selexipag), Buganus 16 Bif
02.02.2021 p.

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararoLieHTpoBe, 3 OZHUM PYKaBOM JIIKyBaHHs, BiJIKDUTe, [OBrOTpMBajie KJIiHiUHe [JOC/Ii/I)KeHHs
cniocTepe>keHHs1 Oe3neuHocti Cefekcinary y yyacHUKIB, 5IKi Opany y4dacTb y TIONepeJHbOMY KJTiHIUHOMY
mocaigpkenHi Cesnekcirnary», 67896049PUH3001, Bepcis 1.0 Big 04.03.2020 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CrioHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiaau/nperiapaTty
CYyNyTHBOI Tepariii

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




Hopatok Ne 22

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

GPGN-UA-UA-FACT-CARD_0O4FEB21_Pekomengallii ass naijieHTta mogo aiapei Big 04 motoro 2021
p., ykpaiHcbkor MoBOW; GPGN_UA_RU_FACT_CARD_O4FEB21_IHcTpyKujii [ Yy4YaCHHUKIB ¥y
Bunagky giapei Big 04 mororo 2021 p., pocilicbkkoro moBow; GPGN-UA-UA-HYPO-
12JAN21_T'inornikemist — 03HaK{, CUMITTOMU Ta CIIOCOOM JIIKYBaHHSI TTIOHM)KEHOTO PiBHS LIYKPY B KPOBi
Bixg 12 ciunsa 2021 p., ykpaiHcbkoro MoBow; GPGN-UA-RU-HYPO-08JAN21_T'inornikeMis: O3HaKH,
CHMITTOMM Ta CIOCOOU JIiIKyBaHHSI TIOHWKEHOTO PiBHS LyKpYy B KpoBi Big 08 ciunst 2021 p, pociiicbkoro
MoBOH; GPGN-UA-UA-LOG-SHEET-04FEB21_®opma /i TTOBiIOM/IeHHS PO BUIIA/IKU TilMoriaikemii B
yuacHuka gociimkenHss SURPASS-CVOT Bim 04 mwororo 2021 p., YKpalHCBKOK MOBOIO;
GPGN_UA_UA_LOG_SHEET_04FEB21_®dopma noBifoM/IeHHS TIPO BUIMAJKH TiMOr/ikeMii B yyaCHHUKa
nocnigkenas SURPASS-CVOT Big 04 motoro 2021 p., pociiCbKOK MOBOIO

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

Ne 700 Big 24.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«JocnigkeHHs BIuBYy mipeniapary Tipsemnarif B IOPiBHSAHHI 3 IperapaTtoM /lynaryiyTuj Ha PO3BUTOK
3HAUHUX HECIPUAT/IMBUX CepLeBO-CyJUHHUX TIOAiM Y TIAI[ieHTiB 3 I[yKPOBUM [iabeToM 2 THUIY
(SURPASS-CVOT)», IBF-MC-GPGN, 3 iHKopriopoBaHot0 norpaBkoro (C) Bif 12 nucronazaa 2020 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CA», IlIBelnapis

CrioHcop, KpaiHa

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

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHsI Onekcanap KOMAPIJA




Hopatok Ne 23

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa gocnigarka HD204, Bepcisi 5.0 Big 15.03.2021 aHrnilicbkkoro MOBORO; [1oCbe JOCTiZIKyBaHOTO
nikapcekoro 3acoby HD204, Bepcis 4.0 Big 15.03.2021 aHr/IiMCbKOI0O MOBOIO; 3alyuyeHHS HOBOI
BUpOOHUYOI AinisiHKY Prestige Boilogics Co. Ltd (Pecriy6iika Kopest) aiist HD204

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1804 Big 15.08.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanziomizoBaHe, TOABiliHe crime, OaraTOIleHTPOBe [MOC/II/PKeHHS eKBiBaseHTHOCTI ¢asu III y
rapasie/IbHUX TPymHax [yisi TIOPiBHSAHHS e(eKTHBHOCTI, Oe3reku, (apMaKOKiHETUKH Ta iMyHOTeHHOCTi
HD204 Tta ABacTmHYy® y Talli€eHTiB 3 MeTacTaTUYHUM ab0 PpeLUAVBHAM HETUIOCKOK/TiTHHHAM
He/IpiOHOK/TITHHHHAM pakoM JiereHb» , SAMSON-II, Bepcist 3.0 Big 19 TpaBns 2020

3asBHUK, KpaiHa

TOB «Kpomocdapma YkpaiHa»

CnoHcop, KpaiHa

Prestige BioPharma Limited, Cinramyp

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

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




Hopatok Ne 24

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BM MiClLisl TTPOBe/IeHHS KIiHIYHOTO BUTTPOOYBaHHs; 3MiHa Bi/IMMOBiJaIbHOTO AOCTiTHHAKA

BYJIO CTAJIO
3aB. Bij1. Mapkesuu 1.J1| nikap Ckubaso C.A.
KuiBcbka  Micbka  KiuiHiudHa  JjtikapHs — Nel, | KoMyHanbHe — HekomepliiiiHe — MiANIPUEMCTBO
TeparneBTHUHe BiagineHHs Ne2, M. Kuip «KuiBcbka Micbka KiaiHiyHa  jiikapHsa  Nel»

BUKOHaBYOro opraHy KWuIBCBKOI MiCBbKOI paju
(KuiBcbkoi MicbKOi Jiep>kaBHOI afAMiHicTpatiii),
TeparnieBTMYHe BifziieHHs: No2, m. KuiB

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Biz 10.06.2020

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bBaraTolieHTpOBe, paHIOMi30BaHe, TO/BilHe cJiire, TUIale00-KOHTPO/IbOBaHe AOoC/imKeHHsT (a3u 26 3
nizbopoM ONTHMa/JLHUX [03 [/ OL[iHFOBaHHS e(deKTUBHOCTI, Oe3nmeuHocTi W QapMaKOKiHETHKH
niperiapaty PF-06480605 y mopoc/iuxX y4yacHHKIB i3 BHUPa3KOBUM KOJITOM IOMipHOTO ab0 BaXkKKOTO
cTyneHs TsKKoCcTi», B7541007, octaTouHa Bepcist TpoTokoJy Bif 18 mumHsa 2019 poky

3asgBHUK, KpaiHa

[Maitzep Iuk., CIIA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

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




Hopatok Ne 25

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

Hopatok 1 go Bpourypu mocnmigHuka st miperiapaty Hipamapub (Zejula), Bepcisi 11, Bimg 17 uepBHs
2020 poky, 3atBepykenHui 16 rpyans 2020 poky, aHriilicekoro moBow; [logatok 1 mo Bbpoiypu
JOCTiTHUKA [ TOC/iKyBaHOTO JliKapchkoro 3acoby CJINJ-67652000 (K®/l nipamapub/abipaTepoHy
auertaT), BugaHHs 1, Big 23 BepecHs 2020 poky, 3aTBepgxkeHuit 04 mtororo 2021 poky, aHI/iMCBKORO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«Bigkpute, paHZOMi30BaHe [OC/i/KeHHs [iss OL[HKM BigHOCHOI  OiomoctymHocti (BJ) i
6ioekBiBaneHTHocTi (BE) mpemnapariB y Burisai kombiHarlii i3 dikcoBaHoro zpo3oro (KD/I) nHipamapuby
rroc abiparepoHy arjetat (AA) y mopiBHSHHI 3 Hiparmapu6oMm i AA, 1[0 NPU3HAYAIOTHCS OJHOYACHO Y
BUIJISIZII MOHOIIperiapariB, y YOJIOBIKIB 3 pakoM NepeJMixXypoBoi 3ano3u», 67652000PCR1001, Bepcis
ITonpagka 1 Big 06 >xoBTHs 2020 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

SfHccen PapmartieBTrKa HB /Janssen Pharmaceutica NV

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopatok Ne 26

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
MOMPABOK /0 TPOTOKOJIIB

K/TiHIUHUX BUTIPOOYBaHb»
23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITIOBiIa/TbHOTO TOC/Ti THUKA B MiCI[i MpoBeieHHs BUIpoOyBaHHs; 3MiHa Ha3eu MIIB

BYJIO CTAJIO
3aB. Bij1. Mapkesuu 1.J1| nikap Ckubaso C.A.
KuiBcbka  Micbka  KiuiHiudHa  JjtikapHs — Nel, | KoMyHanbHe — HekomepliiiiHe — MiANIPUEMCTBO
TeparneBTHUHe BizineHHs Ne2, M. KuiB «KuiBcbka Micbka KiaiHiyHa  jiikapHsa  Nel»

BUKOHaBYOro opraHy KWuIBCBKOI MiCBbKOI paju
(KuiBcbkoi MicbKoi ep>kaBHOI afiMiHicTpatiii),
TeparieBTUYHe BizgiseHHss No2, m. KuiB

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«Panjomi3oBaHe, TO/BiMHe criime, TIanie00-KOHTPOIBOBaHe, 12-TKHEBe AOCTiIKeHHS ¢asu 3 s
OLiHKM e(eKTUBHOCTI Ta 0e3rmevyHOCTi eTpaciMo/ly B TAIli€EHTIB 3 aKTWUBHUM BHPA3KOBUM KOJTOM Bif
TIOMIPHOTO /10 BaKKOI'O CTYIeHs TsKKOCTi», APD334-302, 3 inkopnopoBaHow mnomnpaskor 2.0 Big 07
mortoro 2020 poky

3asgBHUK, KpaiHa

ITianpuemctBo 3 100% iHo3emHoro inBectuiiieto «AVIK'FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«Apena ®apmaceroTikans, IHk.» (Arena Pharmaceuticals, Inc.),United States

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

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




Hopatok Ne 27

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPAaBOK /10 IIPOTOKOJIIB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

InenTudikariist cyrreBoi
TIOTIPaBKU

BxJ/r0oueHHs1 J0AaTKOBOTO MiCLisi TPOBeEeHHs K/IIHIYHOTO OC/Ii)KeHHS:

No I1.I.b. BifmIOBifa/ILHOTO AOC/IIIHUKA
/1 Ha3Ba Micust mpoBeieHHsT K/TiHIUHOTO BUITPOOYBaHHS

1 K.M.H. KucenboBa O.A.

Mepnunuii neHTp «OK!KitiHiK+» ToBapuCTBa 3 00Me)KeHOI0 BiJTIOBiZabHICTIO «MiXKHAPOTHUIMA
IHCTUTYT KJIIHIYHUX JOC/TI/PKEHbY, BiI/ILJI FéeMaToJIorii CTalioHapHOro BijzineHHs, M. KuiB

3MiHa Ha3BU MiCLig IPOBeieHHs K/IIHIYHOIO JOC/Iij)KeHHS:

BigaineHns, M. Kuis

BYJIO CTAJIO
K.M.H. ["apToBcbKa I.P. K.M.H. ["'apToBCbKa I.P.
KomyHnanbHe HeKOMepLliliHe nignpueMcTBo | KomyHasnbHe HeKOMepLjiiHe MiATIPUEMCTBO
KuiBcekoi obsmacHoi pagu «KuiBckkuit obmacHuii | KuiBcbkoi o6sacHoi paau «KuiBcbKuid obmacHui
OHKOJIOTiUHUU JUCTIaHCep», reMaToJIOTiuHe | OHKOJIOTIUHUM JUCTaHCep», LeHTP remMaToJIorii Ta

TpaHCIUIaHTallii KicTKOBOro Mo3Ky, M. Kui

Howmep Ta faTta Haka3sy
MO3 100 3aTBepKeHHs
K/IiHiUHOTO BUIIPOOYBaHHS

Ne 1849 Biz 11.08.2020

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PaH/i0Mi30BaHe KOHTpOJIbOBaHe, Bifkpute mociimkeHHs III ¢da3u 3 MeTow MOPIBHSAIBHOI OL[iHKA
MesiaydeHy, 110 3aCTOCOBYETbCS B TOE€AHAHHI 3 JapaTymymaboM, i Aapatrymymalby Tipy JiKyBaHHI
MAIfieHTiB i3 peruAuBHOI0 abo peIUIUBHOI0 Ta pedpakTepHOK MHOXXWHHOI MiesoMor», OP-108,
pegakuis 2.1, ITonpaBka 2 Big 25 aucronaga 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

"OnkornenTaiigc AB" [Oncopeptides AB], I1IBeris

CynyTHi




Marepiasu/nperiapaTty
CYIyTHBOI Tepamnii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




Hoparok Ne 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 TTPOTOKOJIIB

K/TiHIYHUX BUTIPOOYBaHb»
23.04.2021 Ne 801

InenTudikaiiis cyrreBoi BKJ/TIOUEHHST I0/IaTKOBUX MICITb TPOBeZIEHHsS] BUTIPOOYBAHHSI:

TIOIIpaBKU Ne I1.I.b. BifmIOBia/ILHOTO AOC/TIIHUKA
/1 Ha3Ba Micust mpoBeieHHsT K/TiHIYHOTO BUITPOOYBaHHS
1 3aB. Biz. Pe3nikoBa B./].

KomyHanbHe HekoMmepLiliHe mianpueMcTtBO «Micbka KiiHiuHa JjikapH Nel3» XapkiBCbKOL
MICBKOI pajid, TaCTpOeHTepOoJIoriuHe BifineHHs, M. XapKiB

2 nikap Ckubano C.A.

KomyHanbHe HekomepLiiliHe MignpueMcTBO «KuiBcbka MicbKa KiliHiyHa JikapHs Nel»
BUKOHaBUOro oprany KuiBcbkoi mickkoi pagu (KuiBcbkoi MickKoi Ziep»kaBHOI agmiHicTpatiii),
TeparieBTUYHe BiagineHHs: No2, M. KuiB

Howmep Ta gata Hakasy Ne 516 Big 22.03.2021

MO3 1joz0 3aTBepAKeHHs

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga k/iHiuHOrO «PanziomizoBaHe, To/iBiliHe citime, r1aile00-KOHTPOIbOBaHe 52-THXKHEBE AOC/Ti/PKEHHS /IS OL[iHFOBaHHS
BUTIPOOYBaHHS, KO/, edeKTUBHOCTI Ta Ge3reyHoCTi 3aCTOCyBaHHsI eTpaciMo/ly B TALli€HTIB i3 aKTUBHKUM BUPa3KOBHUM KOJIITOM
Bepcis Ta faTta TIOMIPHOI'0 CTyIleHs TsDKKOCTi», APD334-210, Bepcis 0.0 Big 20 nurag 2020 poky

3asiBHUK, KpaiHa ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CrnioHcop, KpaiHa «Apena ®apmaceroTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

CynyTHi —

Marepiasu/nperiapaty

CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JUpeKkTopary
(apmaneBTHYHOT0 3a0e3MeueHHs Onekcanap KOMAPIJA




Hopatok Ne 29

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOMPaBOK /0 TIPOTOKOJIiB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/1rOueHHs1 10/1aTKOBUX MiCllb IPOBeZIeHHsI BUNIPOOYBaHHS:
Ne [1.I.b. BigmoBifasbHOrO AOC/IIIHUKA
n/n Has3Ba miclis ipoBe/ieHHs K/TiHIYHOTO BUTMPOOYBaHHS

1. | k.M.H. [ToHomaproBa O.B.

KomyHanbHe HekomepliiiiHe TiANPUEMCTBO «KHUIBCHKUM MIiChKMM KJIiHIUHHAKA OHKOJIOTiUHUN
LIeHTP» BUKOHaBYoro opraHy KwuiBcbkoi Mickkoi pagud (KuiBCbKOI MICBKOI JeprKaBHOI
aamiHicTpatii), BigaisieHHs ximioreparnii Nel, M. KuiB

2. | nikap CinenbHikOB I.B.

KomyHasbHe mignpueMcTBO «BoavMHCbKUM 06/1acHUN MeJUUHUI LIeHTP OHKOJIoTil» Bo/MHCBKOT
o6J1acHOI pajii, OHKOJIOTiuHe XiMioTeparneBTHUHE BifgineHHs, M. JIylbK

3. | nikap Ocumuyk FO.4A.

KomyHanbHe HekomepiiitiHe mianpueMctBo «Opechbka obslacHa KiiHiuHa JikapHs» OpecbKoi
ob/acHOI paju», BififiiieHHs 3arajibHOI Xipyprii, M. Ozneca

4. | K.M.H. Agamuyk [".A.

KomyHaneHe mianprueMcTtBo «KpUBOpi3bKUA OHKOJIOTIYHMM AucriaHcep» JIHIMpOrieTpoBChKOl
obsiacHOi paju», XiMioTepareBTHUHe BiggineHHsi, M. KpuBuii Pir

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

Ne 422 Big 10.03.2021

HasBsa kjiHiuHOro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«PRESERVE 1: ®a3a 3, panjiomi3oBaHe, IMO/BiliHe CJIire AOC/i/PKEHHS TPUIALUK/IIOy y TOpiBHSIHHI 3
riarebo y mMallieHTiB, SKi OTPUMYIOTH Tepamito i3 3actocyBaHHsM FOLFOXIRI/6eBaizymaby asis
JIIKyBaHHS MeTaCTaTUYHOI'O KOJIOpeKTa/bHOro paky», G1T28-207, sepcia 1.0 Big 12 yepsasa 2020 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3eMHor0 iHBecTHIjiclo «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

G1 Therapeutics, Inc., United States




CymnyTHi —
MaTepianu/rpernapaTi
CYNyTHBOI Tepariii

I'enepanbHuii AupeKTOp /lUpeKkTopary
(apmaneBTHUHOTrO 3a0e3meueHHsA Onexkcangp KOMAPIJA




HopnaTtok Ne 30

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s

Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPAaBOK /10 IIPOTOKOJIIB

K/TiHIUHUX BUTIPOOYBaHb»

23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Ha3BU MICI[sl IPOBE/IEHHS KJTIHIYHOTO IOC/TIIPKEHHS:

BYJIO CTAJIO
K.M.H. Hepda M.IO. K.M.H. Hepdpa M.1O.
KomyHanbHe HeKoMepLliliHe nignpueMcTBo | KomyHasbHe HeKoMepLliliHe TiATPUEMCTBO
XapkiBcbkoi  obmacHoi  pagu «OOsacHuM | XapkiBcbKOoi  obsacHOi  pagm  «O6macHui
KJ/TiHIUHUN crieLjiasli3oBaHUM JIMCTIaHCep | KIiHIYHUU crieLjiasli3oBaHUN JMcriaHcep
pajiialliiHOrO 3axWCTy Hace/eHHs», XipypriuHe | pafialliiHOro 3aXWCTy HaceseHHs», XipypriuHe
BifisieHHs, M. XapKiB Bi/I/liJIeHHS 3 OHKOJIOTIYHMMM JIKKaMH, M. XapKiB

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 415 Big 18.02.2019

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

Bigkpute panzomizoBane gociimkeHns 111 da3u 3 oninku agarnokcany cimoneniny (OBI-822)/0OBI-821
(BakumHU Ha ocHOBi aHTureHy Globo H) mpu mpoBeseHHi aj'toBaHTHOI Teparii maijieHTam i3 Tpuui
HeraTMBHUM pakOM MOJIOUHOI 3a71034 Ha paHHiM cTafii, y skux BigMmiuaeTbcs ekcrpecisi Globo H i €
BUCOKMM DPHM3UMK PO3BUTKY pelLUauBY (KoZoBe mo3HaueHHs gociimkeHHs: GLORIA), OBI-822-011,
ocraroyHa pegakuis 6.0 Big 17 yvepsHst 2020 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

OBI Pharma, Inc., TaitBanb, Kurtaiiceka Pecriy6itika

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /JupeKkTopary

(¢apmaneBTHUHOr0 3a0€3MeYeHHA

Onekcanap KOMAPIJA



Hopmatok Ne 31

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
MOMPABOK /0 TPOTOKOJIIB

K/TiHIUHUX BUTIPOOYBaHb»
23.04.2021 Ne 801

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa Bi/ITIOBiIa/TbHOTO TOC/Ti THUKA B MiCI[i MpoBeieHHs BUIpoOyBaHHs; 3MiHa Ha3eu MIIB

BYJIO CTAJIO
3aB. Bij1. Mapkesuu 1.J1| nikap Ckubaso C.A.
KuiBcbka  Micbka  KiiHiudHa  JjtikapHs  Nel, | KoMyHanbHe — HekomepliiiHe — MiANIPUEMCTBO
TepaneBTHUHe BigineHHst Ne2, m. Kui «KuiBcbka Micbka KiaiHiyHa  jiikapHsa  Nel»

BUKOHaBYOro opraHy KWuIBCBKOI MiCBbKOI paju
(KuiBcbkoi MicbKOi Jiep>kaBHOI afAMiHicTpatiii),
TeparieBTUYHe BifiseHHs1 No2, M. KuiB

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Has3sBa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«Pangomi3oBaHe, TO/BiMHe criime, TIanie00-KOHTPOIBOBAaHe, 52-TIKHEBe AOCTiIKeHHS ¢asu 3 s
OL[iHKM e(eKTUBHOCTI Ta 0e3reuHOCTi 3aCTOCyBaHHsI eTpaciMOAly B TALi€HTIB 3 aKTMBHHUM BHUPa3KOBUM
KOJIITOM BiJi IOMIPHOTO [0 B&)KKOI'O CTyIeHs TsDKKOCTi», APD334-301, 3 iHKOPIOpOBaHOK MOIMPaBKOK)
3.0 Bix 07 moTtoro 2020 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

«Apena ®apmacetoTikans, [ak.», CIIIA (Arena Pharmaceuticals, Inc.), United States

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

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




Hoparok Ne 32

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 TTPOTOKOJIIB

K/TiHIYHUX BUTIPOOYBaHb»
23.04.2021 Ne 801

InenTudikaris cyTreBoi Onosnenuii ipotokon BIG 16-05/AFT-27/W039391, Bepcisi 7 Big 17 motoro 2021 poKy aHI/IiMCbKOO
TIOTIPaBKU MOBoOM. [H(opmalliiiHuii TUCTOK mailieHTa Ta ¢dopMa iHpopmoBaHOI 3roau s YKpaiHu, Bepcis 7.0 Bix
10 Gepe3nss 2021 poKy yKpaiHCBKOH Ta POCIHCHKOH MOBaMHu; 3alydeHHs [0JaTKOBOI BUPOOHWUOI
nminguku DHL  Solutions Fashion GmbH, HimeuuwHa ais: [JOC/iZpKyBaHOTO JliKapChKOTO 3aco0y
ATe3omizyma6/Atezolizumab; KoHIleHTpaT Asi po3unHy i iHdy3it; 1200 mr/20 mut;A0CTipKyBaHOTO
niKapcbKOoro 3aco0y Arte3onizyma0/Atezolizumab, 840 mr/14 ma y duakoni Nel, KOHIleHTpaT [ist
pO3uUrHy [Jis1 BHYTPIlIHLOBeHHUX iH(Y3iii; npernapaTy mnopiBHsiHHSA [laknitakcen (Cinpakcen)/Paclitaxel
(Sindaxel); koHLeHTpaT Ans1 po3unHy AJis iHQY3ii; 150 Mr / 25 ma (6 mr/mim); rpenapary MOpiBHSHHS
Hokcopy6itua/Doxorubicin; KoHIIEHTpAT Ayis po3uuHy Auis iHdy3iit; 50 mr / 25 mut (2 Mr/mi); nipemnapaTy
nopiBusiHHA Luknodocdamis (Expokcan)/Cyclophosphamide (Endoxan); mopoliok Ajisi po3uuHy [jist
in’ekuii; 1000 mr (1 r); npenapaTy nopiBHsHHS Emnipy6iuws / Epirubicin; po3unn ans in’exiv; 200 mr/
100 mn (2 wmr/mn); mpernapaty mopiBHsSHHS DOXO-cell® (MikHapojHa HeraTeHTOBaHa HasBa —
Doxorubicin/[Iokcopy6ituH; aKTUBHUI (hapmarieBTUUHHUN iHrpemieHT  —  JOKCopyOiluHYy
rizpoxnopua/DOXORUBICIN HYDROCHLORIDE), 50 mr/25 mi, 2 mMa/MA, KOHLEHTPAT [/ PO3YUHY
st iHgYy3ii; npenapaty mopiBHsSHHsA Emnipy6inms/Epirubicin (akTvBHUYE (apmalieBTUUHUN iHrpefieHT —
EPIRUBICIN HYDROCHLORIDE), 200 wmr/100 ma (2 w™mr/mi), po3uuH [ iH’€KUid AJid
BHYTpIlIHbOBeHHUX  iHGYy3il;  mpemapary  mnopiBHsiHHS — [lakmitakcen/Paclitaxel — (akTuBHUI
tdapmaneBTruHMii iHrpegieHT — PACLITAXEL), 150 mr/25 mn (6 mMa/mi), KOHLIEHTpAT JJisi pO3UMHY /1S
iHGy3ill A7 BHYTPIIIHBOBEHHOTO 3aCTOCYBaHHS; Tperapary TopiBHsHHA Emipy6irma Tea/Epirubicin
Teva (aktuBHUM (hapmarieBTHuHMi iHrpesiienT — EPIRUBICIN HYDROCHLORIDE), 200 mr/100 mn (2
MI/MJ1), PO3UMH JJis iH €KLl A1 BHYTPIIIHbOBEHHUX iH(QY3iii; mpernapaty nopiBHsiHHs CiHpakcen /
Sindaxel (aktuBHMI (apmaueBTuunuii iHrpegienT — PACLITAXEL), 150 mr/25 mn (6 wmu/mn),
KOHL|EHTpAT [i/Isl PO3UMHY A/ iHdy3il /7151 BHYTPIlIHLOBEHHOT'0 3aCTOCYBaHHS; 3MiHa MiCLisi IPOBeJjeHHSI
KJIiHIUHOTO BUNIPOOYBaHHS:

BYJIO CTAJIO

I.M.H., ipod. Kosanbos O.0. I.M.H., ipod. KoBanbos O.0.

KOMyHa]'IbHa yCTaHOBa <<3&H0pi3bKI/Iﬁ obacHui Me,[[I/IqHI/Iﬁ LIeHTP TOBapMcTBa 3 00MeYKeHOI0
K/MiHIYHAN OHKOJIOriUHH AUCTIAaHCED» | BinnoBifanbHICTHO «HOJIICy», M. 3anopixoks




3aropi3bKoi 06/1acHOT pajiy, BiJi/IeHHsT TIaTOJIOTil

MOJIOUHOT 3aJ103H, Hep>xaBHUM 3aKmaz
«3ariopi3bKa MeJuuHa akKajeMis MiC/IgAUIIOMHOL
ocBiTM  MiHicTepcTBa  OXOPOHM  3/I0POB A

Ykpainu», Kadeapa OHKOJIOTIi, M. 3ariopiKKs

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

Ne 1532 Biz 21.08.2018

Ha3sBa ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«bararorienTpoBe, paHjgoOMi30BaHe, Bigkpute pocmipkeHHs Il ¢a3m 3 mopiBHsSHHS KOMOiHarii
ATe3onisymaby (aHTu-Pd-L1 aHTHTi/Ia) 3 aJ’FOBAHTHOK aHTPAL[MK/IiHOBOI/TaKCaHOBOIO XiMiOTeparti€to
Ha BiMiHy Bif TibKK XimioTepariii B mMalfi€eHTiB 3 omepabe/lbHUM TPHUUi HETaTHUBHUM PAaKOM MOJIOYHOI
3a103u» (IMpassion030), BIG 16-05/AFT-27/W039391, Bepcis 6 Big 14 atororo 2020 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIJIIOBIJAJIBHICTIO «DAPMACBIOTIKAJI PICEPU
ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd. /®. Xodbdmanu-JIsa Poui JItg. /®. Noddmann-JIs Pora JIta., [Betitapis

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHuii AupeKkTop JdupeKropary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Onekcanap KOMAPIJJA




