Jomatox 1

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

BUIIPOOYBaHb»
25.04.2022 Ne 686

InenTudikarist cyrTeBOi
HONPaBKU

OHOBJIEHE JTOCHE JTOCITIHKYBAHOTO JTIKapChKOro 3aco0y edrmnarimon anbda, Bepcis 6.0 Bix 17 nucronana
2021 poky; OnoBnena bporurypa gociigHuka ams Jikapcbkoro 3aco0y edrunarimon anbsda, Bepcis 9.0 Bix
02 6epesns 2022 poxy; OnoneHa bporrypa gociigHuka aj1s JIikapchbkoro 3aco0y meMOpostizyma0, Bepcis
21 Bix 02 Bepecus 2021 poky

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1012 Big 24.05.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

TACTI-002 (Two ACTive Immunotherapeutics): bararounentpose, Binkpute nociuimxenas ¢azu Il y
MAIIEHTIB 3 paHille HeJIIKOBaHUM HeonepabenbHUM a00 METaCTaTUYHUM HEP1OHOKIITUHHUM PAaKOM JIeTeH1
(HAPJD), abo peumnuyrouum PD-X pedpakrepuum HJIPJI, abo peunauByrOUMM 4YM METAaCTaTUYHUM
IUIOCKOKJIITUHHUM pakoM rosioBu Ta mui (ITPTHI), siki oTpuMyroTh po3uyMHHHIN peKOMOIHAHTHHM O1J10K
LAG-3 eprunarimon anbda (IMP321) y kombiHarii 3 nemOponizymabom (anraronict PD-1), TACTI-002,
Bepcis 4.1 ¢inanpHa, Big 8 uepBHs 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 06MeKEHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnoHncop, kpaiHa

Immutep S.A.S., ®panmis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlopaTok 2

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

BUIIPOOYBaHb»
25.04.2022 Ne 686

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnenuii Ilporokon wiminiunoro BumnpoOyBanHs CBP-201-WWO002, Bepcis 3.0 Bim 30 imcromana
2021 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2147 Bix 04.10.2021

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«bararonienTpoBe, paHIOMi30BaHE, TMOABIiHE-CIiNE, IU1ae00-KOHTPOIbOBAHE  JTOCTIDKCHHS B
napajeNbHUX Tpynax s BHBYEHHs e(eKTUBHOCTI Ta Oe3neku mnpenapaty CBP-201 y mnamienrtiB 3
MEPCUCTYIOYOI0 CEPEIHBOTSIKKOIO Ta TSDKKOKO acTMOIO 13 3anayieHHsM 2 tuny», CBP-201-WW002, Bepcis
2.1 Big 22 Gepesns 2021 poky

3asBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Cyxoy Konnexr biodapmacsrotikanc, JIta, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupekropa Jlupexkropary

(¢apmManeBTHYHOTO 3a0€e3NMeYeHHS

IBan 3AZIBOPHHUX




JlonaTok 3

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

BUIIPOOYBaHb»
25.04.2022 Ne 686

InenTudikarist cyrTeBOi Onosnennii [Iporokon kininiunoro BunpoOyBanus CBP-201-WWO003, sepcist 3.0 Big 21 rpyans 2021 poky;

MONPABKH BKJTIIOYCHHS JOAaTKOBOTO MICIIsl POBECHHS KIIHIYHOTO BUIPOOYBAHHS |
No I1.1.B. BiAIIOBITAILHOTO HOCIITHUAKA
/1t Hazpa micuis mpoBeieHHs KJIIHIYHOTO BUITPOOYBaHHS

1. nikap @iy P.M.
Komynanbne Hexomepuiiine mianpueMcTBo «lleHTpanpHa Michka KiliHIYHa JikapHs I[BaHO-
@paHKiBChKO1 MICHKOT pajuy, BigaiieHHs Mikpoxipyprii JIOP-oprauis, M. IBaHO-PpaHKIBChK

Howmep ta nata Hakazy Ne 2616 Big 24.11.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3sBa kniniuHOTO «baraTouieHTpoBe, paHAOMI30BaHE, MOABIMHE CIile, MIAae00-KOHTPOJIbOBAHE JOCIIIKEHHS 3 METOH0
BUIIPOOYBaHHS, KO/, ouinku mnpenapaty CBP-201 y nopociaux mMamieHTIB 3 XPOHIYHUM IOJIIMO3HUM PUHOCHHYCHUTOM,
BepcCis Ta Jata CBP-201-WWO003, Bepcis 2.1 Big 22 6epe3ns 2021 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa Cyxoy Konnekrt biodapmacsrorikanc, JIta, Kuraii / «Suzhou Connect Biopharmaceuticals, Ltd.», China
CynyTtHi —

Mmarepianu/npenapaTi

CYyMyTHBOI Tepamii

B.o. renepasibHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHHUX




HonaTtox 4

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»

25.04.2022 Ne 686
Inentudikaris cyrreBoi 301bIIeHHS 3aIUIAHOBAHO1 KUTBKOCTI JOCIIIKYBaHUX JIJIsl BKIIFOUEHHS Y KIIiHIYHE BUTIPOOYBaHHs B YKpaiHi
IIOIIPABKH 31 120 ckpurOBaHuX (3 HUX 100 panmomizoBanux) 10 225 ckpuHOBaHUX (3 HUX 150 paHAOMI30BaHUX )
Howmep ta nata Hakazy Ne 762 Bin 20.04.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ssa xainiggoro «BATATOLIEHTPOBE PAHI[OMBOBAHFi’ HOI[BIfIHE CJIIIE AOCIIPKEHHA ®A3U 1T Y
BUIIPOOYBaHHS, KO/, ITAPAJIEJIbHUX TPYIIAX 3 IIOABIMHUM KOHTPOJIEM IIUIALHEBO JJIs1 OLIHKHK
BepcCis Ta qata E®EKTUBHOCTI TA BE3IIEUHOCTI ®EHEBPYTHUHIBY ITOPIBHAHO 3 TEPUDGJIIYHOMIJIOM VY

JOPOCJINX IMALIEHTIB 3 PEHUAMBYIOUMM PO3CISAHUM CKIIEPO30M», GN41851, Bepcis
2 Bix 21 cepnns 2020 p.

3asiBHUK, KpaiHa ToBapucTBo 3 00MeXeHOI0 BiANoBiAaNbHICTIO «Pomr Ykpaina»
CrnoHcop, kpaiHa ®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepaabnoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jomatok 5

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

BUIIPOOYBaHb»
25.04.2022 Ne 686

InenTudikarist cyrTeBOi
HONPaBKU

dopwma iHbopMoBaHOi 3roau, Bepcis 3.0 s Yipainu yKpaiHChKOO Ta pOCIHChKOI0 MOBamu Bin 31 ciuHs
2022 p. Ha ocHoBi MaiicTep-Bepcii ¢hopmu iHpopmoBaHoi 3roau uist nociimpkenns BO41843, Bepcis 3 Bin
15 rpynns 2021 p.

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUNIPOOYBaHHS

Ne 310 Bix 23.02.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe MoABIHHE crine mIaned0-KOHTPOJIbOBaHE OaraToleHTpoBe aociimkeHHs ¢asu I mis
ominku edekruBHocTi Ta Oe3meunocti GDC-9545 y komOiHamii 3 mnanOouukiiOoM TMOPIBHAHO 3
KOMOIHAINIEI0 JIETPO30Jly Ta NaJIOONUKIIOy y TAIll€HTIB 3  €CTPOTCeH-PEleNnTOP-TIO3UTHBHUM,
HER?2-HeratuBHUM MiCIIEBONOIIMPEHUM YU METACTaTUYHUM PaKOM MOJIOYHOI 3ano3u», BO41843, Bepcis
2 Big 08 moTtoro 2021 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHOI0 BiAnoBiAaNbHICTIO «Pomr Ykpaina»

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




JlonaTok 6

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
25.04.2022 No 686

Inentudikaris cyrreBoi Bbpomrypa nocninnuka mist Torunizymad (AKTEMPA®, RoActemra), Bepcist 23 Bix BepecHs 2021 p.
MIOTIPaBKH

Howmep ta nata Hakazy Ne 1966 Big 15.09.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa kaiHi9HOTO «PanmomizoBaHe, Bijkpure, OaraTomeHTpoBe, nociimkeHHs (asu Il ans omiHkKM edeKTHBHOCTI Ta

BUIIPOOYBaHHS, KO/, 0e3MeYHOCTI 3acTOCyBaHHS MOCyHeTy3ymaOy y KoMOiHaIii 3 JIeHamioMioOM Yy TIOpiBHSHHI 3

Bepcis Ta jgaTa pUTYyKCMMaboM y KOMOIHamil 3 JICHAIIOMIIOM VY TAaIl€HTIB 3 (ONIKYIIPHOK JIM(POMOK TMiCIs
nioHaliMeH1Ie ofHiel JiHii cucteMHoi Tepamii», GO42909, Bepcis 4 Big 08 BepecHs 2021 p.

3asBHUK, KpaiHa ToBapucTBO 3 00MEXKEHOIO BiANOBiAAIBbHICTIO «Pomn YkpaiHa»

CrnoHcop, kpaina ®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Jonartok 7

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi ®opwma iHpopmoBanoi 3roau [Ipotokon 64264681 LYM1002 AnantoBana ans Ykpainu Bepcis Ne 5.0 Bin
MOTPaBKU 07 ciuns 2022 poky, Ha ocHOBI Maiictep-Bepcii @13 Bepcist 6.0 Bix 15 rpyans 2021 poky, aHTIIHCHKOO Ta
yKpaiHcbkoro MoBamu; Jlogatok no @Popmu iHbopmoBanoi 3roau Ilpotokon 64264681LYM1002
AnanToBana s Ykpaiau Bepcist Ne 5.0 Big 07 ciunst 2022 poxy, Ha ocHOBI Maiictep-Bepcii @I3 Bepcis 6.0
Bix 15 rpymus 2021 poky, aHTIIHCHKOIO Ta YKPAiHCHKOIO MOBAMH

Howmep Ta narta Haka3zy Ne 833 Bin 28.04.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Hasga kiiHiyHOTO «Binkpute pocmipkeHHs 1b ¢a3um 3 ouiHkM Oe3nedyHocTi, (apMakOKIHETUKHM 1 (papMakogUHAMIKU

BUNPOOYBaHHS, KO/, npenapary JNJ-64264681 y komOinarii 3 mpenaparoMm JNJ-67856633 B y4acHHKIB 3 HEXOIXKKIHCHKOIO

Bepcis Ta JaTa TiMPOMOIO Ta XPOHIYHUM JTiM(OIUTapHUM JeHKko3oM», 64264681LYM1002, nonpaska 2, Bix 15 numHs
2021 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCITVIOPATOPI MEJIICIH», Ykpaina

CrioHcop, kpaiHa Succen-Cinar Inrepueman HB, Benbrist / Janssen-Cilag International NV, Belgium

CynyTtHi —

Mmarepianu/npenapaTi

CYMyTHBOI Tepamii

B.o. renepasnbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




Jonatok 8

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

[adopmaris qia manienta tTa @opma indopmosanoi 3roau — [Iporokon PCI-32765MCL3002, Bepcis 15.0
yKpaiHChKOI0 MOBOIO st Ykpainu Big 13.01.2022; Indopmanist s mamienta ta @opma iHpopmoBaHoi
sronu — [Ipotokon PCI-32765MCL3002, Bepcis 15.0 pociiicbkoro MoBoro i Ykpainu Big 13.01.2022;
Bpomrypa nocnigauka JNJ-54179060 ImOpysika (16pyTuni6), Bumanss 15 Bix 10.12.2021 p.; [IpogosxkeHHs
TEPMIHY IPOBEICHHS KIIHIYHOrO BUIIPOOyBaHHs 10 15.12.2025 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBaHe, MmojBiiiHE ciimne, MIaneO0OKOHTPOIbLOBaHE KIiHIYHE MOcHikeHHs 3 Qas3u iHribiTopa
tupo3uskiHazu bpyrona (BTK), PCI-32765 (I6pytuni6), y xomoOiHamii 3 benmamyctuHom Ta
Putykcumabom (BR) y mamieHTiB 13 Boepiie [JiarHOCTOBaHOK JIM(OMOIO MaHTIHHOI 30HWY,
PCI-32765MCL3002, 3 monpaskoro INT-7 Big 19.12.2019 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Teparnii

B.o. renepanbHoro nupexropa Jlupexkropary

(apmManeBTHYHOTO 3a0e3MeYeHHS

Isan 3AZIBOPHUX




Jonatok 9

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK JI0 TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa nocnigauka CNTO1959 (guselkumab), Bunanns 13 Bin 14.12.2021 p.; [ndopmaris ans namienrta
ta ®opma indopmosanoi 3roau — IIporokonmr CNTO1959LUN2001, Bepcist 5.0 ykpaiHCBKOIO MOBOIO /ISt
VYkpainu Big 08.02.2022; I[udopmarmis ans namienta ta ®opma indopmosanoi 3rogu — I[Iporoxon
CNTO1959LUN2001, Bepcis 5.0 pociiicekoro MoBoro utst Ykpaiau Big 08.02.2022 p.

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Big 16.09.2020

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«baraTouieHTpoBe, paHAOMI30BaHE, MOABIMHE cIiime, MIanedo KOHTPOJIbOBaHE, B MapalielbHUX Trpymnax
KJIiHIYHE JIOCHIJUKEHHs TycelbkymMaOy y TAalll€eHTiB 3 aKTUBHUM BOBYAaKOBHUM HEPPUTOMM,
CNTO1959LUN2001, 3 mompaBkoro 2 Bix 20.05.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CnoHncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO0 3a0e3neYeHHS

IBan 3A/IBOPHUX




Honarok 10

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi Omnosnena 6pomrypa gociigauka Ezabenlimab (BI 754091) Bepcis 6 Bix 19 ciuns 2022
MIOTIPaBKH

Howmep ta nata Hakazy Ne 662 Big 16.03.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHi9HOTO «Binkpure mocmimkenns ¢aszu Ib 3 migbopy mo3um BI 836880 y xombinamii 3 e3abenmimMabom yis

BUIIPOOYBaHHS, KO/, XapaKTePUCTHKU OE3MEYHOCT1, MEPEHOCUMOCTI, (papMaKOKIHETUKH, (papMaKoJUHAMIKU Ta e(heKTUBHOCTI y

BepcCis Ta Jata MAIIEHTIB 3 MICIEBONOMNUPEHUM a00 METAaCTaTUUYHUM HETUIOCKOKIITMHHUM HEAPIOHOKIITUHHUM pPaKkoM
JIeTeHi Ta IHIIUMH COJIITHUMU IyxJuHaMmmy, 1336-0011, Bepcis 7.0 Bix 16 cepnus 2021

3asBHUK, KpaiHa TOB «IOKYMEJIC» («CIA IOKYME]JIC»), JIatBis

Crnioncop, kpaina Boehringer Ingelheim RCV GmbH & Co KG, Agcrpis

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Honatok 11

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 MTPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnena 6pomypa gociignuka (Nintedanib -BIBF 1120) Bepcis 19 Big 22 rpyans 2021

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2947 Bix 30.12.2021
Ne 296 Bin 11.02.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«Bigkpure MOCTIIKEHHS IOBrOTPUBAIOI OE3MEYHOCTI Ta MEPEHOCHMMOCTI MEPOPATBHOTO 3aCTOCYBAaHHS
HIHTeAaHI0y TPUBATICTIO HE MEHIIE 2-X POKiB Ha (POHI CTAaHAAPTHOTO JIKyBaHHS y MITEH Ta MIANITKIB 3
KJIIHIYHO 3HA4yIIUMU (PiOpO3yIOuMMHU IHTEPCTULIIMHUMU 3axBoproBaHHAMHU JiereHb (InPedILD ™-ON)»,
1199-0378, Bepcis 1.0 Bix 17 uepBust 2021 poky;

«[TongiitHe ciine, paHAOMI30BaHe, MIIale00-KOHTPOIHLOBAHE JTOCHIIXKEHHS /IS OI[IHIOBAaHHS BIUIMBY J03U
Ta 0E3MeYHOCTI MePOPANBbHOTO 3aCTOCYBAaHHS HiHTeNaHIOy mpoTaroM 24 THXKHIB Ha ()OHI CTAaHAAPTHOTO
JIKyBaHHS, 3 MOJANBIINM BIIKPUTHM JIIKYBaHHSAM HIHTE€IaHIOOM PI3HOI TPUBAJIOCTI y JITEH Ta MIJUITKIB
(BixoM Biz 6 10 17 poKiB) 3 KIIHIYHO 3HAYYIIMMH (PiOPO3YIOUMMHU IHTEPCTHIIMHUMH 3aXBOPIOBaAaHHIMHU
neredby , 1199-0337, Bepcis 3.0 Bix 14 yepsns 2021

3asiBHUK, KpaiHa

TOB «IOKYMEJIC» («CIA IOKYME]/IC»), JIatBis

CnoHncop, kpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, Agcrpis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro gupexkropa Jupexroparty

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 12

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
25.04.2022 No 686
Inentudikaris cyrreBoi Bbpourypa nocninnuka mozo jgikapebkoro 3aco0y Plinabulin Injection BPI-2358, Bepcist 15.0 Bix 23 rpyaus
MOTPaBKU 2021 poky, aHTIIHCHKOI MOBOIO
Howmep ta nata Hakazy Ne 466 Big 13.03.2018
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniuHOTO bararouneHnTpoBe paHgoMizoBaHe AOCTiIKeHHS 2/3 da3u i OiHKY edeKTy MIiHa0yIiHy y TOpiBHSHHI 3
BUIIPOOYBaHHS, KO/, nergiIrpacTuMoM 'y mpodiIakTUIll BaKKOi HEUTPONEHii y MAIli€HTIB 3 PakoM MOJIOYHOI 3aJ03H, fKi
Bepcis Ta jgaTa OTPUMYIOTh MIEJIOCYNIPECUBHY XIMIOTEpAIlii0 JIOIETAaKCeIoOM, JOKCOpPYOinrMHOM 1 I1ukiodochamizom
(cxema TAC) (Ilporektus 2), BPI-2358-106, nonpaska npotokoiy 11 Big 31 6epesnst 2020 p.
3asiBHUK, KpaiHa TOB «CanaKuic», Ykpaina
CrioHCcOp, KpaiHa BeyondSpring Pharmaceuticals, Inc., USA
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Honatok 13

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi bpomrypa nocninauka CNTO1959 (guselkumab), Bunanns 13 Big 14.12.2021 p.
MIOTIPaBKH

Howmep ta nata Hakazy Ne 767 Big 02.04.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa kaiHi9HOTO «PanmomizoBaHe, 6araToneHTpOBE, MOABIMHE Ciile, Mane00-KOHTPOILOBAHE KIIIHIYHE TOCIIHKeHHS 2b /
BUIIPOOYBaHHS, KO/, 3 ¢a3u B mapanenbHUX Tpynax A OIiHKU e()eKTUBHOCTI Ta OE3MEeUHOCTI rycenbkymMady B MAIll€HTIB 13
BepcCis Ta Jara CepeIHbOTO CTYIEHIO TSDKKOCTI Ta TSDKKMM aKTHBHUM HECTIEUM(IYHAM BHPA3KOBHUM  KOJITOMY,

CNTO1959UCO3001, COVID-19 [onmatok Bix 14 tpaBHa 2020 poky no IIpoTokony KiaiHIYHOTO
npocaipkeHHs CNTO1959UCO0O30013 nonpaskoro 2 Big 03.08.2021 p.

3asBHUK, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris
CnoHncop, kpaiHa «IHCCEH ®APMAILIEBTUKA HB», benbris
CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Honartok 14

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
25.04.2022 No 686
Inentudikaris cyrreBoi [TonoBxkeHHs TPUBAIOCTI KIIHIYHOTO AocHikeHHs B Ykpaini 10 30 yepBHsa 2025 poky
MIOTIPaBKH
Howmep ta nata Hakazy Ne 1277 Bin 20.10.2017
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHi9HOTO «bararonenrpose, Biakpure mocmimkerns 111 ¢a3u 3acrocyBanns npenapary aBenymad (MSB0010718C)
BUIIPOOYBaHHS, KO/, y MOPiBHSHHI 13 3aCTOCYBAaHHSAM JIBOXKOMIIOHEHTHOI KOMOIHAIIIT Ha OCHOBI IIpenapariB MIIATHHU SK Tepamil
BepcCis Ta Jata nepwoi JyiHli npu PD-L1-mo3uTtuBHOMY, penUAMBYIOUOMY HEAPIOHOKIITUHHOMY paky Jieredi abo
He/lpiOHOKIITUHHOMY paky Jieredi IV craniin, EMR 100070-005, Bepcis 6.0 Bix 03 ciunst 2019 poky
3asiBHUK, KpaiHa ITiznpremcTBo 3 100% iHo3emHom0 inBecTHIic0 «AMK’FOBIA PJIC Ykpaina»
CrnoHcop, kpaina Merck KGaA, Himeuunna
CynyTHi —
MaTepianu/mpenaparu
CYNyTHBOI Tepamii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




HonaTok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK 710 MTPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

301IbIIeHHS KUIBKOCTI AOCTIIKYyBaHUX B YKpaini 31 100 mo 265 oci6

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2147 Bix 04.10.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe, TOBIMHE clIille, MIane00-KOHTPOILOBaHE, 0AaraTOIEHTPOBE OCIIHKCHHS 0 Tia0opy
JIO3U JJ1s1 OL[IHKU epeKTUBHOCTI i Oe3neuHocti npenapaty ALN-AGTO1 y namieHTiB 3 M'IKOIO Ta IOMipHOIO
aprepianpHOi0 rineprensiero», ALN-AGTO01-002, inkopmopoBanmii mompaBkoro 3 Bix 09 rpymss
2021 poky

3asiBHUK, KpaiHa

[TinmpuemcTtBo 3 100% 1HO3EMHOIO iIHBECTHIIIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

Alnylam Pharmaceuticals, Inc., United States

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
25.04.2022 No 686
Inentudikaris cyrreBoi [TonoBxkeHHs TPUBAIOCTI KIiHIYHOTO BUNIpoOyBaHHs B Ykpaiui 10 01 TpaBusa 2023 poky
TIOTIPABKHU
Howmep ta nata Hakazy Ne 581 Big 31.05.2017
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3ga xiiniuHOTO «3acrocyBanHs nemadiOpary ajs 3MEHIICHHS CEpLEBO-CYIMHHUX YCKJIATHEHb 32 PAaxXyHOK 3HMKCHHS
BUIIPOOYBaHHS, KO/, piBHS TPUIIILEPUAIB Yy TAI€HTIB 13 LyKpoBuM miaberom», K-877-302, Bepcis 3 3 IHKOPHIOPOBAHOIO
Bepcis Ta jgaTa nonpaBkoto 2 Bix 18 6epesns 2020 poky
3asiBHUK, KpaiHa ITiznpremcTBo 3 100% iHo3emHoOmW0 inBecTHIict0 «AMK’IOBIA PJIC Ykpaina»
CnioHcop, KpaiHa Kowa Research Institute, Inc., United States
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




Honatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

Omnosnena bpourypa nocnigauka IMU-838/Binoduyaimyc kanbliiito, ginansHa Bepcis 7.0 Bix 10 Gepe3ns
2022 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1132 Big 15.06.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«Paza 2, GaraToleHTpOBE, pPaHIOMI30BaHe, MOABIHE ciine, MmIane00-KOHTPOIbOBAHE JOCITIIKEHHS 3
METOI0 BH3HA4YeHHA [J03M i OLIHKM edekTuBHOCTI Ta Oe3neku mnpenapary IMU-838, mio
BUKOPHUCTOBYETbCS B SIKOCTI 3aco0y IHAYKIIMHOI Ta MIATPUMYIOYOi Tepamii MpH BHPA3KOBOMY KOJITI
CepeIHbOTr0 Ta TSHKKOTO crynensy, P2-IMU-838-UC, dinanpHa Bepcist 5.0 Big 26 motoro 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeKEHOI0 BifnoBiganbHicTIo «JIABKOPIT KJIIHIKAJI JEBEJIOTIMEHT YKPAIHA»

CnoHncop, kpaiHa

Immunic AG, Himeuyunna

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




JonaTok 18

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

Jocbe gocaimkyBaHoro Jikapcskoro 3acody I'ipeaectpant (Giredestrant, RO7197597), Bin ciuns 2022 p.,
AHTJIIACHKOI0 MOBOIO; 3pa30K MapKyBaHHs Jikapchkoro 3aco0y Tamokcuden, Tabnetku, mo 20 wr,
yKpaiHChbKOIO MOBOIO, Bit 06 rpyaus 2021 p.; O3naiiomue onutyBanHs lidERA Study Patient Engagement
Content, Bepcis 1.0, aHrmiiicbKoI0, YKPaiHCHKOIO Ta POCIHICHKOI0 MOBaMHU

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Big 18.10.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, BiAKpuTe, 6ararorieHTpoBe AociiakeHHs (as3u 11 3 oniHku eeKTUBHOCTI Ta O6€3MEeYHOCT1
a/’IOBaHTHOI Tepamii TipeJecTpaHTOM IOPIBHAHO 3 aJlIOBAaHTHOI EHJOKPMHHOIO MOHOTEpAIi€lo 3a
BUOOpPOM JliKaps B MAIlI€EHTIB 3 €CTpOreH-perentop-no3utuBHuM, HER2-HeratuBHUM pakoM MOJIOYHOI
3aJ1034 Ha paHHii crauiin, GO42784, Bepcis 2 Bix 30 uepBHsa 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OOmexeHorw BinmosiganeHicTio «KOHTpaKTHO-IOCTIAHUIBKA opraHizamis [HHO®Dapwm-
Ykpaina»

CnoHncop, kpaiHa

®. Xopdmann-JIs Pom JIta, HIseinapis (F. Hoffman-La Roche Ltd., Switzerland)

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepanbHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonarok 19

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO IPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»

25.04.2022 Ne 686
Inentudikaris cyrreBoi Bbpomrypa nocnigauka APG-2575, Bepcis 4.0 Big 18.03.2022 anrmiiicbkoro MoBoro; JIuct indopmanii ans
MOTIPABKU narieaTa Ta @opma iHpOpPMOBAHO1 3TO/IM HA YIaCTh Y AOCIIKEHHI, 111 YKpainu, Bepcis 4.0 Bix 25 Oepe3Hs

2022 na ocHoBi Maiictep-Bepcii 5.0 Bix 23 6epe3ns 2022 (ykpaiHChKOIO Ta POCIMCHKOIO MOBOIO)

Howmep Ta nata Hakazy Ne 2110 Big 16.09.2020
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba kiiHiyHOTO «Jocnimxenns dazu Ib/Il 3actocyBanns npenapaty APG-2575 sk MoHoTeparii a00 B KOMOiHAIIIT 3 iHIIUMU

BUIIPOOYBaHHS, KO/, JIKapChKUMHU IIpernapaTaMM Yy TAallleHTIB 3 pPEeUUIUBYIOUMMH Ta/ab0 peppakTepHUMHU XPOHIYHUM

Bepcis Ta Jara mimborutapauM Jeitkozom (XJIUI)/mpibHokmiTuHHOWO HiMdouutapHoto niMpomoro (IJIJI) (SACRED)»,
APG2575CU101, Bepcis 2.2 Bix 15 >xoBTH 2021

3asBHUK, KpaiHa TOB «Kpomocdapma Ykpaina»

CnoHcop, Kpaina Ascentage Pharma Group Inc. (Acenrax ®apma ['pyn [uk.), CIIA

CynyTtHi —

Mmarepianu/npenapaTH

CYyNyTHBOI Tepamnii

B.o. renepasnbHoro nupexkropa /lupekropary
(papmaneBTHYHOrO 3a0e3NeYeHHS Isan 3AZIBOPHUX




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
25.04.2022 Ne 686

Inentudikarist cyrTeBoi
MOTPaBKH

3MiHa MICIlb TPOBEICHHS BUNPOOYBaHHS; 3MiHA
BUIIPOOYBaHHS:

BIJIMOBIIAJILHOTO JIOCTIAHMKA B MICIll TPOBEICHHS

byno
K.M.H. Bunnnyenko JI.b.
Komynanpna  ycraHoBa  «CyMcbka — MiChKa
KimiHiyHAa — gikapHs  Nel»,  TepameBTHYHE

BiineHHs, CyMCbKUN JiepKaBHUM YHIBEPCHUTET,

Crano
K.M.H., g1ou. Bunanuenko JI.b.
VYHIBEepCUTETChKA KJIHIKa Cymcbkoro
JIep>KaBHOTO YHIBEPCHTETY, JKyBaJIbHO-
npodiTaK THIHUI MiAPO3I1I, CyMmcbkuit

MPAKTUKHU — CiMeTHOT MenuiHny, M. Kuin

Mennyauii  iHCTHUTYT, Kadenpa  ciMelHOl | qepKaBHHU YHiBepcuTeT, MeAWYHHNA I1HCTUTYT,

Meauuuay, M. Cymu kadeapa CciMEMHOI MEIUMIMHM 3  KypcoM
JnepMaroBeHeposiorii, M. Cymu

k.M.H. Copokina [.O. K.M.H. boituyk H.C.

MeauuHuii  LEHTp  NpUBAaTHOro  BUIIOrO | MeauuHMii LIEHTp TOBapuUCTBa 3 OOMEXKEHOIO

HaBYAJILHOTO 3akiany <«lHCTUTYT 3araibHOi | BIAMOBIJAIbHICTIO «EnensBeiic Menikcy,

JIKyBaJbHO-Ipo1IaKTUYHUN Tiapo3aut, M. Kui

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 545 Big 19.05.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannomizoBaHe, MoOJBilHE ciine, maanedo-KOHTPOIbOBAHE JOCITIKEHHS A OIIHKU il OeMmenoiaHol
kucnotu (ETC-1002) Ha mosiBy TSKKUX CEPLIEBO-CYJUHHUX SBUII Yy MAII€HTIB 13 CEPLEBO-CYAHMHHOIO
XBOPOOOIO 200 3 BUCOKUM PU3MKOM ii BUHUKHEHHS, SIKi HE MIEPEHOCSTh JIKyBaHHS cTaTuHammuy, 1002-043,

3 IHKOPIOpOBaHOto nonpaskoro 5 Bif 24 BepecHs 2020 poky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVIK'TOBIA PJIC Ykpaina»

CnoHcop, kpaina

«Ecnepion Tepan’totike, [nk.» (Esperion Therapeutics, Inc.), CILIA




2 MPOIOBXKEHHs oaaTka 20

CymnyTHi —
MaTepianu/mpenaparu
CYNYTHBOI Teparmii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
25.04.2022 Ne 686
Inentudikarist cyrTeBoi 3MiHa Miclig IPOBEICHHS KJIIHIYHOTO BUIIPOOYBAHHS !
MONIPaBKU byno Crano

n.M.H. Mopo3 C.M.

Komynanpne mianpueMcTBo «/{HIimpomneTpoBchka
obnacHa kmiHIYHA JikapHsa iM. LI, MeuHnukoBay
JIHIIPOTIETPOBCHKOI 00JIACHOT paan», OOJIACHHHA
LIEHTP TICMXOCOMAaTHYHHMX pO3JIaJiB Ha 0asi
MICMXOHEBPOJIOTIYHOTO BiaieHHs, M. [{Himpo

1.M.H. Mopo3 C.M.

Komynanene mianpueMcTBo «/{HIIpomneTpoBchka
OararonpodinpHa KIIIHIYHA JIIKApHSA 3 HaJaHHA
NCUXIaTPUYHOT J0mOMOTH» JIHIMpONeTpOBCHKOT
o0OmacHol panuy, Oo6nacHuit LIEHTP
MICUXOCOMAaTUYHHUX po3mnaiiB Ha 6a3i
ncuxiaTpuvaHoro BipuisieHHs No28, m. JIHinpo

3MiHa Ha3BU MicCIis IPOBEIECHHSI KJIIHIYHOTO BHIIPOO

BaHHS.

Crano

byno
I.M.H., ipo¢. Bunnuk M.1.
ObnacHa MICUXOHEBPOJIOTiuyHa JiKapHA
Ne3, Bimmuterns  Nel, JIBH3 «IBano-
®paHKiBChKUN HallOHAJILHUI MeIUIHUN

YHIBEpCUTET», Kadepa ncuxiaTpii, HapKoJIorii Ta
MEINYHOI IICUXO0JI0rii, M. [BaHO-DpaHKIBCHK

I.M.H., ipo¢. Bunnuk M.L

KomyHnaneHe ~ HekoMepuiiiHe  HiANPHEMCTBO
«[Ipukaprnarchbkuii OOJIACHUM KIIHIYHUN IIEHTP
NCUXiYHOro  370poB'ss  IBaHO-dpaHKiBCHKOT
obmacHoi pammy», BigmuieHHs Nel, IBaHo-
®paHKiBChKUH HaIlOHAJIbHUI MEIUYHUH
YHIBEpCUTET, Kadeapa ncuxiaTpii, HApKoJIorii Ta
MEIMYHOI MICUXO0JIO0Tii, M. IBaHO-DpaHKIBCHK

Howmep Ta nara Hakazy
MO3 om0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2030 Big 07.11.2018

Hassa xiiHiuHOTO

«52-TH)KHEBE BIIKPHUTE TIOJOBKEHE TOCIIHKEHHS MIMaBAHCEPUHY Y TOPOCIUX Ta JIFOJCH MOXHUIIOro BiKYy 3
HEWPONCHXIATPUYHUMH ~ CHMIITOMaMH, TIOB'SI3aHUMH 13 HEHpPOJETeHepaTUBHUM  3aXBOPIOBAHHIM,
ACP-103-047, 3 iHKOpriopoBaHOO MonpaBKkoro 3, pinansaa Bepeis 1.0 Bix 23 mumnast 2019 p.

BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara




MPOJIOBXKEHHS JoaTka 21

3asBHUK, KpaiHa

TOB «BOPJIIBAM I KJITHIKAJI TPAIIC YKP»

Cnoncop, kpaina

«AKAJIIA ®apmacskrorikan3 [ak., CIHA»(ACADIA Pharmaceuticals Inc., USA).

CymytHi
MaTepianu/mpenaparu
CYNYTHBOI Teparii

B.o. renepasibHoro qupexkropa Jupexropary

dhapmaneBTHYHOrO0 3a0e3Me4YeHHs

Isan 3AZIBOPHUX




JlogaTok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

Vkpainu «IIpo 3aTBepaKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
25.04.2022 Ne 686

Inentudikarist cyrTeBoi
MOTPaBKH

3MiHa MICIlb TPOBEICHHS BUNPOOYBaHHS; 3MiHA
BUIIPOOYBaHHS:

BIJIMOBIIAJILHOTO JIOCTIAHMKA B MICIll TPOBEICHHS

byno
K.M.H., 1on. Bunandaenko JI.b.
Komynanena  ycranoBa «CyMmMchka  MichKa

KiiHiyHA JikapHs Nel», neHHUH cramioHap,
CyMmchKUl JepKaBHUN YHIBEpCUTET, MeauuHuii
iHCTHTYT, Kadenpa cimeitHoi Mmenuuan, M. Cymu

Crano
K.M.H., g1ou. Bunanuenko JI.b.
VYHIBEepCUTETChKA KJIHIKa Cymcbkoro
JIep>KaBHOTO YHIBEPCHTETY, JKyBaJIbHO-
npodiTaK THIHUI HiAPO3 1T, Cymcpkuit

JepKaBHUW YHiBepcuTeT, MeauyHuid iHCTUTYT,
kadenpa ciMelHOI MEAMIMHM 3  KypCOM
JnepMaroBeHeposiorii, M. Cymu

k.M.H. Copokina L.O.

Menuynuii  UEHTp  NPHUBATHOIO  BUUIIOTO
HAaBYAJIBHOTO 3akiany «lHCTUTYT 3arajbHOI
MPAKTHUKH - CiIMEITHOT Menuiany, M. Kuis

K.M.H. boituyk H.C.

MenuuHuil LEHTp TOBAapUCTBA 3 OOMEXKEHOIO
BIAMOB1AAJIbHICTIO «EnenpBetic Memikcy,
JIKyBaJbHO-Ipo1IaKTUYHUN Tiapo3aut, M. Kui

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 581 Bin 31.05.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«3actocyBaHHs nemadiOpary A 3MEHILICHHS CEpLeBO-CYAMHHUX YCKJIAJHEHb 332 PaXyHOK 3HIKCHHS
pIBHS TPUIITILEPHUIIB Yy TALI€HTIB i3 IMyKpoBUM miaberom», K-877-302, Bepcis 3 3 iHKOPIOPOBAaHOIO

nonpaBkoto 2 Big 18 6epezns 2020 poxky

3asBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVIK’TOBIA PJIC Vkpaina»

Cnoncop, kpaina

Kowa Research Institute, Inc., United States




2 MPOJIOBXKEHHS JoAaTKa 22

CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX




JlonaTok 23

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

BUIIPOOYBaHb»
25.04.2022 Ne 686

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnennii [Iporokon xminiyHoro BumpoOyBanus G1T48-01, Bepcia 9.0, Big 26 xoBtHS 2021 poky,
aHrniicekor0 MoBOO; [Hpopmanis nns namienta i @opma iHGOpMOBaHOI 3roM Ha y4yacTh y YacTHHI
3 nmocmimxenns, Bepcis 3.0 Big 04 motoro 2022 poky, mns Ykpainu CremianbHa Bepcisi Ha OCHOBI
I'mobGanpHOi Maiictep-Bepcii yactuau 3 ®@I3 — Bepcis: 3.0, Big 25 xoBTHS 2021 poky aHIIIHCHKOIO Ta
ykpaincekoro MoBamu; Jlomatok o Indopmarii anst namienta i @opmu iHpOpMOBaHOT 3roAn HA Y4acCTh y
yactuHi 3 pocnimxeHHs, sepcis 3.0 Big 04 motoro 2022 poky, ans Ykpainu CrierianbHa Bepcis Ha OCHOBI
I'moGansHoi Maiictep-epcii wactuau 3 @I3 — Bepcis: 3.0, Bixg 25 xoBTHS 2021 poKy aHTIIHCHKOIO Ta
YKPaiHCHhKOK MOBaMH

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1849 Bin 11.08.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute, 6araToueHTpoBe nociiKkeHHs 1 pas3u A oliHKK Oe3NeKu, IepeHOCUMOCTI, apMaKOKiHETUKH
Ta MOMEPEeIHbOI MPOTUIYXJIMHHOI aKTUBHOCTI npenapary G1T48 npu Horo 3acTocyBaHH1 y 3pOCTalOUYMX
J103aX y BUIUIAAI MoHOTepamii Ta y komOiHamii 3 IlanGorukniOom y >KIHOK 3 €CTpOreH-perenTop-
no3utuBHUM, HER2-HeratuBHUM pO3MOBCIOKEHUM pakoM MoJIodHO1 3aio3u», G1T48-01, Bepcis 8.0 Bix
29 ciuns 2020 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

Cnoncop, kpaina

G1 Therapeutics, Inc., ITiBaiuna Kaponina, CIIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepansHoro qupexkropa Jupexropary

(apmaneBTHYHOrO 3a0e3neYeHHS

IBan 3A/IBOPHUX




Jonatok 24

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

25.04.2022 No 686

Inentudikaris cyrreBoi
MIOTIPaBKH

OnoBnenuii npotokon KiaiHiuHOro nociimkenns CFTY720D2311, ocrarouna peaaxiuis 09 Bix 03 rpynHs
2021 p.; CuWHOICHUC OHOBJIEHOTO TPOTOKONY KIIHIYHOTO JOCTI/DKEHHS, OCTaTOYHA peAaKIlis
09 anrmiiicekoro MoBorw Bif 03 rpyaus 2021 p., mepexnan ykpaiHChbKow MOBowo Bin 04 ciuns 2022 p.;
Iadopmartis mis 6aTekiB AUTHHY Ta HopMa iHGopMOBaHOI 3rou, octaToyHa peaakis Nel 1.0 nns Ykpainu
Bix 21 ciyns 2022 p., ocTaTOYHUI Mepekial 3 aHMICbKOI MOBU Ha YKpaiHChKY MOBY Bix 09 mrororo
2022 p., oOCTaTOYHMI TIEPEKIIa] 3 aHTITIHCHKOT MOBH Ha pociiicbky MoBY Bix 09 motoro 2022 p.; [ndpopmaris
JUTS TIAIIIE€HTIB, SIK1 JOCATNIM BiKY 18 pOKiB MiJ 4ac MpOBEAEHHS IOCIiKeHHS, Ta (popma iHPOopMOBaHOT
3roju, ocratouHa penakiis Ne9.0 mns Ykpainu Bix 21 ciuns 2022 p., oCTaTOYHHIA NEPEKIIaa 3 aHTIHCHKOT
MOBH Ha YKpaiHChKy MOBY BiJl 09 mrotoro 2022 p., 0OCTaTO4YHMIA IEpeKIIaj] 3 aHTTIiHChKOT MOBU Ha POCIHCHKY
MoBy BiJ 09 motoro 2022 p.; [npopmanis ans namieHta ta popma 3roJy Ha y4acTh Y AOCIIIKEHH] JJIs
niteit BikoM Bix 14 no 18 pokiB, octaTouna penakiis Ne6.0 115 ykpaiHChKHX JOCTITHUIIBKUX IIEHTPIB Bl
21 ciung 2022 p., ocTaTOYHUM TIEpeKIa 3 aHIIINChKOI MOBH Ha YKpaiHChKY MOBY Bija 17 mrororo 2022 p.,
OCTaTOYHMI TepeKiIaj 3 aHTHChKOI MOBH Ha pociiicbKy MOBY Bia 17 mororo 2022 p.; Indopmanist s
namieHTa Ta gopma 3roAM Ha y4acTb y JOCIIKEHH1 AJis AiTed BikoM Bif 12 1o 14 pokiB, octaToyHa
penakuis Ne6.0 i yKpaiHCbKMX TOCTIAHUIBKUX HEeHTpiB Bix 21 ciunsa 2022 p., ocTaTOYHMIA mepeKnaj 3
aHTIMCHKOI MOBU Ha YKpaiHChKY MOBY Bifl 17 mtororo 2022 p., ocTaTOYHUM NEpeKiaa 3 aHTI1HCbKOT MOBH
Ha pociiickky MoBY Bif 17 motoro 2022 p.; [npopmanis mig namieHta ta ¢Gopma 3roaud Ha ydacTb y
JIochipkeHHl Juist fitedt Bikom Big 10 mo 12 pokiB, ocrtarouHa penakiis Ne6.0 ams ykpaiHCBKHX
JOCTIAHUIBKUX HEeHTpiB BiJ 21 ciung 2022 p., ocTaTOUHUN Mepekyaja 3 aHIIiiChKOT MOBU Ha YKPAiHCBKY
MoBY BiJ 17 motoro 2022 p., ocTaTOUYHUHN NEPEKIIaj 3 aHIIIHCHhKOT MOBH Ha POCiiiCbKy MOBY BiJl 17 J1t0TOTO
2022 p.; [lomosxkeHHs nepioay NpOBEACHHS KIIIHIYHOTO BUNIpoOyBaHHS B YKpaini 10 31 ceprus 2028 p.

Howmep ta nata Hakasy
MO3 mono 3aTBEpIKEHHS
KJIIIHIYHOT'O BUNTPOOYBaHHS
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Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
BepCis Ta gaTa

«/IBopiuHe MOJBIMHO CIile paHAOMi30BaHe 0araTOIEHTPOBE AOCTIHKEHHS 3 aKTUBHUM KOHTPOJIEM, IO
IPOBOJIUTHCA B JITEH 1 MiUTITKIB 13 PO3CISTHUM CKJIEPO30M 3 METOIO OLIIHKH 0e3meyHOCT i eheKTUBHOCTI
(biHroMIMO Y JIJIsl IEPOPATBLHOTO 3aCTOCYBaHHS OJIMH pa3 Ha 100y B MOPIBHSAHHI 3 iHTEpdeponom B-1a mms
BHYTPIIITHHOM S30BOTO BBEJICHHSI OJIMH Pa3 HAa THXKICHb (OCHOBHHUI €Tam) i3 JIOAATKOBHM €TarioM IpHU
3actocyBaHHI (iHromiMony mpotsrom 5 pokiBy, CFTY720D2311, ocrarouna penakmis 08 Big 21 cepmus
2019 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJAJILHICTIO «I1I EC AU-YKPATHA»

CnoHcop, kpaiHa

«HoBaptic ®apma Cepgice3 Al'», [lIBeitnapis

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOIO 3a0e3MeYeHHs Isan 3A/IBOPHHUX




JlonaTok 25

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

BUIIPOOYBaHb»
25.04.2022 Ne 686

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnenuii [Iporokon xminiyHOTrO mociimkenas RPCO01-3001, penakmis 10.0 Bix 08 >xoBTHsa 2021 p.;
Cunoricuc oHoBieHoro npotokory gociikenns RPCO01-3001, penakuis 10.0 Bix 08 sxoBtHs 2021 p.,
NepeKia] 3 aHrIichbKoi MOBH Ha YKpaiHChbKYy MoBY Bin 19 sxoBtHs 2021 p.; IHdopmarniiinuii nuctok
narieHTa ta popma 3roau Ha y4acTh y KIIHIYHOMY HAYKOBOMY JOCII/KEHHI, ocTarouHa penakuis 11.0 mis
Yxpainu Big 09 motoro 2022 p., OCTaTOYHMI MEpeKIaj] 3 aHITIHCbKOI MOBU Ha YKpaiHCbKY MOBY Bif
11 mrotoro 2022 p., ocTaTOYHUH MEepeKIIaa 3 aHIIIHCHKOI MOBH Ha POCiichKy MOBY Bif 11 mororo 2022 p.;
Pozain "Skicts / Quality" Jlocke mocnimkyBanoro Jikapcbkoro 3acody Ozanimod (RPC1063), penakiis
9.0 Big xoBTHs 2021 p.; JlomaHHsS HOBOTO (J10IaTKOBOTO) BUPOOHHUKA JTOCIIKYBAHOTO JIIKAPCHKOTO 3ac00y:
RPC1063/ o3animony rimpoxmopun 0,25 wmr (exBiBasieHT o3aHiMoxy 0,23 Mr), Karcynu;
RPC1063/ ozanimony rigpoxiopun 1,0 mMr (ekBiBaneHT o3animomy 0,92 wmr), kamcymu - “Celgene
International Sarl", [IBeiinapis; 3pa3ku €THKETOK: IUIAIIEYKA A NPUHOMY IpernapaTy Yy BIIKPUTOMY
peXUMi B HapOCTAOUMUX J1103ax, sika MicTuTh 12 kamcyn RPC1063/ ozanimony riapoxiopuay 0,25 mr
(exBiBasieHT o3aHiMony 0,23 wmr), pemakuis Bix 09.02.2022 p.; mudmieuka i OpUioMy Hpenapary y
BIIKpUTOMY pexkuMi, sika MictuTh 35 karmcyn RPC1063/ o3zanimony rigpoxmopuay 1,0 mr (exBiBajeHT
o3a"imony 0,92 mr), peaaxuis Bix 09.02.2022 p.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 743 Bin 11.11.2015

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«bararonieHTpoBe BIAKpUTE J0AaTKOBE JochijkeHHs mnpenapary RPC1063 mnpu mnepopaibHOMY
3aCTOCYBaHHI y XBOPUX HA PEIUAUBYIOUHI po3cissauii ckiepo3», RPCO1-3001, pegakiist 9.0 Big 26 mroToro
2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

Cnoncop, kpaina

«Cenmxen Inrepueninn I Capm» (Celgene International II Sarl), I1Iseiinapis
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CynyTHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepanii

B.o. renepanbHoro nupexkropa Jupexkropary
(papmaneBTHYHOrO 3a0e3ne4YeHHS Isan 3AZIBOPHHUX




JlonaTok 26

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

BUIIPOOYBaHb»
25.04.2022 No 686
InenTudikarist cyrTeBOi [Tpotokon BO40729, Bepcis 5 Bix 27 ciung 2022 poky aHTIiHCHKOI MOBOIO; IH(hopMmariitauii TucTOK
MTOTIPABKH namieHTa ta ¢opma inhopmoBanoi 3roau s Ykpainu, Bepcis 4.0 Big 02 mrotoro 2022 poKy yKpaiHCHKOIO
Ta POCIHCHKOIO MOBaMH
Howmep ta nata Hakazy Ne 2006 Bixg 02.10.2019
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
HasBa xmiHiuHOTO «Binkpure 6araToneHTPOBE JOAATKOBE JIOCIHIHKCHHS B MAIIEHTIB, PaHINIe BKIOYCHUX O TOCIIHKCHHS
BUIIPOOYBaHHS, KO/, npernapary Are3onizymad, crnoncopom sikoro € Genentech Ta/abo F. Hoffmann-La Roche Ltd
BepcCis Ta Jata (IMBRELLA B)», BO40729, Bepcis 4 Bin 28 tpaBusa 2021 poky
3asiBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIANOBIHAJIBHICTIO «®APMACBIOTIKAJL  PICEPY
ACCOYIIMENTC YKPAIHA» (TOB «®PA YKPATHA)
CnoHncop, kpaiHa F. Hoffmann-La Roche Ltd. /®. Xoddmanun-JIs Pomr JIta., [lsetinapis
CynytHi —
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3A/IBOPHHUX




