Jomatox 1

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi OnoBnenuii po3ain «Sxicte» Jlocke q0cmiKyBaHOTO JIIKAPCHKOTO 3ac00y HaBITOKIIAKC, Bepcid B 6.0 Bin

MTOTIPABKH 12 Bepechs 2022 poky; KopoTka xapakTepucTuka Jikapcbkoro 3acody [[xakasi (pykconiTuHiO), Bepcist Bif
18 TpaBus 2022 poky

Howmep ta nata Hakazy Ne 2237 Big 18.10.2021

MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOTO «PanomizoBane nojBiitHe ciine miane60-KOHTPOIbOBAHE JOCTIKeHHS 3 (a3u 3 BUBUCHHS HaBITOKJIAKCY
BUIIPOOYBaHHS, KO/, B IIO€JHAHHI 3 PYKCOJITUHIOOM TOPIBHSHO 3 PYKCOMITHUHIOOM Yy TMalieHTiB 13 Mienodidpozom
BepcCis Ta Jata (TRANSFORM-1)», M16-191, Bepcis 6.0 Bix 31 6epe3ns 2022 poky

3asiBHUK, KpaiHa «E60B1 biogpapmacerotikan3 I'moX», [lIBeitnapis

CnoHncop, kpaiHa «E66BI Ink», CIIIA / AbbVie Inc., USA

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




JlopaTok 2

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikaris cyrreBoi Omnosnenuti [IpoTokon 3 monpaskoto 2 Big 19.08.2022 p.; bpourypa gociigaunka CNTO1959 (guselkumab),
MTOTIPABKH BunanHs 14 Big 29.08.2022 p.; [ndopmaris mis mamienta Ta @opma iHdGopmoBaHoi 3roau — [IpoTtokon
CNTO1959PSA2003, Bepcis 3.0 ykpaiHCbKOrO MOBOIO it YKpainu Big 15.09.2022 p.

Howmep ta nata Hakazy Ne 2237 Big 18.10.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOTO «bararoneHTpoBe, paHaoMi30BaHe, MOJBIHHE clline, MmIaned0 KOHTPOJIbOBAaHE KIIIHIYHE JOCIIPKEHHS 2a

BUIIPOOYBaHHS, KO/, dazum s OIiHKK e(EeKTUBHOCTI Ta O€3MEeYHOCTI NPHU3HAYEHOI MIAMKIPHO KOMOiIHOBaHOi Teparrii

BepcCis Ta Jata rycenpkymMaly Ta roniMymaly y MamieHTIB 3 akTUBHUM TicopiatuaHuM apTpuTom», CNTO1959PSA2003,
3 nomnpaskoro 1 Bix 06.10.2021 p.

3asBHUK, KpaiHa «JHCCEH ®APMAILIEBTUKA HBy, benbris

CrnoHcop, kpaina «IHCCEH ®APMAIIEBTUKA HB», benbris

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




JlonaTok 3

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBNeHMI MPOTOKOI KIiHIYHOTO BUnpoOyBanua MK-1242-035 3 inkoprnopoBaHoio mompaBkoro 02 Bix
01 cepnust 2022 poky, aHIIIIHCEKOI0 MOBOI; 3MiHa Ha3BU Ta ajgpeck CrioHcopa:

byno Crajo
«Mepk Iapn enn Joym Kopm.», mpouipue | TOB Mepk Illapn enn Joym (Merck Sharp &
mianpuemctBo «Mepk ena Ko., Iak.», CIIA, [ Dohme LLC),
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JlinkoapH aBenro, m/c 2000,
Merck & Co., Inc., USA), Pageii, Heto [Ixepci, 07065, CIIA (126 East
Anpeca: Mepk Jlpaiis, 1, momroBa ckpunbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baitrxayc-Creitms, mrat Hero-/lxepci, 08889- [ USA)
0100, CIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)
Bpomrypa mocmigauka Bepiniryar (MK-1242/BAY 1021189), sumanus 13 Bix 02 cepmus 2022 poky,
aHrmichKo0 MoBO; OHOBIeHUH po3ain nocke «2.5 CO PREVIOUS CLINICAL TRIAL AND HUMAN
EXPERIENCE DATA», Bepcis 0849TQ, Bix 09 Bepecust 2022 poky, aHTIiHCbKOI0 MOBOIO; OHOBICHUN
posnin  «2.3.S. DRUG SUBSTANCE» pnocbe mocimipkyBaHOTO Jikapchkoro 3acody MK-1242
VERICIGUAT, Bepcis 084QBZ Bin 16 Bepecus 2022 p., anrmniiicbkoro MoBoro; OHoBNeHui po3ain «2.3.P.
DRUG PRODUCT» nocbe pocmikyBaHoro Jikapcbkoro 3aco0y MK-1242 VERICIGUAT, Bepcis
084QBZ Bixm 16 Bepecus 2022 p., anrmiicekoro MoBow; Ononenwit pos3nin «P. DRUG PRODUCT
PLACEBO» nocbe 1ociiaKyBaHOTO JiKapChKOTO0 3ac00y MK-1242 VERICIGUAT, Bepcis 084QBZ
Bix 16 BepecHst 2022 p., aHTIIIHCHEKOI0 MOBOIO; 3alTydeHHs JIOJaTKOBUX BHPOOHWYMX NUISHOK: Bayer AG,
Werksteil Elberfeld, Friedrich-Ebert Strasse 217-333, 42117 Wuppertal, Germany; Nuvisan GmbH,
Wegenerstrasse 13Ludwigsfeld, Neu-Ulm, Bavaria, 89231, Germany; Nuvisan France SARL., Biot, 2400
Route Des Colles, BIOT, 06410, France; Ykpaina, MK-1242-035, Tadopmariis Ta TOKyMEHT PO
iH(opMoOBaHy 3roxy st namieHTa, Bepeis 01 Bix 27 BepecHs 2022 p. ykpaiHChbKOO MOBOKO; Ykpaina, MK-




2 IIPOJIOBXKEHHS JoJaTKa 3

1242-035, IndopmaniiHuil JTUCTOK 1 JAOKYMEHT Hpo iH(GOpMOBaHy 3rojy Ha MaiOyTHe OiomenuuHe
nocmipkenns, Bepeis 01 Bim 27 Bepecrs 2022 p., ykpaiHchkoro MoBow; Ykpaina, MK-1242-035,
[adopmariiinuii TMCTOK 1 AJOKYMEHT Mpo iH(pOpMOBaHyY 3roly Ha HEOOOB’ I3KOBUII TOYATKOBUN CKPUHIHT,
Bepcisa 00 Bix 30 BepecHsa 2022 poky, ykpaiHChKOO MOBOIO; OHOBIICHHH 3pa30K MapKyBaHHS JIIKAPCHKOTO
3aco0y Bepiuiryar/mnane6o: MK-1242_or_Placebo, Bepcis 2.0 Bin 23 yepsHst 2022 poky, aHIIIIHCHKOIO Ta
YKPaiHCHhKOK MOBaMH

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Big 18.10.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PangomizoBaHe 1UIaie00-KOHTPOJIbOBaHE 0Oa3oBe KiiHIUHE pgociimpkeHHs Il ¢asm mist  omiHku
eeKTHBHOCTI Ta Oe3neku Bepiniryaty / MK-1242, crumynsaropa po3unHHOI T'yaHITaTHUKIIA3H, y TOPOCIUX
3 XpOHIYHOIO CEPIIEBOI0 HEAOCTATHICTIO 31 3HMKEHOI (ppakuiero Bukuay», MK-1242-035, sepcis 00 Bin
14 nunusg 2021 poky.

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoI0 BianoBiganpHicTIO «MCJl Ykpaina»

Cnoncop, kpaiHa

«Mepk Hlapn Eng Hoym Kopm.», nouipae nignpuemctso «Mepk Exn Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. resepanbHOro AMpeKToOpa

dapManeBTUHYHOI0 IHPEKTOPATY

IBan 3AZIBOPHHUX




Jonmarok 4

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenuii nporokon GLPG0634-CL-227, Bepcis 3.0 3 iHKoprmopoBaHoto momnpaBkoro 2 Bix 09 BepecHs
2022 poxky; bpomrypa nocnigauka ®@inrotini0, Buganus 17 Big 15 numast 2022 poky, aHTIIIHCHKOK MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1753 Big 06.08.2019

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, MoJBiliHE cIiimne, MmIaned0-KOHTPOJIbOBAaHE AOCTIIKEHHS (asu 2 1Uisl OLIHKHU BIUIUBY
¢inroTiHiOy Ha mapaMeTpw CHEpMH y AOPOCIUX YOJIOBIKIB i3 AKTUBHHUM DPEBMATOITHUM apTPHUTOM,
MCOPIAaTUYHUM  apPTPUTOM, AHKUIO3YIOUHM CIOHAMIITOM abo0 JOPEHTIEHOJOTIYHUM aKCiallbHUM
cnonamnoaptpurom», GLPG0634-CL-227, Bepcis 2.0 3 iHkopropoBaHoro monpaBkoro 1.0 Bix 26 TpaBHS
2020 poky

3asiBHUK, KpaiHa

[TignpuemcTtBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CrnoHcop, kpaiHa

Galapagos NV, benbris

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI 0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jomatok 5

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikaris cyrreBoi OmnosiieHa Opormrypa gociinHuka, Bepeis 15 Big 23 gepBus 2022 poky aHTIiHCHKOI0 MOBOIO; OHOBIICHUN
MTOTIPABKH [adopmarniitnuit nucrok mamienta ta Gopma iHbopMoBaHoi 3roau, Bepcis 7.1 Bin 18 numua 2022 poky
AHTJIIHCHKOIO, POCIHCHKOIO Ta YKPATHCHKOI MOBAMH

Howmep Ta nata naka3zy Ne 1360 Big 10.06.2020
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOTO «bararoneHTpoBe, paHJI0Mi30BaHe, KOHTPOJIbOBAaHE AKTHBHHUM IIPEIapaToM, MOJBIHHE CIlile, MO/ABiiHE
BUIIPOOYBaHHS, KO/, MacKOBaHE KIIHIYHE JOCIIDKEHHS B MapalieJIbHUX Tpymax i3 BUBYCHHS e(PEeKTHUBHOCTI, OE3MeUHOCTI Ta
BepcCis Ta Jata nepeHocuMocti Oe3nepepBHOi miAmKipHOi 1H(DY31i mnpenapary NDO0612 mnopiBHSHO 3 mepopalibHUM

npuiiomoM IR-LD/CD y namienTiB 13 XxBopo6oro [TapkiHcoHa, y SIKUX pO3BUBAIOTHCSI MOTOPHI (IyKTyarii
(BouNDless)», ND0612-317, Bepcist 3.0 Big 11 nrotoro 2021 poky

3asiBHUK, KpaiHa TOB «Cineoc Xenc Ykpaina»
CrnoHcop, kpaiHa NeuroDerm Ltd., Israel (I3painb)
CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




JlopaTok 6

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

AnminictpatuBHa 3MiHa 2 Bix 01 mucromama 2021 poky 10 HPOTOKONY KIIHIYHOTO BHUIIPOOYBaHHS
M20-259

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 516 Bix 22.03.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«baraTtonieHTpoBe paH/IOMi30BaHE JOCIIKEHHSA 3 a3, 10 NPOBOIUTHCA Y CIINOMY Ul OLiHIOBaya
e(eKTHBHOCTI PEKUMIi 3 METOIO0 BUBUCHHS picaHKi3ymMaly y MOpIBHSAHHI 3 yCTEKiHyMaOOM IpH JiKyBaHHI
JIOPOCIIMX MAI€HTIB 13 XBOpoOot KpoHa cepeIHbOBAXKKOTO YK BAXKKOTO CTYIEHIO TSKKOCTI, JUIS SIKHX
Tepamisi TpenapaTaMd, IO MPUTHIYYIOTh aKTHUBHICTh (DAKTOpPY HEKpO3y IMyXJUHHU, BHIBHIACH
HeeekTuBHOIO», M20-259, Bepcis 2.0 Bix 28 BepecHst 2021 poky

3asiBHUK, KpaiHa

E66Bi biodapmacsrorikan3 'm6X, [Belinapis

CrnoHcop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI 0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jonmarox 7

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNEHUI MPOTOKOJN KJIiHIYHOTO BHUMpoOyBaHHS M14-533 3 iHKOPIOpOBAaHUMHU AMiHICTPATUBHUMH
sminamu 1, 3, 5, 6, 7, 8 (tinbku ms Kanamnn), 9 1 10 Ta [Tonpakamu 0.01, 1,2, 3,4, 5, 6 Ta 7 Big 30 6epe3ns
2022 poky; 3MiHa BU3HAYEHHS IOJ0 3aBEPLICHHS KIiHIYHOTO BUMpoOyBaHHs; [HhopMmais s mamieHTa
Ta iH(QOpPMOBaHa 3rofla Ha y4yacTh y HayKoBOMY dociimkeHHi, Bepcis 10.0 ans Ykpainu Bix 29 depBHs
2022 poky, yKpaiHCBKOIO Ta pociiChKOI0 MOoBaMu; [HpopmariiiHa kapTka namienTa aist Ykpainu, Bepcis 4.0
Bix 21 ciuns 2022 poky, yKpaiHChKOIO Ta pOCiiichKOI0 MOBaMu; [HhopMaliiHuil TUCT MalieHTa CTOCOBHO
niit B ymoBax manaemiuHoi cutyamii (Takoi sk COVID-19) a6o Oynb-sSKoro HaJ3BHYAHHOTO CTaHY, SIKHI
BIUIMBAE HA y4YacTh Y MOCIHIDKEHHI, Bepcia ans Ykpainu Bif 27 nunHs 2022 poky, YKpaiHCBKOIO Ta
POCIHICEKOI0 MOBaMH; 3pa30K MapKyBaHHS JOCTIPKYBAHOTO JIKAapChKOTO 3aco0y YmamanuTHHIO
(ABT 494), 30 mr TabneTKu, BKPUTI ILTIBKOBOIO 00010HKOI0, 100 TabaeTOK, YKpaiHCHhKOIO MOBOIO

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

Ne 490 Bin 05.05.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonentpose, TpuBase nojosxkeHe nociuimxeHHs Il ¢aszu 3 ominku Ge3neyHoCTi Ta e(EeKTUBHOCTI
VnanauutuniOy (ABT-494) y mamieHTiB 3 BHUpPAa3KOBHUM Kojiitom», M14-533, 3 iHKOpIOpOBaHUMHU
AnmiHicTpaTuBHUMH 3MiHamu 1, 3, 5, 6, 7 1 8 (Tinbku 1uia Kanann) ta [ompaskamu 0.01, 1,2, 3,4, 512 6
Bix1 31 munusa 2020 poky

3asBHUK, KpaiHa

«E66B1 biodapmackrorikans ['M6X», [lIBefinapis

CnoHcop, kpaina

AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

dapManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 8

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

3amydeHHsl JTOCIHIXKYBaHOTO JiKapchKkoro 3aco0y Todamutunid mutpat (CP-690,550-10), po3uun mis
NEPOPANBHOTO 3acTocyBaHHs 1 mr/mi, 240 mi1, y KOMIUICKTI 3 | MepexiiHUKOM sl IUISIIKH Ta TPhOMa
JO3YBATBHUMHU MINPHUIIAMU JUIS TIEPOPabHOTO 3acTtocyBaHHi. BupoOnuku: Pharmacia and Upjohn
Company LLC, Cnonyueni llItaru; Pfizer Inc., Pfizer Worldwide Research and Development, Crionyueni
[ratu; Almac Clinical Services, LLC, Crnomydeni Illtaru; Fisher Clinical Services Inc., Cromy4eni
[ratu; Fisher Clinical Services UK LIMITED, Cnonyuene KopomiBctBo; Almac Clinical Services
Limited, Cronryaene KopomisctBo; Pfizer Limited, Criomyuene KopoumiBcTBo; 3pa3ok MapKyBaHHS ISt
JOCTIIKYBAHOTO JiKapchbKoro 3aco0y Todanuutuni6 nurpar (CP-690,550-10), po3uuH Ans nepopaibHOro
3actocyBaHHs | mr/mi, 240 M y KOMIUIEKTI 3 1 mepexiIHUKOM ISl TUIAIIKK Ta TPhbOMa JI03yBaJIbHUMH
HIMPUIIAMA  JIJISL  TIEPOPAIILHOTO  3aCTOCYBaHHs; [IOJJOBXKEHHS TEpMiHY MPOBEACHHS KJIIHIYHOTO
BurpoOyBaHHs B YkpaiHi 0 09 kBiTHsS 2024 poky

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 342 Bin 26.02.2018

HazsBa xiriniugOrO
BUIIPOOYBaHHSI, KO/,
BepcCis Ta gata

«E¢exTuBHICTh, O€3mE€YHICTh, NEpeHOCUMICTh 1 (apMakokeHeTuka TodauntuHiOy npu NiKyBaHHI
CHCTEMHOT'0 FOBEHUIBHOTO 1/1ionaTu4Horo aptputy (cFOIA) 3 akTHUBHUMM CHCTEMHHMMH NPOSIBaMU y JAiTel
Ta mTTKIBY, A3921165, 3 iHKOopnopoBaHoto nomnpaskoto 6 Bix 09 mororo 2022 poky

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Crnoncop, kpaiHa

[1aiizep Ink, CILIA [Pfizer Inc, USA]

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTUHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHHUX




JlonmaTok 9

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

28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa KOHTPAKTHOI JOCHiTHUIGKOT opranizamii (3asBauka) B YkpaiHi Ha TOB «KJITHIYHI
BUITPOBYBAHH »:

byno Crano

TOB «OCT VYkpaina» TOB «KJITHIYHI BUITPOBYBAHH»

Bpomrypa nmocnimauka yomitykcumaOy, Bepeis 11.0 Big 18 mrororo 2022 poky, aHIIIKHCHEKOI0 MOBOIO;
bpomrypa pocninHuka yonitykcumady, Bepcis 12.0 Big 29 nunua 2022 poky, aHTTIHCHKOIO MOBOIO;
Indopmariitnmii mrcTok manieHTa Ta popma iHpopmoBaHoi 3romau, Bepcist 4.0 aus Ykpainu Bix 17 Oepe3ns
2022 p., aHrilicekor0 MOBOW; IH(GoOpMaIiifHUI JTUCTOK TMarieHTa Ta ¢gopMa iHGOPMOBAHOT 3rou, BEpCis
4.0 nnsa Ykpainu Bixg 17 Oepesns 2022 p., mepekian ykpaincbkoro MoBoro Bin 04 kBiTHa 2022 poky;
[adopmarniitnuit nuctok namienrta Ta popma iHpopmoBaHoi 3roau, Bepeist 4.0 s Ykpainu Big 17 OGepe3us
2022 p., nmepexnan pociiicekoro MoBow Bia 30 Oepe3nst 2022 poky; 3MiHa Ha3B MiCllb IPOBEIEHHS
KJIIHIYHOTO BUIIPOOYBaHHS:

byno Crano

K.M.H. XaByHka M.SL. K.M.H. XaByHKka M.

KomyHanbHe HekoMepliliHe mianpueMcTBo «5-a | KomyHanbHe — HekoMepuiiiHe — HiATPHEMCTBO
Micpka  kimiHIYHa  JikapHs M. JIbBoBay, | «JIbBIBChbKE TEpUTOpUATIbHE MEAUYHE 00 € THAHHS
HEBPOJIOTIYHE BiJIiJIeHHs, M. JIbBIB «KniHiyHa  JiKapHS  IUIAHOBOTO  JIIKYBaHHS,
peabumiTamii Ta  TMagiaTUBHOI  JOIOMOTH,
BiOKpemJieHUN  miapo3min  «5-a  JlikapHs»,
HEBPOJIOTIYHE BIIIJIEHHS 3 MEIUYHOIO

peabimiTariiero, M. JIbBiB




MIPOJIOBXKEHHS J1oAaTKa 9

I.M.H., ipod. [TamkoBcekuii B.M.

KomyHanpHe  HEKOMepIiHHE  MIIIPHUEMCTBO
«Micpka kiiHiuHa sgikapHs Ne3y» YepHiBeUbKOl
MICBKO1 pajid, HEBPOJIOTIYHE BIIUICHHS, Bumimii
JIep’)KaBHUM  HABYAJIBHMM  3aKkiaj  YKpaiHu

«byKOBUHCBHKHIT Jep>KaBHUM MEIUYHUHN
yHIBepcHTET», Kadeapa HEpBOBHX XBOpPOO,
rcuxiarpii Ta MEIUYHOIL [ICUXOJIOT1]

iMm. C.M. CaBenka, M. YepHiBIli

I.M.H., ipod. [TamkoBcekuii B.M.

KomyHanbHe  HEKOMeEpIiiiHE  MiANPHEMCTBO
«lenTpanpHa  Micbka  KJIiHIYHA  JIIKApHS»
UYepHiBenbkoi  MICBKOi  pajau, HEBPOJOTIYHE
BIIIIIIEHHS, BbykoBuHCHKMI Jep>KaBHUMN
MEIUYHUN YHIBEpCHUTET, Kadeapa HEpPBOBUX
XBOpOO, TMcuxiaTpii Ta MEIUYHOI IICHUXOJIOTil
im. C.M. CaBenka, M. YepHiBIti

A.M.H., npod. JlutBunenko H.B.

KomyHanbsHe i APUEMCTBO «[lonraBcbka
obJacHa KJIIHIYHA JiKapHS
im. M.B. Ckiidococskoro  IlonraBcekoi
obnmacHOT paaW», HEBPOJIOTIYHE BiIUICHHS,
YkpaiHChKka MEIUYHA CTOMATOJIOTIYHA aKaJIeMis,
kadenpa HEpBOBUX XBOpoO 3 Helpoxipypriewo Ta

I.M.H., npo¢. JIntBunenko H.B.

KomyHnanbshe T ATPHEMCTBO «[lonraBceka
obyacHa KJIIHIYHA JIKapHS
im. M.B. Ckiidococskoro  IlonaraBcekoi
obymacHOi paaw», HEBPOJIOTIYHE BIIIICHHS,

MEIUYHOIO I'€eHEeTUKOI0, M. ITonTaBa

ITonTaBchkuii JIepKaBHUI MeIUIHUN
yHIBepcUTeT, Kadeapa HEPBOBUX  XBOpPOO,
M. [TonTaBa

3MiHa BIANOBIAAIBHOIO IOCIIAHUKA B MICIIi TPOBECHHS KIIHIYHOTO BUNPOOYBAaHHS

bYJIO

CTAJIO

a.M.H., po. JloranoBchkuii K.M.]

HepxxaBHa ycrtaHoBa «HarioHanpbHUN HayKOBUMA
LIeHTp paaianiiiHoi wMenuuuHu HarioHanpHOT
akajzeMii MEIUYHUX HayK YKpaiHu», BT
panianiitHoi IcuXoHeBpoJIOrii [HCTUTYTY KIiHIUHOT
paxmionorii Ha ©0a3l BiAAUIEHHS pajianiiHol
nicuxoHeBpoJorii, M. Kui

k.M.H. Konmocuncska O.0O.

HepxaBHa ycrtaHoBa «HarionanpHUN HayKOBHI
HeHTp panianidHoi wmenuuuHu HarionanpHOT
akajgemii MeAMYHUX HayK VYKpaiHW», BIIALI
pajialiiiHol ncuXoHeBpoJorii [HCTUTYTY KITIHIYHOT
pamiosiorii Ha 0a3l  BIAAUICHHS  pajglariiHol
nicuxoHeBpoJorii, M. Kuis

Howmep Ta nara Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020




3

MIPOJIOBXKEHHS J1oAaTKa 9

HasBa kiHi4HOTO
BUITPOOYBaHHS, KOJI,
Bepcis Ta Jara

«Binkpute monoBxeHe TOCTiHKEHHs yOIiTykcuMaly y MalieHTiB 13 peUANBHUM PO3CISTHUM CKIIEPO30M»,

TG1101-RMS303, Bepcis 2.2 Bix 29 uepsusa 2020 poky

3asBHUK, KpaiHa

TOB «KJIIHIYHI BUITPOBYBAHHS», Ykpaina

Cnoncop, kpaina

Ti/lxu Tepanbrotuke, [Hk., CIIIA (TG Therapeutics, Inc., USA)

CymytHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. reHepajJbHOIro IMpEKTOpa

@apManeBTUYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jonatok 10

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikaris cyrreBoi Honatok no ¢opmu iHGOpMOBaHOT 3roAM MiJ Yac KPU30BOI cuTyamii B YKpaiHi IS JOCTiIKEHHS
IIOIIPABKH W040242, Bepcis 1.0 ms Ykpainu ykpaiHCbKoIO Ta pociiicbkoro MoBamu Bin 12 Bepecus 2022 p. Ha ocHoBi
Mmarictep-Bepcii Jlomarka 1 mo ®I3 mig yac kpu3oBoi curyarii B Ykpaini, Bepcis 2.0 Bix 15 gepBus 2022 p.

Howmep ta nata Hakazy Ne 800 Big 26.04.2018
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOTO «bararonieHTpoBe, paHIOMIi30BaHe, MOABiiiHE ciine, Tuanedo-koHTposboBane nochimkeHHs I dasu

BUIIPOOYBaHHS, KO/, ate3onizyMady (antu-PD-L1 aHTUTINO) B SKOCTI aJi’tOBaHTHOI Tepamii Miclid paAuKalbHOTO JIIKyBaHHS Y

Bepcis Ta Jata MAIIEHTIB 3 MICIEBO-TOIINPEHO0 MIOCKOKIITUHHOIO KaplHMHOMOIO T'OJIOBH Ta HIMI BHCOKOI'O PHU3HUKYY,
W040242, Bepcis 11 Bix 04 nuctonana 2021 p.

3asiBHUK, KpaiHa ToBapucTBO 3 00MEXKEHOI0 BiANOBIAAIBHICTIO «Pomn Ykpaina»

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

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




Jomatok 11

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Honatok no ¢opmu iHGOpMOBaHOT 3roaM MiJ Yac KPU30BOI cuTyamii B YKpaiHi IS JOCIiIKEHHS
W040324, Bepcis 1.0 mns Ykpainu ykpaiHCbKOIO Ta pociiicbkoro MoBaMu Bij 15 Bepecus 2022 p. Ha ocHoOBI
maiicrep-Bepcii Joaarka 1 qo @I3 mig yac kpu3oBoi cutyarii B Ykpaini, Bepcis 2.0 Bix 15 uepsus 2022 p.

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

Ne 1399 Bin 27.07.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanpomizoBane, OararoneHTpoBe, Binkpute, mociimkeHHs Il ¢asum 3 aBOMa rpynmamu JTiKyBaHHS s
OIlIHKK (hapMaKOKiHETUKH, €(EeKTUBHOCTI Ta O€3NeKH MiIIIKIpHOTO BBEACHHSA (iKCOBaHOI 103U
KOMOIHOBAHOI JIIKapCchKO1 (hopMu nepTy3ymaly 3 TpacTy3yMaOOM B MO€THAHHI 3 XIMIOTEpAIi€ro y Malli€HTiB
3 HER2-n0o3uTHBHUM paHHIM pakoM MoJ04HO1 3a5103u», W040324, Bepcis 2.0 Big 12 xoBTHs 2018 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOIO BiANOBiAAIBbHICTIO «Pomn YkpaiHa»

CnoHncop, kpaiHa

®.Xopdmann-JIs Pour JIta, [lBeiinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JlonaTok 12

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Indopmarniss s mamienta Ta iHGopMOBaHA 3rofa Ha YYacTh y HAyKOBOMY JIOCHI/DKEHHI Ta
HE0OOB’SI3KOBOMY JOCHIIKEHHI, Bepcis 3 nmns Ykpainu Big 14 BepecHs 2022 poky, YKpaiHCBKOIO Ta
POCICEKOI0 MOBaMU

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

Ne 516 Bin 22.03.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«baraToneHTpoBe paHIOMIi30BaHE JOCTIKEHHS 3 (asw, 10 MPOBOAMTHCA Yy CIINOMY JUIsl OIIHIOBa4a
e(eKTUBHOCTI PEXKHUMIi 3 METOI0 BUBUEHHS picaHKi3ymMaly y MOPIBHSIHHI 3 yCTEKIHYyMaOOM IpH JTIKyBaHHI
JIOPOCINX TAIIEHTIB 13 XBOpoOoro KpoHa cepemHbOBAKKOTO UM BAXKKOTO CTYIEHIO TSKKOCTI, JJIs STKMX
Tepamis MpernaparaMmu, W0 MPHUTHIYYIOTh AKTUBHICTb (DaKTOPy HEKpO3y MYXJHHH, BHIBHIACH
HeedekTuBHOIO», M20-259, Bepcis 2.0 Bix 28 BepecHst 2021 poky

3asiBHUK, KpaiHa

E66B1 biodapmacerorikan3 I'm0X, [lIBeitapis

CnoHncop, kpaiHa

«E00BI1 Ink», CIIIA / AbbVie Inc., USA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JonaTok 13

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa Hocmigauka Comanaruran (NNC0195-0092) nocmikenas NN8640 - nedinut ropMmoHy pocty
y IiTeii Ta nopociux, Bunanus 13, ¢pinansHa Bepcis 1.0 Bix 08 Bepecust 2022 poky, aHTITIHCHKOI0 MOBOIO

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

Ne 1016 Big 06.05.2019
Ne 1265 Big 05.06.2019
Ne 88 Big 11.02.2016

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO/,
BepcCis Ta Jara

«locmimkeHHs eeKTUBHOCTI Ta Oe31eKu 3acTocyBaHHs pernapaty Comamnanurad (Somapacitan) ouH pas
Ha TIKJEHb Y MOPIBHSAHHI 3 IOJJCHHUM 3acTocyBaHHsIM rnpenapaty Hopaitponin® (Norditropin®) y miteit
3 nedinuToM ropMoHy pocty», NN8640-4263, dinansHa Bepcis 7.0 Big 22 mororo 2021 p.;
«Jdocnimkennss 3 minbopy A03u s OIHKK e(eKTHBHOCTI 1 O€3MeKH 3acTOCYBaHHS Ipernapary
Comananurad (somapacitan) OAMH pa3 Ha TWKIEHb Yy IMOPIBHSAHHI 3 3aCTOCYBaHHSM Ipenapary
Hopaitponin® (Norditropin®) oauH pa3 Ha JIeHb y JIT€H 13 3aTPUMKOIO pOCTY, IO OyJIM HapoJKeHi
MaJIMMU JUTS TECTAIliITHOTO BiKY Ta HE Ha3JO0THAIM y 3pOCTi /10 BiKy 2 poKH Ta crapuie», NN8640-4245,
¢inaneHa Bepcis 8.0 Big 08 6epesns 2022 p.;

«PanomizoBaHe, MIKHAapOJHE, 3 aKTMBHUM KOHTpoOJieM, (BiAKpUTE), (MOABIMHE CIiNE) AOCTIIKEHHS 3
nig0opy A03U B MapalielbHUX Ipymax, 3 OLIHKA e(peKTUBHOCTI Ta 0€3MeYHOCTI 3aCTOCYBaHHS IpenapaTy
NNC0195-0092 onun pa3 Ha THXXKICHb Y MOPIBHSHHI 3 HIOJACHHUM 3aCTOCYBaHHSM MpenapaTy rOpMOHY
pocty (Hopaitponin® ®nekcllpo) y aiteit npeny0epTaTHOro BiKy 3 Ae(DILIUTOM FOPMOHY POCTY, Y SKHX
paHile He MPOBOAMIIACS TEPAITisl MpernapaTaMu TOpMoHy pocTy» , NN8640-4172, octarouna Bepcis 6.0 Bin
19 mororo 2021 p.

3asBHUK, KpaiHa

TOB «Hoso Hoprick Ykpaina»

CrnoHcop, kpaiHa

Novo Nordisk A/S, Denmark

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOIO IUPEKTOPATY

IBan 3AZIBOPHUX




Jomarox 14

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariitnuii TUCT mamieHTa CTOCOBHO i B ymoBax manjemii (takoi sk COVID-19) a6o ixmmx
BAXUIMBUX TOJIH, SKi BIUIMBAIOTh HA yd4acTh y JochifpkeHHi [IlHdopmamiiinuii nuct A ydacHUKa
KIIiHIYHOTO BHUIpOOyBaHHs|, Bepcis 2.0 mns Ykpaimm Bim 15 cepmas 2022 poky, YKpaiHCBKOKO Ta
POCIHCHKO MOBaMH

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

Ne 296 Bin 11.02.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«IIporpama paHIOMi30BaHUX, IUIANE00-KOHTPOJILOBAHUX MOABIMHUX CIIMHUX MOCTKeHb Gazu 3 s
OLIIHKM e(EeKTUBHOCTI Ta Oe3MeyHocTI YNaAauuTUHIOY Yy JOpOCIUX TAI€EHTIB 3 aKClaJIbHUM
CHOHAMJIOAPTPUTOM 13 MOJAIBIINM HEPi0IOM IPUIMTUHEHHS JIIKYBaHHS IIPU TOCSATHEHHI peMicii», M19-944,
Bepcis 5.0 Bix 12 nunus 2021 poky

3asiBHUK, KpaiHa

«E066B1 biodapmackrorikans ['m6X», [lIselinapis

CnoHcop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




Jlomatok 15

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Indopmarniss s mamienta Ta iHGopMOBaHA 3rofa HAa YYacTh y HAYKOBOMY JIOCHI/DKEHHI Ta
Heo0O0B’sI3k0BOMY JochimkenHi, Bepcist 8.0 mia Ykpainu Big 14 BepecHs 2022 poky, YKpaiHCBKOIO Ta
POCICEKOI0 MOBaMU

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

Ne 341 Bin 26.02.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«baratoneHTpoBe, paH0MI30BaHe, MOJABIMHE ClIile, TUTAe00-KOHTPOILOBAHE S2-THXKHEBE JOCIIIKSHHS
OIATPUMYIOUOi Ta BIIKPUTOI MPOJOBKEHOI Tepamii A7 OIHKA e(QEeKTUBHOCTI Ta Oe3meqHoCTi
picaHki3ymaly y mamieHTiB 3 xBopoboro Kpona», M16-000, 3 iHKOPIIOpOBaHMMH aMiHICTPATHBHUMHU
3midamu 1, 2, 4 Ta monpaBkamu 1,2, 3,4, 5,6, 7, 8 Ta 9 Bix 26 kBiTHs 2021 poky

3asiBHUK, KpaiHa

«E60B1 biogpapmacerotikan3 I'moX», [lIBeitnapis

CnoHncop, kpaiHa

AbbVie Inc., USA

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




JlonaTok 16

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariitnuii TUCT mamieHTa CTOCOBHO i B ymoBax manjemii (takoi sk COVID-19) a6o ixmmx
BAXUIMBUX TOJIH, SKi BIUIMBAIOTh HA yd4acTh y JochifpkeHHi [IlHdopmamiiinuii nuct A ydacHUKa
KIIiHIYHOTO BHUIpOOyBaHHs|, Bepcis 2.0 mns Ykpaimm Bim 15 cepmas 2022 poky, YKpaiHCBKOKO Ta
POCIHCHKO MOBaMH

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

Ne 403 Bix 04.05.2016

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, nojgiiiHe ciine gociimkenus, 11 das3u, ans mopiBHSIHHS mpenapary YnHaaaluTHHIO
(ABT-494) 3 mnare6o Ta 3 aganiMmymaOoM, y MAaIi€HTIB 3 CEPEAHBOTSDKKOI a00 TKKOK (GopMaMu
AKTUBHOTO PEBMATOiJHOTO apTPUTY, 1[0 OTPUMYIOTh CTaOUIbHY 0a3UCHY Tepamiro METOTPEKCATOM Ta He
JIOCSITIIA aJIeKBAaTHOT BiAMOBiAI Ha HE», M14-465, 3 iHKOpropoBaHOIO AIMIHICTpaTUBHOKO 3MiHOIO | Ta
[Tompaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Bixg 20 nucronana 2020 poky

3asiBHUK, KpaiHa

«E066B1 biodapmackrorikan3 ['moX», [lIseitnapis

CnoHcop, kpaiHa

AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTH
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jomatok 17

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmariitnuii TUCT mamieHTa CTOCOBHO i B ymoBax manjemii (takoi sk COVID-19) a6o ixmmx
BXUIMBUX TOJIH, sIKi BIUIMBAIOTh HA y4acTb y Jochi/pkeHHI [IHopmamiiiHumii nauct ans ydacHHKa
KIIiHIYHOTO BHUIpOOyBaHHs|, Bepcis 2.0 mns Ykpaimm Bim 15 cepmas 2022 poky, YKpaiHCBKOKO Ta
POCIHCHKO MOBaMH

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

Ne 1468 Bim 21.11.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane, nojsiiiHe cuine gociimkenHs, I das3u, ans mopiBHSAHHS mpenapary YnaaaluTHHIO
(ABT-494) 3 mnane6o ta 3 ananiMyMmaOoM y MAIli€HTIB 3 aKTUBHUM TICOPIaTUIHUM apTPUTOM, SIKi MAIOTh B
aHaMHe31 HeaJleKBaTHY BIAMOBIAb MPHUHANMHI Ha OAMH HEOIONOTiYHUN XBOPOOO-Moaudikyrounit
npotupeBMatnyanid  npenapat (XMIIPIT) — SELECT — PsA 1», MI15-572, 3 iHKOpHOpOBaHUMH
aaMiHicTpaTuBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ansa ['onkonry (Kuraif)], 7 1 8 ta [Tonpaskamu 1, 1.01 (s
VHP kpain) 2, 3,4, 5, 6 Ta 7 (as14 Beix kpaid kpiM Anownii) Big 30 ciuns 2021 poky

3asBHUK, KpaiHa

«E60BI1 biogpapmackrotikan3 I'm6X», llIBeitnapis

CnoHncop, kpaiHa

AbbVie Inc., USA

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JlonaTok 18

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Kopotka xapakrepucTrka Jikapcbkoro 3aco0y Rybelsus Bix 23 uepsus 2022 p., aHTTiHCHKOI0 MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bin 29.07.2021
Ne 1326 Bix 02.07.2021

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PangomizoBaHe TOJABIHHE cCIine IUIANe00-KOHTPOIbOBAHE KIIIHIYHE JOCHIDKEHHS, III0 BHBYAE
eeKTHBHICTh Ta 0€3MEKy 3aCTOCYBaHHS MIEPOPATHHOTO CEMAriyTUAY Y MAIIEHTIB 13 MOYATKOBOIO CTAIIEI0
xBopobu Aunbureitmepa (EVOKE plus)», NN6535-4725, dinansna Bepcis 6.0 Bin 25 nuctonaga 2021 p.;
«PaniomMizoBaHe TOJBiifHE cIline IIare00-KOHTPOJIbOBAHE KIIHIYHE JOCHIKEHHS, 110 BUBYAE
e(eKTHBHICTb Ta 0€3MeKy 3aCTOCYBaHHS MEPOPATBHOI0 CEMAriayTUAY Y NAIIEHTIB 13 TOYATKOBOIO CTAJIIEI0
xBopoou AgbireriMepa (EVOKE)», NN6535-4730, ¢inanbHa Bepcist 6.0 Bix 25 nucronana 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopnick Ykpaina»

CnoHncop, kpaiHa

Novo Nordisk A/S, Denmark

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JonaTok 19

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi OnoBnenuii mpoToko KiiHiyHoro BunpoOysanus G1T28-207, sepcis 4.0 Big 30 ceprast 2022 poky
HONPaBKU
Howmep Ta nara naka3zy Ne 422 Bin 10.03.2021

MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zsa xiriniunoro «PRESERVE 1: ®aza 3, panaomizoBane, MOABiHHE cIine MOCIIHKEHHS TPUIAIUKIIOY y MOPIBHSHHI 3
BUTIIPOOYBaHHSA, KO/, ianebo y Mali€eHTiB, SKi OTPUMYIOTH Tepamito i3 3acrocyBaHHsM FOLFOXIRI/6eBaunszymaly s
Bepcis Ta Jara JIKyBaHHS METaCTaTUYHOTO KOJIOPEeKTaIbHOTO paky», G1T28-207, Bepcis 3.0 Big 07 numnus 2021 poky
3asiBHUK, KpaiHa IixnpuemcTio 3 100% iHozemuom0 inBecTHIie0 «AMK TOBIA PJIC Vkpaina»

CnoHcop, Kpaina G1 Therapeutics, Inc., United States

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATy Isan 3AZIBOPHUX




Jonatok 20

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

bpomrypa mocmigauka Acalabrutinib, ACP-196, CALQUENCE® (D8220000000), Bumanus 11.0 Bix
21 mororo 2022 poky, aHTIiiChKOI0 MOBOIO; [H(hopManiiiHui TUCT /Uig naiieHTa i popma iHpopMoBaHOT
sroau, Bepcist st Ykpainu 10.1.1 Bix 22 yepBHs 2022 poky, YKpaiHCBKOIO Ta pOCIHCEKOI0 MOBaMU; 3asBa
npo BignosiaHicTe Hanexxnoi Kuminiunoi Ilpaktuku (GCP), Acalabrutinib (Calquence®, ACP-196) Bin
9 6epesnst 2022 poky, aHTIIHCEKOI0 MOBOIO

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

Ne 545 Bin 19.05.2017

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanymomMizoBane, mojBifiHe-cIiNe, Mianedo KOHTPOJIhOBaHE, 0araToleHTPOBE MOCHKEeHHS ¢dazu 3 3
OLIIHKM OeHJaMyCTHHY Ta puTykcuMady (BR) okpemo y nopiBHsHHI 3 X KOMOiHaLi€l0 3 aKanadpyTHHIOOM
(ACP 196) y naiieHTiB 3 MaHTIHHOKJIITUHHOIO JIM(OMOIO, SIKI PaHIillle HE OTPUMYBAIU JIIKYBAHHS,
ACE-LY-308, 3 inkopnopoBaHoto nomnpaskoro, Bepcis 3.0 i 08 uepBHs 2020 poky

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaiHa

Acerta Pharma BV, Hinepnannu

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro AupeKkTopa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3AZIBOPHUX




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

28.11.2022 No 2152

Inentudikarist cyrTeBoi
MOTPaBKH

3MiHa BiJIMOBIIAILHOTO JAOCTITHUKA Y MICITI TPOBEICHHS KJIIHIYHOTO BUIIPOOYBAHHS Ta 3MiHA HA3BH MICIIS

IPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:

byno

Craino

I.M.H., ipod. boprkesuu O.I1.

JlepxaBHa ycTaHoBa «HamioHanbHMI HayKOBUU
neHTp «lHCTUTYT Kapaionorii iMeHi akagemika
M.A. Crpaxecka» HarmionanpHoi —akamemii
MEIWYHUX HAyK YKpaiHW, BiIJiT HEKOPOHAPHHUX
XBOPOO cepis Ta peBmaroJorii, M. Kuis

K.M.H. AapiueB B.B.

HepxaBua ycrtanoBa «HamioHanbHHII HayKOBUUN
neHtp «lHcTHTYT Kapmionorii, KIiHIYHOT Ta
pereHepaTBHOI  MEIMIIMHM  IMEHI  akKaJeMika
M.JI.  Crpaxecka» HamionampHoi — akamgemii
MEIUYHUX HayK VYkpainn», BIJI/IIJICHHS
HEKOPOHApHUX XBOpPOO CepIls, PEeBMATOJIOTIT Ta
tepanii, M. Kui

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Big 21.11.2017

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBane, nojsiiiHe ciine pociimkeHHs, I ¢a3u, m1s nopiBHAHHA npenapary YmnalaluTHHIO
(ABT-494) 3 miare6o Ta 3 aganiMyMaOoM y MAI[i€HTIB 3 aKTHBHUM IICOPIaTHYHUM apTPUTOM, SIKi MAlOTh B
aHaMHe31 HeaJeKBaTHY BIANOBIAb MPUHANMHI Ha OAMH HEOIONOrIYHUNA XBOPOOO-MoAUDiKyrounit
npotupeBMatnyauii npenapat (XMIIPIT) — SELECT — PsA 1», MI15-572, 3 iHKOpHOpOBaHUMH
aaMiHICTpaTUBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ansa ['oukonry (Kurait)], 7 1 8 ta [lonpaskamu 1, 1.01 (st
VHP xpain) 2, 3,4, 5, 6 Ta 7 (quist Bcix kpain kpiM Anowii) Big 30 ciung 2021 poky

3asBHUK, KpaiHa

«E66B1 biodapmackrorikans ['M6X», [lIBelinapis




MPOJIOBXKEHHA foaaTka 21

Cnoncop, kpaiHa

AbbVie Inc., USA

CynyTHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO AMpPeKTOpPa
®apMaleBTHYHOIO JUPEKTOPATY

IBan 3AZIBOPHUX



JlogaTok 22

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Indopmarntiss s mamienta Ta iHGOpMOBaHA 3roJja HAa YYacTh y HAyKOBOMY JIOCHIDKEHHI Ta
HEoOO0B’SI3KOBOMY Jochi/pkeHHl, Bepcis 5.0 ansa Ykpainu Big 05 xoBTHA 2022 poky, YKpaiHCHKOIO Ta
pocilicbkoro MoBaMu; [HpopMaIiiHU IMCT MaIi€eHTa CTOCOBHO i B yMoBax manaemii (takoi sk COVID-
19) abo iHmIKMX Ba)UIMBHX IMOJIM, sIKI BIUIMBAIOTh HAa y4acTh y AociimkeHHi [[Hpopmarniiinuil auct nms
y4acHUKa KIIiHIYHOTO BUMpoOyBaHH: |, Bepcis 2.0 mis Ykpainu Bix 15 ceprias 2022 poky, YKpaiHCBKOIO Ta
POCIHCHKOIO MOBaMHU

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 2237 Big 18.10.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBaHe nojBiiiHe ciine miuanedo-KOHTPOIbOBaHE JOCTiKEeHHS 3 (ha3u 3 BUBUCHHS HaBITOKIIAKCY
B TIO€JHAHHI 3 PYKCOJIITUHIOOM TMOPIBHSHO 3 PYKCONITUHIOOM Yy MalieHTiB 13 Mienohiopo3om
(TRANSFORM-1)», M16-191, Bepcis 6.0 Big 31 6epesnst 2022 poky

3asiBHUK, KpaiHa

«E066B1 biodapmackrotikans ['m6X», [lIselinapis

Cnoncop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

CynyTtHi
Mmarepianu/npenapaTi
CYMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 23

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi I'mo6ansna bpomypa nocninnuka Benonmizymad (MLNO0002), Bumanus 26 Big 18 smummas 2022 poky,

MOTPaBKH AHTJI1HCHKOI0 MOBOIO; 3MiHA Ha3BU MICIISl IPOBEACHHSI BUIPOOYBaHHS:
byno Crano
n.M.H. ['ocnomapebkuii 1.51. a.M.H. ['ociogapcbkuit 1.4.
Komynanenuii 3aknaa Teprominbcpkoi obnacHoi | KomyHanbhe HEKOMepIIiiiHe HiAPHEMCTBO
paau «TepHominbChKa yHiBepcuTeTchka | «TepHominbchbka oONMacHa KITIHIYHA — JTIKApHS»
nikapHs», O6macHu# 1eHTp ractpoentepodorii 3 | TepHomiabchkoi oOsacHoi paau, OOIacHU TEHTP
renaToJioriero, M. TepHoniib racTPOEHTEPOJIOTI] 3 Ternaronoriero, M. TepHOIIb
Howmep ta nata Hakazy Ne 403 Big 04.05.2016

MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «Bigkpute nmocnimkeHHs ¢paszu 3b Jist OIIHKY TOBMOCTPOKOBO1 0€31MeUHOCTI Ta €(PEeKTUBHOCTI BEA0TI3yMaly

BUIIPOOYBaHHS, KO/, JUIS T TIKIPHOTO BBE/IEHHS y MAIlIEHTIB 3 BUPa3KOBUM KOJIITOM Ta XxBopoboro Kpona» , MLN0002SC-3030,

BepcCis Ta Jata iHKopriopoBanuii nonpaskoro 10 Bix 20 sxoBTHS 2020 poky

3asBHUK, KpaiHa ITixnpremcTBo 3 100% iHo3emHom0 inBecTHIic0 «AMK'TOBIA PIIC Vkpaizax»

Cnoncop, kpaina «Takena [lerenonment Centep MOpom JItn.» (Takeda Development Centre Europe Ltd.), Crnosnyuene
KOPOJIIBCTBO

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapMalneBTUHYHOIO IUPEKTOPATY IBan 3A/IBOPHUX




JlonaTok 24

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

JonoBuennst 1 no ®@opmu indopmoBanoi 3roau ans gociuipkeHHs WA21493/ACT4422g y 3B’s3Ky 3
Kpu30BOIO cutyaniero B Ykpaini, Bepcis V2.0UKR(uk)1.0 Big 11 sxoBTHsS 2022 poky, mnepekiiaj
YKpaiHChKOI0 MOBOO Binm 19 xoBTHs 2022 poky; JomoBHeHHs 1 1o @opmu iHGOPMOBAHOI 3roau IS
nocmimkenns WA21493/ACT4422g y 3B’43Ky 3 KpU30BOIO cUTYalli€ro B Ykpaini, Bepcigs V2.0UKR(ru)1.0
Big 11 xoBTHS 2022 poKy, epekiaa pociiicbkoro MoBoto Bif 19 xoBTHS 2022 poky

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

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«baraTouieHTpoBe, paHIOMI30BaHE YAaCTKOBO CIiN€ JOCHIDKEHHS Yy mnapaienbHux rpynax ¢asu I,
KOHTPOJIbOBaHE Mo miaredo Ta ABoHeKCy®, /71s1 BU3HAYEHHS JO3yBaHHS 3 METOIO OLIHKM €(EeKTUBHOCTI,
10 BUMIPIOETHCS 32 YPAKEHHSIMU TOJIOBHOTO MO3KY 3a ornomororo MPT, Ta 6e3meuHocTi 1BOX J03yBaHb
OKpeni3ymady s malieHTiB, mo crpaxaaots Ha PPPCy», WA21493/ACT4422¢g, Bepcis L Bix
18 nucronana 2021 poky

3asBHUK, KpaiHa

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

CnoHncop, kpaiHa

®. Xoddman-Jla Pour JITn (Hoffmann-La Roche Ltd), IIBeitnapis

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkropa

dapmManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JlonaTok 25

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

[TormpaBka 5 mo docwke mocmimxyBaHoro jikapcbkoro 3aco0y SEP-363856, Big 12 xoBtHS 2022 poky,
AHTJTIIHACHKOI0O MOBOIO; TMOJOBXKEHHS TEPMiHY NPHUIATHOCTI JJOCHTIKYBAaHOTO JIIKapChKOro 3acoly
SEP-363856, Tabmnerku, 50 mr, 75 mr ta 100 mMr mo 60 MmicsmiB; MOAOBXKEHHS TEPMIiHY MPUAATHOCTI
BIJIMMOBITHOTO TIJIAIE00 JI0 TOCHIKYBAaHOTO JTikapchkoro 3aco0y SEP-363856 no 72 micsiiB

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

Ne 38 Bix 11.01.2020
Ne 38 Big 11.01.2020
Ne 38 Bix 11.01.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Biakpure po3mmpeHe AOCTIIKEHHS Ui OLIHKA 0e3MeYHOCTI Ta epeHocuMocTi npenapary SEP-363856
y nauieHTiB 13 mu3odpeniero», SEP361-303, Bepcist 3.01 3 iHKOprOpoBaHOO HECYTTEBOIO MompaBkoro 2.00
BiJ 25 ciung 2021 poky;

«PanmomMizoBane, mMOJBIMHE crine, TUIae00-KOHTPOJIbOBAaHE, OaraTOIEHTPOBE JOCHIKEHHS, IO
IPOBOJUTHCSA B MapajlelbHUX Ipylnax, 13 3aCTOCYBaHHAM (DIKCOBAaHMX 103 JJS OLIHKM €(pEeKTHBHOCTI Ta
6e3neunocti npemnapaty SEP-363856 y martieHTiB 13 mMM30pPEHIEI0 Y TOCTPOMY TICUXOTUYHOMY €Ii30/11»,
SEP361-301, Bepcis 4.00 3 iHkopmopoBaHOIO CyTTeBor0 mompaBkoio 3.00 Big 26 ciuns 2021 poky;
«PanmomMizoBaHe, TmMOJBIMHE ciine, IUIae00-KOHTPOJIbOBAaHE, OaraTOIEHTPOBE JOCHIKEHHS, IO
IPOBOJUTHCSA B MapajelbHUX IPyINax, 13 3aCTOCYBaHHAM (PIKCOBAaHMX 103 JJIS OLIHKM €(pEeKTHBHOCTI Ta
6e3neunocti npemnapaty SEP-363856 y martieHTiB 13 mM30pPEHIEI0 Y TOCTPOMY TICUXOTUYHOMY €Ii30/11»,
SEP361-302, Bepcist 3.00 3 iHKOpIOpoBaHOIO CYTTE€BOIO nomnpaskoro 2.00 Bix 26 ciuns 2021 poky

3asBHUK, KpaiHa

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

CrnoHcop, kpaiHa

«Cynosion ®apmacskrotikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CIHA

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOIO IUPEKTOPATY

IBan 3AZIBOPHUX




JlonaTok 26

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomypa mocninnuka VIR-2218, Buganns 4 Big 27 tpaBHs 2022 p., aHMIiKACBKOI0 MOBOIO; Bpomrypa
nocmigauka VIR-3434, puganns 2 Big 25 tpaBus 2022 p., aHrmicekor MoBoro; Jlogatok 1 Big 17 uepBHs
2022 p. o bpomrypu nocmigauka VIR-2218, Bunanns 4 Bing 27 tpaBus 2022 p., aHTIiHCHKOI0 MOBOIO; JloChe
JOCTiIKyBaHOTO Jikapebkoro 3aco0y VIR-2218, Bepcis 7.0 Bin 27 tpaBusa 2022 p., aHTIIIHCHKOI0 MOBOIO;
Jocwe pocmimpkyBanoro Jikapcbkoro 3aco0y VIR-3434, Bepcist 6 Bixg 30 wepBHs 2022 p., aHTIIIHCHKOIO
MoBow; [lofoBXKeHHS TepMiHy HPUIATHOCTI JOCHIIXKYBaHOTO Jikapcbkoro 3aco0y VIR-2218 no
60 wmicsauiB; [lomoBkeHHS TepMiHY NPUIATHOCTI JOCHTIJKYBAaHOTO Jikapchkoro 3aco0y VIR-3434 rno
42 wmicsaniB; VIR-2218-1006 (mocaimkenns MARCH) OcnoBHa IHdopmamis mis mamienta ta dopma
iH(OpPMOBaHOI 3r0o/IM, aHTMIHCHKOI0 MOBOIO it YKpainu, Bepcis 7.0 Bix 19 BepecHs 2022 p. Ha OCHOBI
MiKHapoHOi 6a30B01 PI3 11 ocHOBHOTO AochimkeHHs, Bepcis 7.0 Big 30 uepsus 2022 p.; VIR-2218-1006
(mocmimxennst MARCH) OcnoBHa [Hpopmartis 11 namieHTa Ta popma iHGOpMOBaHOi 3r0/I1, YKPaiHCHKOIO
MOBOIO Juid Ykpainu, Bepcis 7.0 Big 19 BepecHs 2022 p. Ha ocHOBI MikHapoaHoi 6a3oBoi PI3 s
OocHOBHOTO nociipkerss, Bepcis 7.0 Bix 30 wepBus 2022 p.; VIR-2218-1006 (mocnimkernass MARCH)
OcnoBHa IHdopmaris 1y namienta ta ¢popma 1HPOPMOBAHOI 3r0/IM, POCIHCHKOI0 MOBOIO JUIs YKpaiHH,
Bepcia 7.0 Bim 19 BepecHs 2022 p. Ha ocHOBI MixkHapoHOT 6a30B0i PI3 111 OCHOBHOTO AOCTIHKEHHS,
Bepcis 7.0 Bix 30 uepBHs 2022 p.; VIR-2218-1006 (nochimxenus MARCH) Indopmariis nyis naimienrta ta
¢dopma 1HPOpMOBaHOT 3roau Ha 301p JaHUX PO BariTHY NAI[lEHTKY a00 BariTHy MapTHEPKY Malll€eHTa Ta
HOBOHAPOJKEHY TUTUHY / HEMOBJISI, aHIUIIHCHKOIO MOBOO JUIsl YKpainu, Bepcis 6.0 Bix 19 Bepecust 2022 p.,
Ha OCHOBI MDKHapoaHOi 6a3oBoi ®PI3 Ha PO3KPUTTS NaHMX HpPO BariTHiCTh, Bepcis 6.0 Big 30 uepBHs
2022 p.; VIR-2218-1006 (mocmimxenass MARCH) Indopmaris mis namienta ta ¢opma iHPOpMOBaHOI
3roJu Ha 30ip JaHUX MPO BariTHY Hali€eHTKY ab0 BariTHy NapTHEPKY Malli€eHTa Ta HOBOHAPOKEHY AUTUHY
/ HeMOBIIsl, YKpaiHCbKOIO MOBOIO JJis YKpainu, Bepcis 6.0 Big 19 BepecHst 2022 p., Ha OCHOB1 MI>KHaPOIHOT
6a30Boi ®I3 Ha pO3KPHUTTA JaHUX MPO BaritHicTh, Bepcis 6.0 Big 30 uepsHs 2022 p.; VIR-2218-1006
(mocmimxennsst MARCH) Indopmaris nns nmamienta ta gopma iHQOpMOBaHOI 3roau Ha 301p JaHUX MPO
BariTHy Haui€HTKy a0o BariTHy MapTHEPKY HallieHTa Ta HOBOHAPOJKEHY JUTHUHY / HEMOBJIS, POCIHCHKOIO
MOBOIO AJ1s1 YKpainu, Bepcis 6.0 Big 19 Bepecust 2022 p., Ha 0OCHOBI Mi>kHapoHOT 6a30B0i P13 Ha po3KpUTTS
JTAaHMX TIPO BariTHICTh, Bepcis 6.0 Bix 30 uepsus 2022 p.




2 MIPOJIOBXKEHHS JToAaTKa 26

Howmep Ta narta Hakazy Ne 1586 Big 29.07.2021

MO3 10710 3aTBEPIXKEHHS

KJIIHIYHOTO BUIIPOOYBaHHS

Ha3Ba kiiHiuHOTO «locmimxenns ¢a3um 2 s OIIHKK OE3MEeYHOCT1, MEPEHOCUMOCTI Ta e(hEeKTUBHOCTI KOMOIHAIIIT TTpenapaTiB

BUNIPOOYBaHHSA, KO/, VIR-2218 i VIR-3434 y narieHTiB i3 XpoHiYHUM BipycHUM TenatutoMm By , VIR-2218-1006, mouyatkoBa

BepcCis Ta gaTa Bepcis Bix 12 motoro 2021 p.

3asiBHUK, KpaiHa ToBapuctBo 3 OOmexeHow BiamosimamsricTio «KoHTpakTHO-Jlocmignunpka Opranizamnis [HHODapM-
Ykpaina»

Crnioncop, kpaina «Bip biorexknonomxu, [ak.» (Vir Biotechnology, Inc.), United States

CynytHi —

Marepianu/mpenapaTu

CYNyTHBOI Tepamnii

B.o. renepanbHOro 1upeKkTopa
dapManeBTHYHOIO IUPEKTOPATY IBan 3AZIBOPHUX




Jonatok 27

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Bbpomrypa nocmingauka CNTO1959 (guselkumab), Bunanns 14 Bix 29.08.2022 p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2110 Big 16.09.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«barartonieHTpoBe, paHaOMI30BaHe, MOABIiHE ciine, miuanedo KOHTPOJIbOBAaHE, B MapallelIbHUX Tpynax
KIIiHIYHE JIOCTI/UKCHHS TycelbkymMaly y TAI€HTIB 3 aKTUBHUM BOBYAaKOBHUM  HEPPUTOMY,
CNTO1959LUN2001, 3 monpaskoro 4 Big 24.05.2022 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. reHepajJbHOro IMpeKTopa

dapManeBTHYHOI 0 IUPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 28

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

Onosnena Opourypa jgociuigHuka 3 npenapaty Ksuzaptuni6, Bepcis 16.0 Bim 08 cepmus 2022 poky;
CrangaptHa gopma iHdopMoBaHOi 3roju sl YKpaiHu aHTIIHCBEKOI0 MOBOIo, Bepcis 10.0 Bix 12 BepecHs
2022 poky; CrangaptHa ¢opma iHHOpMOBaHOT 3roau sl YKpaiHu aHTTHCEKO0 MOBORO, Bepeis 10.0 Bix
12 Bepecus 2022 poky, nepekiaaeHo Ha yKpaiHCbKy MOBY Juisl Y kpainu 03 sxoBTHs 2022 poky; CrannapTHa
dopMma iHPOpMOBaHOT 3roau A YKpalHU aHIIHCEKOI MOBOIO, Bepcis 10.0 Bix 12 BepecHs 2022 poky,
NepeKsIaieHo Ha pociiickky MOBY st Ykpainu 03 sxoBTHs 2022 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KIIIHIYHOTO BUTIPOOYBaHHS

Ne 423 Bin 12.04.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«[lonpiiiHe cumine, MUIalE00-KOHTPOIbOBAHE JOCIHKEHHS (a3u 3 Uil BUBYEHHS 3aCTOCYBaHHS
KBU3apTUHIOY Yy TMO€JHAHHI 3 IHIYKIIHHOIO 1 KOHCOJIAALIMHOIO XiMiOTepami€ro, a TaKoX y BUIIISAIL
IIPO/IOBXKEHHS Teparlii y mauieHTiB BikoM BifJ 18 10 75 pokiB 13 Bnepiue BussieHUM FLT3-ITD-no3utnsHo0O
roctporo MienoigHowo Jeiikemiero (QUANTUM First)», AC220-A-U302, Bepcis 7.0 Bim 26 TpaBHA
2021 poky

3asiBHUK, KpaiHa

TosapuctBo 3 oOMexkeHoro BianosiganbHicTIO «JIABKOPIT KJITHIKAJI IEBEJIOIIMEHT VKPATHA»

Cnoncop, kpaiHa

Haitiui Cankio, [Hk., [Daiichi Sankyo, Inc.], Crionyueni [lltatn Amepuku

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX




JlonaTok 29

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

3MiHa Ha3BU MicCLis IPOBEICHHS KJIIHIYHOTO BHIIPOO

BaHHS.

byno

Craino

A.M.H. ['ocnomapcekuii 1.41.

KomyHaiibHe ~ HEKOMEpIiiiHE  MiANPHEMCTBO
«TepHOMiIbChKA  YHIBEPCUTETCHKA  JIIKAPHS»
Tepuomninbebkoi o0nacHoi paau, ObmacHU HEHTP
racTpOeHTEPOIOT il 3 TeTaToJOTi€l0,
racTpOSHTEPOJIOTIUHE BiIIIJIEHHs, M. TepHOMiIb

I.M.H. ['ocnogapcekmii [.4.

Komynanbue HEKOMepIliiiHe 1IPUEMCTBO
«TepHominbchbka OOJacHAa KITIHIYHA  JTIKapHS»
Tepuomninbebkoi obmacHoi pagu, O6nacHU LEHTP
racTpPOCHTEPOJIOTii 3 TeraToJIoTi€er0,
racTpPOEHTEPOJIOTIUHE BiIiIeHHS, M. TepHONiIb

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

Ne 1849 Bin 11.08.2020

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«JlocnipkeHHd TpUIIMHEHHS Tepamii amiHocaiinuiaraMyd npu HeakTHBHIM xBopoOi Kpona (STATIC):
paHzoMi30BaHe, BIIKPUTE AOCITIKEHHS HEe MeHIIoi eexTuBHOCTI», RP1610, mompaska 03 (Non-UK) Bix

02 »xoBtHs 2020 p.

3asBHUK, KpaiHa

TOB «biomamnacy, Ykpaina

CrnoHcop, kpaiHa

AunimenTiB, Ink./Alimentiv Inc., Kanana

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




Jonatok 30

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

28.11.2022 Ne 2152

InenTudikaris cyrreBoi 3MiHa HAa3BU MICIISI MPOBEICHHS KIIHIYHOTO JOCIiDKEHHS:

MTOTIPABKH byno Crano
k.M.H. Tpyxin JI.B. k.M.H. Tpyxin J[.B.
Komynanena ycranoBa «Opecekuii obnacHuii | KomyHanbhe HEKOMeEpIIiifHe MiITPUEMCTBO
OHKOJIOTIYHHI JTUCTaHcep», cTamioHap naeHHoro | «Omecbkuit perioHaTbHHIA KIITHIIHAHA
nepeOyBaHHS JTUCTIAHCEPHO-TIOMIKIIHIYHOTO | MPOTUIYXJIMHHUHN HeHTp» Ofecbkoi 0071acHOi paau,
BimaiienHs, M. Onmeca CTaIllOHAp JIEHHOrO IepeOyBaHHS AUCIAHCEPHO-

MOJIKJIIHIYHOro Bigminenus, M. Onxeca

Howmep ta nata Hakazy Ne 1808 Big 04.10.2018
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Hassa kniniunoro «PaniomMizoBane, TOJBIMHO clline, IUIale00-KOHTPOIHOBAHE MOCTIPKEHHS 3 BIAKPUTHM TOJATBIINM

BUIIPOOYBaHHS, KO/, eTaroM 3 OLIHKM e(eKTUBHOCTI Ta Oe3MeYHOCTI 3aCTOCYBaHHs Ipernapary aBaTpoMOorar y JiKyBaHHI

BepcCis Ta Jata TPOMOOLIMTONEHI], BUKIMKAHOI XIMIOTEpami€lo, y TMAlI€HTIB 13 HEreMaTOJOTYHUMHU 3JI0OSIKICHUMU
nyxJIMHaMH B akTuBHiH popmi», AVA-CIT-330, penakuis 2.0 / monpaska 1 Big 04 kBitHs 2019 p.

3asBHUK, KpaiHa TOBAPHUCTBO 3 OBMEXEHOIO BIJITIOBIJIAJIBHICTIO «I11 EC AM-YKPATHA»

CnoHncop, kpaiHa «Co0i Iaxopmopeiiten» [Sobi, Inc.], CIHA

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




Jonatok 31

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi Jluct-po3’sicuenns Bix 06 sxoBTHS 2022 poKy 10 MPOTOKOIY KiiHi4HOTO BUnpoOyBanHs TARA-002-101,
MOIPaBKU Bepcis 2.0 Bix 23 yepBHsa 2022 poky, aHTIIHCHKOI MOBOIO
Howmep Ta narta Haka3zy Ne 1753 Bin 29.09.2022

MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazBa kinigiyHOTO «®aza la/b, BimkpuTe NOCHIIKEHHS 3 MOIIYKY ONTHUMAIbHOI J03M 3 METOI OIIHKM Oe3MeyHOCTi 1

BUTIIPOOYBaHHSA, KO/, TOKCHYHOCTI IHCTWIISALINA cedoBoro mixypa mpemnapatoMm TARA-002 y mopociux mamieHTIB i3 M's130BO-

Bepcis Ta gaTa HEIHBa3MBHUM PaKOM CEYOBOT'O MiXypa BUCOKOTO CTymeHs 3inosikicHocTi», TARA-002-101, Bepcis 2.0 Bin
23 yepBHs 2022 poky

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

CnoHcop, Kpaina I[Mporapa Tepan'torike, Iuk. [Protara Therapeutics, Inc.], United States of America

CynyTtHi —

Mmarepianu/npenapaTi

CYyNyTHBOI Tepamnii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 IHPEKTOpPATy Isan 3AZIBOPHUX




JlonaTok 32

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

OHoBNeHMH TPOTOKOI KiIiHIYHOTO BUIpoOyBanHst GS-US-418-4279, monpaska 6 Bix 09 Bepecus 2022 poky
AHMTIHCHKOI0 MOBOIO; Bporirypa 1ocaimHuKa T0CTiHKyBaHOTO JTiKapehkoro 3acob0y dinrotini6 (GS-6034),
BugaHHs 17 Big 15 mumast 2022 poKy aHTIIHCHEKOI0 MOBOKO

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

Ne 211 Bin 07.02.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe, MOMABIMHO-CITiNE, IUTAE00-KOHTPOIBOBAHE JOCTIDKEHHS ¢a3d 2 Jid  OIHKHU
TECTUKYIsApHOi Oe3meuHocti GUIroTiHIOy B IOpOCIMX YOJOBIKIB 13 AaKTUBHMMH 3alaIbHUMU
3aXBOPIOBAaHHSIMH KHIIKIBHUKA BiJI MOMIPHOTO IO BAaXXKOTO CTYIEHIO TsDKKOCT», GS-US-418-4279,
nornpaska 5 Big 27 uepBHs 2022 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «DPAPMACBIOTIKAJI PICEPY

ACCOVYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHncop, kpaiHa

Galapagos NV, benbris

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IHPEKTOPATY

IBan 3AZIBOPHUX




Jonatok 33

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

Inentudikarist cyrTeBoi
MOTPaBKH

OHoBnenuii nporokon kiiHigHoro BunpoOyBanus XPF-008-201, Bepcis 6.0 Bix 05 cepmas 2022 poky,
AHTJIIMCbKOI0 MOBOIO; 3aranbHa Opomrypa gocuigauka XEN1101, Bepcis 6.0 Big 04 cepras 2022 poky,
aHrniiceKko0 MOBOMO; [H(opMartis ans narienta tTa @opma iHPopMOBaHOi 3roau, AN YKpainu, sepcis 4.0
Big 22 Bepecus 2022 poky, Ha ocHOBi Maiictep ITIDI3, Bepcis Bixg 12 BepecHs 2022 poky, aHTIIIHCHKOIO Ta
yKpaiHcbkoro MoBamu; Jlomatox mo Inudopmarii ans namienta ta @opmu iHGoOpMOBaHOI 3roau, AJs
VYkpaiau, Bepcis 4.0 Bix 22 BepecHs 2022 poxy, Ha ocHoBi Maiicrep IIIDI3, Bepcis Bim 12 BepecHs
2022 poky, aHTIIHCHKOIO Ta YKpaiHChKOIO MoBaMmu; I[IpojoBikeHHS TEpMiHY MPOBEICHHS KJIIHIYHOTO
BUNIPOOYBaHHA B YKpaiHi Ta B CiX KpaiHax, /Ie IPOBOIUTHCA KIIIHIYHE BUIPOOYBAHHS 10 5 POKiB 6 MiCSAIIB;
3MiHa Miclisl IPOBEACHHS KIIHIYHOIO BUIPOOYBAHHS

byno Crano
K.M.H. Xapuyk C.M. K.M.H. Xapuyk C.M.
MeauuHuil LIEHTp TOBAapUCTBA 3 OOMEXKEHOK | MenquyHuii IeHTp TOBapHCTBA 3 OOMEXEHOIO
BiJIIIOBIJAJIbHICTIO «["apmoHis Kpacuy, | B1IOBIIAJIbHICTIO «ApeHcis Excnnopatopi
BIIIICHHS KINHIYHUX JOCHigKeHb, M. KHiB Memiciay, BiAA1I KIIHIYHUX OCIIIKEHb, M. Kuis

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

Ne 1924 Bix 21.08.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«PannomizoBaHe, nojBiiiHe-ciine, Mmianed0-KOHTPOIbOBaHe, 0araToLEHTPOBE JOCITIKEHHS IS OLIHKH
Oe3neku, nepeHocumocTi Ta edektuBHOcTi npernapary XEN1101 B sxocti nomomidkHOI Tepamii HpH
erisencii 3 ¢okanbHUM Ae0I0TOM, 3 BIAKPUTOIO MOAOBXKeHOIO (azoro», XPF-008-201, Bepcis 5.0 Bix
02 xBiTHs 2022 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEAICIH», Ykpaina
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Cnoncop, kpaina

Kcenon ®@apmac'torikans [uk., Kanana/ Xenon Pharmaceuticals Inc., Canada

CymnyTHi
MaTepianu/mpenaparu
CYNYyTHBOI Teparmii

B.o. reHepajibHOTO IUpPeKTOpPa

dapManeBTHYHOI0 IUPEKTOPATY

IBan 3AZIBOPHUX



Jonatok 34

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

BUIIPOOYBaHb»
28.11.2022 Ne 2152

InenTudikarist cyrTeBOi
HONPaBKU

OHoOBNeHMI MPOTOKOJN KJIiHIYHOrO BUMpoOyBaHHs M12-914 3 iHKOpHOpoBaHMMHU AJMiHICTPAaTHUBHUMHU
3midamu 1, 2, 3,4 Ta 5 i monpaskamu 1, 2, 3,4 ta 5 Big 06 ceprus 2022 poky; [ndopmaris 1uig namieHTa ta
iH(opMOBaHa 3rojla Ha y4acTb y HayKOBOMY nociimkeHHi, Bepcis 8.0 mns Ykpainm Bim 07 BepecHs
2022 poky, yKpaiHChKOIO Ta pociiichKkor0 MoBamu; [HpopMaliiiHui TUCT malieHTa CTOCOBHO Jiif B yMOBax
nanzemii (takoi sk COVID-19) abo iHmMX Ba)JIMBUX IMOJIH, SIKI BIUIMBAIOTh HA Y4acTh y JOCHIKCHHI
[[Hpopmariiinuil AUCT A7 yYacHUKA KIIHIYHOTO BUIpoOyBaHHs |, Bepcis 2.0 nns Ykpainu Bin 15 ceprus
2022 poky, YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH

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

HazsBa xitiniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe mianedo -KOHTPOJIbOBAHE NOCHIKEHHs (pa3u 3 kapOoniaaTuHy Ta naxiitakceny 3 ITAPII
iHridiTopom Benimapudbom ta 6e3 ITAPII inribiropy Benimapuby (ABT-888) mpu HER2-neratuBHOMY
MeTacTaTUYHOMY a00 JIOKaJIbHO nomupeHoMy HeonepabenbHoMy BRCA-acomiiioBaHOMy paky MOJIOYHOI
3anmo3u», M12-914 | 3 inkopnopoBaHUMU AMIHICTpaTUBHUMHU 3MiHamiu 1, 2 , 3 Tta 4 1 monpaBkamu 1, 2, 3
ta 4 Bix 23 nunug 2020 poky

3asiBHUK, KpaiHa

«E60B1 biogpapmacerotikan3 I'moX», [lIBeitnapis

CnoHncop, kpaiHa

AbbVie Inc., CIIIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3A/IBOPHUX




