Hoparok 1

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

28.11.2022 Ne 2152

InenTudikallis cyTreBoi Ownoienuit po3ain «Skicte» Jlocke AocaiaKyBaHOro iKapcbkoro 3acoby HaBiTokmakc, Bepcisi B 6.0 Bif
TOTMPaBKU 12 BepecHsi 2022 poky; KopoTka xapakTepuCTHKa Jiikapcbkoro 3aco0y /[kakaBi (pykcosiTuHi0), Bepcis
Biz 18 TpaBHs 2022 poky

Howmep Ta fara Haka3zy Ne 2237 Biz 18.10.2021
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PaHgomi3oBaHe TIOABiMiHe cilire TUIalle00-KOHTPO/bOBaHe [AOCHIKeHHS 3 (a3 3 BUBUEHHS
BUTIPOOYBaHHS, KO/, HaBiTOK/IAKCY B TIOEAHAHHI 3 PYKCOMTHHIOOM TIOPiBHSHO 3 PpYKCOMTHHIOOM Y TaLi€HTIB i3
Bepcis Ta fjaTa Mmienodibpozom (TRANSFORM-1)», M16-191, Bepcis 6.0 Big 31 6epe3nsi 2022 poky

3asiBHUK, KpaiHa «E66Bi biodapmacktoTikan3 I'm6X», IlIBetitjapis

CrioHcop, KpaiHa «E00BIi Iuk», CIITIA / AbbVie Inc., USA

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepariii

B.o. reHepasibHOro JupeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




Hoparok 2

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii IIpotokon 3 momnpaBkoro 2 Big 19.08.2022 p.; bpomypa pgocnignuka CNTO1959
(guselkumab), Bunanns 14 Big 29.08.2022 p.; Inpopmatiis Ans natjienta ta @opma inpopmoBaHoi 3rou —
[TpoTokon CNTO1959PSA2003, Bepcis 3.0 ykpaiHCbKOIO MOBOO AJ1 YKpainu Bif 15.09.2022 p.

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

Ne 2237 Bip 18.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe, paHiOMi30BaHe, TO/BiliHe CJlire, TU1aleb0 KOHTPO/IbOBaHe KIIiHIUHe JOC/TiIKeHHs 2a
dasu g ouiHKU edeKTUBHOCTI Ta 0e3rnevyHoCTi Mpu3HAueHOi MiAIKIpHO KOMOiHOBaHOI Tepartii
rycenbkyMaOy Ta rojiMmyma0y y TalLli€HTiB 3 aKTUBHUAM TcopiaTiuHUM apTputoM», CNTO1959PSA2003,
3 nonpaskoro 1 Big 06.10.2021 p.

3asgBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», Benbris

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTok 3

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHUI TIPOTOKOJ KiiHiuHOTO BUMpoOyBaHHs MK-1242-035 3 iHKopriopoBaHoro momnpaBkoto 02 Bif
01 cepriasi 2022 poKy, aHTIiACHEKO MOBOHO; 3MiHa Ha3BM Ta ajipecu CrioHcopa:

byno Craso
«Mepk Illapn enpy [Hoym Kopn.», pouipHe | TOB Mepk Illapn eng Joym (Merck Sharp &
nigripuemctBo «Mepk eHg Ko., Ink.», CIIA, | Dohme LLC),
(Merck Sharp & Dohme Corp., a subsidiary of [ Agpeca: 126 Ict JliHkosbH aBeHto, 1i/c 2000,
Merck & Co., Inc., USA), PaBeii, Heto [Ixepci, 07065, CIIIA (126 East
Appeca: Mepk [IpatiiB, 1, nomroBa ckpuHbKka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NIJ
M. Baiitxayc-CreiiiuH, 1mratr Hbro-Ixepci, | 07065, USA)
08889-0100, CHIA (One Merck Drive, P.O. Box
100, Whitehouse Station, New Jersey, 08889-
0100, USA)
Bpourypa gocnignvka Bepiniryat (MK-1242/BAY 1021189), Bupannsa 13 Big 02 cepmus 2022 poky,
aHI/iiCbKO MOBOIO; OHOBeHUM po3ain gocke «2.5 CO PREVIOUS CLINICAL TRIAL AND HUMAN
EXPERIENCE DATA», Bepcis 0849TQ, Bix 09 BepecHsi 2022 poKy, aHT/IilicbKor0 MOBOIO; OHOB/IeHUH
po3min «2.3.S. DRUG SUBSTANCE» pocbe [goCTipPKyBaHOTO JTiKapcbKoro 3aco0y MK-1242
VERICIGUAT, Bepcis 084QBZ Big 16 BepecHst 2022 p., aHr/1iticbkoto MOBOr0; OHOB/leHUM po3zin «2.3.P.
DRUG PRODUCT» pocbe mocii/pKyBaHoro Jikapcbkoro 3acoby MK-1242 VERICIGUAT, Bepcis
084QBZ Bix 16 BepecHsi 2022 p., aHrmiMcekoro MoBor0; OHoBieHuid po3zin «P. DRUG PRODUCT
PLACEBO» A0Che A0C/ipKyBaHOTO JTIKAPCHKOTO 3acoly MK-1242 VERICIGUAT, Bepcis
084QBZ Big 16 BepecHst 2022 p., aHIJIiHCHKOK MOBOIO; 3a/lyueHHsI 0/aTKOBUX BUPOOHWUMX [Ii/ISTHOK:
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; YkpaiHa, MK-1242-035, [Hdopmaijisi Ta JOKyMeHT
npo indopmoBaHy 3rofly AJis nauieHTa, Bepcis 01 Big 27 BepecHst 2022 p. yKpaiHCbKOK MOBOR; YKpaiHa,
MK-




2 TPOJOBXKEHH 0JaTKa 3

1242-035, IadopmawiliHuii IUCTOK i JOKyMEHT Mpo iH(pOpPMOBaHy 3roJy Ha MaiOyTHe OGiomeauuHe
pocnigkeHHs, Bepcig 01 Big 27 BepecHsa 2022 p., yKpaiHCbKOK MOBORO; YKpaiHa, MK-1242-035,
IHdopMaLiiiHuii TMCTOK i JOKYMeHT TIpo iHpopMoBaHy 3roZly Ha He0OOB’I3KOBHIA MIOUAaTKOBUM CKPUHIHT,
Bepcist 00 Big 30 BepecHsi 2022 poky, yKpaiHCbKOH MOBOI; OHOB/IeHHH 3pa30K MapKyBaHHS J1iKapCbKOT0
3aco0y Bepiuiryar/mnare6o: MK-1242_or_Placebo, Bepcisi 2.0 Big 23 uepBHsi 2022 poKy, aHIJIiHICHKOIO Ta
YKPalHCbKOK MOBaMH

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2237 Big 18.10.2021

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

«PanziomizoBane Tmanie00-KOHTPOIbOBaHe 0a3oBe KiiHiuHe pfociimkenHs III ¢a3u ans  OWiHKK
edekTuBHOCTI Ta Oesneku Bepiniryaty / MK-1242, ctumynsTopa pO3YMHHOI TyaHUIATLUK/IA3H, Y
JIOPOC/IMX 3 XPOHIYHOIO CepLIeBOI0 HeJOCTAaTHICTIO 3i 3HIWKEHOH Qpakiiero Bukuay», MK-1242-035,
Bepcis 00 Bif 14 nunuHs 2021 poky.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOro AMpeKTOpa

dapMaLeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




HopnaTok 4

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Ononenuii npotokon GLPG0634-CL-227, Bepcis 3.0 3 iHKOpriopoBaHO0 norpaBkoto 2 Bifg 09 BepecHs
2022 poky; bporypa gocnigavka ®inrorinib, Bumanus 17 Big 15 mumnHs 2022 poky, aHITiCbKOK MOBOO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1753 Big 06.08.2019

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane, mofBiiiHe criire, T1aleb0-KOHTPO/IbOBaHe AOCTIKeHHsT (a3u 2 [/1s OL[iHKK BIUIUBY
¢inroTiHiOy Ha mMapameTpu CIepMHM Yy [JOPOC/IMX YOJIOBIKiB i3 aKTMBHUM pPEBMAaTOIHUM apTPUTOM,
MCOPiaTUYHMM ~ apTPUTOM, aHKIJIO3yFOUMM  CIIOHJWIITOM ab0 JOPEeHTreHOJIOTiYHMM  aKCiaTbHUM
crionaunoaptputrom», GLPG0634-CL-227, Bepcis 2.0 3 iHKopriopoBaHoro rorpaBkoro 1.0 Bif 26 TpaBHs
2020 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Galapagos NV, benbris

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTtok 5

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBneHa Gporirypa gociziHuKa, Bepcist 15 Big 23 uepBHs 2022 poKy aHIVIIHCBKOI0 MOBOIO; OHOB/IEHUH
[HdopmariiiiHuii nMcTOK mMarieHTa Ta ¢opMa iHpopmoBaHoi 3roau, Bepcis 7.1 Big 18 numHs 2022 poky
aHTJIIMCbKOI, POCIMCHKOIO Ta YKPaiHCHKOI0 MOBaMH

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

Ne 1360 Big 10.06.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTolLieHTpOBe, paH/0OMi30BaHe, KOHTPOJ/IbOBaHE aKTMBHMM IIperiapaToM, IOABiliHe ciiine, MOJBiliHe
MacCKOBaHe KITiHiUHe AOC/Ii/PKeHHS B Tlapasie/lbHUX Tpyrax i3 BUBUeHHs e(eKTMBHOCTi, Oe3MeYHoCTi Ta
repeHOCUMOCTi Oe3rnepepBHOI MiAMKipHOi iHGY3ii mpermapaty NDO0612 mopiBHSHO 3 TiepOpabHUM
nipuiiomom IR-LD/CD y nariieHTiB i3 xBopo6oto ITapkiHCOHa, y IKUX PO3BHBAOTHCS MOTOPHI (IyKTyarfii
(BouNDless)», ND0612-317, Bepcis 3.0 Big 11 motoro 2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YkpaiHa»

CnoHcop, KpaiHa

NeuroDerm Ltd., Israel (I3painn)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HonaTtok 6

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

ApmiHicTpatiBHa 3MiHa 2 Big 01 muctomaga 2021 pokKy [0 TMPOTOKOY KTiHIYHOTO BUITPOOYBaHHS
M20-259

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 516 Big 22.03.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«baraTolieHTpOBe paHZiOMi30BaHe AocaifkeHHs 3 ¢asu, 1[0 MPOBOAUTHCS Y C/IMOMY [JIs OLiiHIOBaua
e)eKTUBHOCTI pPeXXHUMi 3 MeTOI0 BUBUEHHS picaHKi3ymaly y MOpiBHSHHI 3 yCTeKiHymMaboM Tpu JTiKyBaHHi
JIOPOC/IUX TIALli€HTIB i3 XBOopoOor KpoHa cepeHHOBaKKOTO UM Ba)KKOT'O CTYTIEHIO TSDKKOCTI, [JI SIKUX
Tepamis IperapaTaMM, 10 TPUTHIUYIOTb AaKTUBHICTb (AKTOpy HEKpo3y IyX/JIWHH, BUSIBA/IAChH
HeedeKTHBHOIO», M20-259, Bepcis 2.0 Big 28 BepecHst 2021 poky

3asgBHUK, KpaiHa

E66Bi Biodapmacerorikan3z 'm6X, I1IBetitjapis

CnoHcop, KpaiHa

«E00BIi Iuk», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hoparok 7

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJ/IeHUI TIPOTOKO/ KiHiYHOrO BUIpoOyBaHHS M14-533 3 iHKOpHOpoBaHMMH AMiHiCTPaTUBHUMM
3miHamu 1, 3, 5, 6, 7, 8 (tinbku ans Kanaau), 9 i 10 ta ITorpaBkamu 0.01, 1, 2, 3, 4, 5, 6 Ta 7 Big 30
Oepe3nst 2022 poky; 3MiHa BU3HAUEHHs II0/I0 3aBepIIeHHS KIiHIYHOrO BUMPOOyBaHHs; [HdopMmariis as
naijieHTa Ta iHpopMOBaHa 3ro/la Ha y4acTb y HayKOBOMY JAocuipkeHHi, Bepcist 10.0 ans Ykpainu Bifg 29
YepBHA 2022 poky, yKpalHCBbKOIO Ta pOCilicbKOr0 MoBamu; IHdopMaliiiiHa KapTka MarjieHTra /s
Yxpainu, Bepcis 4.0 Big 21 ciunsi 2022 poKy, YKpaiHCBKOIO Ta POCilicbKOK MoBamu; IH(opMaLiiHuii TuCT
marfieHTa CTOCOBHO [iii B ymoBax TaHjemiuHoi curyarii (takoi sk COVID-19) a6o Oyab-skoro
Ha/I3BUYalHOI0 CTaHy, SIKUM BIUIMBAE Ha y4acThb Y [JOC/iKeHHi, Bepcis A YKpainu Bif 27 nunuHs 2022
POKY, YKpaiHCBKOIO Ta POCIMCbKOI MOBaMu; 3pa30K MapKyBaHHsI [JOCTi/PKYBaHOTO JiKApCHKOTO 3aco0y
YnagaruTuHio (ABT 494), 30 mMr Tab/ieTKH, BKPUTI IUTiIBKOBOIO 000/10HKO!0, 100 Tabs1eToK,
YKPaiHCbKOK MOBOIO

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

Ne 490 Big 05.05.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe, TpuBane nozoBxeHe pociimkeHHs II1 ¢a3u 3 oriHku Ge3meuHocTi Ta eeKTUBHOCTI
YnapauutuHiOy (ABT-494) y marieHTiB 3 BHUpa3KoBUM KomiTom», M14-533, 3 iHKOpHOpOBaHHWMH
ApMiHicTpaTUBHUMM 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinibku ans Kanagu) ta [TonpaBkamu 0.01, 1, 2, 3,4, 5 Ta 6
Big 31 mumnHsg 2020 poky

3asaBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HonaTok 8

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3anyueHHsl [OC/i/)KYBaHOTO JTiKapChbKoro 3acody TodarmtuHi6 murpar (CP-690,550-10), po3uwmH s
MepopaabHOro 3acrocyBaHHs 1 mr/mi, 240 M, y KOMIUIEKTI 3 1 mepexiIHUKOM [is IUISALLKU Ta TPbOMa
JI03yBa/lbHUMU IINPUIIAMU [I/IsI  TIepOPa/IbHOTO 3acTocyBaHHs. BupoOnuku: Pharmacia and Upjohn
Company LLC, CrionyueHi IItatu; Pfizer Inc., Pfizer Worldwide Research and Development, Criostyueni
[Itatu; Almac Clinical Services, LLC, Cnonyueni IlItatu; Fisher Clinical Services Inc., Criosnyueni
rtatyu; Fisher Clinical Services UK LIMITED, CnonyueHe KoponiBctBo; Almac Clinical Services
Limited, Crionyuene KopomnictBo; Pfizer Limited, CrionyueHe KoposiBcTBO; 3pa3ok MapKyBaHHs [jisl
JOCTiIKYBaHOTO JTiKapchbKoro 3aco0y TodarmtuHio mutpat (CP-690,550-10), po3unH [/t TiepopaibHOTO
3actocyBaHHsA 1 Mr/mi, 240 M y KomIulekTi 3 1 mepexijHUKOM [/1s IJIIIKY Ta TPbOMa J03yBa/lbHUMU
LINpULIaMU  [iI1  T1epopajibHOr0  3acTocyBaHHs; IlofoBKeHH TepMiHy MIpOBeZleHHs KJIiHIYHOrO
BUIIPOOyBaHHs B YKpaiHi 70 09 kBiTHs 2024 poky

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

Ne 342 Big 26.02.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«EdekTuBHicTb, Oe3rmeuHicTb, TepeHOCUMICTb i ¢apmakokeHeTHKa TodauuThHiOy Tpu JTiKyBaHHI
CUCTEMHOTO0 F0BeHiNbHOTrO ifionatruuHoro apTpuTy (CHOIA) 3 akTHBHMMH CUCT@MHUMHU TPOsSIBaMU y AiTei
Ta MmigiTkiB», A3921165, 3 iHKOpnopoBaHotO 1orpaBkoro 6 Big 09 motoro 2022 poky

3asgBHUK, KpaiHa

TOB «Cineoc Xejc YkpaiHa»

CrioHcop, KpaiHa

[daiizep Tk, CIIIA [Pfizer Inc, USA]

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. reHepasibHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPaTy IBan 3A/IBOPHUX




HonaTok 9

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3miHa KOHTpPaKTHOI JOC/iJHULILKOI opradizanii (3asBHuka) B YkpaiHi Ha TOB «KJITHIYHI
BUITPOBYBAHHSI»:

Bbyso Craso
TOB «OCT Ykpaina» TOB «KJITHIYHI BUTTPOFYBAHHS»
Bpoiitypa gocnigauvka yositykcumaby, Bepcis 11.0 Big 18 motoro 2022 poky, aHT/IiHCBKOO MOBOIO;
Bpomypa mocnignuka ybmitykcumaOy, Bepcisi 12.0 Bixg 29 nwmus 2022 poky, aHIIIHCBKOI0 MOBOIO;
IHdopMariitiHMii THUCTOK MallieHTa Ta popma iHhopmoBaHoi 3roau, Bepcist 4.0 A YKpainu Big 17 6epe3Hs
2022 p., aHriicbKo0 MOBOMO; TH(opMaliiiiHuii TUCTOK MaijieHTa Ta opma iHhopMoBaHOi 3ro/u, BepCis
4.0 pia Ykpainu Big 17 Gepesns 2022 p., mepeknaji yKpaiHCbKOI MOBOW Bif 04 kBiTHs 2022 poky;
Indopmariiiauii McToK marjieHTa Ta popma iHpopmoBaHoi 3roau, Bepcist 4.0 a1t YKpainu Bizg 17 Gepe3ns
2022 p., mepekaz pociiicbkkoro MoBoio Bif 30 OGepesHsi 2022 poky; 3MiHa Ha3B MiCIjb TpPOBeEHHS
K/TiHIYHOTO BUTIPOOYBaHHS:

byno Crano
K.M.H. XaByHKa M.f1. K.M.H. XaByHka M.f1.
KomMyHanbHe HekoMepljiiHe MiANPUEMCTBO «5-a | KoMyHanbHe — HeKOMepLiiiHe  MiJPUEMCTBO
Miceka  kiiHiuHa  JjikapHs M.  JIbBOBa», | «JIbBiBChbKe TepuTopuaabHe Me[uuHe
HeBPOJIOT'iyHe BifjiseHHs, M. JIbBiB 060’eqHanHsT «KUmiHiuHA JTiKapHS — TIJIAaHOBOTO

niKyBaHHS,  peabimitarfii  Ta  masiaTWBHOI
JIOTIOMOTM»,  BiJOKpEM/IEHWM Mipo3din  «5-a
JlikapHs», HEeBpOJIOTiyHe BifiZji/1eHHS 3
MeZIMYHOIO peabisiTariero, M. JIbBiB




MPOJOBXKEHHS foaTKa 9

I.M.H., npod. [TamkoBcbkuii B.M. I.M.H., pod. [TamkoBcbkuii B.M.

KomyHaneHe  HekomepLiiiHe  miAnpueMcTBO | KoMyHanbHe — HeKOMepLiiHe  MiJPUEMCTBO
«Micbka kniiHiuHa sikapHs Ne3» UepHiBelbKOi | «L]leHTpasibHa  MiCbKa  KJIiHIYHA  JIiKapHS»
MICBKOI paZii, HeBpOJIOriuHe BiaziieHHs, Buinuii | YepHiBeIbKOI  MICBKOI  pafd, HeBPOJIOTiuHe
Jlep’)KaBHAM ~ HaBuaZbHUM  3aK/iaf,  YKpaiHW | BiAJieHHS, bykoBuHCEKHI Jlep’KaBHUM
«ByKOBHUHCBKUI Jlep>KaBHUM MeJIMYHUM | MeZIUUHUI ~ yHiBepcuTeT, Kadeapa HepBOBHUX
yHiBepcuTeT», Kadeapa HEpPBOBUX XBOp0O, | XBOpoO, rmcuxiaTpii Ta MeAWYHOI TICHUXOJIOTii
rcuxiaTpii Ta MeJUYHOL ncuxotorii | im. C.M. CaBeHka, M. UepHiBLji

iMm. C.M. CaBeHka, M. YepHiBLji

A.M.H., ipod. JTutBuHeHKo H.B. I.M.H., ipod. JIutBruHeHKo H.B.

KomyHanbHe MiJITPUEMCTBO «[TontaBcbka | KomyHanbHe MiTPUEMCTBO «[lonTaBcbka
obmacHa KJTiHiUHa nikapHsi | obmacHa KJTiHiUHa JiKapHs
iMm. M.B. CkridocoBcbkoro IlonraBcekoi | iMm.  M.B.  CkiidocoBcbkoro — [TonTaBchKoi
obmacHOi pajgw», HEBPOJOTiuHe BiffiieHHs, | 061acHOI pagu», HEBPOJIOTiUHEe — BiffiseHHs,
YKpaiHCbKa MeJMYHa CTOMAarToJsioriuHa akajeMisi, | [lonraBcbkuit Jlep’KaBHUM MeJUUHUN
Kadeapa HepBoBHX XBOpOO 3 HEHPOXipypri€to Ta | yHiBepcuTeT, Kadenpa HEpPBOBUX  XBOpOO,
MeJIMUHO TeHeTHKO0, M. [TonTaBa M. ITosrraBa

3MiHa Bi/INOBiIa/IbHOTO OCTiTHUKA B MiClli TIPOBe/IeHHsI K/IiIHIYHOTO BUITPOOYBaHHS:
BYJIO CTAJIO
I.M.H., po¢..JToraHoBChKui K.M.] K.M.H. Kosmocusceka O.0.
HepxaBHa yctaHoBa «HartjioHanbHMI HaykoBui | [lep>kaBHa ycraHoBa «HarjioHambHUN HayKOBUiA
LieHTp pagiauiniHoi wmeaunuHM  HaijioHanbHOT | eHTp pafiauiiHoi  meauitHu  HaijioHanbHOT

akajgemii MeOUUYHMX HAyK YKpaiHW», BIiAdia | akajemii MeOUUHUX HayK YKpaiHuW», Bigmin
paziawinHo1 TICUXOHeBPOJIOT ] IHcTUTYTY | pasianiiHOI TICUXOHEBPOJIOTiI Incturyty
K/IiHiuHOI  pagiosorii  Ha  6a3i  BiggineHHs | KmiHiuHOI  pagionorii  Ha  0a3i  BiagineHHS

pafiaiiiiHoi cuxoHeBposorii, M. KuiB pafiaiiiiHoi ncuxoHeBposorii, M. KuiB

Howmep Ta fata Haka3sy
MO3 wopo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020




3 MPOJOBXKEHHS foaTKa 9

Ha3ssa kiiHiuHOTO «BigkpuTe TofoBXeHe JOCTiKeHHsT YOI TYKCMMa0y y TIALli€HTIB i3 peruMBHUAM PO3CiSTHUM CKIEPO30M»,
BUTIPOOYBaHHS, KO/, TG1101-RMS303, Bepcis 2.2 Bix 29 uepBHs 2020 poky

Bepcis Ta fjaTa

3asiBHUK, KpaiHa TOB «KJITHIYHI BUITPOBYBAHHS», Ykpaina

CrnioHcop, KpaiHa Tilxu TeparnbroTukc, IHK., CIIIA (TG Therapeutics, Inc., USA)

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. renepanbHoOro aupeKropa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 10

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
WO040242, Bepcis 1.0 ans YkpaiHu yKpaiHCBKOIO Ta pOCilicbKOr mMoBamu Bif 12 BepecHs 2022 p. Ha
ocHoBi Matictep-Bepcii ogatka 1 go ®I3 mig uac kpu3oBoi cuTyallii B YKpaiHi, Bepcis 2.0 Bif 15 uepBHs
2022 p.

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 800 Big 26.04.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«bararorieHTpoBe, paHZiOMi30BaHe, MOABiMHe cJiime, Mae60-KOHTPOIbOBaHe AocmimkeHHs 111 da3m
ate3onizymMaby (aHTu-PD-L1 aHTUTi/I0) B SIKOCTi afi’tOBaHTHOI Tepariii Mmic/si paIMKaabHOTO JIiIKyBaHHS y
MaLi€HTIB 3 MICLeBO-TIOLIKUPEHOK IJIOCKOK/IITUHHOK KapLMHOMOK TOJIOBU Ta LI BUCOKOIO PU3BUKY»,
W040242, Bepcis 11 Big 04 nmucronaga 2021 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifIMOBiAabHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

@.Xodpdmann-JIs Pou JIta, IIBeiitapis

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




HopaTok 11
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Honatok go ¢dopmu iHdopMoOBaHOI 3rofy IMiJ, yac KpPHU30BOI cuTyalii B YKpaiHi /s AOCTiAKeHHsS
WO040324, Bepcis 1.0 ans YKpaiHu yKpaiHCBKOIO Ta pOCilicbKOr mMoBamu Bif 15 Bepechs 2022 p. Ha
ocHoBi Matictep-Bepcii ogatka 1 go ®I3 mig uac kpu3oBoi cuTyallii B YKpaiHi, Bepcis 2.0 Bif 15 uepBHs
2022 p.

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1399 Big 27.07.2018

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanzomizoBane, GararoueHTpoBe, Bigkpure, pociimkeHas III ¢asu 3 gBoMa rpymamu JiKyBaHHS [IJist
OL[iHKM (papMakKOKiHeTHKH, e(peKTUBHOCTI Ta Oe3reKd TiJIIKipHOTO BBeJeHHs (iKCOBaHOI /103U
KOMOiHOBaHOI JliKapcbkoi ¢opmu TiepTy3ymMaly 3 TpacTy3ymMabom B TIO€AHaHHI 3 XimioTepari€r y
rauieHTiB 3 HER2-M03UTUBHMM paHHIM pakom MOJIOUHOI 3a/103u», W040324, Bepcis 2.0 Big 12 K0BTHA
2018 p.

3asaBHUK, KpaiHa

ToBapHcTBO 3 0OMEXKeHOI0 BifnoBifanbHICTIO «Por YkpaiHa»

CnoHcop, KpaiHa

@.Xodpdbmann-JIs Poru JITa, [lIBetitapis

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HopnaTok 12

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
Heo0OB’SI3KOBOMY [IOC/Ti/I)KeHHi, Bepcisi 3 Ay Ykpaiau Bif 14 BepecHsi 2022 poKy, YKpaiHCBKOIO Ta
POCIMCBKOI0 MOBaMU

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

Ne 516 Big 22.03.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe paHJOMi30BaHe AOCIIPKeHHS 3 (asy, L0 MPOBOAUTHCS y CJNOMY AJISL OLHIOBaua
e(eKTUBHOCTI Pe)KUMi 3 METOI0 BUBUEHHS picaHKi3ymaly y TOpiBHSIHHI 3 yCTeKiHyMabOM TpH JTiKyBaHHi
JOPOC/TUX TIALiE€HTIB i3 XBopoOoto KpoHa cepefHOBA)KKOTO UM BA)KKOTO CTYIIEHIO TSKKOCTI, /IS SIKMX
Tepamisi [Iperaparamy, I0 IIPUTHIUYIOTb AaKTUBHICTb (DAKTOpPy HEKpO3y IyXJWMHHM, BUSIBUIACh
Hee(eKTHBHOIO», M20-259, Bepcis 2.0 Biz 28 BepecHst 2021 poky

3asiBHUK, KpaiHa

E66Bi Biodapmackrorikan3 I'moX, IIBetiapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 13

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

28.11.2022 Ne 2152

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bpourypa Jocaignvika Comananutad (NNC0195-0092) nocnimkennst NN8640 - nediiut ropMoHy pocTy
y ZiTe#t Ta jopociux, BufgaHHsa 13, ¢inansHa Bepcist 1.0 Big 08 BepecHs 2022 poKy, aHT/TiICbKOIO MOBOIO

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

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

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«JocmimkeHHs: e)eKTUBHOCTI Ta Oe3reKu 3acTocyBaHHS mperapaty ComarmaiuTad (Somapacitan) oauH
pa3 Ha TWK/eHb Yy MOPIiBHSHHI 3 11]0leHHUM 3acTocyBaHHsIM npernapaty Hopaitponin® (Norditropin®) y
Jiteit 3 fedinrom ropmony pocty», NN8640-4263, ¢inanpHa Bepcis 7.0 Big 22 motoro 2021 p.;
«docmimkenHs: 3 migbopy /[03u A/ OWiHKA edeKTUBHOCTI i Oe3meKu 3acTOCyBaHHSI TIperapary
ComananuraH (somapacitan) OAMH pa3 Ha TWXKJAeHb y TIOpPIBHAHHI 3 3aCTOCYBaHHSIM I[pernapaTy
HopaitponiH® (Norditropin®) oavH pa3 Ha fieHb y AiTeld i3 3aTPUMKOIO POCTY, 1[0 Oy/M Hapo/yKeHi
MaJIMMH [/1s TeCTalliiHOTro BiKy Ta He Ha3[0THA/M Yy 3POCTi [0 BiKy 2 poKu Ta cTapiue», NN8640-4245,
¢inanbHa Bepcis 8.0 Big 08 6epesns 2022 p.;

«PaHfoMi30BaHe, Mi’)KHapoJHe, 3 aKTMBHHMM KOHTpOJeM, (BiZkpuTe), (MOABiMHe cJline) AOCTi[KeHHS 3
nizbopy 703U B mMapasielbHUX TPyTax, 3 OLiHKA e(eKTUBHOCTI Ta 6e3MeYHOCTi 3aCTOCYyBaHHS TIperapary
NNCO0195-0092 omuH pa3 Ha TWXK/eHb Yy TOPIBHAHHI 3 IJOJEeHHUM 3aCTOCYBaHHSIM IIperiapaty FOpMOHY
pocty (Hopgitporin® ®nekclIpo) y giteli mpemybepTaTHOro Biky 3 eil[ATOM TOPMOHY POCTY, V SIKHX
paHille He IPOBOAW/IACA Teparlisl IperapaTaMmu ropMoHy pocty» , NN8640-4172, ocrarouna Bepcis 6.0
Big 19 motoro 2021 p.

3asaBHUK, KpaiHa

TOB «HoBo Hopgick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Hopartok 14
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
K/IiHiuHOro BUMpoOyBaHHs], Bepcig 2.0 ans Ykpainu Big 15 cepmus 2022 poky, yKpaiHCBKOIO Ta
POCiMCbKOI0 MOBaMU

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 296 Big 11.02.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«[Tporpama paH/j0OMi30BaHMX, TIalle00-KOHTPOJIBOBAHUX TOABIMHUX CIMUX JOCTimKeHb (a3 3 aas
OLiHKMA e(heKTUBHOCTI Ta O6e3nmeuyHocTi YmHajaluTuHiOy Yy [JOpPOC/MX TMAlli€HTiB 3  aKCiaJbHUM
CIIOHJW/I0AaPTPUTOM 13 TMOZJA/IBIIMM [epiofoM IMPUIIMHEHHS JIiKyBaHHA IPU [JOCATCHEHHI pemicii», M19-
944, Bepcis 5.0 Big 12 nmunus 2021 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapist

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honmatok 15

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
Heo0OB’SI3KOBOMY /I0C/Ti/KeHHi, Bepcis 8.0 anst Ykpainu Big 14 BepecHsi 2022 poKy, YKpaiHCHKOMO Ta
POCIMCBKOI0 MOBaMU

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

Ne 341 Big 26.02.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«baraTorieHTpOBe, paHAOMi30BaHe, MO/BilHe CJlime, TUIarie00-KOHTPOIbOBaHe 52-TIXKHEBE JOCTiKEeHHS
MiATPUMYIOYOi Ta BigKpPUTOI TIPOJOBXKEHOI Teparii /A7 OLHKA e(eKTUBHOCTI Ta 6e3nmeuHoCTi
picaHki3ymalOy y marjieHTiB 3 xBopoboto Kpona», M16-000, 3 iHKOpPIOpOBaHUMHU aZMiHiCTPaTUBHUMH
3miHamu 1, 2, 4 Ta nonpaBkamu 1, 2, 3,4, 5,6, 7, 8 Ta 9 Big 26 kBiTHS 2021 poky

3asgBHUK, KpaiHa

«E66Bi Biopapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUMX




HonaTok 16

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
K/IiHiuHOro BUMpoOyBaHHs], Bepcig 2.0 ans Ykpainu Big 15 cepmus 2022 poky, yKpaiHCBKOIO Ta
POCiMCbKOI0 MOBaMU

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 403 Big 04.05.2016

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomisoBane, noggitiHe ciine pocsimkenss, 111 ¢a3u, Ay MopiBHSHHS TpernapaTy YTafalUTHHIO
(ABT-494) 3 nnauebo Ta 3 aganiMmymaboM, y Talli€HTIB 3 CEPeAHbOTSDKKOI ab0 TSHKKOI (hopmMaMu
AaKTMBHOTO PEeBMATOiJHOTO apTPUTY, III0 OTPUMYIOTh CTabi/bHY 0Oa3WCHY Tepartil0 MeTOTPeKCaTOM Ta He
JOCATIM afleKBaTHOI BiAMmoBiAi Ha Hei», M14-465, 3 iHKOpropoBaHOO AZMiHICTpaTUBHOKO 3MiHOKO 1 Ta
ITonpaBkamum 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Bixg 20 sucronaga 2020 poky

3asaBHUK, KpaiHa

«E66Bi Biodapmacbtotikansz 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 17

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IHdopMmariifiHuii JTUCT TalliEHTa CTOCOBHO [ili B yMoBax mnaHzeMii (Takoi sik COVID-19) ab6o iHmmx
BOK/MBUX TMOJil, fKi BI/IMBAalOTb Ha ydyacTb y AociifkeHHi [IHdbopmauiliHuii nucT [1s y4yacHHKA
K/IiHiuHOro BUMpoOyBaHHs], Bepcig 2.0 ans Ykpainu Big 15 cepmus 2022 poky, yKpaiHCBKOIO Ta
POCiMCbKOI0 MOBaMU

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1468 Big 21.11.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«PanziomisoBane, noggitiHe ciine pocsimkenss, 111 ¢a3u, Ay MopiBHSHHS TpernapaTy YTafalUTHHIO
(ABT-494) 3 riaue6o Ta 3 afjajiiMyMaboM y TaLli€HTiB 3 aKTUBHUAM TICOPiaTUYHUM apTPUTOM, sIKi MatOTh B
aHaMHe3i HeaZleKBaTHY BiAMOBiAb TpUHAWMHI Ha OAWH HebiosoTiuHMK XBOpPOOO-MOgUMIKyHOUNit
npotupeBMatnuHuii npenapar (XMIIPIT) — SELECT - PsA 1», M15-572, 3 iHKOpIOpOBaHUMH
aZMiHiCTpaTUBHUMHU 3MiHamu 1, 2, 3, 4, 5, 6 [an1s ['onkonry (Kuraii)], 7 i 8 Ta ITonpaBkamu 1, 1.01 (mns
VHP kpain) 2, 3, 4, 5, 6 Ta 7 (#/151 Bcix KpaiH Kpim fAnowii) Big 30 ciuns 2021 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikan3 I'm6X», I1IBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPaTy

Isan 3A/IBOPHUX




Honatok 18

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

KopoTka xapaKTepuCTHKa JTiKapcbKoro 3aco0y Rybelsus Biz 23 uepHst 2022 p., aHI/TiICEKOIO MOBOIO

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 1586 Big 29.07.2021
Ne 1326 Big 02.07.2021

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane Tmo/BiliHE citire T1alle00-KOHTPO/bOBaHe KITiHIUHe [IOC/Ii/PKEHHs, 1[0 BHBYAE
eeKTUBHICTb Ta Oe3reKy 3aCTOCYBaHHS MePOPaTbHOTO CeMaryyTHAY y Mal[ieHTIiB i3 TOYaTKOBOK CTa/i€r0
xBopobu Asbireiimepa (EVOKE plus)», NN6535-4725, ¢dinanbha Bepcis 6.0 Big 25 muctomnaza 2021 p.;
«PanziomizoBaHe TMo/BiliHE Cjlire T/1alle00-KOHTPO/IbOBaHe KIIiHIUHe [IOC/i/PKEHHs, 1[0 BHBYAE
edeKTUBHICTh Ta Oe3MeKy 3aCTOCYBaHHS ITePOPAIBHOTO CeMaryyTUAy y TAl[ieHTIiB i3 OUaTKOBOIO CTA/li€r0
xBopobu Anblretivepa (EVOKE)», NN6535-4730, dinanbHa Bepcist 6.0 Big 25 mucronazga 2021 p.

3asiBHUK, KpaiHa

TOB «Hoso Hopzick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




Honatok 19

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

28.11.2022 Ne 2152

InenTudikallis cyTreBoi OnoBJieHu# POTOKO KiiHiuHOTO BUnpobyBanHsi G1T28-207, Bepcist 4.0 Big 30 ceprHst 2022 poky
TIOTIPaBKU

Howmep Ta fara Hakasy Ne 422 Big 10.03.2021

MO3 m00 3aTBepAyKeHHs

KJIiHIUHOTO BUNIPOOYBaHHS

Hassa KiiHiuyHOTO «PRESERVE 1: ®aza 3, pangomiszoBaHe, Mo/BiliHe cjlinie [OC/Ti/HKeHHs TPU/IALMK/IiOy y TMOpiBHSIHHI 3
BUIIPOOYBaHHs, KO/, rianebo y mMarjieHTiB, sSKi OTPUMYIOTh Teparito i3 3actocyBaHHsiM FOLFOXIRI/6eBaiu3ymaby asis
BepcCis Ta jara JIIKYBaHHS MeTaCTaTUUHOI'0 KOJIOpeKTa/ibHOro paky», G1T28-207, sepcia 3.0 Big 07 numnusg 2021 poky
3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoro iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa G1 Therapeutics, Inc., United States

CynyTHi —

Marepianu/mpernaparu

CYTyTHBOI Tepamnil

B.o. reHepa/IbHOr0 AMpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 20

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpoitypa gocimigauka Acalabrutinib, ACP-196, CALQUENCE® (D8220000000), Buganus 11.0 Bix
21 motoro 2022 poky, aHIilCbKOI MOBOM; [HpopMalliiiHuii ucT [/ naijiedTa i doopma iHpopmoBaHOi
3rogu, Bepcig gns Ykpainu 10.1.1 Big 22 yepBHs 2022 poKy, yKpaiHCHKOIO Ta POCIMCHKOIO MOBaMy; 3asiBa
npo BianoigHicTe HanexxHoi Kniniunoi IMpaktuku (GCP), Acalabrutinib (Calquence®, ACP-196) Bifg
9 6epe3nHs 2022 poKy, aHTJIIHCHKOI0 MOBOIO

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

Ne 545 Big 19.05.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«Pangomi3zoBaHe, mojBiliHe-ciine, rianebo KOHTPO/bOBaHe, 0araToleHTpPOBe [OCTi/PKeHHs (a3 3 3
OLIiHKM OeHZaMyCTUHY Ta puTykcuMa0y (BR) okpeMo y mopiBHsIHHI 3 iX KOMOiHaI[i€r0 3 akasabpyTHHiO0OM
(ACP 196) y nailieHTiB 3 MaHTIMHOKJIITUHHOI /1iM(OMOIO, SIKi paHillle He OTPUMYBaIM JIKyBaHHS»,
ACE-LY-308, 3 iHKopriopoBaHo0 nonpaskoro, Bepcis 3.0 Big 08 yepsHsa 2020 poky

3asaBHUK, KpaiHa

TOB «Cineoc Xesnc YkpaiHa»

CnoHcop, KpaiHa

Acerta Pharma BV, Higepnanau

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.11.2022 Ne 2152

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa BiJTIOBiJJa/IbHOTO MAOC/IIZIHUKA y MICILi TIpPOBe/IeHHsST K/IiHIYHOTO BUIPOOYBaHHS Ta 3MiHa Ha3BU

MiCIIs POBE/IEHHsI K/TiHIUHOTO BUNTPOOYBaHHS:

Byso

Crano

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

HepxaBHa ycrtaHoBa «HallioHanbHUM HayKOBUA
LeHTp «lHCTUTYT Kapgiosnorii iMeHi akazjemika
M.O. Crpaxecka» HamionanbHoi akagemii
MeJUYHUX HayK YKpaiHW, Bifi[ji1 HEKOPOHAPHUX
xBOpOO cepiist Ta peBmarosiorii, M. Kuis

K.M.H. Aziapiues B.B.

[HepxaBHa ycrtaHoBa «HallioHanbHHM HayKOBUM
LeHTp «IHCcTMTYT Kapgiosorii, KiiHIYHOI Ta
pereHepaTMBHOI MeJWI[MHM iMeHi akajeMika
M.[. Crpaxecka» HaujioHanbHol — akazeMii
MeIUYHUX HayK YKpainm», BiIIiIeHHS
HEKODOHAapHUX XBOPOO cepLs, peBMarosiorii Ta
Tepamnii, M. K1iB

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

Ne 1468 Big 21.11.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PaHgomizoBaHe, nozgitiHe cnine gocmimkenHs, 111 dasu, Ay NMOpiBHSAHHS TiperapaTy YmMaJal[uTUHIO
(ABT-494) 3 nyiatie6o Ta 3 afianiMmymMaboMm y Malji€HTiB 3 aKTUBHUM TICOPiaTUYHHUM apTPUTOM, SIKi MatOTh B
aHaMHe3i HeaJIeKBaTHY BiJMOBib TpUHAWMHI Ha OAWH HebioMoTiuHMK XBOpPOOO-MOgUMIKYHOUNi
npotupeBMatuuHuii npenapar (XMIIPIT) — SELECT - PsA 1», M15-572, 3 iHKOpropoBaHUMH
aZMiHicTpaTMBHUMHM 3MiHamu 1, 2, 3, 4, 5, 6 [ans ['onkonry (Kurait)], 7 i 8 Ta ITonpaBkamu 1, 1.01 (ans
VHP kpain) 2, 3, 4, 5, 6 Ta 7 (a5 Bcix kpaiH kpim fAnowii) Big 30 ciuns 2021 poky

3asgBHUK, KpaiHa

«E66Bi BiodapmacktoTikan3 I'm6X», IlIBetitapis
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CrioHcop, KpaiHa AbbVie Inc., USA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. reHepa/ibHOT0 JHpeKTOpa
dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




HopnaTok 22

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

[Hdpopmariisi ansg maijieHta Ta iHpopMoBaHa 3roJla Ha y4YacTb y HAyKOBOMY [IOCJIi/PKeHHI Ta
Heo0OB’SI3KOBOMY AOC/Ti/pKeHHi, Bepcist 5.0 s Ykpainu Big 05 >koBTHs 2022 pOKy, YKpaiHCBKOIO Ta
pociticekoro MoBamu; IH(oOpMalliiiHUiA TUCT Talji€eHTa CTOCOBHO [Iiii B ymMoBax naHeMii (Takoi sk COVID-
19) abo iHIMX Ba)KIMBUX TIOJiH, sIKi BIUIMBAIOTh HA y4acCThb Yy JOC/imKeHHi [[HpopmaliiHuii ucT Asst
yuaCHMKA KJIiHIiYHOro BUIIPoOyBaHHs], Bepcist 2.0 ayia Ykpainu Big 15 cepriast 2022 poky, yKpaiHChKOIO Ta
POCiMCbKOI0 MOBaMU

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

Ne 2237 Big 18.10.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomizoBane mozBiliHe crime TUIarie00-KOHTPOBOBaHE JOCTIMKeHHS 3 (a3 3 BHUBUEHHS
HaBIiTOK/IaKCY B TIOEAHAHHI 3 PYKCOJIITUHIOOM TOPiBHSHO 3 DYKCOMITHHIOOM Yy mMalfieHTiB i3
Mmiesnodibpozom (TRANSFORM-1)», M16-191, Bepcis 6.0 Big 31 6epe3ns 2022 poky

3asiBHUK, KpaiHa

«E66Bi BiodapmacbtoTikan3z 'M6X», IlIBeiiiapis

CnoHcop, KpaiHa

«E66Bi Ink», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




HonmaTok 23

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

I'nobanmpHa bporypa gocnigavka Begosizymab (MLNO0002), Buganusa 26 Big 18 numHs 2022 poky,
AHTTICHKOK MOBOIO; 3MiHa Ha3BU MiCIIsl TPOBeZieHHs] BUMIPOOYBaHHSI:

Bbyno Crasno
n.M.H. I'ocriopapcbkuit 1.51. n.M.H. I'ocniogapcebkwmii 1.41.
KomyHaneHui 3aknag TepHomiibcbKoi obsacHoi | KomyHanbHe HeKOMepLliliHe MiANPUEMCTBO
pagu «TepHoriNbCbKa yHiBepcuTeTCchKa | «TepHominbcbka 06nacHa  KITiHIYHA — JTiKapHSI»
nikapHsi», Ob/acHUl 1[eHTP racTpoeHTepoJiorii 3 | TepHoMiIbCbKOI 061acHOI pagu, O6MacHUM 1]eHTp
rernaTosiorieto, M. TepHOMiIb racTPOEeHTEepOJIOril 3 renaroJioriero, M. TepHOMib

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

Ne 403 Big 04.05.2016

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«Bigkpure pocmimkenHs ¢a3u 3b Aa9 OLHKA [JJOBFOCTPOKOBOI 6e3rmeuHocTi Ta e(heKTUBHOCTI
BeZI0Ti3yMaly [jisl Mi[IIKipHOTO BBEe/IEHHS y TIALIEHTIB 3 BUPA3KOBUM KOJTOM Ta XBopoboro Kpona» ,
MLN0002SC-3030, inkopriopoBanuii monpaekoro 10 Bizg 20 >koBTHs 2020 poky

3asiBHUK, KpaiHa

ITignpuemcTBo 3 100% iHo3emHor0 iHBecTuLicro «AMK'FOBIA PIIC YkpaiHa»

CrioHcop, KpaiHa

«Takena HesenonmeHt Centep FOpon JIth.» (Takeda Development Centre Europe Ltd.), CnonyueHe
KOpOJIiBCTBO

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepasbHOro JUpeKTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUX




Hopartox 24

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

HoroBHenHsi 1 go ®opmu indpopmoBaHoi 3roau Ans mocrimkeHHss WA21493/ACT4422g y 3B’S3Ky 3
KpH30BOIO cuTyalieo B YkpaiHi, Bepcis V2.0UKR(uk)1.0 Big 11 >xoBTHs 2022 poKy, mepeksaj
yKpaiHCbKOI0 MOBOIO Bif, 19 >koBTHs1 2022 poky; [doroBHeHHsi 1 10 Popmu iHdopMoBaHOI 3roiu Ajst
nociimkeHHss WA21493/ACT4422g y 3B’s13Ky 3 KPU30BOIO CUTYyalli€lo B YKpaiHi, Bepcisi V2.0UKR(ru)1.0
Biz 11 >koBTHs1 2022 poKy, nepek/aj poCiiicbKOr MOBOIO Bifi 19 >xoBTHs 2022 poky

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

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararorieHTpoBe, paHZOMi30BaHe YaCTKOBO CJlile JOC/i/)KeHHs Y IapajenbHux rpynax asu II,
KOHTPOJIbOBaHe 110 11arie60 Ta ABoHeKCy®, /i1 BU3HAUeHHS [J03yBaHHS 3 METOI0 OLIIHKUA e()eKTUBHOCTI,
1110 BUMIDIOETBCS 3a ypa)kKeHHSIMU TOJIOBHOTO MO3KY 3a gornomMororo MPT, Ta 6e3neyHocTi 1BOX [J03yBaHb
okpenizymaOy /sl Talli€eHTiB, 10 cTpaxzgarote Ha PPPC», WA21493/ACT4422g, Bepcis L Big
18 niucronaza 2021 poky

3asiBHUK, KpaiHa

ITignpuemctBo 3 100% iHo3emHor0 iHBecTHLiero «AVIK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

®. Xoddman-JIa Pomui JItg (Hoffmann-La Roche Ltd), [lIBeiiiiapis

CynyTHi
Marepianu/rperiapatu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa
dapMaLieBTUYHOI'0 AUPEKTOPATy

Isan 3A/IBOPHUX



HonmaTok 25

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

IMToripaBka 5 10 [locke AocmimpKyBaHOTo Jjikapcbkoro 3acoby SEP-363856, Big 12 >koBTHs 2022 pokKy,
AHTTIMCPKOI0 MOBOI; TIOJIOB)KEHHSI TepMiHy TMpPHUAATHOCTI JOCTiPKyBaHOTO JIiKAPCHKOTO 3acoly
SEP-363856, Tabnetku, 50 mr, 75 mr ta 100 mr o 60 MicsI(iB; MOJOBXXe€HHS TEPMiHY NPUIATHOCTI
BifmoBigHOTO T1a11e00 /10 AOCTipKyBaHOTO JTikapchKoro 3aco0y SEP-363856 fo 72 micsiiB

Howmep Ta gaTa Hakasy
MO3 wop0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

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

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCis Ta jara

«BigkpuTe po3impeHe AOC/TiIPKeHHS [171s1 OL[iHKK 0e3reuHOCTi Ta rmepeHocuMocTi rperapaty SEP-363856
y maijieHTiB i3 mm3odpeHiero», SEP361-303, Bepcis 3.01 3 iHKOPNOpPOBaHOI HECYTTEBOIO IMOIPABKOIO
2.00 Big 25 ciyns 2021 poky;

«PaHgomizoBaHe, moABiliHe crine, MIaleb0-KOHTPO/IbOBaHe, OaraTOIleHTPOBE JOC/I/PKEHHS, IO
MPOBOAUTLCS B Mapasie/lbHUX Tpymax, i3 3aCTOCyBaHHSIM (pikCOBaHMX /03 [Jisi OL[iHKHA e(eKTUBHOCTI Ta
6e3neuHocTi nipenapaty SEP-363856 y matieHTiB i3 mm3odpeHiero y rocTpoMy NCUXOTUUHOMY eIli30fi»,
SEP361-301, Bepcia 4.00 3 iHKopmopoBaHOK CyTTeBOX mnornpaBkor 3.00 Bixg 26 ciuna 2021 poky;
«PangomizoBaHe, moABiliHe crine, MJIaleb0-KOHTPO/IbOBaHe, OaraTOIleHTPOBE JOC/Ii/PKEHHS, IO
MPOBOAUTLCS B Mapasie/bHUX TpyMax, i3 3aCTOCyBaHHSIM (pikCOBaHMX /03 [Jisi OL[iHKKA e(eKTUBHOCTI Ta
6e3neunHocTi niperapaty SEP-363856 y matiieHTiB i3 mm3odpeHieto y rocTpoMy NCUXOTUUHOMY eIli30fi»,
SEP361-302, Bepcisa 3.00 3 iHKOpnopoBaHOw CyTTeBO nonpaskoro 2.00 Bix 26 ciuna 2021 poky

3asaBHUK, KpaiHa

ITignpuemcrso 3 100% iHo3emHoto iHBecTHIiel0 «AVMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®@apmackroTikasc IHK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. reHepasbHOro JUpeKTopa
dapManieBTUYHOI'0 ANPEKTOpaTy

IBan 3A/IBOPHUMX



HonaTok 26

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

bpomypa gocnignuka VIR-2218, Buganus 4 Big 27 TpaBHa 2022 p., aHI/IiMCBKOIO MOBORO; bpolrypa
nocnignvka VIR-3434, Buganns 2 Big 25 TpaBHs 2022 p., aHrJilicbkkoro MoBoto; Jomatok 1 Bijg 17 uepBHs
2022 p. po bpomypu gocnignvka VIR-2218, Buganus 4 Bifg 27 tpaBHa 2022 p., aHIJIIMCBKOK MOBOIO;
Hocwe pocnimkyBaHoro mikapcekoro 3acoby VIR-2218, Bepcis 7.0 Big 27 TpaBHs 2022 p., aHT/TiMCHKOIO
MoBo10; [locke aocmimpKyBaHOro Jiikapcbkoro 3acoby VIR-3434, Bepcis 6 Bixm 30 uepBHsi 2022 p.,
aHTTINCHKOI0 MOBOIO; [To/IOBXKEeHHSI TepMiHY MPHAATHOCTI AOCTiPKyBaHOTO JiKapchbKoro 3acody VIR-
2218 pno 60 micsauiB; [TofoB)XeHHSI TepMiHY NPUAATHOCTI JOCTIIPKYBAHOTO JIIKAPCHKOTO
3acoby VIR-3434 mo 42 wmicsaniB; VIR-2218-1006 (mocnigxenns MARCH) OcHoBHa
Indopmariist asis1 natjienrta Ta ¢popma iHPOpMOBaHOI 3ro/iM, aHITiMCEKOK MOBOIO /it YKpaiHu, Bepcist 7.0
Big 19 BepecHs 2022 p. Ha OCHOBiI Mi>kHapozHOI 6a30B0i PI3 /7151 0OCHOBHOTO OC/TiKeHHs, Bepcist 7.0 Bif
30 uepBHs 2022 p.; VIR-2218-1006 (mocnimxenHs MARCH) OcHoBHa [HdopMallisi fi1s TaijieHTa Ta
¢dbopma iHdhopmoBaHOI 3rofu, YKpaiHCbKOO MOBOMO AJis1 YKpaiHu, Bepcis 7.0 Big 19 BepecHst 2022 p. Ha
OCHOBI Mi>kHapoHOi 6a3oBoi ®I3 i ocHOBHOTO AocmigxeHHs:, Bepcis 7.0 Big 30 uepsHs 2022 p.; VIR-
2218-1006 (gocnimkenHss MARCH) OcHoBHa [Hdopmatiisi a5 naijieHTa Ta ¢dopma iHdbopmoBaHoi 3rou,
poCilicbKOI0 MOBOIO /i1 YKpainu, Bepcist 7.0 Big 19 BepecHst 2022 p. Ha ocHOBi Mi>kHapoHOT 6a30Boi @13
JL7Is OCHOBHOTO flociiykeHHs, Bepcist 7.0 Big 30 uepBHs 2022 p.; VIR-2218-1006 (mocnimkenns MARCH)
Indopmariisi s marfienta Ta dopma iHhbopMoBaHOi 3roay Ha 30ip Z@HMX TPO BariTHY MAalliEHTKY abo
BariTHy MapTHEPKY MaljieHTa Ta HOBOHAPO/KeHY AUTUHY / HEMOBJIS, aHTJIiiCbKOK MOBOIO JJi1 YKpaiHu,
Bepcisg 6.0 Bim 19 BepecHs 2022 p., Ha OCHOBi Mi>kHapojaHOi 06a30Boi ®I3 Ha pPO3KPUTTS JAHUX TIPO
BariTHicTb, Bepcis 6.0 Big 30 uepBHsA 2022 p.; VIR-2218-1006 (mocnimxenus MARCH)
Indopmariisi s marfienta Ta dbopma iHhbopMoBaHOi 3roau Ha 30ip Z@HMX TPO BariTHY MAalliEHTKY abo
BariTHy IMapTHepKy Malji€eHTa Ta HOBOHAPO/ KeHy AUTUHY / HeMOBJIS, YKPAalHCbKOI0 MOBOMO /ISl YKpaiHy,
Bepcisg 6.0 Bim 19 BepecHs 2022 p., Ha OCHOBi Mi>kHapojaHOi 06a30Boi @®I3 Ha pPO3KPUTTS JAHUX TIPO
BariTHicTb, Bepcis 6.0 Big 30 uepBHst 2022 p.; VIR-2218-1006 (mocnimkenns MARCH) Indopwmariis asis
natjiedTa Ta ¢opma iHdopmMoBaHOi 3rou Ha 30ip Zl@HKX TPO BariTHY MallieHTKy abo BariTHy NapTHepKYy
naiieHTa Ta HOBOHApO/ KeHY AWTHHY / HEMOBJIs, POCIHCHKOK MOBOIO A/l YKpainu, Bepcig 6.0 Bix 19
BepecHst 2022 p., Ha OCHOBi Mi>kHapozHOi 6a30B0i ®I3 Ha PO3KPUTTS JaHKX TIPO BariTHICTk, Bepcis 6.0 Bix
30 uepBHs 2022 p.
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Howmep Ta fara Haka3zy Ne 1586 Biz 29.07.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOTO «docrimkenns $a3u 2 Ajis Ol[iHKA 0e31eYHOCTi, TTepeHOCUMOCTI Ta edeKTUBHOCTI KOMObiHaIlil rpernapaTiB

BUTIPOOYBaHHs, KOZ, VIR-2218 i VIR-3434 y maijieHTiB i3 XpOHIYHUM BipycHUM renaturoM B» , VIR-2218-1006, nouaTkoBa

BepCisi Ta jjara Bepcis Bix 12 motoro 2021 p.

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianopizanbhicTio «KoHTpakTHO-ocmiguunbka Oprani3aiiis IHHOdapm-
YKpaiHa»

CrioHcop, KpaiHa «Bip bioteknonomxu, Ink.» (Vir Biotechnology, Inc.), United States

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepartii

B.o. reHepa/ibHOTO JUpeKTOpa
dapMaleBTUUHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 27

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gocnigarka CNTO1959 (guselkumab), Buganns 14 Biz 29.08.2022 p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Ne 2110 Big 16.09.2020

Has3sa k/tiHiuHOor0
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHZOMi30BaHe, TMO/BiliHe Cirne, TUalebo KOHTPOIbOBaHe, B TapaselbHUX TpPyrax
KJIiHiUHe JOCTi[pKeHHs1 TrycelbkyMaby y TallieHTiB 3 akTMBHMM BOBYaKOBUM He(pUTOM»,
CNTO1959LUN2001, 3 nonpaskoro 4 Bif 24.05.2022 p.

3asiBHUK, KpaiHa

«THCCEH ®APMAILIEBTUKA HB», benbris

CnoHcop, KpaiHa

«AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi
Marepianu/mpernaparu
CYTyTHBOI Tepamnil

B.o. reHepa/sIbHOr0 JUPEKTOpPa

dapManeBTUYHOI'0 ANPEKTOpaTy

Isan 3A/IBOPHUX




HonaTok 28

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBneHa Oporrypa gociigHuKa 3 mpernapaty Ksusaptuni6, Bepcisi 16.0 Big 08 ceprmus 2022 poky;
CranpaptHa (opma iHbopMoBaHOi 3rou A/ YKpaiHU aHT/Iiiicbkor MoBoto, Bepcisi 10.0 Big 12 BepecHs
2022 poky; CranzaptHa (opma iHbopMoBaHOT 3rofu st YKpaiHU aHTJIiicbKor MoBoto, Bepcis 10.0 Bix
12 BepecuHs 2022 poky, mepek/aaZleHO Ha yKpaiHCbKy MOBY g YkpaiHu 03 xoBTHs 2022 poky;
CranpgaptHa opma iHbopMoBaHOI 3rofu Ayt YKpaiHU aHT/IilCchKO0 MOBORO, Bepcisi 10.0 Big 12 BepecHs
2022 poky, nepek/aa/ieHo Ha POCiiChbKy MOBY A1t YKpainu 03 >koBTHs 2022 poky

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

Ne 423 Big 12.04.2017

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«[TogBitine cytine, TUIale00-KOHTPOBLOBAaHE AOCTIHKeHHST (a3 3 [yii BUBUYEHHs 3aCTOCYBaHHS
KBU3apTHHIOy y TO€AHAHHI 3 iHAYKLIWHOI i KOHCOJiJALiiHOI XiMiOTepari€l, a TakKoX y BWIVISAL
MpOZOBXKEeHHs Tepamil y mnauieHTiB BikoM Bif 18 o 75 pokiB i3 Brepuie BussieHuMm FLT3-ITD-
MO3UTHUBHOI TOCTpPor0 MienoiaHoto nelikemiero (QUANTUM First)», AC220-A-U302, Bepcis 7.0 Big 26
TpaBHS 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeKeHO0 BifnosiganeHicTIO «JIABKOPIT K/TIHIKAJT JEBEJIOTIMEHT YKPATHA»

CnoHcop, KpaiHa

Hatiiui CaHkio, IHk., [Daiichi Sankyo, Inc.], Crionyueni IllTat AMepyKu

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. reHepasbHOro JUpeKTopa

dapmarneBTUUHOIr0 AUPEKTOpaTy

IBan 3A/IBOPHUMX




Honatok 29

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

28.11.2022 Ne 2152

InenTudikallis cyTreBoi 3MiHa Ha3BM MiClis TIPOBe/IeHHs KJIiHIYHOTO BUTTPOOYBAHHS:
TIOIPaBKU byno Crano
n.M.H. 'ocriogapcekuii 1.5. n.M.H. 'ocnogapcekmit 1.41.
KomyHanbHe ~— HekoMmepuiiiHe — mianpueMctBo | KomyHanbHe HeKoMeplliliHe MiATIPUEMCTBO

«TepHoriIbCbKa ~ YHiBepCUTETCbKA  JIiKapHs» | « TepHOMiibcbka 00/lacHa  KITiHIYHA  JTiKapHSI»
TepHominbcbkoi  obmacHoi  paau, O6nacHuii | TepHOITIBCHKOI 061acHOi paau, Ob6acHUM L[EHTP
LIeHTP TracTpOeHTepo/orili 3  TrenaroJIoTi€lo, | raCTpOeHTepoJIOrii 3 rernaToJIori€lo,
racTpPOeHTEepOJIOTIYHe BifiJieHHs1, M. TepHOIIb | raCTPOeHTepPOJIOTiuHe BiJlijieHHs, M. TepHOIi/b

Howmep 1a faTa Hakasy Ne 1849 Big 11.08.2020

MO3 o0 3aTBepAKeHHS

K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «JocnimkeHHs PUTTMHEHHs Tepariii amiHocasiuiataMu Mpu HeakTHBHiNM xBopobi Kpona (STATIC):
BUTIPOOYBaHHS, KO/, paH/IoMi30BaHe, BiIKpUTe AOC/i/pKeHHsT He MeHIIoi edekTrBHOCTI», RP1610, monpaBka 03 (Non-UK) Bix
BepCisi Ta jara 02 >xoBTHs 2020 p.

3asiBHUK, KpaiHa TOB «biomanac», YKpaina

CrioHcop, KpaiHa AnimenTiB, IHk./Alimentiv Inc., Kanaga

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3MiHa Ha3BM MiCL MPOBeIeHHs K/IIHIYHOTO JOC/II)KeHHS:

Byso Crano

K.M.H. TpyxiH [I.B. K.M.H. TpyxiH [I.B.

KomyHanbHa yctaHoBa «Opecekuit obsacHuii | KomyHanibHe HeKoMepLliliHe MiATIPUEMCTBO

OHKOJIOTIYHMM [WCIaHCep», CTalioHap AeHHOro | «OpecbKui perioHaabHUN KJ/TiHIUHUN

niepeOyBaHHs JUCITaHCePHO-TIOJK/TIHIYHOTO | TIPOTUITYX/IMHHUE ~ 11eHTp»  Ogecbkoi  obacHoi

BigmisienHs, M. Ogeca panu, cTaLjiioHap JIEHHOT' 0 nepeOyBaHHs
JUCTIAHCEPHO-TIOJIK/TIHIYHOTO  BiJIIi/IeHHS, M.
Opeca

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

Ne 1808 Big 04.10.2018

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHSI, KO/,
BepCid Ta JjaTta

«PaHgomi3oBaHe, TIOABIMHO cJlifle, TUIAIe00-KOHTPO/ILOBAHE OCTIHKEHHS 3 BiKPUTHM T10/abIINM
eTarioM 3 OL[iHKKA e(heKTUBHOCTI Ta 0e3MevHOCTi 3aCTOCYBaHHsI Tperapary aBaTpoMOormar y JiKyBaHHi
TpOMOOLUTOIIEHil, BWK/IMKAaHOI XimioTepari€to, y TAI[ieHTiB i3 HEreMaTOJOTiUHUMU 3JI0SKiCHUMHU
MyXJIMHaMU B aKTUBHiN popmi», AVA-CIT-330, pepakuis 2.0 / morpaBka 1 Big 04 kBitHst 2019 p.

3asiBHUK, KpalHa

TOBAPHMCTBO 3 OBMEXXEHOTO BIATIOBIZTIAJIBHICTIO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«Co06i Inkopriopeiiten» [Sobi, Inc.], CIIIA

CynyTHi
Marepianu/rpernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/bHOr0 JUPEKTOpa

dapmaineBTUUHOr0 ApPeKTopary

Isan 3A/IBOPHUX




Hopnatok 31

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

28.11.2022 Ne 2152

InenTudikallis cyTreBoi JIuct-po3’scHenHs Big 06 >xoBTHs 2022 poKy [0 TIPOTOKOJY KiiHiuHoro BumnpoOyBanHs TARA-002-101,

TI0IpaBKU Bepcis 2.0 Bix 23 uepBHs 2022 poKy, aHT/1iliCbKOK MOBOIO

Howmep Ta gata Hakazy Ne 1753 Biz 29.09.2022

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kiHiuHOrO «®a3a la/b, BigkpuTe AOC/IPKEHHS 3 TOIIYKY ONTUMAAbHOI Z03U 3 METO OI[iHKM 0e3MeyHoCTi i

BUIIPOOYBaHHs, KO/, TOKCUYHOCTI iHCTW/ALiN ceuoBoro Mixypa mpernapatoM TARA-002 y mopociux maLlji€HTiB i3 M'S30BO-

BepcCis Ta jara HeiHBa3MBHUM PakOM CeUOBOI'0 MiXypa BUCOKOIO CTymeHs 3/105KicHOCTi», TARA-002-101, Bepcisa 2.0 Bif,
23 yepsHs 2022 poky

3asBHUK, KpaiHa TOB «APEHCIA EKCIIVIOPATOPI MEIICIH», Ykpaina

CrioHcop, KpaiHa [Tporapa Tepan'toTikc, IHK. [Protara Therapeutics, Inc.], United States of America

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. resHepanbHOro JjUpeKrTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HopnaTok 32

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOB/IEHHH MPOTOKO/ KiiHiuHOro BUrpoOyBaHHS GS-US-418-4279, nonpaeka 6 Bix 09 Bepechs 2022
POKY aHT/IiIMCbKOI MOBO; Bpoliypa focsiiHuKa oC/TiiKyBaHOro Jlikapcbkoro 3acoby ®inroriHio (GS-
6034), Buganus 17 Big 15 munHs 2022 poKy aHIVIiKCHKOI0 MOBOK)

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

Ne 211 Big 07.02.2018

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, TMO/BiMHO-CITiMe, T/1alle00-KOHTPO/IbOBaHe JOCTIHKeHHsT (a3 2 A1 OL[iHKH
TeCTUKYJ/IIPHOI  Oe3meuHocTi  ¢inroriHiOy B J0OpPOC/IMX UOJOBIKIB i3 aKTUBHUMM 3amajbHUMU
3aXBOPIOBAHHSIMU KHWILKIBHMKA BiJi MOMIPDHOTO [0 BaXKOro CTYMNEeHK TsDKKOCTI», GS-US-418-4279,
nonpaska 5 Bif 27 uepBHs 2022 poky

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIOZAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

Galapagos NV, Benbris

CynyTHi
MaTepianu/ripernapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 JUPEKTOpa

dapmaineBTHYHOr0 AUpPeKToparTy

Isan 3A/IBOPHUX




Honatok 33

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

28.11.2022 Ne 2152

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoBeHuii poTokos KiaiHiuHoro BumnpoOyBanHst XPF-008-201, Bepcisi 6.0 Bix 05 cepriast 2022 poky,
aHTTIMCHKOI0 MOBOIO; 3aranbHa Opomrypa gociigauka XEN1101, Bepcist 6.0 Big 04 ceprus 2022 poky,
aHrJiicbkor MoBow; IHdopmatiis A natienta Ta @opma iHpopmoBaHoi 3roau, Aas YKpainu, Bepcis 4.0
BiJ 22 BepecHs 2022 poky, Ha ocHOBi maiictep ITI®I3, Bepcis Bif 12 BepecHs 2022 poKy, aHIVIIKCHKOIO Ta
yKpaiHcbkoro moBamu; [ogatok Ao Indopmauii s mauiedta Ta ®@opmu iHdopmoBaHOI 3rofu, AJis
Ykpainy, Bepcig 4.0 Big 22 BepecHsi 2022 poky, Ha ocHOBI Mmaiictep II1®DI3, Bepcis Bifg 12 BepecHs
2022 poKy, aHT/iMCbKOIO Ta yKpaiHCbKOK MoBamy; [IpofoB)KeHHs TepMiHy MpOBeAeHHsl K/IiHiYHOTrO
BUIPOOYBaHHA B YKpaiHi Ta B yciX KpaiHaX, /e TIPOBOJUTHCS KJiHiUHe BUIIPOOyBaHHS /0 5 POKiB 6
Mics1iB; 3MiHa MicCIlsl MPOBeIeHHs K/IiIHIYHOTO BUITPOOYBaHHS:

Bbyno Crasno
K.M.H. Xapuyk C.M. K.M.H. Xapuyk C.M.
MeauuHuii 1]eHTp TOBapucCTBa 3 OOMeEXXeHO | MeaWuHW 1]eHTP TOBapuCTBa 3 OOMEXEHOI
Bi/ITIOBIJa/TbHICTIO «I"apmoHisg Kpacu», | BiATIOBiAABHICTIO «ApeHcis Excruioparopi
BiZilisIeHHs K/TIHIYHUX JOCTiIKeHb, M. KHUiB Mepicin», BifJia KJIIHIYHUX J0C/TipKeHb, M. KuiB

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

Ne 1924 Big 21.08.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«PaHgomi3oBaHe, To/BiliHe-cTiITe, MIaleb0-KOHTPO/IbOBaHe, OaraTolleHTPOBe AOC/i/PKEeHHS /IS OL[iHKA
6e3neku, mepeHocumocTi Ta edektuBHOCTi mperiapaty XEN1101 B sikocTi AomoMikHOI Tepamii mpu
erisericii 3 ¢okaapHUM 7e0I0TOM, 3 BiAKPHUTOIO MOZOBKeHOH (a3zoro», XPF-008-201, Bepcisi 5.0 Bix
02 xBiTHA 2022 poKy

3asiBHUK, KpalHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina




2 MPOJOBXXEeHHS fojaTka 33

CrioHcop, KpaiHa Kcenon ®@apmac'totikan3 Iak., Kanaga/ Xenon Pharmaceuticals Inc., Canada

CynyTHi —
Marepianu/mpernaparu
CYIYTHBOI Tepamnii
B.o. reHepa/ibHOT0 JHpeKTOpa

dapMaleBTUYHOI0 JUPEKTOPATy IBan 3A/IBOPHUX




Honatok 34

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

28.11.2022 Ne 2152

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJ/IeHUI TIPOTOKO/ KTiHiYHOrO BUIpoOyBaHHS M12-914 3 iHKOprOpoBaHMMH AMiHiCTPaTUBHUMM
3MiHamHu 1, 2, 3, 4 Ta 5 i nonpaBkamu 1, 2, 3, 4 Ta 5 Bizg 06 ceprias 2022 poky; [Hdopmaliisi a5 natjieHTa
Ta iH(popMOBaHa 3rojila Ha y4acTb y HayKOBOMY AOCIi[pKeHHi, Bepcis 8.0 o Ykpainu Big 07 BepecHs
2022 poKy, YKpaiHCbKOIO Ta pOCilicbKOor MoBamy; IH(opmalliiiHuii TUCT MaljieHTa CTOCOBHO il B yMOBax
na"gemil (takoi sk COVID-19) abo iHINMX BaXXK/TUBUX TIO/iH, sIKi BIUIMBAIOTh Ha y4acCThb Y AOCTiPKeHHI
[THopMaLitiHMii TUCT A1 yYacHHKA KiliHigHOTro BUNpoOyBaHHs], Bepcis 2.0 ans YKpainu Big 15 cepriHs
2022 poKy, YKpaiHCbKOIO Ta POCiKCbKOK MOBaMU

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

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«PanziomizoBaHe 11aieb0 -KOHTPOJIbOBaHe A0C/iKeHHs (ba3u 3 KapOoruiaTUHY Ta nakmitakceny 3 ITTAPII
inribiTopom Beminmapubom Ta 6e3 ITAPII inribitopy Beninapudy (ABT-888) mpu HER2-HeraTuBHOMY
MeTacTaTUUHOMY abo0 JIOKaIbHO ToIMpeHoMy HeoriepabesibHoMy BRCA-acoljifioBaHOMy paky MOJIOUHOI
3a7103u», M12-914 | 3 iHKOpriopoBaHUMU AIMiHICTpaTUBHUMU 3MiHamu 1, 2 , 3 Ta 4 i monpaBkamu 1, 2, 3
Ta 4 Big 23 nunHg 2020 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacktoTikans I'm6X», I1IBetitjapis

CnoHcop, KpaiHa

AbbVie Inc., CIIIA

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/IbHOI0 AMPEKTOpPa

dapmaneBTUYHOr0 ANPEKTOPATy

Isan 3A/IBOPHUX




