Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnHoBnieHuii mpoTokon KiiHiyHoro pochimkeHHss NORM-01, Bepcis 04 Big 23 cepmus 2021 poky,
aHIJIIMCBKOK0 MOBO; bpomrypa pocnifHuka, mpernapatr HetoHopMm, BupanHa 02 Big 29 nmcronaza
2021 poky, aHIJIiHCBKOK MOBOM; IHbopMariiiHuii mcToK i dopma iHpopMoBaHOI 3roau st OATHKIB
naljieHTa, Bepcis a1 Ykpainu 4.0 Bif 14 rpygus 2021 poky, yKpaiHCBKORO Ta pOCIMCbKOH0 MOBaMU

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

Ne 1773 Bif 20.08.2021

Has3sa kiiniuHoro
BUTIPOOYBaHHS, KO/,

«[TpocrieKTUBHEe BiJIKpUTe HeMOpPiBHs/IbHe OaratoueHTpoBe focmipkeHHs III ¢a3u g1 ouiHKK
(hapMakKOKiHeTUKH, e(heKTUBHOCTI, MEPEHOCUMOCTi Ta 0e3MeuyHOCTi mperapatry iMyHOr/IO0y/TiH JTFOAUHU

Bepcis Ta jara I migwkipHoro  BBefleHHs  (HbioHOpM) y  mallieHTiB i3 MNEepBUHHUMM  IMyHOZe(ilIUTHUMHU
3axBoproBaHHsAMKW», NORM-01, Bepcis 03 Big 05 TpaBHs 2021 poky

3asgBHUK, KpaiHa TOB «IIpem’ep Pecepu Ykpaina»

CrnioHcop, KpaiHa «OkTracdapma ®dapmaljeBTHKa ITpoaykrioHcl ec M.0.X» (Octapharma Pharmazeutika

Produktionsges.m.b.H.), ABcTpis

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

Hocwe pocmimkyBaHoro Jikapcekoro 3acoby BGB-A1217 (Ouunepnimab (Ociperlimab), Bepcis 3.2 Big
11 muctonaza 2021 poky aHr/IiMCHKOI0 MOBOO; [IoChe JOCTipKyBaHOTo JlikapchKoro 3acody BGB-A317
(Tucnenizymab (Tislelizumab), Bepcist 2.0 Big 10 muctomnaza 2021 poky aHT/IiMCEKO0 MOBOO; 3ay4eHHs
JIOJATKOBUX BHUPOOHUKIB /IS /IOC/Ii/PKYBAaHOTO JiKapchkoro 3acoby BGB-A1217 (Ouunepsimab
(Ociperlimab)), koHueHTpaT Ansi po3uuHy s iHQYy3ii, 20 mimirpam/mininitp: BeiGene Guangzhou
Biologics Manufacturing Co., Ltd., KuTaii; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
PTE Ltd., Cinramyp; 3anyueHHs AOZATKOBHUX BHUPOOHUKIB [/Is ZOCTiPKyBaHOTO JIiKapChKOTO 3acoly
Tucnenizymab (Tislelizumab) (BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB), KoHI|eHTpaT Ajist
po3uunny A7s iHdys3il, 10 minirpam/mininitp: Fisher Clinical Services Inc., CIIA; Fisher Clinical Services
PTE Ltd., Cinranyp; ITogoBkeHHsI TepMiHy TIPHAATHOCTI ZOC/iZKyBaHOTO JiikapchbKoro 3acody BGB-
A1217 (Onunepnimab (Ociperlimab)), kKoHIeHTpaT A/si po3uuHy Ans iHby3ii, 20 Migirpam/MinimiTp, 3
18 mo 24 wmicsuiB; ITogoBXKeHHS TepMiHY TIPUJATHOCTI IOC/I/PKYBAaHOTO JIiKApChKOTO —3aco0y
Tucnenizymab (Tislelizumab) (BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB), KoHLeHTpaT Ajis
po3uuHy /s iHdy3ii, 10 migirpam/mimnisitp, 3 30 g0 36 MicsLliB

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

Ne 1265 Bif 23.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«docnimkenHs: ¢asu 2 3 BUBUEeHHS edekTHBHOCTI Ta OesmeuHocti Twucnenizymaby (BGB-A317),
MOHOKJ/IOHa/IbHOrO aHtuTtiia g0 PD-1, y moepnanHi 3 mperapatom BGB-A1217, MOHOK/IOHa/JIbHUM
a"tutiiom 10 TIGIT, abo 6e3 HLOTrO B MALIEHTOK 3 PELUJVBYIOUMM ab0 MeTaCTaTUYHUM PaKOM IIHUHKH
MaTKW, fKi paHillle OTpUMYyBa/M JIIKyBaHHA 3 [PMBOAY [aHOI0 3axBoproBaHHs», BGB-A317-A1217-202,
Bepcis 0.0 Bix 04 BepecHs 2020 poky




2

TIPO/IOB)KEHHSI [jo/laTKa 2

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO
ACCOYIIMENTC YKPATHA» (TOB «®PPA YKPAIHA»)

«DAPMACBIOTIKAJI PICEPY

CnoHcop, KpaiHa

BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBneHi cektii [locke AocmimpKyBaHOro Jiikapcbkoro 3aco0y: Cekiisi «Berym» (approved on 06-Dec-
2021); Cexuii g Cy6craniii Avibactam Sodium: S.2.1 «Bupobnuk (-u)» (approved on 06-Dec-2021);
S.4.4 «AHani3 cepiii» (approved on 06-Dec-2021); S.7.1 «BUCHOBKU 1110710 CTabiNbHOCTI Ayis CyOCTaHIii»
(approved on 06-Dec-2021); S.7.3 «/laHi 1miofo crabinbHOCTI st cybcrtaHiii» (approved on 06-Dec-
2021); Cekii asis Jlikapcekoro 3aco0y Avibactam Lyophilisate (Concentrate for Solution for Infusion,
600 mg)»: P.3.1 «Bupobnuk(u)» (approved on 06-Dec-2021); P.8.1 «BUCHOBKM ILIOA0 CTabiBLHOCTI»
(approved on 19-Aug-2021); P.8.3 «/laHi oo crabimbHOCTi» (approved on 19-Aug-2021); TTopoBxxeHHs
TepMiHy TPHAATHOCTI [JOC/iKyBaHOTO JIiKapchbKoro 3aco0y Asibaktam (Avibactam), mopoinok ajis
MPUTOTYBaHHS KOHLIEHTPATy /1 po3unHy /s iHdy3iii, 600 mr, 3 24 1o 36 Mmicsyis

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

Ne 1465 Big 08.08.2018

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

«[TpocriekTvBHe paHZOMi30BaHe OaraToLeHTPOBE BiJKpUTe TMOPIBHS/IbHE AOCTIMKeHHS ¢a3u 3, 1o
MPOBOJMTHCA B Mapasie/lbHUX Ipynax i3 3aC/lillJIeHUM LIeHTpa/JIbHUM OL{iHFOBaHHSIM 3 MeTOH BH3HauyeHHS
edekTuBHOCTi, Oe3meyHoCTi Ta TlepeHOCMMOCTI KoMOiHarii a3rpeoHam-aBibaktam (ATM-AVI)
+MeTpoHizfazon (MTZ) y nopiBHsiHHI 3 MeponieHemtkoicTuH (MER+COL) g nikyBaHHSI CepHO3HUX
iH(eKIill, 3yMOB/IEHUX IPaMHETaTUBHUMHU OaKTepisiMHU, BKIFOUHO 3i CTIMKMMU /10 6araTOKOMITOHEHTHHUX
MKapChbKUX 3aco0iB 30yJHMKAMH, 10 TIPOAYKYIOTh MeTano-6eTa-nakramasy (MBL), a1 siKux BapiaHTH
JiKyBaHHS 00MeXkeHi abo BifcyTHi», C3601002, 3 monpaBkoro 1 Big 05 s 2018 poky

3asaBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»




2 TPOJIOBXKEHHA J0JaTKa 3

CrnoHcop, KpaiHa «®aiizep [Hk.», CIIIA / Pfizer Inc., USA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 4
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «I1po 3aTBep/keHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»
8.02.2022 Ne 255
InenTudikatiis cyTreBoi Onosnenuii posgin 3.2.S gocee JJI3 guselkumab (CNTO1959), 3a kBiTenb 2021 p.; OHOBeHUI po3Ain
TIOTIPaBKU 3.2.P pocbe [J13 guselkumab (CNTO1959), nomnepesHs0 3amoBHeHui tmmipui], 1 ma, 100 mr/mma, 3a
»xoBTeHb 2021 p.; OHoBnenudt po3zin 3.2.P mocke guselkumab (CNTO1959) mnnaie6o, mornepeaHbo
3arnoBHeHud 1mmpui, 1 ma, 100 mr/mi, 3a >koBreHb 2021 p.; OHoBnenuut po3zin 3.2.P pocee OJI3
guselkumab (CNTO1959), nonepeaHbo 3aroBHeHu wmpuil, 2 mia, 100 mr/mma, 3a >koBTeHb 2021 p.;
OnoBnenudi po3zin 3.2.P mocke guselkumab (CNTO1959) marje6o, rornepesHbO 3arlOBHEHUH ILTIPHII,
2 ma, 100 mr/mn, 3a xoBTeHb 2021 p.; OHoBnenud po3gin 3.2.R gocbe guselkumab (CNTO1959),
roriepeiHbO 3arioBHeHUM mmrpuil, 2 mia, Big 04.08.2021 p.; OHoBneHuii po3zin 3.2.R gocke guselkumab
(CNTO1959), momnepennbo 3amoBHeHuid mwmmpui, 1 wma, Big 07.05.2021 p.; [lomoB)keHHsI TepMmiHY
360epiranns [1JI13 guselkumab (CNTO1959), nornepeaHbo 3armoBHeHui mmpui], 2 mi, 100 mr/mn, 1o 36
MicsiriB mipu Temriepatypi 2-8°C; 36i/bliieHHsI KiJTbKOCTi yUaCHUKIB K/TiHIYHOTO AOCTiHKeHHST B YKpaiHi

no 70
Howmep ta faTa Hakasy Ne 2110 Big 16.09.2020
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
Ha3sga kiiHiuHOTO «bararotieHTpoBe, paHZOMi30BaHe, M0/BiliHe ciire, Tuialebo KOHTPO/JbOBaHe, B TapaselbHUX Tpyrax
BUTIPOOYBaHHS, KO/, KJIiHIUHe JOCTi/[PKeHHS1 TycelbkyMaOy y TIALiEHTIB 3 aKTMBHAM BOBUAaKOBUM He(pHUTOM»,
BepCisi Ta jara CNTO1959LUN2001, 3 nonpaskoro 2 Bifg 20.05.2021 p.
3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbrisa
CrioHcop, KpaiHa «IHCCEH ®APMAILIEBTUKA HB», benerisa
CynyTHi —
Marepianu/mpenaparu

CyMyTHBOI Tepariii
B.o. renepansHoro gupexkropa /lupekropary




(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi 3asydeHHs1 0JAaTKOBOI BUPOOHUYOI MAITHKU [Jisl JIiKapcbKoro 3aco0y mopiBHsHHST AdiniTop (Afinitor)
TOTpPaBKU (EBepomnimyc (Everolimus)); Tabsetku; 2,5 mr; 5 mr; 10 mr: Novartis Farmacéutica, S.A., Spain
Howmep ta faTa Hakasy Ne 767 Big 02.04.2020

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3sga kiiHiuHOTO «Binkpure, paHgomizoBaHe focii/pkeHHs1 3 ¢asu mpernapaty MK-6482 B mopiBHsIHHI 3 IpenapaToMm

BUMPOOYBaHHs, KOJ, €Bepo/liMyC y YYaCHUKIB 3 IIOLIMPDEHWM HHPKOBO-K/IITUHHUM DAakOM, $IKMM IIpOrpecyBaB MiC/s

BepCisi Ta jara noriepeguboi PD-1/L.1 Ta VEGF-tapretnoi teparmii», MK-6482-005, 3 iHKopriopoBaHor0 ToripaBkoro 04
Big 16 mortoro 2021 poky

3asaBHUK, KpaiHa ToBapucTBo 3 06MexxeHO0 BiznoBifanbHicTi0O «MC/I YKpaiHa»

CrnioHcop, KpaiHa «Mepk Ilapn Exg Joym Kopm.», gouipse nignpuemctso «Mepk Exp Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

Marepianu/mpernaparu

CYIIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi [HoroBHeHHs1 10 po3ainy JJocke AOC/IipKyBaHOTO JliKapcbkoro 3aco0y 3.2. «/aHi mo skocTi», Bepcis 2.0
TI0IIpaBKU Bif 18 mucronaza 2021, aHraiickkoro MoBor; OHOBeHa Bepcis bpourypu gocnigHuka, Bepcist 7.0 Bif
11 nucronaza 2021 poky, aHT/1ilICbKOI0 MOBOO

Howmep Ta gata Hakazy Ne 928 Big 15.05.2018

MO3 wop0 3aTBepAKeHHs

K/TIiHIYHOT'O BUITPOOYBaHHS

Hasga kniHiuHOrO «enliGHten: BaraTorjeHTpoBe, da3sa 3, OBroTprBase, BiJKpUTe AOCTi/PKeHHS 1[0/I0 BUBUEHHS Oe3reKu Ta

BUIIPOOYBaHHs, KO/, epektrBHOCTI npenapary I'PJI TransCon, sikuii BBOAUTHCS OJMH pa3 Ha TWKIEHb JIiTAM 3 JeiluToM

BepcCis Ta jara ropmony pocty (JI'P), 1m0 3aBepmuau yuyacTb y TONepeAHbOMY KiiHiuHOMY pAocaifkeHHi ['PJI
TransCon», TransCon_hGH_CT-301EXT, Bepcis 2.0 (rnobampHa nonpaeka 1) Big 29 ciuns 2020 poky

3asiBHUK, KpaiHa Akuenbciops JITa., YropijuHa

CnoHcop, KpaiHa Acuenzic ®apma Exnpokpinonomxu iBixxa A/C (Ascendis Pharma Endocrinology Division A/S), laHis

CynyTHi —

Marepianu/rperiapatu

CYMyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hoparok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

[TogoB)KeHHsT TepMiHy MPHUAATHOCTI TabyieTOK amioAuiiiH 5 Mr Ta 10 Mr, TiepeKarncybOBaHUX y TBEPAY
JKeJIaTUHOBY Karicyiy 3 18 micsiiB go 24 wmicsuis.; [TonpaBka Ao [Jocke Ha [JOCTII)KyBaHUM JTiKapChKUM
3acib - po3min 3 sikocTi, Ay TabneTok amsoaumiH 5 mr Ta 10 Mr, mepekariCy/JibOBaHUX Yy TBepAYy
JKeJIaTUHOBY Karicyny, Bepcisi Big rpyaHss 2021 p.; IlofoBKeHHsT TepMiHy TPHUAATHOCTI TabJeTOK
nepuHzonpun 10 Mr, BKPUTHX TUIIBKOBOKO OOOJIOHKOI, TIOABIMHO TiepeKariCy/JibOBaHUX Y TBepAY
JKeJIaTUHOBY KaricyJsy, 3 18 micsuiB go 24 micsiis; IlonpaBka Ao [Jocke Ha AOCTIAKyBaHUM
MKapCchKUH 3acib - po3/in 3 AKOCTi, A1 TabeToK repuHgonpya 10 Mr, BKPUTHX TITIBKOBOKO 000/IOHKO¥O,
M0/IBIMIHO TepeKaricy/1b0BaHUX Yy TBEP/Y JKelaTHHOBY KarlCcymy, Bepcid Bif rpyans 2021 p.

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2814 Bif 17.12.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«OriHKa K/TiHiUHOI eeKTUBHOCTI Ta Oe3reku nepuHgonpuny 10 mr / iHganamigy 2,5 mMr / amioguminy 5
abo 10 mr / 6icompostiony 5 Mr y KombiHarlii 3 oHiel TabeTKy Tic/isA 8 TYHKHIB JTIKyBaHHS Y TTOPiBHSIHHI 3
BiZIbHOO KOMOiHawi€ero nepuHzonpuwiy 10 mr, iHganamigy 2,5 mMr ta amoguriny 5 abo 10 Mr y naiji€HTiB
3 HEeKOHTPO/IbOBAHOI eCeHL|ia/IbHOI0 TirepreHsiero. MikHapozHe, OaraTolieHTpOBe, paH/OMi30BaHe,
nozBiliHe cmine, 16-TwkHeBe nocaigkeHHs.», CL3-05179-002, ¢inanbHa Bepcis 2.0 Big 5 >KOBTHS
2021 poky 3 iHTerpoBaHoK CyTTeBOXO norpasBKor Nel Big 5 )koBTHs 2021 p.

3asaBHUK, KpaiHa

ToBapucTBO 3 0OMeXkeHO0 BifnoBiganpHicTIO «KIIP Ykpaina»

CnoHcop, KpaiHa

[HCTUTYT Mi>)kHapoaHuX gocnigkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier (I.R.1.S.)),
®paHLis

CynyTHi
Marepianu/mpernaparu
CYIIyTHBOI Tepamnii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 8
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»
8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [Ipotokon NN6535-4730, ¢dinanbHa Bepcis 6.0 Bing 25 mucromaga 2021 p., aHrmilCHKOHO
MOBOIO 3 gozaTtkamu; JlomoHeHHs I: ['yoGanbHHMM IMepesik KIIOUOBHUX CHiBPOOITHMKIB, BiJTOBiAHUX
BiJITIB Ta MocTaya/sbHUKIB KJIiHIUHKMX MaTepianiB, ¢iHanbHa Bepcis 2.0, Big 25 mucronaga 2021 poky,
aHTTICKOI0 MOBOO; [Ipo/ioB)KeHHSI TepMiHy TMpOBeJieHHsI K/IiHiuHOro BUIIPOOyBaHHS B YKpaiHi o 26
KBiTHA1 2026 poKy; 3asiyyeHHs [J0JAaTKOBUX MICLIb IIPOBeJeHHS K/IIHIUHOI0 AOC/IiJyKeHHS:

Ne I1.I.b. BigmIOBia/ILHOT'O AOC/IIAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | x.M.H. Kmura O.II.
KomyHaneHe HekomepiijitiHe mianpuemMctBo Cymcbpkoi o6sacHoi paau «CyMmchbKa obsiacHa
KJ/IiHiUHa JikapHsi», PerioHa/bHUM LIEHTpP [JiarHOCTUKM Ta JIiKyBaHHSI PO3CIiSIHOTO CKJ/iepo3y Ha
0a3i HeBposoriuHoro BiagineHHs, CyMCbKUl Aep>KaBHUM yHiBepcHUTeT, Kadeapa HeWpoxipyprii
Ta HEBPOJIOTii 3 KypcamMH ICHXiaTpii, HapKoJIOTii, MeJUUHOI TICUXO0JIOTil Ta TIpodeciitHUX XBOPOO,
M. Cymu

2. | p.mH. Myaera O..
KomyHasbHe mignpuemMcTBo «BosimHChKa 006/slacHa KiTiHiUHa JlikapHs» BosMHCBKOI o6sacHOl
pajiy, HeBPOJIOTiuHe BiJJieHHs, M. JIYLIbK

3. | nikap IneHinpka O.B.
OO6siacHe KOMyHa/IbHe HeKOMepllifiHe MiAnpueMcTBO «UepHiBellbKa JiKapHS MIBUAKOI MeJUYHOI
JIOTIOMOI'M», LIeHTP HeBi/IK/aHO1 HeBPOoJ1orii, M. YepHiBLi

4. | K.M.H. YUepke3 A.M.

KoMyHanbHe HeKOMepIjiiiHe MiJANPUEMCTBO «3aropi3bka ob0slacHa K/IiHIUHA JTiKapHs»
3aropi3pK0i 006/1acHO1 paziy, BiagineHHs HeBpoJiorii Nel, M. 3amopixoks
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Howmep Ta fara Haka3zy Ne 1326 Big 02.07.2021

MO3 11070 3aTBep/I>)KeHHs

KJTiHIYHOTO BUTIPOOYBaHHS

Has3ga kniHiuHOrO «PaHgomi3oBaHe TIOABiMiHe ciiirle TUIAl[eb60-KOHTPO/IbOBaHe KJIiHIUHe [OC/Ti/)KeHHsS, [0 BHBYAE
BUTIPOOYBaHHS, KO/, eeKTHBHICTb Ta Oe3MeKy 3aCTOCYBaHHS ITePOPAIBHOTO CEeMAaryIyTUy y TAI[iEHTIB i3 MOUAaTKOBOIO CTa/li€r0
BepCisi Ta jjara xBopobu Anbireiivepa (EVOKE)», NN6535-4730, dinansHa Bepcis 1.0 Big 30 >koBTHS 2020 poky
3asaBHUK, KpaiHa TOB «Hoso Hopzick YkpaiHa»

CrioHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBnenuii IIporokon kmiHiuHoro BumpoOyBanHsi BAT-2506-002-CR, Bepcisi 3.0 Big 15 nmcromaga
2021 poky; OHoBnena bpouypa pocnignuka aas BAT2506, Bupanns 4.0 Big 31 jaunHa 2021 poky;
Indopmariisi ana maijieHta Ta ¢dopma iHdopmoBaHoi 3rogud, Mogenb asis YkKpainu, Bepcig 2.0 Bij
30 mucromaza 2021 poky, YKpaiHCHKOIO Ta POCiHiCbKOIO MoBamu; Matepianu Ajis naiieHTiB: [TociOHUK
JJ1s1 yuacHUKa, Bepcist 2.0 Biz 23 ymucromnaza 2021 poky, yKpaiHCbKOr MoBoO; «IIocobue /st yyacTHHKa
CO CBefieHUSIMH 00 ucciefoBaHuM», Bepcis 2.0 Big 23 symcromaga 2021 poky, poCiHiCBKOH MOBOIO;
Martepiamn s gocmigHUKiB: ['mobanbHe mxepeno iHdopmarii gas  gocmimpkenHs BAT2506 002
(GLOBAL Ring of Resources BAT2506 002 Study), Bepcis 2.0 Bim 23 mucromaga 2021 poky,
aHTJTiICbKOK MOBOIO

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

Ne 762 Big 20.04.2021

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

«bararoueHTpoBe, MoO/BilHe CJine, paHAOMi30BaHe [OC/II[)KeHHsS Y Iapaje/lbHUX TIpylax 3 MeTOR
BH3HaueHHs eeKTUBHOCTI Ta 6e3neuHocTi npenapaTy BAT2506 y nopiBHsHHI 3 Simponi® B yyacHUKIB 3
aKTUBHUM IcopiaTuuHuM aptputom», BAT-2506-002-CR, Bepcis 2.0 3 nonpaskoro 1.0 Bix 10 mucronaza
2020 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«bio-Tepa Comtomins, JIta.», Kuraii / Bio-Thera Solutions, Ltd., China

CymnyTHi
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi OnHoBnieHui MpPOTOKOA KiiHiuHOro gocrigxkenHs 01, Bepcis 1 Big 10 rpyzans 2021 poky, aHIViHCBKORO
TI0IIpaBKU MOBOI0; [Io0BKeHHs TPUBAJIOCTI JOC/IipKeHHs B YKpaiHi Ta cBiTi 0 31 rpygHsa 2022 poky
Howmep Ta fara Haka3zy Ne 614 Bizx 01.04.2021

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PanziomizoBaHe, noBitiHe ciiinie, miarie60-KOHTPOILOBAHE JOCTiPKEHHS [/ OOrpyHTYBaHHSI KOHLETILIiT

BUTIPOOYBaHHS, KO/, 070 OL[iHKK edeKTUBHOCTI Ta Ge3meku 3actocyBaHHS SAR443122 (inribitropa RIPK1) y marijieHTiB 3

BepCisi Ta jara MigrocTpyuM abo AMCKOITHUM/XPOHIUHUM IIKiDHUM UePBOHUM BOBUAKOM CEepPeAHbOTO i TSHKKOTO CTYTIeHSI»,
ACT16404, Bepcis 1 Big 11 rpyans 2020 poky

3asiBHUK, KpaiHa TOB «Cano@i-ABeHTic YKpaiHa»

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

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

HopaHHgd KOHTPAKTHOI AOCHiAHMIBKOI opranizangii - [MIJIMTPUEMCTBO 3 100% IHO3EMHOR
IHBECTULIIEIO AVKBIOBIA P/IC YKPATHA, BiAnoBifanbHOi 3a BUKOHAHHS BaXkKIMBMX 3aBfaHb y
pamMKax KiiHiyHoro BunpoOyBaHHsi; OHoBiieHHs1 po3giny 3.2.P Drug Product nocke mocifKyBaHOTo
nikapcbkoro 3aco6y: cekuii 3.2.P.8.1 Stability Summary and Conclusions, Bepcis Big ceprmust 2021 Ta
3.2.P.8.3 Stability Data, Bepcisi Big cepras 2021; TlomoBXKeHHs1 TepMiHy 306epiraHHsi JOC/iZKyBaHOTO
nikapchKoro 3acoby Mipeetykcimab CopaBTaHciH 3 30 g0 60 MicsiiiB

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1102 Big 02.06.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«MUPA30JI (MIRASOL): Pangomi3zoBane, Bigkpure HociimkeHHss Pa3u 3, B SIKOMy MOPiBHIOETHCS
MipBetykcimab CopaBraHciH i3 O6paHoto  [ocmigankom — Ximiortepamiero  IIporpecyrouoro
BucokosnosikicHoro Paky feunukiB, PesucrentHoro po IlpenapariB Ilnatvnu, IlepBuHHOrO
[TepuTtoHeansHoro Paky abo Paky ®amsomieBoi Tpyou 3 Bucokoro Excrpeciero Pereriropa dosmieBoi
Kucnotu Anbda.», IMGN853-0416, nornpaBka 2 Biz 04.12.2020

3asiBHUK, KpaiHa

«AVK’FOBIA Biotek En-En-Ci» (IQVIA Biotech LLC), Crionyueni IITaTi AMepyrku

CnoHcop, KpaiHa

ImyHoreH, IHk., CIIIA (ImmunoGen, Inc., USA)

CymnyTHi
Marepianu/rperapaTu
CYMyTHBOI Tepariii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii [IpoTokon kiiHiuHoro gociimkeHHss LTE15174, 3 nmonpaBkoto 04 Bix 30 BepecuHs 2021 p.,
aHTTIMCHKOK0 MOBORO; 3a/lyueHHs [[0/IJaTKOBOI JIiKapchKoi (hOpMU [IOC/TiIPKYBaHOTO JTiIKapChKOTO 3aco0y
SAR439774 FITUSIRAN, 100 mr/mn (0,5 M1 po3urHy), pO3UrH 15 MiALIKIPHUX iH €KL B TTONepeHbO
3amoBHeHil pyuli (BupobHuk: Vetter Pharma-Fertigung GmbH & Co. KG, Himeuuuna; Sanofi-Aventis
Deutschland GmbH Bereich Handelsprodukte, HimeuurHa); 3anydyeHHs1 0AATKOBOI BUPOOHUUOT Ai/ITHKU
TeCTyBaHHs Ta Bi3ya/JlbHOTO OIJISIAY AOCTipKyBaHOTO Jjikapcebkoro 3acody ALN-AT3SC, Fitusiran,
dirycipan, ALN-57213, SAR439774, po3uuH jis iH’ekuil, miamkipHo, 1 ogHopa3oBuil (1akoH, KN
mictute 0,8 M y 100 mr/mn, Vetter Pharma-Fertigung GmbH & Co. KG, HimeuunHa; 3amydeHHs
JOJATKOBUX BUPOOHWYMX [Ii/ISTHOK TIAKYBaHHS Ta MAapKyBaHHS [OCTiPKyBaHOTO JIiKApCHKOTO 3aco0y
ALN-AT3SC, Fitusiran, ®itycipan, ALN-57213, SAR439774, po3uuH Aas iH’eKLii, MiJIIKipHO,
1 omHopasoBuii (sakoH, sikuii Mictuth 0,8 Myt y 100 Mr/mi, Ta AOC/iZPKYBaHOTO JIiIKAPCLKOTO 3aco0y
SAR439774 FITUSIRAN, 100 mr/mn (0,5 M1 po3urHy), pO3UMH [i/Is TiALIKIpHUX iH’ €Kil B TIorepeHbO
3anoBHeHiit pyuni, Creapharm Clinical Supplies, ®panuisi; Almac Clinical Services, CIIIA; Almac
Clinical Services Limited, Benuka bpuranisi; 3pa3ok MapKyBaHHSI [/s1 PYUKU [JOCJiZPKyBaHOTO
nikapcekoro 3acoby SAR439774 FITUSIRAN, 100 mr/mna (0,5 My po3unHy), PO3UMH /s THALIKIDHUX
iH’ €Kil B monepeHbO 3aMoBHeHiM pyulli, Bepcis 1 Big 10 BepecHsi 2021p., yKpaiHCbKOIO MOBOIO; 3pa3ok
MapKyBaHHS [I/ii KOPOOKH [TOCTiPKyBaHOTO Jiikapchbkoro 3acoby SAR439774 FITUSIRAN, 100 mr/mn
(0,5 mn1 po3urHy), po3uMH [/1s1 MiALIKIpHUX iH’ €KL B TonepeiHbO 3arnoBHeHil pyuly, Bepcis 1 Bix 10
BepecHst 2021p., yKpaiHCBKOIO MOBOIO; [loChe OCIiZPKYBaHOTO JTiKapchkoro 3aco0y Fitusiran, po3min
«AKTHBHaA peyOBUHa», Bif 05 >xoBTHs 2021 poKy, aHI/iCBbKOI MOBOMW; Jlocke
JIOCJTi/KYBAaHOTO JlikapchbKoro 3aco0y Fitusiran, po3zin «Jlikapcekuii 3aci6», Big 05 >koBTHS1 2021 poky,
aHrjificekoro MoBoro; bporrypa gocnmigauka SAR439774 — fitusiran, BuganHs 9 Big 29 BepecHs 2021
POKYy, aHr/1ilicbkoro MoBoto; IHdopmariist 15 naijienrta Ta dopma
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indopmoBaHoi 3roau At YKpainu, Bepcisi 4.0 Big 20 »xoBTHs 2021 p., aHr/ikicbKoro MoBoto; [Hopmariis

Insi TaiieHTa Ta Gopma iHpopMoBaHOI 3rogu A YkpaiHu, Bepcis 4.0 Bim 20 >xoBTHa 2021p.,
yKpaiHCbKOI0 MOBOM; [HdopMmatiis Asis maijieHTa Ta opMa iHpopmoBaHoi 3roau Aast YKpainu, Bepcis 4.0
Bim 20 >koBTHs 2021p., pociiicbkkoro MoBow; IHdopmMallis A/ naijieHTa Ta ¢popma iHbopmoBaHOI 3roau
Jst 6aTeKiB Asis YKpainu, Bepcis 4.0 Big 25 nmuctonaga 2021p., aHritickkoro MoBoto; [HdopMariisi asis
naifieHTa Ta ¢opma iHpopmoBaHoi 3roau /st 6aTeKIB /11 YKpainu, Bepcis 4.0 Big 25 mucronazga 2021p.,
yKpaiHCbKOI0 MOBO; IHdopmarjisi assi maiieHTa Ta ¢opma iHhOPMOBaHOI 3roAu [yt OaTbKiB s
Ykpainu, Bepcis 4.0 Bif 25 ymucronaza 2021p., pociiicbkkoro MoBoOto; IHhopMaltis Aist
yuacHUKa i ¢opma iHopmoBaHOI 3roau st MajoMiTHIX 0Ci6 BikOM Bifi 12 poKiB 10 MOMEHTY HacCTaHHS
MoBHUX 14 pokiB ayia YKpainu, Bepcis 4.0 Big 20 xoTHs1 2021p., aHrilickkoro MoBoro; [Hdopmaltis asis
yuacHUKa i ¢opma iHpopmoBaHOI 3roau s MajoiTHIX 0Ci6 BikOM Bif 12 poKiB 10 MOMEHTY HaCTaHHS
noBHUX 14 pokiB s Ykpainu, Bepcis 4.0 Big 20 >koBTHs1 2021p., ykpaiHCcbKor0 MoBOW; [HdopMalis gist
yuacHUKa i ¢opma iHpopmoBaHOI 3roau st MajoiTHIX 0ci6 BikoM Bif 12 poKiB 10 MOMEHTY HaCTaHHS
rnoBHUX 14 pokiB ays Ykpainu, Bepcis 4.0 Big 20 >koBTHs 2021p., pociticbkkoro MoBoto; [Hhopmatiisi asis
yuacHuKa i (opma iHdopmoBaHOI 3rofu /s HEMOBHOMITHIX ocib BikoM Bif 14 pOKiB [0 MOMEHTY
HacTaHHs TIOBHUX 18 pokiB ansa Ykpainu, Bepcisg 4.0 Big 20 >xoBTHs 2021 p., aHI/IiMCHKOIO MOBOIO;
Indopmariist a1 yyacHuka i popma iHhopMoBaHOI 3roJu AJisi HEMIOBHOJIITHIX 0ocib BikoM Bif 14 pokiB g0
MOMEHTY HacTaHHSl NMOBHUX 18 pokiB fns Ykpainu, Bepcis 4.0 Big 20 >xoBTHS 2021 p., YKpaiHCBKOIO
MOBoOMO; [H(opMmaliist Ayt yuacHuKa i oopMa iHhopMoBaHOI 3ro/iv A/l HETIOBHOJMITHIX 0ci6 Bikom Biz 14
POKIiB /10 MOMEHTy HacTaHHA MNOBHUX 18 pokiB myisa Ykpainu, Bepcisg 4.0 Big 20 »xostHs 2021 p.,
POCIHMCBKOI0 MOBOO; [HCTpyKLisi i3 3acTOCyBaHHSI IONEepefHbO 3alOBHeHOI MMpHUL-pyuyku (50 mr) 3
dirycipanom (SAR439774) ans maijieHta Ta (abo) OartbkiB, Bepcis 2.0 Bim 29 BepecHs 2021 p.,
aHIJIIMCbKOK MOBORO; [HCTpPyKIIisi i3 3acTOCyBaHHs TOMepeAHbO 3aroBHEHOI MMpUL-pydyku (50 mr) 3
dirycipanom (SAR439774) nns marienta ta (abo) 6aTbkiB, Bepcis 2.0 Bim 29 BepecHs 2021 p.,
YKpaiHCbKOIO MOBORO; IHCTPyKLIis i3 3acTOCyBaHHs IOMepefHbO 3aroBHEHOI IMpUL-pydku (50 wmr) 3
dirycipanom (SAR439774) nns marjienta ta (abo) 6aTbkiB, Bepcis 2.0 Bim 29 BepecHs 2021 p.,
pociiicbKor0 MOBOM; IHCTpyKIisi 3 BUKOpUCTaHHs (uiakoHiB 3 @iTycipanom (SAR439774/ALN-AT3SC)
nuist marjiedTa ta (abo) 6atbkiB, Bepcist 3.0 Big 06 xoBTHs 2021 p., aHI/TIMCEKOI0 MOBOI; [HCTPYKITist 3
BUKOpHCTaHHsI ¢uiakoHiB 3 PitycipaHom (SAR439774/ALN-AT3SC) pans matjiedta Ta (abo) 6aTbKiB,
Bepcis 3.0 Bif 06 >xoBTHs1 2021 p., yKpaiHCBKOI MOBOR; [HCTPYKLisi 3 BUKOPUCTaHHS
¢nakoHiB 3 ditycipaHom
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(SAR439774/ALN-AT3SC) pgns marienta Ta (abo) Oareki, Bepcis 3.0 Bim 06 >xkoBtHs 2021 p.,
pociticbkkoro MoBoto; IlJomeHHUMK peectpallii BBefeHHs @iTycipaHy marjientom i (abo) OGaTbkamu 3
BUKOPHMCTaHHSIM TONepeZiHbO 3aroBHEHOI MpHUL-pyuky, Bepcist 1.0 Big 04 tpaBHs 2021p., aHI/IiMCHKOO
MoBoto; [llomeHHuK peectpariii BBesieHHs ditycipany marjieHToM i (ab0) GaThbKamM¥ 3 BUKOPHUCTAHHSIM
rornepesHbLO 3allOBHeHOI Imnpull-pyuky, Bepcigs 1.0 Big 04 TtpaBHsa 2021p., yKpalHCBKOIO MOBOIO;
[IogeHHUK peectpatiii BBegeHHS DiTycipaHy marjieHToM i (a60) 6aThbkamMu 3 BUKOPUCTAHHSIM TIOTIEPeHbO
3aroBHeHOI WpuL-pyuky, Bepcist 1.0 Big 04 tpaBHs 2021p., pocikicekoro MoBoro; [lofeHHUK peecTpariii
BBeJieHHs1 DiTycipaHy marjieHToM Ta (abo) Gatekamwu, Bepcis 3.0 Bix 15 BepecHs 2021p., aHITiHCHKOO
MoBowo; IllomeHHuK peectpariii BBegeHHs1 DiTycipaHy mariieHTom Ta (abo) 6atekamu, Bepcist 3.0 Big 15
BepecHs1 2021p., ykpaiHCcbKo0 MoBORO; IllofeHHUK peecTpallii BBeseHHs1 DiTycipaHy marjieHToM Ta (abo)
6atbkamu, Bepcisi 3.0 Big 15 BepecHst 2021p., pocifickkor MOBOIO

Howmep Ta fata Haka3sy Ne 1545 Big 03.07.2019
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

HasBa kiiHiuHOrO «ATLAS-OLE: Bigkpurte mocmikeHHS [JOBroCTPOKOBOI 6Oe3reku Ta edektuBHOCTI ditycipaHy y

BUTIPOOYBaHHS, KO/, narfieHTiB 3 remModisiero A abo B, 3 abo 6e3 inribitopHux aHTUTIN M0 (hakTopy 3cimanHs VIII abo IX»,

BepCisi Ta jjata LTE15174, Bepcig 03 Bizg 08 rpygus 2020 p.

3asiBHUK, KpaiHa TorapuctBo 3 ObOMmexeHow BigmorigzampHicTio «KoHTpakTtHO-/locmiguuipka Opranizarisi IHHOdapM-
YxpaiHa»

CnoHcop, KpaiHa Genzyme Corporation, USA/ [Ixen3arim KoprioperiiH, CIITA

CynyTHi —

Marepianu/mpenaparu

CyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /Ilupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

BK/TIOUeHHST I0ZATKOBUX MiCI[b TIPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHSI:

Ne
/11

[1.1.b. BignoBiasbHOrO AOC/IIIHUKA
Has3Ba miciis ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

pupekrtop Ilanamapuyk I1.B.

KoMyHanbHe HeKOMepIiiiiHe TiANpUeEMCTBO «XepCOHCbKUN 00macHUM 3ak/iaj 3 HaJaHHS
TICUXiaTPUYHOI AOTIOMOTH» XepCOHCHKOI 00/1acHOi pajid, YOJIOBiUe TCUXiaTpUUHE BiJieHHs
Ne3, xiHOoue nicuxiaTpuyHe BiagisieHHs: Nol0, c. CrernaHiBKa, M. XepCOH

3aB. BigginenHs Bitebceka T.B.

KomyHanbHe HeKoMepLiiliHe miAnprueMcTBO «KuiBCbKa MiCbKa IICMXOHEBPOJIOTiuHa iKapHs No2»
BukonaBuoro oprany KuiBcbkoi Micbkoi pagu (KuiBcbkoi michKoi Jep)kaBHOI afiMiHicTpaliif),
KOHCYJIbTaTUBHe BifJiieHHs, M. KuiB

Howmep Ta fata Hakasy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«PanziomiszoBaHe, moBiliHe citine, TwIaEeb0-KOHTPOILOBAHE MAOCTi/KeHHS 3 (a3u 3 MeTOH OIfiHKH
6e3meuHocTi Ta edektuBHOCTI nperapaty KarXT siK af'foHKTHBHOI Tepartii y Maiji€eHTiB i3 HeJA0CTaTHbO
KOHTPOJIbOBaHMMH cuMMTOMamu mm3odpeHii», KAR-012, Bepcis 2.0 Big 15 >koBTHs 2021 poky

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mekeHoro BianosizanbHicTio «KoHTpakTHO-[ochiguuibka Opranisatis IHHOdapm-
YKpaiHa»
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CnoHcop, KpaiHa «Kapy#na TepanbtoTikc, Ink.» (Karuna Therapeutics, Inc.), CIIIA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi BK/TIOUeHHSI I0ZAaTKOBOT'O MiCIsl TPOBe/IeHHsI K/TiHiYHOTO0 BUMPOOYBaHHS:
TIOTIPaBKU Ne [1.1.b. BignoBiasbHOrO AOC/IIIHUKA
n/n Has3Ba miciis ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. | x.M.H. braxko B.L.
KomyHanbHe HekoMmepljiliHe mianpuemMcTBo «Micbka KiiHiyHa JiikapHsi Nel3» XapkiBCbKOL
MiCBKOI pajiy, Iy/IbMOHOJIOT YHe BifnisieHHs Ne2, M. XapkiB

Howmep Ta fata Haka3sy —
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Has3Ba kniHiuHOrO «[IpocriekTrBHe, BiAKpUTe, mIaTGOpPMHE [OCHI[PKEHHS 3 METOIH IIPOBEJEeHHS HAaCTYIHOI0

BUTIPOOYBaHHS, KO/, JIOBFOCTPOKOBOT'O CITOCTEPE)KEHHsI 3a MallieHTaMW 3 JIereHeBOH TiMepTeH3i€r, [Ki paHille MNpuriMasv

Bepcid Ta jarta yuacTb y TiepBiCHUX iHTepBeHLiiHKX BUMpoOyBaHHsix», NOPRODPAPUH3001, Bepcist 1.0 Bix 02 yepBHs
2021 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa «SIHccen @apmarieBTrika HB»/ Janssen Pharmaceutica NV, Benbrisi

CynyTHi —

Marepianu/mpernaparu

CYTYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

Tionomxki bi.Bi._1704R2133_Yxkpaina_Ilndopmariiiiauii mucToK i ¢hopma iHHopMOBaHOI 3roiu OAaThKIB_
Bepcia 3.1.0 Bim 10 BepecuHsi 2021p., yKpaiHCbKOWO Ta pociiickkoro wmoBamu; LlioHomxki
bi.Bi._1704R2133_VYkpaina_ Indopmatiis ass nauieHTta ta ¢opma nMoBTOpHOI iHOpMOBaHOI 3rou /s
TMaLli€eHTIB, SKUM TIiJ YyaC yd4acTi B JOC/ipKeHHi BUMOBHU/I0CH 18 pokiB_ Bepcis 3.1.0 Bix 10 BepecHs
2021p., ykpaiHCbKOIO Ta pociiicbkoro moBamu; [ioHomki bi.Bi._1704R2133_Ykpaina_ Indopmatiis gis
natjieHTa Ta ¢opmMa iHpopMOBaHOI 3ro/ju HernoBHOMITHLOrO Bikom 14 - 17 pokiB_Bepcis 3.1.0 Big 10
BepecHs: 2021p., ykpaiHCbKO Ta pociiicbkoro wmoBamy; IIlionomxi bi.Bi._1704R2133_Ykpaina_
[Hdopmariist g1s marjieHTa Ta hopma iHbopMoBaHoi 3rofgu A1 AUTUHU BikoM 11 - 13 pokiB_Bepcist 3.1.0
Bif 10 BepecHsi 2021p.,ykpaiHCbKOIO Ta pociiicbkoro MoBamu; Ilionomxki _Bi.Bi._1704R2133_ YkpaiHa_
[Hdopmatiist A/ narjieHTa Ta ¢popma iHbopMoBaHoi 3rofu AUTHHU BikoM 6 - 10 poki_sepcist 3.1.0 Big 10
BepecHsi 2021p., yKpaiHCbKOIO Ta POCiiICbKOI MOBaMU

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1849 Big 11.08.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«Bigkpure pocmimpkeHHs 3 HepaH/0Mi30BaHOI (Pa30r0 MPUIOMY OAHOPA30BOi 03U y TMalli€HTIiB i3
miflo3proBaHMMK  ab0 TiATBEp)KeHUMHU iH(EKLisIMH, BUK/IMKAaHUMHU aepoOHMMH T'DaMHETraTUBHUMMU
OakTepisiMU, 3 TIOAAJBIIIOKD PaH/IOMi30BaHOK (a30r0 AOCTiHKeHHsT 6araTopa3oBoro NMpUHOMYy Iperapary
i3 KOHTpPOJIeM aKTHBHHM TIperapaToM Y TAIfieHTIB i3 MiZi03proBaHOI0 abo MiJTBEpP/PKEHOI YCK/IaJHEHO
iHnpexkuiero ceuoBuBimHux uwsaxiB (yICIL), rocmitanpHOro mHeBMOHi€r0 (I'TI) abo BeHTUASTOP-
acorjifioBaHoro nHeBMOHiet0 (BAII), nans ouiHku 6e3reyHoCTi, repeHOCMMOCTi i (papMaKOKiHeTHKHU
tedigepoKosy y rocritaai3oBHUX MeJiaTpUYHUX TAallieHTIB BiKOM Bif 3 MicsAL[iB 0 MeHIlle Hi>K 18 pokiB»,
1704R2133, Bepcis 8, norpaBka 7 Bif 19 tpaBHsg 2021p.
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3asgBHUK, KpaiHa TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa Tionomxi bi.Bi. [Shionogi B.V.], Hinepianau
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




HonaTok 16
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»
8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporiypa fgociifHuKa [jis [OC/TiIpKyBaHOTO JiiKapcbkoro 3acoby Tpumauukni6 (G1T28, Trilaciclib),
Bepcist 10.0 Bix 08 mucromaga 2021 poky; OHoBneHHs cekijiti 2.1.S Drug Substance (Bepcis 2.0 Big 11
>koBTHS 2021 poky) Ta 2.1.P Drug Product (Bepcist 2.0 Big 11 »xoBTHs 2021 poky) Jocbe f0C/iPKyBaHOTO
mikapcekoro 3acoby Tpumanumkni6 (G1T28, Trilaciclib); TlogoBkeHHS TepMiHy TPUJATHOCTI
JOCTiHKyBaHOTO JiKapcbKoro 3aco0y Tpunauuknio (G1T28, Trilaciclib), crepunbHMii TIOPOIIOK [jist
KOHLIEHTPATy /il PO3UMHY [i/Is1 BHYTPillIHbOBeHHUX iH(Y3ii, 300 Mr/dsakoH, 3 18 10 42 micsiiis

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«PanziomizoBaHe, moBiliHe ciiine mocipkeHHs 3 ¢a3u Tpuialukiaidy abo muiarebo y mMaijieHTiB, fKi
OTPUMYIOTh XiMiOTepartito reMuyTabiHoMm i kKapboruiaTHHOM Tepinoi abo Apyroi fiHii XimioTeparii amst
MKyBaHHSI MiCL|eBOTIOIIMPEHOT0 Hepe3eKTabelbHOro abo MeTacTaTMUHOTO TMOTPiHO-HEraTUBHOTO paKy
MosiouHoi 3an03u (PRESERVE-2)», G1T28-208, monpaBka 3 Bepcis 4.0 Big 02 6epe3nst 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«xi ¥Yan TeparnbtoTikc, [HK.»/ G1 Therapeutics, Inc., CIIIA

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa mocrigHyka siikapcbkoro 3aco0y SAR442168 (TonebpyTtunib), Bepcis Ne7 Big 30 sucromaga
2021p., aHIJIiCBKOK MOBOIO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
KJTIIHIYHOTO BUITPOOYBaHHS

Ne 2487 Big 17.12.2019
Ne 2243 Big 05.10.2020
Ne 2554 Biz 09.11.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«[10BrocTpoKOBe po3IupeHe AOCTiKeHHS 3 OL[iHKK Oe3rneku Ta edeKTHBHOCTI rperapaty SAR442168 y
YYaCHUKIB JOC/IiJKeHHS 3 peLMJMBYIOUMM PO3CisiHUM CKjepo3om», L' TS16004, 3 nonpaskoro 05, Bepcis
1 Big 29 munns 2021 poky;

«PanziomizoBane moggitiHe cuine gocmimkeHHs: 111 ¢a3u 3 BuUBUeHHs e)eKTUBHOCTI Ta Oe3rMeuHOCTi
niperiapaty SAR442168 y nopiBHsHHI 3 Tialjebo cepe/; yuaCHUKIB 3 BTOPUHHO-TIPOTPECYIOUMM PO3CisTHUM
ckiepo3om 6e3 peupausie (HERCULES)», EFC16645, 3 monpaBkoto 04, Bepcist 1 Bix 26 mumas 2021p.;
«PaHgomi3oBaHe, mojgiiiHe crine gocrimkeHHss 3 ¢a3u s BUBUeHHS e(eKTUBHOCTI Ta 6e3reuHoCTi
nipeniapaty SAR442168 y mopiBHsHHI 3 miaie60 B yYaCHUKIB 3 MEPBUHHO-TIPOTPECYIOUYMM DPO3CisTHUM
ckiepo3oM (PERSEUS)», EFC16035, 3 monpaBkoto 06, Bepcis 1 Big 04 >xoBTHs1 2021p.

3asgBHUK, KpaiHa

TOB «CaHogi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (I>xen3arim KoprnopetitH, CIIIA)

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHUHOT0 3a0e3nmeueHHs

IBan 3A/IBOPHUX




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa mocrigHyka siikapcbkoro 3aco0y SAR442168 (TonebpyTtunib), Bepcis Ne7 Big 30 sucromaga
2021p., aHryiiicbkoro MoBoto; KopoTka XapakTepucTvKa Ha jikapcbkuii 3aci6 AUBAGIO, aHr/iicbkor0
MOBOIO

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

Ne 2554 Big 09.11.2020
Ne 2243 Big 05.10.2020

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanzomisoBane, moBitiHe ciine gocmimpkeHHs: 3 a3y s BUBUEHHS e(eKTHUBHOCTI Ta Oe3rmeuHoCTi
niperniapaty SAR442168 y nopiBHsiHHI 3 TepudayHoMigoMm (O6amKio®) B yUaCHHUKIB 3 PeL[UAMBYHOUUMHU
dopmamu po3scisiHoro cknepo3y (GEMINI 2)», EFC16034, 3 nonpaBkoto 04, Bepcis 1 Bix 14 kBiTHA
2021p.; «Panpomi3oBaHe, TMo/BiiiHe cijiine JoC/difKeHHs 3 (a3 [y BUBYEHHS e(eKTUBHOCTI Ta
6e3meunocTi mpemnapaty SAR442168 y mopiBHsHHI 3 TepuduyHoMmizom (Obamkio®) B y4acHUKIB 3
peLuauByrouMMHU (popmamu po3scisiHoro ckneposy (GEMINI 1)», EFC16033, 3 nonpaBkoto 04, Bepcis 1
Bizg 14 xBiTHga 2021p.

3asgBHUK, KpaiHa

TOB «CaHno@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopropetiiiiH, CIIIA)

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3MeueHHA

IBan 3A/IBOPHUMX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 12 o Haka3y MiHicTepcTBa OXOPOHU

310poB’s YKpainu Bij 17 rpyans 2021 poky

Ne 2814»
8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmariisi mpo enexkrpoHHuii npoaykr. Jozaatok E-Labeling, ykpaiHcbkoro MoBotro; [Hdopmaliis mpo
e/IeKTPOHHUI MPOAYKT. 3aCTOCYBaHHS elIeKTPOHHUX eTUKeTOK, POCiiCbKO0 MOBOO; CKPIHIIIOTH /10/iaTKa
e-labeling, ykpaiHcbKoto MOBOI0; CKpIiHIIIOTH /IO Bifieo, sike Oy/ie TpPaHC/TIOBATHCh MallieHTaM; 3MiHa Ha3BU

MICLISI TIPOBE/IEHHS KJIIHIYHOT0 [OCTiIPKEHHST:

BYJIO

CTAJIO

K.M.H. KosiecHikosa O.M.

Hep>xaBHa ycTaHoBa «HarjioHa/IbLHUM iHCTUTYT
tepartii imeHi JI.'T. Manoi HarjioHasnibHOT akagemii
MeUYHKUX HayK YKpainw», Biazin
KapzionynbMoHomorii  Ha  6a3i  BiggineHHs
imemiuHOi XBOpoOU cepisi, M. XapkiB

K.M.H. KosiecHikoBa O.M.
HepxaBHa ycTtaHoBa «HaljioHa/IbLHUM iHCTUTYT
Tepamnii imeHi JI.T. Manoi HarjioHanbHOI akagemii

MeJUUYHUX HayK YKpaiHuW», BiJAin IimeMiyHoi
XBOpOOU cepi, MeTaboTiuHIX i
Kap/ionmy/IbMOHa/IbHUX ~ TOpyIlleHh  Ha  0asi

Bi/IJTi/IeHHs iTlleMiuHO1 XBOpPOOM cepriisi, M. XapKiB

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

Ne 187 Bip 05.02.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«Panziomi3oBaHe, no/BiiiHe criine, T1ale60-KOHTPO/ILOBaHE JOCTiHKeHHS 3 (a3u B Mapasie/ibHUX Ipymnax,

O MpPOBOAMTBCA [AJid BHBUEHHA

e(heKTUBHOCTI,

0e3rMeyHOCTi Ta TIEPEHOCHUMOCTI TIperapary

SAR440340/REGN3500/iteriekiMab (MOHOK/IOHa/BHI aHTUTIMA, criefudiudi go 1L-33) y marieHTiB i3
TIOMiPHUM Ta Ba’KKUM XPOHIUHUM 0OCTPYKTMBHUM 3axBOproBaHHsM jiereHb (XO3J1)», EFC16750, Bepcist

1 Biz 25 BepecHs 2020 poky

3asiBHUK, KpalHa

TOB «CaHogi-ABeHTic YKpaiHa»
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CrioHcop, KpaiHa sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliepi e fieBesiorniMaH, PpaHiiisi)

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoOro gupexkropa /lupexkropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

WN41733, Inentudikaiiiiinuii 6eiix ydyacHuka, Bepcisi 1.0, Big 09 mucromaza 2021 p., Ans YkpaiHy,
yKpaiHCBKOH MoBow; WN41733, Inentudikarjitinuii 6eiipk yuyacHuka, Bepcis 1.0, Big 09 mwmcromaza
2021 p., ans Ykpainu, pocitickkoro MoBow; WN41733, KapTka iHpopmMoBaHOI 3rou MasoJiTHBOTO,
Bepcis 1.0, Big 31 cepriust 2021 p., a5 YKpainy, ykpaiHcbKoro MoBoro; WIN41733, KapTka iHpopMoBaHOi
3rofiv ManoniTHeoro, Bepcis 1.0, Big 31 ceprius 2021 p., ans YKpaiHu, pocilicbkoro MoBoro; WN41733,
Bporiypa mocimpkenns st 6atbkiB, Bepcis 1.0, Big 09 ymmucromaga 2021 p., ans YKpaiHd, YKpaiHCHKOIO
MoBoro; WN41733, Bbpoiiypa fgociipkeHHs s 6atbkiB, Bepcis 1.0, Big 09 mucromaza 2021 p., ans
YKpaiaH, pociiicbkoro MoBow; WN41733, TTocibHuk 3 mociimkeHHs a1 OaTbkiB, Bepcisi 1.0, Big 09
JcTonaza 2021 p., anst YKpainu, yKpaiHCbKoro MoBOr0; WIN41733, TTociOHMK 3 1OCTiIpKeHHS [171s]
OatbKiB, Bepcis 1.0, Big 09 mucrtomaza 2021 p., Ay YKpainu, pociiicbkoro MoBor; WIN41733, sxypHant
Micii mocmimpkenns: ais giten, Bepcisi 1.0, Big 15 BepecHs 2021 p., s YKpaiHu, YKpalHCbKOIO MOBOIO;
WN41733, xypHan Micii gociizkeHHsi s gited, Bepcisi 1.0, Big 15 BepecHs 2021 p., ans YkpaiHu,
pociiicekoro MoBor; WN41733, KepiBHuiTBo /151 iHcTpyKTOpa 3 @I3; Bepcis 1.0, Big 09 muctonaga 2021
p., AJ19 YKpaiHu, yKpaiHCbKO0 MOBOK; WIN41733, KepiBHuLITBO A1 iHCTpyKTOpa 3 @I3; Bepcis 1.0, Bix
09 mucronaza 2021 p., ans Ykpainu, pociticbkkoro MoBorw; WIN41733, KepiBuuureo 1o ®I3 aas cimeid,
Bepcida 1.0, Bix 09 mucronaga 2021 p., ana YKpaiHy, yKpaiHCbKOr0 MOBOK; WIN41733, KepiBHULTBO 110
®I3 pnsa cimeid, Bepcis 1.0, Big 09 mucronaza 2021 p., gns YKpaiHu, pociiicbkoro MoBOw; WIN41733,
[ndorpadika mefiaTpUUHOTO KIIiHIUHOTO JOC/iKeHHs, Bepcia 1.0, Big 16 munua 2020 p., ans Ykpainu,
yKpaiHcbKor0 MoBoro; WN41733, Tndorpadika nesgiaTpuyHoOro KaiHiuyHOro AocmipkeHHsi, Bepcis 1.0, Bif
16 mumns 2020 p., ana YKpaiHu, pociiicbkoro MoBoro; WN41733, Bpoiiypa AociifkeHHsT AJis [iTel,
Bepcig 1.0, Big 15 Bepecus 2021 p., g Ykpainy, ykpaiHCbKoro MoBor; WN41733, bBporypa
JlocutiiykeHHsT 7151 AiTeid, Bepcis 1.0, Bix 15 BepecHst




2 NpozoBXKeHHd fogartka 20

2021 p., psis YKpainy, pociiicbkoro MoBoro; WIN41733, TlpusitanpHuii uct, Bepcisa 1.0, Big 15 BepecHs
2021 p., anst YKpainu, ykpaiHcbkoro MoBoro; WN41733, TIpuBitansHuii ucT, Bepcist 1.0, Big 15 BepecHs
2021 p., pns YKpaiHW, pOCiHMCbKOI MOBOR; BK/IOUeHHSI [0[JaTKOBOTIO MICLsl MPOBeJeHHsI K/IiHIYHOro

BUITPOOYBaHHS:
Ne [1.1.b. BigmoBiasibHOrO AOC/IIIHUKA
n/n Has3Ba miciisg mpoBe/ieHHsT K/TiHIYHOTO BUTIPOOYBaHHS

1. | a.m.H. Kupnuuenko A.T'.
KoMyHanbHe TiJnpUEMCTBO  «/IHINpomeTpoBcbka 00jacHa /AWTSYa K/TiHIYHA JTiKapHs»
JHirporneTpoBCcbKoi 06/1acHOT pasiv», HeHPOXipypriuHe Bii/ieHHS 3 HEBPOJIOTiUHUMH JIKKaMH,

M. [THinpo
Howmep ta faTa Hakasy —
MO3 1070 3aTBep/I>KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS
Hasga kjiiHiuyHOTO «BATATOLIEHTPOBE BIJIKPUTE HEKOHTPOJIBOBAHE [OOCJIIIKEHHA ®A3U 1II JJId
BUTIPOOYBaHHs, KO/, OLOIHKN ®APMAKOKIHETUKHN, E®EKTMBHOCTI, BE3IIEUHOCTI, ITEPEHOCMMOCTI TA
Bepcis Ta fjaTa OAPMAKOIMHAMIKUA  CATPAJII3YMABY Y [IALIEHTIB OUTAYOI'O BIKY I3

3AXBOPHOBAHHAM CIIEKTPY OIITUKOHEBPOMICJ/IITY 3 AHTUTUIAMU OO AQP4»,
WN41733, Bepcis 2 Big 09 ysimcronazga 2021 poky

3asiBHUK, KpaiHa TopapuctBo 3 ObmexeHow BignoriganpHicTio «KoHTpakTHO-/ocmiguuiibka Opranizariisi [HHO(apM-
Ykpaina»

CrioHcop, KpaiHa «®. Xodbdmann-JIs Poru JIta» (F. Hoffmann-La Roche Ltd), [1IBetiiapis

CynyTHi —

Marepianu/mpenaparu

CYIIYTHBOI Tepamii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

3anyueHHs 1OIATKOBUX MiCITb MPOBE/IEHHs K/IiIHIYHOTO BUITPOOYBAHHS B YKpaiHi:

Ne [1.1.b. BignoBiasbHOrO AOC/IIIHUKA

n/n Has3Ba miciis ipoBeieHHs K/TiHIYHOTO BUTIPOOYBaHHS

1. | g.m.H. Xapeba I'.T.
KomyHa/ibHe HeKoMepIjiliHe MiArpHeEMCTBO XapKiBChbKOi 00/1acHOl pagu «O0MacHUM MeaUuHUMA
KJIiHIUHUI 1jeHTp yposorii i Hedponorii im. B.1. IllarnoBana», Big/ieHHs: OHKOJIOTiUHOI yposiorii
Ne5, M. XapkiB

2. | A.M.H., npo¢. KprkaHiBcbka A.€.
KomyHanbHe HeKoMepLjiliHe miAnpueMCTBO «IIpyvKapnaTCbKuM K/IiHIYHUNA OHKOJIOTIUHUMM LIeHTp
IBaHO-®PpaHKiBCbKOI 00/1IaCHOI pasiv» , BiJfiiIeHHs JAEHHOTO CTaljioHapy, IBaHO-DpaHKiBCHKUI
Hal[iOHaJIbHUM Me/IMYHUM YHiBepCUTeT, Kadepa OHK0JIOTIi, M. IBaHO-PpaHKiBCbK

3. | supektop Cokyp [.B.
KomyHasnbHe  HeKOMepIliliHe  TIATIPUEMCTBO  «XepPCOHCHKMM  00IaCHUM  OHKOJIOTiuHUMA
JUCIiaHcep» XepCOHChKOI 067acHOi pajy, [JeHHWM CTalfioHap TOMK/IiHIKM 3 KabiHeTom
amM0OyaTopHoi ximiorepartii, M. XepcoH, CMT. AHTOHIBKa

4. | a.m.H., ipod. Konecnik O.I1.

MeauuHWM 1[eHTp TOBapUCTBa 3 O0OMeXeHOro BiamoBiganbHicTIO «OHKO/Makb», JeHHUI
CTallioHap, M. 3anopiXOKs

Howmep 1a faTa Hakasy
MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS
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Hasga kj1iHiuHOTO «baraTolieHTpOBe, 10/IBiliHe ciiirie, paHgoMi30BaHe AoctimkeHHs 111 dha3u A5 opiBHAHHS eeKTUBHOCTI

BUTIPOOYBaHHS, KO/, Ta Oe3neku Oensytudany (MK-6482) 3 membpomnizymabom (MK-3475) abo miate6o 3 membpostizymabom

Bepcis Ta fjaTa Mpy  a/i’tOBAaHTHOMY JTiKyBaHHi CBIiT/JIOK/IITUHHOI HHUPKOBO-K/ITWHHOI KapLMHOMHU Tic/si HedpeKTomil
(MK-6482-022)», MK-6482-022, 00 Biz 29 >koBTHs 2021 pOKY

3asgBHUK, KpaiHa ToBapuCTBO 3 00MeXKeHOr0 BifnoBizanbHicTI0 « MCJT YKpaiHa»

CrnioHcop, KpaiHa «Mepk lapn eng Joym Kopr.», gouipHe nianpuemctso «Mepk eHp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi —

MaTepianu/ripernapaTu

CYMyTHBOI Tepariii

B.o. renepansHoro gjupekropa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

AstraZeneca D5271C00001 (romepegniii Ne 3150-301-008) IHcTpykiis 3i 300py 3pa3ka Kanmy mjst
amOyslaTOpHUX TalfieHTiB, pepakuis 2.0 Big 02.12.2021 p.; 3anyuyeHHs1 AOAATKOBUX MiCIb TPOBE/IEHHS
K/TiHIYHOTO BUTIPOOYBaHHS:

Ne [1.I.b. BigmIOBia/ILHOT'O AOC/TiAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | a.M.H., ipo@. Pegis O.1.

Ob6JsacHe KOMyHa/lbHe HeKOMepIiiliHe minpueMcTBoO «UepHiBerbka 001acHa KiTiHiuHa JTiKapHs»,
MiIpO3/i/1 racTpoeHTepoJiorii, M. YepHiBLi

2. | K.M.H., gou. Konecnuxk I1.0.

JIiKyBa/sbHO-/1iarHOCTUYHUN LIeHTp «3aKapnaTCbKUi L|eHTP XipypriyHuX iHHOBaL|ill «AcTpames»
TOBapyMCTBa 3 OOMeXeHOI BiAmoBizanbHicTIO «KiiHika 370poBOi poauHU «AcTpame[y,
M. YKropoz

Howmep Ta fata Hakasy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjata

«52-TwKHeBe, OaraTOIlEHTPOBe, paH/IOMi30BaHe, TO/BiliHe criine, Tuiarebo Ta aKTUBHO-KOHTPO/IbOBaHEe
nmocitimpkenHs, dasu 2b/3 B mapanenbHUX rpynax i3 6e3repepBHUM TepexojoM MiXK ¢da3aMu, /s OLiHKH
edekTHBHOCTI Ta Oe3reku BpasukymaOy y maijieHTiB 3 XxBopoOoro KpoHa Bij cepeHBOrO /10 Ba’KKOTO
crynens: aktuBHocTi (INTREPID Lead-In)», D5271C00001 (ITonepeaniii kox 3150-301-008), romnpaBka
4, Bepcid 5.0 Bizg 24 motoro 2021 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»
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CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi 3MiHa MiCIisl TPOBeZIeHHsI K/TiHIYHOr0 BUMPOOYBaHHS Ta 3MiHA Bi/IMOBiJalbHOTO OC/TiTHHKA:
TIOIIPaBKU Bbyno Crasno
K.M.H. Tep-Baptanbsia C.X. K.M.H. HaiiireTik 1.M.
OnekcaHppiBcbka KiiHiyHa JikapHsi M. KueBa, | MeguuHuii 1leHTp TOBapucTBa 3 OOMEXEHOIO
peBMaroJioriude BiggineHHst Ne2, M. Kuis BiAnOBiJanbHICTHO  «[HCTUTYT ~ peBMarToJsIorii»,
Biazin KniHivHuX gociimpkenb Nel, m. Kui

Howmep Ta nata Haka3zy Ne 915 Big 08.08.2017

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Ha3Ba kiiHiuHOr 0O «baraTolleHTpOBe, BiZIKpUTe, [OBrOTpPHMBAJ/ie TOJOBXKEHE [OCTIHKEHHsS [JIg OLIHKK O0e3MevyHoCTi Ta

BUIPOOYBaHHs, KO/, eeKTUBHOCTI 3acTocyBaHHs (inroTiHiOy B maijieHTiB i3 peBMaroigHuM apTpuToM», GS-US-417-0304,

BepCid Ta JjaTta rionipaBka 6 Bif 11 yepBHs 2021 poky

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOK BIAIIOBIJAJIBHICTIHO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa Galapagos NV, benbris

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbsHoro gupexkropa /lupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hopartox 24

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

[Hpopmariisi i yyacHuka Ta dopma 3rogu Ha yuyacThb JJis TOINEepeJHbOr0 CKPUHIiHTY, Bepcis 3.0-
UA(UK), ¢inanbHa, Big 21 rpyans 2021, ykpaiHcbKoro MoBoro; IHdopMatiis A/t yyacHuka ta @opma
3ro/iJi Ha yuacTb [Jisl TionepefHboro ckpuHinry, Bepcis 3.0-UA(RU), dinanbHa, Big 21 rpyans 2021,
pociiicbkoto MoBowo; IHdopmarliis At yyacHuka Ta Popma 3rogu Ha JOCTaBKY JOCIIPKYBaHOTO
miKapcbKoro 3aco0y 3 /IOCTHiIHMLIBKOTO ILeHTpy Bam fofoMy Ta BHUKOPUCTaHHsS TOCTYTH
TpaHcrnioptyBaHHsl, Bepcisi 1.0-UA(UK), d¢inanbHa, Big 24 rpyans 2021, ykpaiHCBKOIO MOBOIO;
Indopmariisi g1 yuacHuka Ta Popma 3rogu Ha J[OCTaBKY /OC/iZPKYBaHOTO JIiKapChKOTO 3acoly 3
JOCJIIIHULIBKOTO 11eHTpy Bam fojoMy Ta BUKOPMCTaHHS MOCAYTM TpaHcropTyBaHHs, Bepcia 1.0-UA(RU),
¢binanbHa, Bif 24 rpygHs 2021, pocilicbkoro MOBOH; BK/tOUeHHsSI [0/JaTKOBOTO MiCLil MpPOBeJeHHs
K/TiHIYHOTO BUNIPOOOBYBAHHSI:

Ne [1.I.b. BigTIOBia/ILHOT'O AOC/TIAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | k.M.H. 3onoTaiikiHa B.I.
KomyHanbHe HekoMepLiliHe MiAnpueMcTBO «Micbka KiiHiuHa mikapHsi Ne27» XapKiBCBKOI
MICBKOI pajiy, Bifiji/ieHHs1 IHTeHCUBHOI Tepamnil, M. XapkiB

3MiHa Ha3BM JOCTIPKYBAHOTO JIKADCHKOTO 3aC00Y:

BYJIO CTAJIO
3intiBekimab 15 Mr/mi, ofjHOpa30BUi nonepeAHbo | 3inTiBekiMab B 15  wmr/mi,  ofgHOpa3oBUi
3arioBHeHM mmnpwuil (1 mi) Triorepe/iHbO 3arlOBHEHUH IITTPUL]

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

Ne 2237 Big 18.10.2021
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Ha3Ba kiiHiuHOr O «docnimkenns: ZEUS - Brimue 3intiBekiMaOy TOpiBHSIHO 3 Tjaiie00 Ha CeplieBO-Cy[WHHI HaC/TiKd B

BUTIPOOYBaHHSI, KO/, YYaCHUKIB 3 [[iarHOCTOBAHMM aTepOCK/JIEPOTUUYHUM 3aXBOPIOBAHHSIM CEPLEBO-CYAMHHOI CUCTEMHU,

BepCisi Ta Jjata XPOHIUHOI0 XBOPOOOIO HMPOK i CHCTeMHHUM 3amajeHHsM»., EX6018-4758, Bepcisg 2.0, diHanbHa, Bif
13 yunug 2021 p.

3asiBHUK, KpalHa TOB «Hoso Hoppaick YkpaiHa»

CrnioHcop, KpaiHa Novo Nordisk A/S, Denmark

CynyTHi —

Marepianu/rpernaparu

CYMyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /Ilupekropary
(apmaneBTHUHOTO 3a0e3MeueHHA Isan 3A/IBOPHUX




HonmaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

BK/TIOUeHHSI 10/IJaTKOBUX MiCL{b MPOBe/IeHHsI K/TiHIYHOTO BUNTPOOYBaHHS:
Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TiIAHUKA
/1 Ha3Ba Micuis ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | A.M.H., ipo@. XimioH JI.B.

KomyHasibHe HekoMepiiiiHe mignpueMctBo KuiBcbkoi o6macHoi pagu «KwuiBcbka obsacHa
KJIiHIYHa JliKapHs», By3bKOCIIeLlia/li30BaHe TepaneBTUYHe BignineHHs, M.KuiB

2. | k.M.H. Creup P.B.

KomyHanbHe HekoMepLiiiHe mignpueMcTBO «MickKa sikapHsi Ne6» 3anopispkoi MicbKoi pajw,
TeparieBTUYHe Bif/lisieHHs, M. 3aropixks

3. | K.M.H. ['acanos FO.Y.

HepxaBHa ycrtaHoBa «HauioHanpHuM iHCTATYT Tepamii iMeni JI.'T. Manoi HartioHansHOl
akajeMii MeJUYHUX HayK YKpaiHW», BifJin KiiHiuHOI ¢hapmakosorii Ta (apmMakoreHeTUKU
HeiH(beKIIMHUX 3aXBOPIOBaHb, M. XapKiB

Howmep Ta fara Haka3y
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Bip 20.08.2021

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«baraTolieHTpOBe, paH/OMi30BaHe, TOBiliHe CJire, TUIale00 KOHTPOJIbOBAHE KITiHiUHE OC/TiIKeHHS
4 ¢a3u a5 oLiHKY e)eKTUBHOCTI Ta 6e3reuHOCTi MPU3HAYEeHOro MiAIKIPHO Iryce/ibKyMaly y MarjieHTiB 3
aKTUBHUM aKCiaJIbLHAUM TICOPiaTUYHUM apTPUTOM, $IKi HiKOMM He OTpPUMYyBaiu OioJoriuHy Tepartiio»,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», benbrisa
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CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», benbris

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi Bporrypa gocnigavika Hiparmapu6, suganss 13 Big 03.11.2021 p.
TOTpPaBKU

Howmep ta faTa Hakasy Ne 636 Big 22.03.2019
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PanziomizoBaHe, miare60-KOHTPO/IbOBaHe, MOABiKMHE Ciline KiiHiuHe JoC/imKeHHs 3 (a3 npernapary

BUTIPOOYBaHHS, KO/, Hiparapu6 y kombGiHarjii 3 A6GiparepoHa Auertatom Ta I[lpesHizoHOM y mopiBHSHHI 3 AbGipaTrepoHa

Bepcid Ta jarta AneraroM Ta IIpesHi30HOM /14 JIiIKyBaHHS IAL{i€HTIB 3 MeTaCTaTUYHUM pakOM IepeJMiXypOBOl 3a/1031»,
64091742PCR3001, 3 nonpaskoro 6 Big 30.09.2021 p.

3asaBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 27

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi Bpourypa gocniganka CNTO1959 (guselkumab), Buganns 13 Big 14.12.2021 p.
TIOTIPaBKU

Howmep Ta fara Haka3zy Ne 1773 Big 20.08.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «baraTolieHTpOBe, paH/OMi30BaHe, TO/BiliHe CJime, Tulaleb0 KOHTPOJbOBAaHe KIiHiUHEe AOC/TiIKeHHS

BUTIPOOYBaHHS, KO/, 4 da3u A5 oLiHKY e(heKTUBHOCTI Ta Oe3MeYHOCTi PU3HAUYEHOT0 Mi/[IIKiPHO r'ycebKyMaly y Talli€HTiB 3

Bepcid Ta jarta aKTUBHUM aKCiaJlbHUM TICOPiaTUUHUM apTPUTOM, siKi HIKOMM He OTpUMYBa/iu 0ioJOTiuHy Teparito»,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asaBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

306i/bIIeHHST KiZTbKOCTI IOC/Ti/IPKyBaHUX B YKpaiHi Bif| morepeHbo 3aryiaHoBaHoi 3 45 10 70 ocib

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

Ne 422 Bipx 10.03.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«[IpocriekTiBHe, paHZOMi30BaHe, I71alle00-KOHTPOIbOBaHe, T0/BiliHe ciire, 6GaraToOL|eHTPOBe,
peecTpaliiiiHe KiiHiuHe gociimkeHHs da3u III ans mopiBHsHHS TopumnaniMady (JS001) y moeaHaHHI 3
neHBaTUHIOOM Ta Twialebo y mMOeqHaHHI 3 JeHBaTWHIOOM sIK Tepamii 1-i miHil MpW TOMMpeHii
renaroue/osspHiv KapuuHomi (I'HIK)», JS001-027-11I-HCC, Bepcis 1.2 Big 02 BepecHsi 2020 poky

3asaBHUK, KpaiHa

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

CnoHcop, KpaiHa

Shanghai Junshi Biosciences Co., Ltd, China

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi [TomoB>KeHHs TPYBAIOCTI K/IIHIYHOTO AOC/i/pKeHHs B YKpaiHi 0 31 rpyans 2022 poky
TOTpPaBKU
Howmep Ta fara Haka3zy Ne 545 Biz 19.05.2017

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «PanziomizoBaHe, mo/iBiliHe ciiine, 11ale60-KOHTPO/ILOBAHE JOCTIPKEHHS /i1 OLIHKU il 6eMrienoigHol

BUTIPOOYBaHHS, KO/, kuciotd (ETC-1002) Ha mosiBy TSDKKMX CepLeBO-CYAMHHUX SIBULL y TAL[i€HTIB i3 cepLieBO-CyJUHHOIO

Bepcid Ta jarta XBOp000I0 ab0 3 BUCOKMM PU3MKOM ii BUHUKHEHHS, sIKi He TIepeHOCSTh JIIKyBaHHs cTaTuHaMu», 1002-043,
3 IHKOPNOPOBAHOK MONPaBKOR0 5 Binl 24 BepecHs 2020 poky

3asiBHUK, KpaiHa [TignmpuemcTBo 3 100% iHo3eMHoOr0 iHBecTuLieo «KAVK'FOBIA PZIC Ykpaina»

CrnioHcop, KpaiHa «Ecnepion Tepar’totikc, IHK.» (Esperion Therapeutics, Inc.), CIIIA

CynyTHi —

Marepianu/mpenaparu

CYTIYTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

OnoBneHa Opomypa mocmigauka s MGDO19, Bepcis 4.0 Big 16 rpyans 2021; OuHopieHa
CP-MGDO019-01, Indopmauis g5 natieHta Ta ¢popma iHhOpMOBaHOI 3rofi — PO3LIMPEHHsS] KOTOPTH, /s
Ykpainu, ¢inanbHa Bepcis 2.0 Big 23 rpyaHsa 2021 p. ykpaiHCBKOIO Ta pOCiMCbKOHO MOBAaMU, Ha OCHOBI
MaiicTep-Bepcii aHT/1ificbKor0 MOBOIO AiJ1s1 €BponH, ¢iHanbHa Bepcis 6.0 Big 21 rpygus 2021 p.

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

Ne 2147 Bif 04.10.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«Bigkpute gocnimkenns [ dasu, 1110 Brepiiie NMPOBOAUTHLCS Ha JHOAWHI 3 eckasaljiero 03 MGDO019 Ta
pO3IIMpeHHsSIM KOTopTH, Oicrierudiunoro DART® nporeina, mo 3B'a3ye PD-1 ta CTLA-4 y maijieHTiB 3
HeoriepabeslbHUMU ab0 MeTacTaTUUHUMU HOBOYTBOpeHHsMu», CP-MGDO019-01, TlompaBka 4 0
nipotokony Bif 02 yepsHs 2021 p.

3asgBHUK, KpaiHa

TOB «KLIP YkpaiHa»

CnoHcop, KpaiHa

Makpo/lxeHikc, IHK. (MacroGenics, Inc.), CIIIA

CynyTHi
Marepianu/mpenaparu
CYTIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary

(¢apmaneBTHUYHOrO 3a0e3neueHHA

IBan 3A/IBOPHUMX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi Onosnena 6pornypa gocmigavka s INJECTAFER® (kapbokcrManbTo3u 3asisa iH’ekiisi), BUufianas: 1,
TIOTIPaBKU Biz 12 mucronaza 2021p.
Howmep Ta fara Haka3zy Ne 2616 Big 24.11.2021

MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOTO «BigkpuTe 0araTolleHTpOBe JOC/TIMKEHHS 3 OIL[iHKK 0e3MeKd, TMepeHOCHUMOCTi, (hapMaKOKiHETHKH Ta
BUTIPOOYBaHHS, KO/, (dapMako/iMHaMiKK ~ BHYTPIillITHbOBEHHOI ~KapOoKcuManbTo3u 3amiza y HemoBiaat (0-1  pik) i3
BepCisi Ta jara 3asizogedituTHOO aHemieto», 1VIT19046, nonpaBka 3 octatouyHa Bepcisi: Bif 14 kBiTHsa 2021

3asgBHUK, KpaiHa TOB «KILIP YkpaiHa»

CrioHcop, KpaiHa «AmepikeH PigpxeHnrt, IHk.» (American Regent, Inc.), USA

CynyTHi —

Marepianu/mpenaparu

CYyMyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HopnaTok 32

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

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

BUTNIPOOYBaHb Ta BHECEHHS 3MiHHU IO I0/IaTKa

Ne 12 o Haka3y MiHicTepcTBa OXOPOHU

310poB’s YKpainu Bij 17 rpyans 2021 poky

Ne 2814»
8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

3MiHa MiCI[sl TPOBeZIeHHsI K/TiHIYHOT0 BUIPOOYBaHHSI:

BiagineHHs gns gopocivx  Nel7  (kiHoue),
rcUxiaTpuuHe BiAfUIeHHS Ay Aopociux Nel8
(uonosiue), cmt. HoBe, M. KpomnuBHMIILKUH,
KipoBorpa/ceka 0671.

BYJIO CTAJIO
K.M.H. [leHucos €.M. K.M.H. [lenucos €.M.
KomyHanbHe  HekomepliiiiHe  miAnpueMcTBO | KomyHasbHe HeKOMepLliliHe MiANPUEMCTBO
«Ob6macHa KiiHiuHa TricuxiaTpyuuHa JiikapHS | «O6sacHa — KIIiHIYHA — TICMXiaTpUUHA  JIiKapHS
KipoBorpazcekoi obsacHoi pagu», ricuxiatpuude | KipoBorpagcekoi — obsacHOi  pagu»,  rocTpe

rcuxiaTpyuuHe BIiggUIeHHA [Ojst Jopocaux  Nel2
(>kiHOuUe), rocTpe ICUXiaTpUuHe BiJJiNEeHHS [
popocnux — Nel3  (uomnoBiue), cmt. Hoge,
M. KpormBauipkwid, KipoBorpacbka 00641

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

Ne 38 Big 11.01.2020

Ha3sBa kjtiHiuyHOTO
BUTIPOOYBaHHSI, KO/,
BepCid Ta Jjata

«PaHgoMi3oBaHe, TIOABiMHe CIire,

nare00-KOHTPOIbOBaHe,

OaraToOL[eHTPOBEe  [OC/Ti/PKEHHs, 1[0

TPOBOZAMTLCS B TMapasie/lbHUX TPyIiax, i3 3acTocyBaHHSIM (hiKCOBaHMX /03 /JIsi OL[iHKKA e(eKTUBHOCTI Ta
6e3meunocTi nipenapaty SEP-363856 y martiieHTiB i3 mm3odpeHieto y rocTpoMy TICUXOTUYHOMY eITi30fi»,
SEP361-301, Bepcis 4.00 3 iHKopnopoBaHow CyTTeBOO nmonpaBkoro 3.00 Bix 26 ciunsa 2021 poky

3asiBHUK, KpalHa

ITignpremctBo 3 100% iHo3emHor0 iHBecTuLiieto «AVK’FOBIA PJIC Ykpaina»
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CnoHcop, KpaiHa «CyHoBioH ®apmacbioTikanc [HK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi —
Marepianu/mpenaparu
CyMyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 33

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

[HCcTpyKIjii 3i 300py 3paskiB Kamy (A7 3pa3KiB, 10 30UparOThCS BAOMAa Ta TIPUHOCATHCS [0
JIOC/TiIHULIBKOTO LIeHTPY), Pefakiisi BUXiJHOTO JOKyMeHTa: octarouyHa pezakiis 1.0 Big 08 >xoBTHs 2021
p. (aHrmiiicbka MoBa); repekiajeHa octaTouHa pezakiis 1.0 Bix 18 >xoBtHsa 2021 p. (ykpaiHCbkKa MOBa),
nepeksiazeHa ocratouHa pezakuis 1.0 Big 18 >koBtHs 2021 p. (pociiicbka moBa); KepiBHULITBO A/
narjiedTa (mporpamu kommasii "Medidata™) s 1jofieHHOT peecTpallii CUMOTOMIB (/711 3alIOBHEHHSI Ha
efleKTpOHHOMY mpucTpoi), Bepcisi 1.0 ykpaiHcbkoro moBow Bif 30 BepecHsi 2021 p., Bepcis 1.0
pociticekoro MoBoro Bif 30 BepecHs 2021 p.; YTouHeHHs1 iH@oOpMallii CTOCOBHO Ha3BU 12-KaHaJbHUM
peectparop st xonatep-MoHiTopuHry EKT, 110 Oyze BUKOPUCTOBYBATHCS Y KITiHIYUHOMY BUIPOOYBaHHi
VTX002-201 paast MOXJIMBOCTI MOTO BBe3eHHsI Ha TepuTopito YKpaiHu: Byso: 12-kaHanbHUI peecTpaTop
anst xonrep-MoHiTopuHry EKT "M12R-04771" B KOMILIEKTi i3 CYMKOIO-UOXJIOM, KabenssMu st
i’ €fHAHHS eJIeKTPO/IiB /10 TarjieHTa Ta afgantepoM. BupoOnuk: "Global Instrumentation LLC", CIIIA.
Crano: 12-kaHanbHUW peecTpatop A xonTep-moHiTopuHry EKIT "M12R" B KOMILIEeKTI i3 CyMKOO-
YyOXJIOM, KabenssMyd [y Mij’€IHAHHS €IeKTPOZIiB [0 TaljieHTa Ta ajanTepoM. BupobHuk: "Global
Instrumentation LLC", CIITIA; Bk/toueHHs1 IOZATKOBUX MiCITb TPOBeZIEHHS K/TiHIYHOTO BUMIPOOYBAHHS:

Ne [1.I.b. BigTIOBiA/ILHOT'O AOC/TIAHUKA

/1 Ha3Ba Miciist ipoBe/ieHHsT KJIiHIYHOTO BUITPOOYBaHHS

1. | x.M.H. KoBasb B.I.
KomyHasibHe HeKOMepIliiiHe miAnpueMcTBo «Hepkacbka obsacHa JiikapHs YepkacbKoi 06/1acHOT
pajy», MPOKTOJIOTiYHe BifmiseHHs, M. Yepkacu

2. | p.m.H. Mumiug K.M.
ToBapucTBO 3 00MekeHO BiAmoBifanbpHiCTIO «BararonpodinbHa KriHika CBsitoro Mukomasi»,

NiKyBabHO-NIPOdiTaKTUUHUM TiAPO3/ia, M. 3anopixoKs
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3. | nikap Kupuuenko O.B.

KuiBcbKa K/liHiYHa JliKapHS Ha 3a1i3HUUHOMY TpaHcropTi Ne2 ¢isii «LleHTp 0XOpoHU 340pOB’si»
aKL[IOHEPHOT0 TOBAPUCTBA «YKpaiHCbKa 3aJli3HHULIs», BiJJi/IEHHS IeHHOr0 cTalioHapy, M. KuiB
4. | K.M.H. Tomamkesuy I'.I.

KoMyHanbHe HeKoMepiliiiHe TMiANpUeEMCTBO «BiHHMIIbKA MicbKa KiiHiuHa JjikapHsi Nel»,
raCcTpPOEHTEepOJIOTiuHe BiAJiseHHsl, BiHHMIPKUM HaL[iOHA/JIbLHUM MeJWUYHWM YHIBepCUTEeT iMeHi
M.I. Iuporosa, Kadeapa rnponefeBTUKA BHYTPIIIHLOT MeAULIMHU, M. BiHHULIS

K.M.H. Bummmsaniok B.FO.

KomyHanmpHe HeKoMepliiiiHe TiampuemMcTBo «O6acHa KiiHiuHa fikapHs IBaHO-PpaHKiBCHKOT
obmacHoi pasu», TacTPOeHTeposioriuHe BiAgineHHs, [BaHO-PpaHKIBCHKHMI HalliOHAaTbHUN
MeJJUUHUI yHiBepcuTeT, Kadejpa BHYTpilllHbOI MequuHA Nel, KaiHiYHOI iMyHomorii Ta
aneproJiorii im. akagemika €.M. Heiika, M. IBaHO-®paHKiBCbK

Howmep Ta faTa Haka3y
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2616 Bif 24.11.2021

Ha3sga k1iHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«baraTolleHTpOBe paHIOMi30BaHe TOABIMHO ciirne Miarieb60-KOHTposboBaHe AocmimkeHHs 11 daswu, 1o
TIPOBO/IUTHCS B Mapasie/IbHUX IPyTax MAalli€HTIB i3 cepeJHbOTSHKKUM ab0 TSHKKUM 1epebiroM BUpPa3KoBOTO
KOJITY B aKTHBHiN (opmi 3 MeTOr0 OL[iHK! K/TiHiuHOI eheKTUBHOCTI Ta 6e3meuHocTi rpernapaty VIX002»,
VTX002-201, pepakuis 1.0 Big 24 yepsHs 2021 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOTO BIATIOBIJIAJIBHICTTO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«Onmninan ®Papma JlimiTea» (JouipHE TMiANPUEMCTBO B TMIOBHiM B/IACHOCTI KOMMaHii «BeHTHKC
Batiocaencu3 Inkopriopelitesi») [Oppilan Pharma Limited, a wholly-owned subsidiary of Ventyx
Biosciences, Inc.], Bennka bpuranis

CynyTHi
Marepianu/mpernaparu
CYTYTHBOI Tepamnii

B.o. renepajsibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUYHOTrO 3a0€3MeueHHA

Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTTeBoi 3MiHa Ha3BM MiCLisi POBeJieHHs K/IiHiuHOro BUNIPOOyBaHHS Ta BiANOBiAaIbHOrO OC/iAHKKA:
TOTMPaBKU BYJIO CTAJIO
K.M.H. Tamyk [.B. sikap CemereH [O.B.
KomyHanbHa ycTaHoBa «YepHiBelpkuii | Ob6acHe KOMYHaJlbHe HeKOMeplLliliHe
00J1acHU# KTiHIYHUIM OHKOJIOTiYHUMN AUCTIAaHCep», | TiJIPUEMCTBO «BbyKoBHHCHKMI KJIIHIYHUU
BiZIli/IeHHs IeHHOr 0 CTaljioHapy, M. YepHiBLji OHKOJIOTIYHUI LeHTP», CTPYKTYDHUW MiJpO3Ain
KJIiHIYHOI OHKovIOril, M. YepHiBLi

Howmep Ta nata Haka3zy Ne 662 Big 16.03.2020

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Ha3Ba k/iHiuHOTO «Hdocmimkennst 11 da3u 3 MeTor OLiHKK Oe3meuHoCTi ¥ edeKTUBHOCTI Tepariii rpermapatom SYD985,
BUIPOOYBaHHs, KO/, KOH’HOraTOM aHTUTL/Ia Ta JIKapCbKOl pPeuYOBUHM, L0 MPOBOAWUTHCS B OZHIM Tpymi MallieHTOK i3
BepCid Ta JjaTta peLAVBHUM, TIOLIMPEeHUM ab0 MeTacTaTUUHUM PakoM eHZioMeTpito 3 ekcripeciero HER2, y skux paHiiie

Oy/10 BUsIB/IEHO MPOTPeCcyBaHHs 3aXBOPIOBaHHS Ha TJ/Ii UM MiC/s TIPOBeZieHHsI XiMioTepartil riepitiof JiiHii Ha
OCHOBI MnpenapariB miatuau», SYD985.003, pepakuis 3.0 Big 30 BepecHs 2020 p.

3asgBHUK, KpaiHa TOBAPHICTBO 3 OBMEXEHOIO BIZITIOBITAJIBHICTIO «I1I EC AI-YKPATHA»
CrnioHcop, KpaiHa «bitionzic B.B.», [Byondis B.V.], Hinepnanau

CynyTHi —

Marepianu/rpernaparu

CYIIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

OHoB/IeHH TIPOTOKOJT K/TiHIYHOTO BUMNPOOYyBaHHs, Bepcisi 3 Bif 27 xoBTHs 2021 p.; ®opma indbopmoBaHOi
3roay, Bepcid 4.0 aas YKpaiHMd yKpaiHCBKOR Ta pocikicbkoro MoBamu Bif 01 rpygus 2021 p. Ha ocHoBsi
Matictep-Bepcii dhopmu iHpopMoBaHoi 3roau A gociimkeHHss BN42082, Bepcis 3, Big 27 »xoBTHs 2021

P-

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

Ne 3059 Bif 29.12.2020

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcis Ta jara

«bararoneHTpOBe, paHJ0Mi30BaHe, MOABiliHe C/ile, KOHTPOILOBaHe AocaipkeHHs da3u IIIb gnst ouinku
edeKTUBHOCTI, Oe3nevHoCTi Ta (papMAKOKIHETHKH BHUIIMX 03 OKpesizymaly y [JOpPOC/MX TIAIli€HTIB 3
PELIMAMBYIOUMM PO3CiSIHUM CK/1epo3oM», BN42082, Bepcis 2 Bizg 29 6epesns 2021 p.

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiziNoBianbpHicTIO «Porn Ykpaina»

CrioHcop, KpaiHa

@.Xodpdmann-JIs Poru JITa, [IBetitapis

CynyTHi
Marepianu/mpenaparu
CYyMyTHBOI Tepariii

B.o. revepanbHoro jupekropa /lupekropary
(apmareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX







HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUMNPOOYBaHb Ta BHECEHHSI 3MiHU [0 A0/aTKa
Ne 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’s YKpainu Bij 17 rpyans 2021 poky
Ne 2814»

8.02.2022 Ne 255

InenTudikatiis cyTreBoi
TIOTIPaBKU

Bporrypa focmigHuKa Ha [AOCIiKyBaHUM Jikapcekuii 3aci6 IlampeBnymab, Bumanus 19.0 Big 05
mictoniaia 2021 poky, aHIVIiWCBKOIO MOBOIO; [loCh€  AOCHTiKyBaHOTO JHiKapChbKOro —3acoly
(TTampeBniymab), Bepcis 3.2 Bif BepecHs1 2021 poky, aHrmiMcbKor0 MOBOMO; JozmaTok no Po3giny
2.1.P.8 «CrabinbHictb» 10 loche mocimKyBaHoro jikapcbkoro 3acoby (ITampeBnymab), Bepcist 3.2 Bif
BepecHs1 2021 pOKy, aHIIiHCHKOI MOBOIO; [T0/IOBKEeHHSI TepMiHy MPHUAATHOCTI JTiKapChbKOro 3aco0y
nampeBiayMab 7o 48 micsiis.

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 80 Big 19.01.2021

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«3edipyc II: PangomizoBaHe, To/BiliHe cilirie, 11aleb0-KOHTPO/IbOBaHEe K/IiHiuHe JOCTiHKeHHs a3y 3 3
METOI0 OI[iHKK e(heKTUBHOCTI Ta Oe3reKu TperapaTy IaMpeBayMad y Mal[ieHTiB 3 i[ionmaTHYHUM
nereHeBuM ¢iodpo3om (IJId)», FGCL-3019-095, 3 TTonpaBkoro 1.0 Big 03 6epesnst 2021 poky

3asgBHUK, KpaiHa

TOB «BOPJIZIBAI/T KJITHIKAJI TPAIJIC YKP»

CrioHcop, KpaiHa

«®ibpol'eH, Iuk.» (FibroGen, Inc.), Crionyueni [lITat AMepuku

CynyTHi
Marepianu/mpenaparu
CyMyTHBOI Tepariii

B.o. rervepanbHoro jupekropa /lupekropary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopatok 37

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb Ta BHECEHHS 3MiHM 10 0AaTKa
Neo 12 o Haka3y MiHicTepcTBa OXOPOHU
310poB’a YKpainu Bij 17 rpyans 2021 poky
No 2814»

8.02.2022 Ne 255

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Omnosnenunt ITporokon (Bepcis 1.4 Big 20.12.2021 p.); 3miHa LieHTpali30BaHUX TEXHIYHUX MPUMIILIEHb,
mo OyJyTh BMKODHCTOBYBaTHCh JJisi TPOBeZleHHsS KJIiHiUHOrO BHUMpoOyBaHHs (y1abopartopisi), y sIKHX
1|eHTpa/Ii30BaHO OyyTh BUMipIOBAaTHCs a0O0 OI[iHFOBATHCS OCHOBHI KpUTEpIi OlliHKH:

BYJIO CTAJIO
TOB «MEJIKABEP IHTETPEUTE/] K/ITHIKAJI | TOB «MJT «JIIJIA», 01103, m. Kuis,
CEPBICEC HOKPEMH», 04214, m. Kuis, Byn. | ITpocdecopa ITifBucorbKoro, 6yuHoK 6 A,
[TonsipHa 2/58, «A», +38 044 364-30-09,
+38 044 490 60 60, t.linkevych@dila.com.ua
natalia.ierchenko@medicover.com

BYIIL.

Howmep Ta fata Hakasy
MOQO3 11010 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 893 Big 15.04.2020

Ha3ga kiiHiuHOr0O
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjaTa

«Bigkpure 6ararolleHTpOBe MDKHApOZAHE AOC/i/KeHHS e(heKTUBHOCTI Ta 0e3MeuHOCTi JiKapChKOTOo
3acoby Pe3orsiobin (Human Anti-D (rh) immunoglobulin) Bupobuuiitea TOB «biodapma Ilnazma»,
YKpaiHa, y BariTHUX >KIHOK B aHTeHaTaJbHOMY Ta IOCTHAaTaJbHOMY I1epiofii B PYTHHHIW KIIHIUHIN
MPaKTUL]i A7 TIpodiNakKTUKK pe3yc-ceHCubimizallii, 3 MiArpymnow JOCTiHKeHHs [JesKUX TapaMeTpiB
dapmakokinetuku», 1901-RH-BF, Bepcis 1.3 Big 17.09.2021

3asiBHUK, KpaiHa

TOB «BIODAPMA TIVTA3SMA», YKpaiHa

CnoHcop, KpaiHa

TOB «bBIODAPMA IIJIA3MA», YKkpaiHa

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. renepasibHOro JupexkTopa /lupekropary



(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3AIBOPHUX




