Hopartok 1
[Jlo Haka3y MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «I1po npoBefeHHs KIiHIYHUX
BUITPOOYBaHb JIiIKapChKUX 3ac00iB Ta
3aTBep/yKeHHsI CyTTEBUX I1OIPABOK /0
MIPOTOKOJTIB KJTiHIYHUX BUTTPOOYBaHb,
BHECeHHs 3MiHU /10 Jojatka Ne 22 10
Haka3y MiHicTepcTBa 0XOPOHU 30POB’S
Ykpainu Big 13 yepBHs 2023 poky

Ne 1072»

5.07.2023 Ne 1223

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«12-twkHeBe, a3za II, OaraToleHTpOBe, paHAOMi30BaHe, TMOABiHHe CJjiine JOC/TiKeHHS
edekTrBHOCTI Ta 6e3neunocti CPL409116 y mopiBHsSHI 3 mtanebo, B KOMOiHarii 3
MeTOTPeKCaTOM Y TaLli€HTIB 3 aKTMBHUM pPeBMAaTOIHWM apTPUTOM, sIKi MarTb HeaJleKBaTHY
BiAMOBIAb Ha JIiKyBaHHS MeTOTpeKcaTom», Kog pociimkeHHs 03JAK2021, sepcis 3.0 Bix
20.12.2022

3asgBHUK, KpaiHa

TOB «CT AKAJEMIfl», YKpaiHa

CrioHCOp, KpaiHa

Celon Pharma S.A, Tlosbiia

[Tepenik foC/ipKyBaHUX JTiIKapCbKUX
3aco0iB sikapckKa dopma,
[103yBaHHsI, BUDOOHUK, KpaiHa

CPL409116 (CPL409116; PG24, PG242, CZ24); Tabnetka 6e3 obonoHku, 1 (ogHa) TabeTka
mictuth 60 Mr CPL409116 a6o mnanebo. Tabnerku 3 CPL409116 B amomiHieBomy OmicTepi;
60 mr, 120 mr, 240 mr; Celon Pharma S.A, Tlosiblia;

[Tnae6o qo CPL409116, TabneTka 6e3 060/10HKH, 1 (0Ha) TabneTtka Mictuth 60 Mr CPL409116
abo nane6o. Tabnetku 3 CPL409116 B amomiHieBomy bmictepi; Celon Pharma S.A, [Mosbia

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. Jlorouaa I1.1.

[MonikmiHika 1JeHTpy MeAUYHUX Mocayr Ta peabinitauii AT «KommnaHisi aBialifiHoro Ta pakeTHo-
TeXHIYHOTO MaIlIMHOOYIyBaHHSI», Bi/Ili/IeHHSI IEHHOTO CTalfioHapy, M. KuiB

2) nikap Kypunbuuk I.B.

MeuuHU 1[eHTP TOBAapUCTBa 3 00MeXXeHO BiJNoBifabHICTIO «MeauuHuii 11eHTp «KoHCHIiym
Mepikan», KIiHIKO-KOHCY/IbTaTUBHE BiAfisieHHs, M. KuiB

3) k.M.H. BuminuBenpkuii 1.1.

KomyHnanbHe mianpuemctBo «JlikapHs Nel» JKuUTOMHPCBKOI MiCBKOI pajy, KOHCY/JIbTaTHBHO-
JIiKyBasibHe BiafisieHHs1 «HayKOBO-OCTiAHULIBKUAN LIEHTP», M. 2KUTOMUD

[pernaparty MOpPiBHSHHS, BUPOOHUK
Ta KpaiHa




2 MPOJOBXKEeHHH Aojarka 1

CynyTHi MaTepianu/mperiapati —
CyTyTHBOI Teparii/topuguuHa abo
¢izuuHa ocoba, sika fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHUK Ha BBE3€HHS
JOCTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHH 3MiHM 10 fgogaTtka Ne 22 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 13 uepsHs 2023 poky

Ne 1072»

5.07.2023 Ne 122

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«®a3za 1b/2, BigkpuTe [AOCTiAKeHHS 3 TIOJA/bILIOTO BHBUEHHS PEKOMEH/I0BaHOi /1031
JOCTTiKYyBaHOTO TIperapary 3 MeTOI OLiHKA 0e3MeKd Ta TMPOTUITYXJIMHHOI aKTUBHOCTI
iHCTM/IALIM cevyoBoro Mixypa npernapatoM TARA-002 y fgopociuMx Manji€eHTiB i3 M'S30BO-
HeiHBa3sMBHUM pakOM CeYOBOI'O MiXypa BHUCOKOI'O CTYIIeHsl 3J/I0SIKICHOCTI», KOZ [OC/iKeHHS
TARA-002-101-Ph1b/2, Bepcis 3.0 Big 07 motoro 2023 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEICIH», YKpaina

CnoHcop, KpaiHa

ITporapa Tepan'toTikc, IHK. [Protara Therapeutics, Inc.], CIITA

[Tepenik foC/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

TARA-002 (Streptococcus pyogenes [rpyna A, tun 3] wtam Su, iHakThBOoBaHMii); TARA-002;
JliopinizoBani kmithHU Streptococcus Pyogenes (rpyma A, tun 3) mramy Su, o0pobieni
OensunmeniuiinoM); JliodinizoBanuii mopomiok st po3BefeHHs (40 KO (crepuibHuii S.
pyogenes) y dnakoni); 40 KO (1 KO, ujo BignoBigae 0,1 mMr iHakTHBOBaHOro S. pyogenes);
SanaClis s.r.o., CnoBaipka Pecriy6stika; Novex Innovations, CIIIA; Pacific BioLabs, CIIIA,;
Diteba Laboratories, Kanaza; SGS Life Sciences, CIIIA

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUINIPOOYBaHHs B YKpaiHi

1) nikap [Joponina M.B.
MeauuHWI 1[eHTP TOBapMCTBa 3 OOMe)KeHOI BiJmOBifambHiCTIO «ApeHcis Ekcruioparopi
Mepicin», Bigaia KJIiHIYHUX J0OC/TipKeHb, M. KuiB

ITperrapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/miperiapati
CYMyTHBOI Teparii/fopuguuHa abo
¢i3nuHa ocoba, siKa fi€ 3a
JIOBIpeHICTIO, SIKy HaZlaB CIIOHCOP Ur
3asIBHMK Ha BBE3€HHS
JIOC/TiIKYBaHUX JTiKapChbKUX 3ac00iB
Ta CynyTHIX MaTepiasiB

Kowmnanis, sika /i€ 3a JOBIPeHICTIO, Ky Ha/Zj|aB CIIOHCOP YU 3asBHUK Ha BBEe3eHHS [OC/Ii/pKyBaHUX
mikapcbKux 3acobiB Ta cymyTHix marepianiB: TOB «CAHAKJIIC», Ykpaina (SanaClis TOV,
Ukraine)

Hauanbauk ®@apmaiieBTHYHOr0 yNpaBJ/IiHHSA Tapac JISICKOBCHKHUM

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHH 3MiHM 10 fgogaTtka Ne 22 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 13 uepsHs 2023 poky

Ne 1072»

5.07.2023 Ne 122

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«57-TwKHeBe OaraTOLIEHTPOBe BiZIKpUTe AO/AaTKOBe KiTiHiYHe BUMPOOYBaHHS 3 JIiKyBaHHSIM
aKTWBHUM TperniapaTtoMm it BuB4YeHHs nperapaty CVL-865 gk gonoMi>kHOI Tepariii B 0pPOCIUX
naijieHTiB i3 CyZOMHMMHM HamajfaMu 3 (OKaJbHUM TI0YaTKOM, Pe3UCTeHTHUMH [0
MeJIMKaMeHTO3HOTr 0 JIiKyBaHHs», Koz, aociigxkeHHs: CVL-865-SZ-002, 3.0 Bix 14.07.2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YKpaiHa»

CrioHCOp, KpaiHa

Cerevel Therapeutics, LL.C, United States

[Tepenik goCAiIKyBaHUX JTIKAPChKUX
3acobiB sikapceka opma,
[l03yBaHHsI, BUDOOHUK, KpaiHa

Darigabat (mapirabat); (CVL-865; Darigabat); Tabnerku; 2.5 wmr; PCI Pharma Services
(Millmount Healthcare Limited), Ireland; Lonza Bend Inc., United States; Lonza Bend Inc.,
United States; Sherpa Clinical Packaging LL.C, United States;
Darigabat (mapirabar); (CVL-865; Darigabat); Tabmetku; 5.0 wmr; PCI Pharma Services
(Millmount Healthcare Limited), Ireland; Lonza Bend Inc., United States; Lonza Bend Inc.,
United States; Sherpa Clinical Packaging LL.C, United States;
Darigabat (mapirabat); (CVL-865; Darigabat); Tabnerku; 7.5 wmr; PCI Pharma Services
(Millmount Healthcare Limited), Ireland; Lonza Bend Inc., United States; Lonza Bend Inc.,
United States; Sherpa Clinical Packaging LL.C, United States
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Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) p.m.H., ipod. Map’enko JI.B.

MeauuHWM LIEHTP TOBapucTBa 3 OOMEKEHOW BiAMOBifanbHICTIO «MeIUUHUA  LIeHTP
«HelipokiHik», M. JIbBiB

2) K.M.H. Yomonsik FO.1O.

Meguunuii nieHTp «/liamen» ToBapucTBa 3 OOMEXEHOI0 BiZTOBifanbHICTIO «MeAUuuHUN 1[eHTP
«liamen», M. Y>Kropop,

3) nikap OmnimeBcbka H.B.

Menmuunuii 1ieHTp «OK!KimiHiK+» TOBapHCTBa 3 00MeKeHO BiNOBianbHICTIO « MiKHapOAHUM
IHCTUTYT KJIIHIYHMX [JOC/I[KeHb», BIAJi  HEBpPOJOrii, mncuxiaTpii Ta  emijienTosorii
CTal[iOHAPHOT O BifaiyieHHsl, M. K1iB

[Tpenapaty MOPiBHSIHHS, BUDOOHUK
Ta KpaiHa

CynyTHi MaTepianu/riperiapati
CyTyTHBOI Teparii/fopuguuHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBipeHICTIO, Ky HaJjaB CIIOHCOP Uu
3asiBHUK Ha BBE3€HHS
JOCTTiIKYBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

Hauanbauk ®apManeBTUYHOr0 yNpaB/IiHHS Tapac JISICKOBChKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/yKeHHsI CyTTEBUX MOIMPAaBOK 10
MIPOTOKOJIiB K/TiHIUHUX BUTIPOOYBaHb,
BHECeHH 3MiHM 10 fgogaTtka Ne 22 1o
Haka3y MiHicTepcTBa 0XOPOHH 3/10pPOB’S
Yxpainu Biz 13 uepsHs 2023 poky

Ne 1072»

5.07.2023 Ne 122

HasBa kniHiyHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«Kniniune pgocmigpkeHHsT 3 OI[iHKM 0iOeKBiBa/leHTHOCTI JiKapChbKUX 3acobiB Ilepammanen,
Tab/eTKW, BKPUTI TUIIBKOBOW o00o0m0HKOW, 10 4 Mr (AT «KuiBmeanpemapat», YKpaiHa) Ta
datikomna®, Tab/eTKH, BKPUTI TUTIBKOBOIO 000/10HKO0, 110 4 Mr («Eisai GmbH», HimeuuunHa) 3a
y4acTi 3J0pOBUX A0OPOBOMBLiB», Kof nociimkenHss PER4-ART, 1.1 Bixg 23.05.2023 p.

3asgBHUK, KpaiHa

TOB «APTEPIYM JIT/l», Ykpaita

CrioHCOp, KpaiHa

AT «KuiBmejriperniapar», YKpaiHa

[Tepetik goC/iIyKyBaHUX JTiIKapCbKHAX
3acobiB mikapcbka opma,
[l03yBaHHsI, BUDOOHUK, KpaiHa

I[MTEPAMITAHEJI (Ilepammanen); TabjeTKH, BKPUTI IUTiBKOBOIO o00onoHkow; 4 wr; AT
«KuiBmesanpenapaT», YKpaiHa

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTIPOOYBaHHS B YKpaiHi

1) ron. nikap Aptu b.1.

Meauunuii 11eHTp TOB «Kninika THHO®AP - Ykpaina IHHoBeliTiB ®apma Pecepu»,
YepniBelibka 0671., HoBocenuibkuii p-H, . bostHu

2) k.0.H., 3aB. mab. Cabko B.E.

TOB «Kindapm», m. Iprins, Kuieceka 0671

ITperiapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa

®AVMKOMITA® (mepammanen); TabaeTKH, BKPUTI TTiBKOBOI 000/10HKOI0; 4 Mmr; Eiicait I'm6X
(Himeuunna)/ Eisai GmbH, Germany
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CynyTHi MaTepianu/mperiapati —
CyTyTHBOI Teparii/topuguuHa abo
¢izuuHa ocoba, sika fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHUK Ha BBE3€HHS
JOCTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

Hauanbauk ®apManeBTUYHOr0 ynpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HonaTtok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

[Mpotokon kniHiuHoro pAocnigmkenHs (d) Big 06 motoro 2023 poKy, aHI/iNCBKO MOBOIO;
OHoB/ieHi po3JiMM J0ChE AOCTIIKYBaHOTO JiKapcbkoro 3aco0y, Bepcis Bif ciuns 2023 poky:
S.2 «BupoOHULITBO», S.4 «KOHTPO/L HaJ| peUOBUHOIO», S.5 «CTapJaTHUM 3pa30K Ta MaTepiamm»,
S.7 «CtabinpHicTb», P.2 «®PapmarnieBTuHa po3pobka», P.3 «BupobHMLTBO», P.5 «KOHTpOIHL Hajl
mikapcbKuM 3acobom», P.7 «Cucrema yrakoBKW/yKyrnopku», P.8 «CrabinbHiCTb, aHIJIINICEKOO
MoBoto; IHdopmariisi g1 natienTa gocnigkenHss Ta @opma IHdopmoBaHoi 3rogu Assi ydacti y
JIOCJTI/IPKeHHI /11 BUKODUCTaHHS B YKpaiHi, Bepciss Ne 4.0 ykpaiHCBKOIO MOBOIO Bij 28 mroToro
2023; Indopmariis s marieHTa gociimpkeHHs Ta Popma IHdopmoBaHoi 3rogu s ydacTi y
JIOCJIi/DKeHHI [T BUKOPUCTaHHSI B YKpaiHi, Bepcis Ne 4.0 pocilicbkkoro MOBOIO BifJ 28 mr0TOro
2023; HopatkoBa IHdopMallis gns maijieHTa gociimkeHHs Ta dopma IHdopmoBaHoi 3roau Ha
y4yacTb y Tiepiofii TPOJOB)KEHOro [JOCTymny [0 Iiperapary /i BUKOPUCTaHHS B YKpaiHi,
YKpaiHChKOI0 MoBOw, Bepcisi Ne 1 Big 01 Gepe3ns 2023 poky; HogatkoBa IHdopmariis ass
naiieHTa fociifpkeHHss Ta Popma IHdopmoBaHOi 3roAyd Ha yuyacTh y Tepiofii TIPOJOBKEHOTO
JIOCTYIly [0 Tipernapary [Jid BUKOPUCTaHHS B YKpaiHi, poCiiCbkoro MOBORO, Bepcisi Ne 1 Big 11
kBiTHS 2023 poKy pociiicbkkoro MoBow; Popma IHdopmoBaHoi 3rogu BariTHOI MapTHEPKU Ha
pO3KpUTTS iH(OpMariii, s BUKOpUCTaHHS B YKpaiHi, Bepcis 1.0 Bixm 04 Gepesns 2023 poky
YKPaiHCBKOIO Ta POCiMCHKOI0 MOBaMH

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1849 Big 11.08.2020

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta fata

«barartorjentpoBe, Binkpure, [Togosxene HocnimpkenHs III ®asu gna Ouinku [JoBrorpusasnoi
EdektuBHOoCTi Ta be3neunocti 3actocyBaHHsi MipikizymaOy y IlarjienTiB i3 XBopob6oio KpoHa»,
16T-MC-AMAX, 3 inkopriopoBaHoto 1ioripaBkoto (b) Big 03 ceprias 2022 poky
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3asiBHUK, KpaiHa «Eni Jlinai Bocrok CAy, IlIBetiapis
CrioHcop, KpaiHa Eni JTinni eng Komnani, CIIA / Eli Lilly and Company, USA
Hauanbauk ®apmaiieBTHUHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKUI

(migruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OHoBJIeHi PO3/i/v I0ChE AOCTIHKYBAaHOTO JTiKapChbKoro 3aco0y, Bepcis Big 6epesns 2023 poky: S.2
«BupobnuiitBo», S.4. «KoHTpo/b Haj peuoBUHOIO», S.5 «CraHAapTHUM 3pa30oK Ta Marepiaimn»,
S.7 «CtabimpHicTh»; P.2 «®apMaliieBTHUHa po3pobka», P.3 «BupobHuITBO», P.5 «KOHTpoib Haf
mikapcbKuM 3acobom», P.7 «Cucrema ymakoBKu/yKymopku», P.8 «CtabiibHICTE», aHT/HCHKOIO
MOBOI0; 3MiHa MiClisl TIPOBe/IeHHsI K/TiHIYHOTO BUMPOOYBaHHS:

BHYTPILLIHBbOT MeJULIMHU Ne3, M. BiHHULA

bYJIO CTAJIO
I.M.H., ipo. IBaHoB B.I1. I.M.H., ipod. IBaHoB B.I1.
BiHHuLbKMIM o6sacHUM KhiHiyHMA rocritans | KomyHanbHe HeKoMmepljifiHe —TiANPUEMCTBO
BeTepaHiB BilHW, TepamneBTUYHe BiAfiseHHs | «BiHHUIbKa MicbKa KJIiHiUHa JikapHs Nel»,
Nel, BiHHULBKMI HalliOHaNTbHUN MeJJUYHUM | TaCTPOEHTEpOJIOTiuHe BiainieHHs,
yHiBepcuteT im. M.I. T[luporoma, kadenpa | BiHHULBKHI Hal[iOHAJIbHUM MeJUYHUI

yHiBepcuTeT iM. M.I. TluporoBa, kadezpa
BHYTPILIHBOI MeguLIMHUA Ne3, M. BiHHUIIA
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3MiHa Ha3BM TPbOX MiCL[b TPOBe/IeHHs KTiHIYHOT0 BUTIPOOYBaHHSI:

BYJIO CTAJIO
K.M.H. [Janumok C.B. K.M.H. [Tanumok C.B.
KomyHaneHuii 3aknag KuiBcbkoi o6sacHoi | KomyHanibHe HeKOMepIiifiHe — MiJiIpUEMCTBO
pamu «KwuiBcbka ob6sacHa KiiHiuHa sikapHsi», | KuiBcbkoi obmacHoi pagu «KuiBcbka obsacHa
raCcTpOeHTepoJIoriuHe BifjiieHHs, M. KuiB K/IiHIYHa  JliKapHs», TaCTPOEHTEePOJIOTiYHe
Bif|/1i/TeHHS K/TIHIYHOT O LIeHTPY

TepaneBTUYHOrO npodisto, M. Kuis

A.M.H. ['onoBuenko O.I.
MeauuHuil KIiHIYHUM [JTOCTiAHULIbKANA 1[@HTP
Meu4HOTO TIeHTPY TOBApHUCTBA 3 00MeXeHOI

A.M.H. ['onoBuenko O.1.
ToBapHCTBO 3 0OMEXKEHOI0 BiATOBiAaMBHICTIO
«Menuununi ueHtp Xesnc Kninik», Meauunuii

BifinoBifanbHicTIO  «Xesnc KniHik», BiAgia | KIiHIUHUA ~ AOCTIAHULIBKUA  1IeHTp, Biaain
racTpOeHTepOoJIOrii, rernaToJ/Iorii Ta | FaCTPOEHTEepPOJIOrii, rernaToJIorii Ta
€HJIOKPUHOJIOT11, M. BiHHULIS €HJOKPHUHOJIOTi1, M. BiHHULIS

I.M.H., ipod. Baosuuenko B.I. I.M.H., ipod. Baosuuenko B.I.

KomMyHanbHe HeKoMepljiliHe TigIIpUEMCTBO | «JIiKapHs CesiTOro [TaHnTeneiiMoHa»
«Kminiyna  ikapHa — mwBHAKOI  MefuuHOi | KoMyHanbHOro HEKOMepLIIHOT0
Joriomoru M. JIbBoBa», 1 TeparmeBTUUHe | MiANIPUEMCTBA  «JIbBIBCbKe  TepUTOpia/bHe
BifineHHs, JIbBiBCHKMI HallioHa/IbHUM | MeguuHe  00’eaHaHHs  «bararompodinbHa
MeJUUHUI YHIBEPCUTET iMeHi | KJiHIYHA  JliKapHd  IHTEHCMBHUX  METOZIB

HNanvna Tanmunpkoro, kadeapa Tepamii Nel,
Me[WYHOI /IilarHOCTMKM Ta TreMmaroJjiorii i
TpaHcdy3ionorii dhakyabTeTy MiCasAUILIOMHOT
ocBity, M. JIbBiB

JIKYBaHHS Ta LIBUJAKOI MeJUUYHOI ZOTIOMOTH»,
Lentp Teparmii, JIbBiBCbKUM HalliOHaTbHUI
MeJJUUHNN yHiBepcuTeT iMeHi
Hanuna Tamuubkoro, kadezapa Tteparii Nel,
MeJUYHOI [[iarHOCTUKW Ta TeMarToJorii i
TpaHcdys3ionorii GakyabTeTy MicasAUTIOMHOT
OCBIiTH, M. JIbBIB




TPOJOBXKEHH oJaTKa 6

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 1753 Big 06.08.2019

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«baratouentpoBe, Bigkpure, [TogosxeHe HocnimkenHs III ®asu gas Ouinku [JoBrotpuBasol
EdekruBHocTi Ta besneunocTi 3acrocyBannsi Mipikizyma0y y IlamientiB i3 Bupa3koBum Kositom
[MomipHoro Ta Tspkkoro Ilepebiry (LUCENT 3)», I6T-MC-AMAP, 3 iHKOPIOPOBaHOIO

nioripaBkoto (b) Bif 21 sunus 2022 poky

3asiBHUK, KpaiHa

«Eni Jlinnai Bocrok CAy, [lIBetitapis

CnoHcop, KpaiHa

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

Hauvanbauk ®apmaineBTHUHOr0 yNpaB/IiHHSA

Tapac JISICKOBCHKUM

(miggmuc)

(Bnache im’st TIPI3BUILIE)




Hoparok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa mociigHWKa — JOCTiHKyBaHOrO JTiKapchkKoro 3acoby  Ouumeprima6/Ociperlimab
(BGB-A1217), Bepcis 4.0 Big 24 >xoBTHS 2022 pOKy aHIVIIKCBKO MOBOO; bporiypa mociaigHuka
JOCTTiIKyBaHOTO JliKapchkoro 3aco0y Tucnenizyma6/Tislelizumab (BGB-A317), Bepcisi 10.0 Bix
09 motoro 2023 poKy aHIJIiCBKOI0O MOBOW; [loche AOCTiIKYBaHOTO JTiKapChbKOro 3acoby
BGB-A317, Bepcis 7.2 Big 23 nucromnaga 2022 poKy aHIIilCbKO MOBOHO; 3a/lyueHHs A0[aTKOBUX
BUPOOHUUMX [Ii/ITHOK [l AOC/iPKyBaHOTO JliKapchkoro 3acoby Tucnenizymab (Tislelizumab)
(BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB)), KoHLIeHTpaT [/s1 PO3uuHy /s iH(]y3iid,
10 minirpam/mininitp (mr/mn): BeiGene Guangzhou Biologics Manufacturing Co., Ltd., KuTtaii;
Catalent CTS (Singapore) Private Limited, Cinramyp; Fisher Clinical Services (Korea) Co., Ltd,
ITiBnenna Kopesi; Zuellig Pharma, Inc., Kuraiiceka Pecniy6stika (TaiiBanb); Zuellig Pharma Korea
Ltd, Pecriybmika Kopest

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«PanziomizoBane mozBiiiHe ciine gocmimpkeHHs (a3u 3 orunepniMaby, anturina o TIGIT, y
MOEJHAHHI 3 THC/Iemi3ymMaboM TIOpiBHSHO 3 meMOposisymabom y mMallieHTiB i3 padile
HeJIIKOBaHUM, MiCI|eBOTIOIIMPEHNM, HeorepabeslbHUM ab0 MeTacTaTUYHUM HeJpiOHOKITi THHHUM
pakoM JiereHb i3 BuOpaHuM cratrycoMm ekcrpecii PD-L1», BGB-A317-A1217-302, Bepcis 3
nonpaBkoro 3.0 Bif 23 ceprias 2022 poky




2

TPO/IOB)KEHHS jofaTKa 7

3asaBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOYIIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa

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

HauvanbHuk ®apmaineBTHUHOI0 yNpaB/IiHHSA

Tapac JISICKOBCHKUM

(miggmuc)

(Bnache im’st TIPI3BUILIE)




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTEBOI MOMpPaBKU

OHoB/eHri IPOTOKOJ1 K/iHiuHOTO BUrpobyBaHHs MK-3475-B15 3 iHKOPMOpPOBaHO MOMPaBKOH
03 Big 06 mortoro 2023 poky, aHIJiHCBKOI MOBOW; bporypa gocrmignvka [IJI13 eHdopTtymab
BegotuH (Enfortumab Vedotin; ASG-22CE), Buganus 12 Big 21 moToro 2023 poKy, aHT/TiCBKO0
MOBO1O; YKpaiHa, MK-3475-B15, Bepcis 2.00 Bim 20 kBiTHa 2023 p., yKpaiHCBKOK MOBOIO,
iHdopMallis Ta OKYMeHT Ipo iHpopMoOBaHy 3rofly A/isl Malli€eHTa; 3MiHa Ha3B MiCLlb MPOBeJeHHs
K/IiIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
.M.H., ipod. Ctych B.II.
I.M.H., ipod. Ctych B.II. A > 1po¢. Cry .
. KomyHansne MiTTPUEMCTBO
KomyHansHe MiAPUEMCTBO : . .
: L. «/IHImponeTpoBChKa obJ/1acHa KJIiHiuHa
«/JHinponeTpoBCbKa ob6s1acHa KJIiHiyHa | ° .
A . JIiKapHs M. [.I.MeuHukoBa»
JIiKapHs im. [.I.MeuHukoBa» . . R
. . . JHinporieTpoBCHKOT obJtacHol paan»,
[HinponeTpoBCHKOT 006s1acHOi pagu», | "1 . .
L. . BiaggiseHHs ypogsorii  Ne2  (OHKOJOTiuHe),
BifgineHHs yposorii Ne2 (OHKOJOTriuHe), . S . o
' > . - | JHINpOBCHKUM Jlep>KaBHUM MeIUUHUN
[HiNpoBCHKUM Jlep>KaBHUM MeIUUHUI . .
. A yHiBepcuteT, Kadenpa xipyprii Nel Ta
yHiBepcureT, Kadezapa yposiorii, M. JIHirpo .
ypoJiorii, M. JIHinpo
sikap Jlinerpka O.I1. sikap Jlinerpka O.I1.
KomyHanbHe HeKoMepliitiHe miAnpueMcTBo | KoMyHanibHe HeKOMeplliliHe —ITiINPUEMCTBO
«KutoMupcekuii  00/lacHUM ~ OHKOJIOTiUHMH | « KUTOMUPCHKMIM  00/IaCHUN  OHKOJIOTiUHUH
nvcriaicep» JKuToMupcbKoi o6sacHOI pajy, | aucriaHcep» JKATOMHMPCBKOI 006/1acHOi  paji,
XiMioTepaneBTHUYHE Bi//1ijieHHs1, M. JKUTOMUD | BiiflileHHs K/IiHIYHOI OHKOJIOTi1, M. 2ZKutomMup
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Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 516 Big 22.03.2021

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«PanzomizoBaHe, BigkpuTe mocrimkeHHs III ¢asu ass oljiHKM MepiomneparjiiiHOro 3acTOCyBaHHS
eHdoprymaby BemoTuHy Yy KomOiHauii 3 miemOposizymabom (MK-3475) mopiBHSHO 3
HEeO0a/'TOBAaHTHOIO Tepariie€ro reMiuTabiHOM Ta LUCIIATUHOM Y YYaCHUKIB 3 M'S30BO-iHBa3MBHHUM
PakoM Ce4y0BOro Mixypa, npujaTHUX A jaikyBaHHs LucmiatiHoM (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkopriopoBaHoro nonpaBkoro 02 Big 04 kBiTHs 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanpHicTI0O «MCJT YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk lapn enn Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKII

(migruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[sl TTPOBeZIeHHsI K/TiHIYHOT0 BUIPOOYBaHHS:

BYJIO CTAJIO
nikap Bacurneup B.B. nikap Bacuneus B.B.
baraTonpodinbHuii MeJUUHUI teHTp | JIiKyBa/sibHO-/1iarHOCTUYHUI LIEHTD
OpecbKoro Hal[iOHATbHOT'O MeIMYHOTO | TOBapUCTBa 3 OOMEXEHOK0 Bi/IMOBi/IaNbHICTIO

YHiBepcUTeTy, peBMaToJ/IOriyHe BifJiIeHHs,

M. Ozieca

«IiM mMeauLIMHW», aMOy/IaTOPHO-TIO/IK/TiHIuHe
Binzinenns, M. Ozeca

3MiHa Ha3BM MiCLig MPOBeEeHHsI K/IIHIYUHOTO BUIIP

o0yBaHHS:

bYJO

CTAJIO

I.M.H., ipod. HazparikeBuu O.H.

KomyHanbHa 4-a MicbKa KJIiHIYHA JiiKapHS

M. JIbBOBa, peBMAaToJIOTiuHe
[ep>kaBHUI EEV

BiAiIeHHs,
«JIbBiBCHKMIM

Hal[iOHA/IbHUM MeJUYHHM YHIBepCUTeT iMeHi
Haanna Tamurpkoro», Kadeapa ciMerHOl

MeJWLIMHU Ta JIepMaroJIorii,
M. JIbBiB

BeHepoJIorii,

I.M.H., ipod. HazarkeBuu O.H.

Bimokpemnenuii migpo3gin  «4-a JlikapHs»
KomyHanbHOro HEKOMEepLIIHOT0
miArpueMcTBa  «JIbBIBCbKE  TepUTOpiabHe
MeauuHe 00 eaHaHHs «KiiHiyHa JlikapHs
MJIaHOBOTO  JIiKyBaHHs,  peabimiTamii  Ta
MajiaTUBHOI ~ [IOMIOMOTH»,  PEBMAaToJIOTiuHe
Bigminenns, JIbBiBCHKMI HaLliOHaTbHUM
MeJMUHNN yHiBepcuTeT iMeHi
Hanvna Tamuipkoro, kKadeapa ciMelHON

MeJULHU, M. JIbBiB
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Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 403 Big 04.05.2016

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«PanzoMi3oBaHe, TioZBiliHe cijiire pociimkeHHs, III ¢a3u, A1 NOPIBHSAHHS Iperaparty
YnagarmtuHi6 (ABT-494) 3 mare6o Ta 3 asaniMmymaboMm, y TAlli€HTIB 3 CepeHbOTSIKKOK abo
TSDKKOIO (hOopMaMM aKTHBHOTO pEeBMATOIZHOTO apTpUTYy, 10 OTPUMYIOTh CTabinbHy 6a3ucHy
Teparito MeTOTpeKCaTOM Ta He [OCAIVIM aZleKBaTHOI BIiAmnoBigl Ha Hei», M14-465, 3
IHKoprniopoBaHow AamiHicTpatTuBHOKO 3MiHOW 1 Ta ITonpaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01,
4,4.03,5,6Ta 7 Bing 20 nucronana 2020 poky

3asiBHUK, KpaiHa

«E66Bi BiodapmaceroTikans 'M6X», IlIBeiitiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

Hauanbauk ®apManeBTHYHOT0 ypaB/IiHHS Tapac JISICKOBCHKUM

(migrmc) (Bnacue im’s ITIPI3BULLE)



Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OHoBNeHUI MPOTOKOJ KiiHiuHOTO AociimkeHHss BGB-3111-306, Bepcis 3 mompaBkoto 3.0 Bif
17 ceprias 2022 poky; OHoBnieHa bpoiiypa gociigHuka 3 npenapaty 3aHyopyTinio (BGB-3111),
BuganHs 10.0 Big 27 >xoBTHa 2022 poky; IHdopmartiiinuii nuctok mainjieHta Ta Popma
indbopmoBaHoi 3rogu Ay YKpainu, Bepcisg 5.0 Big 20 ciuna 2023 poky, aHIJIiMCBKOI MOBOIO;
[HdopmariitiHuii HMCTOK MaijieHTa Ta @opma iHdbopmoBaHoi 3roau A YKpainu, Bepcis 5.0 Big 20
ciunsa 2023 poky. IlepeksiaseHO yKpaiHCBKOO MOBOKO i YKpaiHu 11 TpaBHa 2023 poky;
[HdopmariitiHuii HMCTOK MaijieHTa Ta @opma iHdbopmoBaHoi 3roau A YKpainu, Bepcis 5.0 Big 20
ciunst 2023 poky. IlepeknajieHO PpOCiIMCbKOIO MOBOKO it Ykpainu 10 Gepe3ns 2023 poky;
[HopmariiiiHuii nrcTok i dopma iHdopMoBaHOi 3rofu BariTHOI MapTHEPKM yyaCHUKA HayKOBOTO
JIOC/TiIKeHHsI TIperapaTy Ha 30ip JlaHuX Ipo BariTHICTb /s YKpainu, Bepcist 4.0 Big 20 ciuns 2023
POKY, aHIJIIMCbKOI0 MOBOM; IH(opmarjiiinuii muctok i dopma iHpopMoBaHOI 3roAu BariTHOI
MapTHePKY yuyaCHMKa HAyKOBOTO [OCJIi/KeHHs TiperiapaTy Ha 36ip [JaHUX TPO BariTHIiCTb Ayis
Ykpainu, Bepcis 4.0 Big 20 ciuns 2023 poky. IlepeknaseHo yKpaiHCBKOO MOBOO [IJIsI
Ykpaiau Big 10 Gepesnsi 2023 poky; Indopmariiiauii smctok i ¢opma iHpopMOBaHOI 3roau
BariTHOI MapTHePKM Y4YaCHHWKA HayKOBOTO JIOC/Ii/IKeHHs TIperiapaTy Ha 30ip [JaHUX TpO BariTHICTb
s Ykpainy, Bepcis 4.0 Big 20 ciuns 2023 poky. IlepeknaieHO pOCiMICBEKOO MOBOIO /IS
Ykpainu Big 11 TpaBHsa 2023 poky; HopatkoBa Popma iHbopMoBaHOi 3roau A YKpaiHu -
HeoboB’si3koBa iHpopMoBaHa 3roja Ha 30epiraHHs Ta MaWOyTHE [JOCTiKEeHHs OionoriuHMX
3paskiB, Bepcisi 2.0 Big 04 >xoBTHs 2022 Ppoky, aHrfiicbkor MoBow; [domatkoBa Popma
inbopmoBaHoi 3rogu s YKpainu - HeoOoB’si3koBa iHdopMoBaHa 3rozia Ha 30epiraHHs Ta
MaibyTHE AoCuTipKeHHs 6ionoTiuAMX 3pa3KiB, Bepcis 2.0 Bif 04 >KOBTHS 2022 poky.
[TepeknazeHo yKpaiHCbKOO MOBORO 151 YKpainu 13 ciuns 2023 poky; JozaTkoBa
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dopma iHbopmoBaHoi 3rou A1 YKpainu - Heo0oB’si3koBa iHpopMoBaHa 3rozia Ha 30epiraHHst Ta

MaibyTHe focmimpkeHHs 6ionoriuaux 3paskiB, Bepcis 2.0 Big 04 >koBTHs 2022 poky. IlepeknajeHo
pociiicbkoro MoBoro 1 YKpainu 11 TpaBHsi 2023 poky; JozaaTkoBa ®opma iHpopmoBaHOi 3roau
sl YKpainu - BigMoBa mnarjieHTa Bif yuacTi B gociifpkenHi, Bepcis 2.0 Big 04 >xoBTHA 2022 poky,
aHrmiiicekor MoBoro; [JosaTkoBa @opma iHpopmoBaHoi 3rogu s YKpainu - BigMoBa mnatjieHTta
Bif yuacti B gocmifykeHHi, Bepcis 2.0 Big 04 >xoBTHs 2022 poky. [lepeksiafeHO yKpalHCHKORO
MoBoto i YKpainu 11 tpaBHs 2023 poky; JogatkoBa ®opma iHpopmoBaHOi 3roju AJisi YKpaiHu
- BizimoBa marjieHTa BiJi yyacTi B Aoc/ipkeHHi, Bepcis 2.0 Bijg 04 >xoBTHs 2022 poky. [TepeknazeHo
POCIHCBKOI0 MOBOK 11 YKpainu 11 tpaBHsa 2023 poky; IlJoseHHUK natjieHTa (/viie f/is rpyny
A), 40 pHniB, Bepcis 2.0 Big 29 nmuctonaza 2022 poky aHriikicekoro MoBowo; Illo/ileHHUK maljieHTa
(e pns rpymu A), 40 gHiB, Bepcis 2.0 Big 29 nmuctomnaga 2022 pokKy aHIVIIMCBKOK MOBORO.
[lepeknazeHo Ha ykKpaiHCbKy MOBY nas1 Ykpainu 20 rpyans 2022 poky; IlloseHHMK mnaiiieHTa
(e ans rpymu A), 40 gHiB, Bepcis 2.0 Big 29 nmuctomnaga 2022 pokKy aHIVIIMCBKOK MOBORO.
[MTepeknageHo Ha pocilicbKy MoBY A YKpainu 20 rpyass 2022 poky; [logeHHUK natjieHTa (uiie
anst rpynu A), 100 gHiB, Bepcis 1.0 Big 29 mucronaga 2022 poky aHr/ilicbkoro MoBowo; [llogeHHMK
nayienta (muie agsa rpynu A), 100 gniB, Bepcig 1.0 Big 29 nuctonaza 2022 poKy aHT/IiNCHKOO
MoBOO. [lepeksaseHo Ha ykpaiHCbKy MOBY Ay Ykpainu 20 rpyaus 2022 poky; I[logeHHuk
nayienta (muie agas rpynu A), 100 gniB, Bepcig 1.0 Big 29 nuctonaza 2022 poKy aHT/IiNCHKOO
MoBo1O. [lepeknazieHO Ha pocikicbky MOBY g Ykpainu 20 rpyans 2022 poky; 3miHa ajpecu
CTIOHCOpA KJIiHIYHOTO BUTTPOOYBAHHS:

BYJIO CTAJIO
BeiGene USA, Inc. BeiGene USA, Inc.
2955 Campus Drive, Suite 200, San Mateo, | 1840 Gateway Drive, 3rd Floor. San Mateo,
CA 94403, CIIIA CA 94404, CIIIA

Howmep Ta fata Hakazy MO3 1ipo
MPOBeJIeHHS K/TIHIYHOTO
BUIIPOOYBaHHS

Ne 1246 Big 26.05.2020
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Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, BigkpuTe, 0araToOIleHTPOBe AOCTIHKeHHS (a3 3 /s BUBUEHHS KOMOiHarfil
3aHyOpyTiHiOy (BGB-3111) 3 purykcuMaboMm y MOpiBHsIHHI 3 KOMOiHaljiero OeHJaMyCTUHY 3
PUTYKCMMa0OM y TAIli€HTIiB 3 paHillle He JIKOBAaHOK MaHTIHHOKTITUHHOK iM(OMOO, STKUM He
MoKa3aHa TpaHCIUIaHTaLlis cTOBOypoBUX KiiThH», BGB-3111-306, Bepcisi 3 momnpaBkoto 2.0 Bif
16 rpyzHs 2020 poky

3asiBHUK, KpaiHa

ToraprcTBO 3 00Me)keHOrO BiamoBifganbHicTIo «/IJABKOPIT KJIITHIKAJI AEBEJIOIIMEHT
YKPAIHA»

CrioHCOp, KpaiHa

beii/I)xen JItn [BeiGene Ltd], CIITA

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/IITOBiIaIbHOTO JIOC/TiZIHMKA Ta Ha3BHM MiCIIsl POBe/IeHHsT KJIiHIYHOTO BUITPOOOBYBAHHSI:

akazemika M./l. Crpakecka» HarjioHambHOL
akazemii MeJIUUYHUX HayK YKpaiHW, BiAmia
HEKOPOHApPHUX XBOPOO cepIis Ta peBMaToJIOT 1,
M. Kuis

BYJIO CTAJIO
I.M.H., npod. boptkeBuu O.I1. K.M.H. KopHienko T.M.
[ep>xaBHa yCTaHOBa «HauionaneHuii | Jlep>kaBHa yCTaHOBa «HaujioHnansHum
HayKOBMI LIeHTp «IHCTUTYT KapZioJsiorii iMeHi | HAaykKoBuM 1ieHTp «lHcTUTYT  KapzioJorii,

KJ/IIHIUHOI Ta pereHepaTUBHOI MeJULMHU IMeHi
akagemika M.[. Crpaxecka HarjioHaabHOI
akazemii MeAUUYHUX HayK YKpaiHu», BiAzin
HEKOpPOHApHUX XBOPOO ceplisi, peBMaToJIoTii Ta
Tepariii, M. Kui

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 2266 Big 12.11.2019

Has3ga kiiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«docnimpKkeHHsT 3 OLHKKA edeKTUBHOCTI, Oe3meuHocTi Ta (apMakOKiHeTHKW TIPH 3aCTOCYyBaHHi
npeniapaty IgPro20 (imyHorymoOymiHy [AJisi TiJIIKipHOTO BBeZieHHs, Xi3zeHTpa®) y /I0pOCIUX
nanieHTiB i3 gepmaromiosurom (M) - nocnimkenHs RECLAIIM», IgPro20_3007, nonpaBka 4 Bif,

20 >koBTHs 2022 p.

3asiBHUK, KpaiHa

TOB «Apgsances KiiHikan», YKpaiHa

CnoHcop, KpaiHa

CSL Behring LLC, USA / CiEcEn bepinr EaEnCi, CIIIA

HauanbHuk ®@apManeBTHYHOr0 yIpaB/IiHHA

Tapac JISICKOBCHKU

(migrmc)

(Bnacue im’s ITIPI3BULLE)




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa moctigHvKa Ha AOCTipKyBaHUN TikapceKuit 3aci6 NT 201, Buganns 22, Bepcist 1.0 Bif
31 6epe3Hst 2023 p., aHTTIMCHKOI MOBOIO; 3MiHa MiClisl IPOBe/IeHHSI K/IiHIYHOTO BUITPOOYBaHHS:
BYJIO CTAJIO

I.M.H., ipodecop byuakuuniicbka H.M. I.M.H., ipo¢. Byuakuuticbka H.M.
KoMyHanbHe HeKoMepiiiliHe mMiArnpueMcTBO | KomyHa/sibHe HeKoMeplliliHe —TIiJTIPUEMCTBO
«3aropi3pka oOjacHa K/iHIYHA JliKapHs» | «3aropi3bka obslacHa KiiHiuHa  JHiKapHS»
3ariopi3pkoi  ob6sacHOi  pagu, BifgiseHHs | 3aropi3pkoi 067acHOI paju, crielfiami3oBaHUM
HeBpoiorii Nel, M. 3anopixxs L[EeHTP HEepBOBMX XBOpOO Ta  KIIiHIUHMX
JOCTiKeHb, M. 3aropixokKs

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2370 Big 29.12.2022 B pepakuii Hakasy MO3 Ykpainu Nel3 Bizg 04.01.2023

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«ITpocriekTBHe, paH/|OMi30BaHe, TOABiliHe e, TM1aleb0-KOHTPO/bOBaHe, OaraTOIleHTpOBe
JOCTiIKeHHs1, sIKe TIPOBOJIUTHLCS 3 METOK BUBUEHHS e(eKTUBHOCTI Ta Oe3meku mpernapaty NT 201
MpY JTIKyBaHHI CMACTUYHOCTI HIWKHIX KiHI[IBOK, CTIPUUMHEHOI iHCYJIbTOM ab0 TpaBMaTUYHUM
TMOLLIKO/)KeHHAM MO3KY Y JOPOC/IUX IalLli€HTIB, 3 MOJA/bIINUM BIJKPUTUM PO3LLUVPEHHUM [1epiofoM
JocmipkeHHsT 3 abo 6e3 KoMOiHOBaHOTO JIiKyBaHHS BepXHiX KiHI[iBok», M602011014, Bepcist 5.0
Biz 17 BepecHs 2020 p.

3asgBHUK, KpaiHa

TOB «BOPJIIBAV]T KJITHIKAJI TPAIJIC YKP»

CrioHCOp, KpaiHa

Mepii @apmaceroTtikan3 'm0 X, HimeuunHa (Merz Pharamaceuticals GmbH, Germany)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JIICKOBCHKII

(migmuc) (Bnacue im’s TTPI3BUIIIE)




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHsI BUTIPOOYBaHHS:

qikapHsi Ned» JIHINPOBCBHKOI MICbKOI pajiu,
MiCBbKWM TeMaTo/IOTiYHuM LeHTp, M. [JHirpo

BYJIO CTAJIO
3aB. LIeHTpoM Y ceHko ['.B. 3aB. Bifl. YceHko I'.B.
KomyHaneHuit 3aknag  «Micbka KiiHiuHa | KomyHasnbHe HeKoOMepljiiHe —TIiTIPUEMCTBO

«MicbKa KiiHiuHa JyiikapHs Ned» JIHIIPOBCHKOL
MIiCBKOI pajd, TreMaro/IoriuHe BiJJi/eHHs,
M. [IHinpo

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«®a3za 3, paH/|0OMi30BaHe KOHTPO/IbOBaHe BiZIKpUTe AOCTipKeHHS Benkeiny (6opTe3omio),
Mesnanany Ta nipegHizony (BMII) y mopiBHsiHHI 3 mapatymymabom y kombiHarii 3 BMIT ([I-
BMII) y paHille He/liKOBaHMX TMAaL[i€HTIB 3 MHOXWHHOK MI€JIOMOIO, SIKMM He TI0Ka3aHa
BMCOKO/|030Ba Teparisi», 54767414MMY 3007, 3 iHKOpNoOpoBaHOw TorpaBkoro 8 Big 02 uepBHs

2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«HAnccen-Ciyiar IntepHemnn H.B.», besnbrist

HauanbHuk ®@apManeBTHYHOr0 yIpaB/IiHHA

Tapac JISICKOBCHKU

(migrmc)

(Bnacue im’s ITIPI3BULLE)




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OnoBneHi cekwii Jlocke mociimKyBaHoro mikapcekoro 3aco0y Harpiii Imeresnscratr (GRN163L):
Po3ain 2.3 Introduction, /focke goCipKyBaHOTO JliKapcbKoro 3acoby IMertenbcrart, Big 09 yoToro
2023 poky; Posgin 3.2.S Drug Substance, [docke AOCTifKyBaHOTO JiKapchbKOro 3acofy
ImetenncTart, robanbHa Bepcis 2.0 Big 09 motoro 2023 poky; Po3zgin 3.2.P Drug Product, Jocbke
JOCTTiIKYBaHOTO JiKapChKOTO 3aco0y IMmerenbcrat, ryiobanbHa Bepcis 2.0 Big 09 mortoro 2023
POKy; Poszin 2.3 Introduction, [Tocke AOC/iIPKYBaHOTO JTiIKApCHKOTO 3aco0y
ImeTenbcTat, Bif 23 GepesHsi 2023 poky; Po3gin 3.2.S Drug Substance, [Jocbe
JIOC/TiIKyBaHOTO JiKapchKoro 3acoby Imetenbcrat, ryiobanbHa Bepcisi 3.0 Big 23 Gepesns 2023
poky; Po3zin 3.2.P Drug Product, [locke focmifpkyBaHoro mikapcbKoro 3aco0y Imerenbcrar,
ryobanpHa Bepcis 3.0 Big 23 6epe3nst 2023 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 2777 Big 02.12.2020

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO/, BepCisd Ta jara

«JocnimkenHs 3 oiiHku npernapaty Imetesbcrar (GRN163L) y /ikyBaHHI 3a/le)XHUX Bif
TpaHCdy3ii TaIfieHTiB 3 MienoauciiacTiuHuM  cuHapoMoM (MIC) 3 «HU3BbKMM»  abo
«TIPOMIDKHUM-1» CTyTieHeM pH3MKy 3a Imkasowo IPSS, 3 mporpecyBaHHsSM abo BifCyTHiCTIO
BIZINIOBiZIi Ha Teparmilo epuTponoes-ctuMymorounMu areHtamu (ECA)», 63935937MDS3001, 3
TMOMpaBKoIo 8 Bif 30 yucronaza 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

I'epon KopnopetinH, CIIIA / Geron Corporation, USA

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHU

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa gocstifiHUKa A0CTipKyBaHOTO JiKapchkoro 3acoby CVL-865 (mapirabar), BuganHs 4.0
Bify 06 BepecHss 2022 p. aHrmiMcbKOH MOBOW0; Marepianu pns nauienris: CVL-865-SZ-
001_bpowmypa nauieHra_jgas Ykpainyd_Bepcis 1.0_Bix 08 kBitHa 2020 p._ykpaiHCBKOIO Ta
pociiicekoro MoBamu; CVL-865-SZ-001_Jluct Bif jikaps A0 mnaijieHTa_j/as YKpaiHU_Bepcis
1.0_Big 08 kBiTHS 2020 p._ykpaiHCbKOIO Ta pociiicbkoro MoBamu; CVL-865-SZ-
001_Bnok-cxema focyifkeHHs_aas YKpainu_Bepcis 1.0_Bizg 24 6epe3ns 2020 p._yKpaiHCBKOIO Ta
pociticekkoro MoBamu; Cymka s manieHta: CVL-865-SZ-001_Patient Bag Bepcis 1_six 16
yepBHda 2020 p.; CVL-865-SZ-001_30BPAXEHHS{_Meguunuii
inenTudikariitanii 6pacnet_ans YKpainu_Bepcisi 2_Bix 06 kBiTHa 2023 p._yKpaiHCBKOHO Ta
pociiicbKor0 MoBamu; [IpOTOKOM eKCTpeHoi A0ToMOry — AJis HaJlaHHs yuaCHUKY, Bepcis 4.0, Big 31
munHg 2020 poky, yKpaiHCBKOK Ta pociiicbkkoro MoBamu; CVL-865-SZ-001 (GABA)_Covid
Welcome Kit_Habip pans marjienta gas 3axucty Big COVID (;mcT, manka, Macka s
OaraTropa3oBoro BUKOpHCTaHHs)_Bepcis 1_Big 24 mucromaza 2020 p.; CVL-865-SZ-001_Jluct
mozgo COVID-19_ana Ykpainu_sepcia 1.0_sig 06 ymcronazsa 2020
p._yKpaiHCBbKOIO Ta pocilicbkoro MoBamu; [lofioB)KeHHs TepMiHy TPUWBAlOCTi [JOC/TIPKEHHS B
Ykpaini o 31 cepnHs 2024 poky; Jlocbe€ AOCTIPKyBaHOTO JiKapChKOro 3aco0y mapirabar
(CVL-865), Bepcis 5.0 Big 01 TpaBHs 2023 poKy, aHT/IiMCbKOIO MOBOI; 3MiHa MiClisl TIPOBeJjeHHSI
K/TiHIYHOTO BUTIPOOYBaHHS:
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obmacHa KiiHIYHA JiKapHS», HEBPOJIOTiUHE

bYJIO CTAJIO
I.M.H., npod. Map’enko JI.B. I.M.H., pod. Map’enko JI.b.
KomyHasibHe HeKoMepIliliHe —TMiANMpUEMCTBO | MeAWUHMIA TIeHTP TOBapUCTBa 3 OOMeXeHOIo
JIeBiBCbKOi  obOsacHOi  pazgu  «JIbBiBChKA | BiAIMOBifjabHICTIO «MeguuHu LIEHTP

«HelpokniHik», M. JIbBiB

BiffineHHs, o0/laCHUN TPOTHETiIeNTHYHUM
LeHTp, JIbBIBCbKWM HAL[iOHA/IbHUA MeJUYHUN
yHiBepcuTeT imeHi [lanuna I'aauipkoro,
Kadezipa HeBpoyiorii, M. JIbBIiB

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 645 Biz 16.04.2022

HasBa kiHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«PanziomizoBaHe, moABiHO ciiinie, Tm/1alle60-KOHTPOIbOBaHe, OaraTOLeHTPOBe JOCTiPKeHHS 3
rnapasie/lbHUMU TpynamMu [/ BUBYeHHs Ipernapaty CVL-865 B sKoCTi [04aTKOBOI Teparii B
JIOPOC/IMX TIAI[iEHTIB i3 PEe3UCTEeHTHUMHU [0 JIKApChKUX 3aco0iB ermiienTUUHUMU Harajamu 3
dokanbHUM ovaTkoM (KiiHiuHe BunpoOyBanHs REALIZE)», CVL-865-SZ-001, mpoTokon Bepcist
4.0 Bizg 30.06.2020 p.

3asiBHUK, KpaiHa TOB «Cineoc Xesc YkpaiHa»

CrioHcop, KpaiHa Cerevel Therapeutics, LLC, United States

Tapac JISICKOBCHKU

(Bnacue im’s TTIPI3BUILIE)

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaBJ/IiHHSA

(migrc)




Honatok 16

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBezieHHs KTIIHIUHHUX
BUTIPOOYBaHb JiKapChKUX 3ac0biB Ta
3aTBep/)KeHHSI CyTTEBUX MOIMPaBOK |0
TIPOTOKOJIIB K/TIIHIYHUX BUTIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0pPOB’sl YKpaiHU
Biz 13 uepBHa 2023 poky Ne 1072»
5.07.2023 Ne 1223

[neHTudikallisi CyTTEBOI MOMpPaBKU

3MiHa Ha3BM MiCLisl TTPOBeIeHHS K/TiHIUHOTO BUMIPOOYBAHHSI Ta Bi/IMOBiJa/IbHOTO AOCTiIHHKA:

MOJIIKJTIHIYHOT 0 BiffineHHs, M. Ozeca

bYJIO CTAJIO
K.M.H. TpyxiH /I.B. nikap Kpacuorpyzs FO.C.
KomyHasbHa ycraHoBa «Opjecbkuii obsacHuii | KomyHanbHe HeKOMepIjiliHe — TiANPUEMCTBO
OHKOJIOTiUHMM JIACTIaHCep», ctaioHap | «OgecpKuii perioHabHUN K/TiHIYHUM
JIeHHOT 0 niepeOyBaHHS JUCTIAaHCEPHO- | TPOTUIYX/IMHHUM 1eHTp» Opecbkoi obsacHoOi

pajiv», BigaisieHHs ximiorepanii, M. Ogeca

3MiHa Ha3BM Miclisg IPOBe/IEHHSI KJIiHIYHOTO BUIIPOOYBaHHS:

(oHKOXiMiOTepaneBTHUYHMIA), M. Uepkacu

BYJIO CTAJIO
roJ1. jikap Ilapamonos B.B. nvpekrtop IlapamoHos B.B.
KomyHanbHe HekoMepljiliHe mignpuemMcTBo | KoMyHanbHe HeKoMepljiliHe —ITiINIPUEMCTBO
«UepKacbKu obsacHui OHKOJIOTIYHMH | «KUIIHIYHMM LIeHTp OHKOJIOTii, remMaroJIorii
mucriaicep  Yepkacbkoi  06sacHOI  pajiy», | TPAHCIUIAHTOJIOTIT Ta Ta/iaTUBHON /IOTIOMOTH
Ob6nacHmii  1jeHTp  K/iHiYHOI  OHKoJorii | Yepkackkoi obmacHoi pagu», ObmacHU# LjeHTp

KJIiHIYHOI OHKOJIOTi1
(oHKOXiMiOTepaneBTUYHHUM), M. Uepkacu

Howmep Ta gata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 713 Big 13.04.2018

Ha3Ba k/iHiuHOTO BUIIPOOYBaHHS,
KO/, BepCis Ta ara

«PaHzmomi3oBaHe,

nofiBiliHe-ciine pocmimkenHs III ¢a3u [ABOXKOMIOHEHTHOI XiMioTepariii

rperiapaTamMy TUIaTMHU B KoMOiHarlii 3 membposizymabom (MK-3475) abo 6e3 HbOro, B SIKOCTi
HeoaZ'roBaHTHOI / aj’FOBAHTHOI Teparii /Ay TMali€HTiB 3 orepabeqbHUM HeApiOHOK/II THHHUM
pakom nerenb II, IITA Tta IIIB (T3-4N2) cragin (HAPJI) (KEYNOTE-671)», MK-3475-671,
3 IHKOpPNOPOBaHO nonpaBkoro 11 Big 29 mucronaza 2022 poky




2 MPOJOBXKeHHA JojaTka 16

3asgBHUK, KpaiHa ToBapucTBO 3 00MeXkeHO0 BinoBiganbHicTI0 «MCJI YKpaiHa»
CrioHcop, KpaiHa TOB Mepk lapn enn Joym, CIIIA (Merck Sharp & Dohme LLC, USA)
Hauanbauk ®apmaiieBTHUHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKUI

(migruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3B MiCI[b MPOBe/IeHHsI KJIiHIYHOr0 BUNIPOOYBaHHS:

BYJIO

CTAJIO

sikap Jlinerpka O.I1.

KomyHasmpHe HeKOMepLliliHe —MiANPHUEMCTBO
«KuroMupceKkuii  06/1laCHMM  OHKOJIOTiUHUH
gucriaicep» JKuToMHMpcbKoi 06s1acHOi  pagw,
XiMioTepaneBTAYHe BifiseHHs, M. JKUTOMUD

qikap Jlinerpka O.I1.

KomyHasmpHe HeKOMepLiliHe —IiAIPUEMCTBO
«KuToMHpCHKMA  00/1aCHUM  OHKOJIOTiUHHM
aucriancep» JKutomMupcbkoi 00671acHOi pajw,
Bi/I/li/IeHHS K/IIHIYHOT OHKOJI10Tii, M. JKUTOMUD

nikap ITapamonHos B.B.

KoMyHanbHe HeKOMepIiiiiHe MiANpUEMCTBO
«UepKacbKui obsacHui OHKOJIOTIYHUA
mucriaicep  YepkachKoi  06y1acHOI  pazim»,
oOmacHUM  1IeHTP  K/IiHIYHOI  OHKOJOTii
(oHKOXiMiOTepaneBTHUYHMIA), M. Uepkacu

pupekrop Ilapamonos B.B.

KoMyHanbHe HeKOMepIiiliHe MiAnpUeEMCTBO
«KniHiYHMM LeHTp OHKOJOril, TremaroJorii,
TPaHCIUIAHTOJ/IOTI Ta MasliaTUBHOW AOTIOMOTU
Yepkacbkoi 06/1acHO1 pagu», O6acHUl 1IeHTP
KJIIHIUHO]I OHKOJIOTi1
(oHKOXiMiOTepaneBTHYHMM), M. Yepkacu

Howmep Ta gara Hakazy MO3 mipo
TPOBe/IeHHs KJIIHIYHOr O
BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3Ba k/iHiYHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ara

«bararorieHTpoBe, paHZOMi30BaHe, MMo/BilHe ciire gocsimkerHs 111 dasu kombinarii MK-7684 3
nembposizymabom (MK-7684A) MopiBHAHO 3 MOHOTeparii€lo meMoposTisyMaboM B SIKOCTi MepIoi
minii Teparmii A yyacHUKiB 3 PD-L1-MO3UTMBHUM MeTACTaTUUHUM HeAPiOHOKTITUHHUM pPaKOM
nereniB» (KEYVIBE-003), MK-7684A-003, 3 inkopriopoBaHoto rnornpaBkoro 04 Big 08 nvcronaza

2022 poky
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3asgBHUK, KpaiHa ToBapucTBO 3 00MeXkeHO0 BinoBiganbHicTI0 «MCJI YKpaiHa»
CrioHcop, KpaiHa TOB Mepk lapn enn Joym, CIIIA (Merck Sharp & Dohme LLC, USA)
Hauanbauk ®apmaiieBTHUHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKUI

(migruc) (Bnacue im’s TIPI3BUIIIE)




Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

[MorpaBka Nel5 o IHdopmMarlii Ans yyacHuMKa JocsifpkeHHs1 i popmu iHoOpMOBaHOI 3roiu, 110
Jopaetbca 0 mpotokoay Ne CL3-95005-006 — fs1 MpoAOBXKYHOUMX y4yaCTb B JOC/IKEeHHI -
¢dinanbHa Bepcisi — LR.I.S — 14 motoro 2023 p, ans Ykpainu ykpaiHCbkor0 MOBoRO; IlorpaBka
Nel5 mo IHdopmMariii /s yuacHUKa JoC/TipKeHHs i dopMu iHDOPMOBaHOT 3ro/H, 1110 JOJAETHCS [0
npotokosy Ne CL3-95005-006 — a1 IPOAOBKYHOUMX y4acTb B JAOCTIKEeHHI - (hiHabHa Bepcisi —
L.LR.I.S — 14 motoro 2023, a1 YKpaiHU pOCiCbKOI0 MOBO0; OHOBJ/IEHHSI €BPONENCHKOI KOPOTKOI
XapaKTepUCTHUKHU JTiKapChbKOTo 3acoby Avastin® Biz 16 rpyans 2022 poky

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta faTta

«PaHngomizoBaHe, BifkpuTe kiiHiuHe gociimkenss 111 ¢asu tpudaypuauny/tunipauuty (S 95005)
y KoMOiHallii 3 6eBariu3ymaboM y TIOpiBHsIHHI /10 KarneluTabiHy y KombiHailii 3 6eBaijzymaboM y
repLuiy JIiHil JIIKyBaHHSl TaAlli€HTIB 3 MeTacTaTUUHMM KOJIOpDeKTa/lbHUM pDakKoM, SKi He €
KaHAugaTtaMu J7st iHTeHcuBHOI Tepartii (gocimkenHss SOLSTICE)», CL3-95005-006, ¢inanbHa
Bepcig 5 Bif 12 xoBTHa 2022, 3 IHKOPIIOPOBAHOK CYTTEBOIO IOIPaBKOX Ne 5, Bifi 12 >KOBTHSA
2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHO0 BinoBiganpHicTIO «KIIP YKpaiHa»

CrioHcop, KpaiHa

[HcTUTYT Mi)kHapoaHux gociimkeHb «CEPB’E» (Institut de Recherches Internationales Servier
(LR.L.S.)), ®paHuis

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



Honatok 19

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa gocmigHMKa [OC/TipKyBaHOTO JiiKapcbkoro 3aco0y OrumnepsiMab  (Ociperlimab)
(BGB-A1217), pepakuis 4.0 Bim 24 >xoBTHA 2022 poKy aHI/IMCBKOWO MOBOw; bporrypa
JOCTiTHUKA [IOC/Ii/PKyBaHOTO JiiKapcbKoro 3acoby Tucnenizymab (Tislelizumab) (BGB A317),
peaakiis 10.0 Big 09 sororo 2023 poKy aHT/IiMCHKOI MOBOIO; IH(OpMaliiiiHUii TMCTOK MaljieHTa
Ta ¢hopma iHpopMoBaHOi 3rosu, Asst YKpainu, Bepcist 4.0 Big 15 6epe3ns 2023 poKy yKpaiHCHKOIO
Ta pocificbkkolo MoBamu; IH(opmariiiiHuii MCTOK TaijieHTa Ta ¢opMa iHpopmMoBaHOI 3roAud Ha
NpoBe/ieHHsT HeoOOB’si3KoBUX Oiorciid, anst Ykpaiau, Bepcis 3.0 Big 05 TpaBHs 2023 poky
yKpaiHCBKOIO Ta pociiicbkoro MoBamy; IHdopMaliiiiHuii McToK mnaijieHTta Ta ¢opma iHdhopmoBaHOi
3roZi Ha HeoOOB’SI3KOBe B3ATTS 3pa3KiB KPOBI, Ay YKpaiau, Bepcis 3.0 Big 05 TpaBHsi 2023 poky
YKpaiHCBKOIO Ta pociiicbkoro MoBamy; IHdopMaliiiiHuii MCcTOK mnaijieHTa Ta ¢opma iHdhopmoBaHOT
3ro/Ii Ha MPOJOBXKEHHS JIIKyBaHHS MPU NPOrpeCyBaHHI 3aXBOPIOBaHHS, A/ YKpainu, Bepcis 3.0
Bif 05 TpaBHs 2023 poKy yKpalHCBHKOIO Ta pociiicbkoro MoBamu; JlopaTkoBuii iHdopmarjiiiHuii
JTMCTOK marjieHTa Ta ¢opma iHhopMoBaHOI 3roau Ha 30epiraHHS i BUKOPHMCTaHHSI 06io/oriuHuX
3pa3kiB B MaiOyTHiX AocsifpkeHHsX, A7 YKpainu, Bepcis 2.0 Big 05 TpaBHs 2023 pOKy
YKpaiHCBbKOI Ta pocCiiicbkoro MoBamy; JloAaTok o iHpopMalliiiHoro JMcTKa maijieHTa Ta (opMu
iHopMOBaHOI 3roiv Ha BUMAJOK HerependauyBaHUX CHUTYyallid, A YKpainu, Bepcis 2.0 Big 05
TpaBHs 2023 pOKy YKpaiHCHKOIO Ta POCIHChKO MoBamu; IHQopmaliiiHhii JMCTOK Malli€eHTa Ta
dopMa iHopmMoOBaHOI 3rou Ha BiJIIKOJyBaHHS TPAHCTIOPTHUX BUTpaT KommaHiero Scout Clinical,
Bepcis 2.0 ana Ykpainu Big 05 TpaBHs 2023 poKy YKpaiHCHKOIO Ta POCiMCbKOH MOBamH; 3MiHa
a/Ipecy CIoHCOpa KTiHIYHOTO BUTPOOYBaHHSI:
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bBYJIO CTAJIO
2955 Campus Drive, Suite 200, San Mateo, | 1840 Gateway Drive, 3rd Floor, San Mateo,
CA 94403, CIITA California 94404, CIITA
Howmep ta fara Hakazy MO3 mipo Ne 1265 Bif 23.06.2021
MPOBeIeHHs K/IIHIYHOTO
BUTNIPOOYBaHHS
Ha3Ba kniHiuHOro BUnpoOyBaHHs, | «JlocsimkeHHs ¢a3u 2 3 BuBUeHHs edeKTUBHOCTI Ta Oesneunocti Tucnenizymadby (BGB-A317),
KO/, BepCis Ta ara MOHOKJ/IOHa/IbHOTO aHTUTia fo PD-1, y noegHanHi 3 ripernapatoM BGB-A1217, MOHOK/IOHa/IbHUM
a"tutiziom g0 TIGIT, abo 6e3 HROTO B MAI[iEHTOK 3 PELUJUBYIOUMM ab0 MeTacTaTUYHUM PaKOM
IIMUKM MaTKW, $Ki paHille OTpUMYyBaau JIiKyBaHHSl 3 IIPUBOJY [JAaHOrO 3aXBOPHOBaHHS»,
BGB-A317-A1217-202, Bepcis 0.0 Bix 04 BepecHs 2020 poky
3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOI BIAITOBIOAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)
CnoHcop, KpaiHa BeiGene, Ltd. c/o BeiGene USA, Inc., CIITA
Hauanbauk ®apManeBTHYHOT0 ynpaB/IiHHS Tapac JISICKOBChKUM

(migrmc) (Bnacue im’s ITIPI3BULLE)



Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OnoBnena 6pornypa gocrigauka, EVRYSDI (Risdiplam), Bepcist 10 Bix 6epe3nst 2023 poky

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 146 Big 21.01.2019

HasBa kstiHiuHOTO BUTIPOOYBaHHS,
KOZ, Bepcis Ta faTta

Bigkpure 06araTorieHTpOBe /IOC/i/PKEHHS, sfKe CKIaIa€TbCsA 3 [BOX YaCTWH 3 Oe3nepepBHUM
rnepexofioM, 1[0 TIPOBOJUTbCSA 3  METOIH  BUBUEHHS  0e3MeuHoCTi, TMepeHOCUMOCTi,
(apMakokiHeTUKH, (papmMakoArHaMiKy Ta eeKTUBHOCTI mpernapaty pucauruiaMm (RO7034067) 3a
H0ro 3aCTOCyBaHHsI Y HEMOBJIAT 3i CITiHa/IbHOIO M’s130B0Ot0 aTpodieto 1-ro tury, BP39056, Bepcis 7
Big 17 yepsHsa 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xejc YKpaiHa»

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, Switzerland (I1IBeiiLiapist)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)



HopaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/INOBIIAa/ILHOTO AOC/TiIHUAKA:

bBYJIO

CTAJIO

K.M.H. Tpyxin [I.B.

KomyHanbHe HeKoMepLjiiiHE —MiJIIPUEMCTBO
«Opecbkum perioHaabHUN KJIIHIYHUA
MIPOTUITYX/IMHHUH LieHTp» Ojecbkoi o6sacHoi
pajy, BifziieHHs ximioreparii, M. Ozneca

nikap Kpacnorpyzs FO.C.

KomyHanbHe HeKoMepLjiliHe MiZIPUEMCTBO
«Opecbkum perioHaabHUN KJIIHIYHUA
MIPOTUIYX/IMHHUHN 1]eHTp» OfecbKoi o6acHOl
pajM, BifiieHHs ximioreparii, M. Ozneca

3MiHa Ha3BM MiClisl TIPOBe/IeHHS] BUTTPOOYBAHHS:

BYJIO

CTAJIO

K.M.H. Ocranenko FO.B.

HaijioHanbHuii iHCTUTYT paky, BijfineHHs
Ma/IOiHBa3UBHOI Ta €HJOCKOMIYHOi Xipyprii,
iHTepBeHLIilHOI paziosnorii, M. Kuis

3aB. Bifl., K.M.H. Ocranenko FO.B.

Hep>xaBHe  HeKOMepIliliHe  MiANPUEMCTBO
«HarjionaneHu IHCTUTYT paky», BiAZineHHS
MaJIOiHBa3UBHOI Ta EeHJOCKOIMIYHOI Xipyprii,
iHTepBeHLiHOI pagiosorii, M. KuiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 540 Big 07.03.2019

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta fata

«PanziomizoBane, mozBiiiHe cmiine gocmimpkenHs 111 da3u a1 mopiBHAHHS TIeMOpostizymaly 3
niaebo y KomOiHailii 3 Heoaj'TOBaHTHOIO XiMiOoTeparii€lo Ta a/i'FoBaHTHOI eHJOKPUHHOIO
Teparii€ro Ipy JIIKYBaHHI paKy MOJIOUHOI 3a/l03¥ 3 HAasIBHICTIO PeLeNTOpiB [0 eCTpPOreHiB i
Bi/ICYTHICTIO JTFO/ICBKMX pelienTopiB erniepmanbHoro ¢gakropa pocty 2 (ER+ / HER2-) Ha paHHii
cragii npu BucokoMy cryneHi pusuky (KEYNOTE-756)», MK-3475-756, 3 IHKOPIOpPOBaHOO
TMOTPaBKOI0 06 Big 14 munusg 2022 poky




2 MPOJOBXKeHHA fojaTka 21

3asgBHUK, KpaiHa ToBapucTBO 3 00MeXkeHO0 BinoBiganbHicTI0 «MCJI YKpaiHa»
CrioHcop, KpaiHa TOB Mepk lapn enn Joym, CIIIA (Merck Sharp & Dohme LLC, USA)
Hauanbauk ®apmaiieBTHUHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKUI

(migruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

BK/TIOUeHHSI I0ATKOBOT'O MiCIsl TPOBeIeHHsI K/TiHiYHOT0 BUIPOOYBaHHS:

Ne I1.1.b. BigmoBifasbHOrO AOC/IIIHUKA
n/n HasBa micuis ipoBe/ieHHsT K/TiHIYHOTO BUTIPOOYBaHHS
1. | a.M.H., npo@d. KprxkaHiBceka A.€.

KomyHanbHe HekoMeplLiiliHe MignpueMcTBO «IIpyuKapnaTCbKui KJIIHIYHWKM OHKOJIOTiYHHN
1eHTp IBaHO-®paHKiBCbKOI  o6sacHOi  pajgu»,  Xipypriude  BiggiseHHs — Ne3
TOPMOHO3aNeXXHUX MYyXJUH Y >KiHOK, [BaHO-PpaHKiBCbKMM HalliOHabHUWA MeJUYHUN
yHiBepcureT, Kadezapa oHKoJorii, M. [BaHO-PpaHKiBCbK

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3Ba k/iHiuHOr0 BUNIpOOYBaHHS,
KO/, BepCisd Ta jara

«bararotientpoBe, Bizkpute gocmimpkeHHs III ¢a3u Assi OL[iHKU AOBroCTPOKOBOI Oe3reyHoCTi Ta
eeKTUBHOCTI B YyUYaCHUKIiB, SIKHM Hapasi TPOBOAWUTHCS JKyBaHHA ab0 CIIOCTEpe)KeHHS Y
JIOCJTi/DKEHHSIX, 1[0 BK/IIOUAIOTh TeMOpotizyMmad», MK-3475-587, 3 iHKOpIIOpOBaHOIO TOTIPAaBKOO
04 Big 15 rpyans 2022 poky

3asiBHUK, KpaiHa

ToBaprcTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Ownopnenuii TIpotokon kiiHiuHoro pgociimkenHss ICP-CL-00112, Bepcis 7.1 Bix 27 Oepe3sHs
2023 poky; bpomypa gocnignuka Openabpytuni0by (ICP-022), Buzmanas 9.0A Big 15 mortoro
2023 poKy, aHrfaiiicbkoro MoBow; IHdopmaiiiiHuii AUCTOK i (opma 3rofu [si BiKPUTOTO
posimpeHoro nepiofy gocrimpkenns, Bepcisi V6.1UKR(uk)1.0 Big 09 TpaBHsi 2023 poKy, rnepeksaz
yKpaiHCbKOH0 MOBOIO Bif 18 TtpaBHsi 2023 poky; [HpopmaiiiiHuii nmuctok i gopma 3roau Ass
BiIKDUTOTrO poO3lIMpeHoro mnepioay gocaigkeHHs, Bepcisi V6.1UKR(ru)1.0 Big 09 TpaBHs 2023
POKY, TepeK/a/; pociiicbkoro MoBO Bif, 18 TpaBHs 2023 poKy; 3MiHa Ha3BU MICLsl TIPOBe/IeHHS

BUIPOOYBaHHS:

bYJIO

CTAJIO

J.M.H., npo¢. Byuakuuniiceka H.M.

KoMyHanbHe HeKOMepIiiiiHe MiANpUEMCTBO
«3aropi3pka o0macHa KJTiHIYHA  JTiKapHS»
3ariopi3pkoi  obslacHOi  pagu,  BiffineHHs

HeBposorii  Nel,  Jlep)kaBHMM  3aK/aj
«3aropi3bKa Me[uYHa akazieMist
nicnaguiioMHoi - ocsitu MO3  YkpaiHu»,
Kadepa HEPBOBUX XBOpPOO,

M. 3anopiXOoKs

J.M.H., ipo¢. Byuakuuiicbka H.M.
KoMyHasmbHe HeKOMepLiiiiHe —TMiAIpPUEMCTBO
«3aropi3pka oOsacHa KUTiHIYHA  JTiKapHS»
3ariopi3pKoi obmacHoi pagu, CrierjiaiizoBaHuid
LIEHTP HEPBOBHUX XBOpPOO Ta K/TiHIYHMX
JOCTiKEHb, M. 3ariopixoKs

Howmep Ta gara Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOrO
BUIPOOYBaHHS

Ne 1012 Big 24.05.2021
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HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, 10/BiMHe cJiime, T/1arieb60-KOHTPO/IbOBaHe [OC/i/KeHH (a3u 2 i OL[iHKH
eeKTUBHOCTi, Oe3MeyHOCTi, TIepeHOCUMOCTi, (apMakOKiHeTHKM Ta 0iosoTiyHOi aKTUBHOCTI
opesnabpyTuHiOy y Tali€HTiB i3  peruIuUBYHOUO-PEMITYHOUMM  PO3CiSIHUM  CKJIep030M»,
ICP-CL-00112, Bepcis 6.0 Bizx 18 ceprias 2022 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% ino3zemHor0 iHBecTHielo «AVK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

InnoCare Pharma, Inc., USA

Hauanbauk ®apManeBTUYHOr0 yNpaB/IiHHS Tapac JISICKOBChKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)




Hopartoxk 24

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Po3zin «2.3.S.2 MANUFACTURE» [locke pmocmimpKyBaHOro Jikapcbkoro 3acoby MK-1026,
Bepcia 087X2D Big 17 mortoro 2023 poky, aHIJiMCbKOIO MoOBOw; Posgpin «2.3.S.3
CHARACTERIZATION» [ocke mocimKyBaHOTo ylikapcbkoro 3acoby MK-1026, Bepcis 087X2D
Bify 17 motoro 2023 poKy, aHrmilcbKow MoBow; Po3zin «2.3.5.4 CONTROL OF DRUG
SUBSTANCE» [ocke pmocnimKyBaHoro mikapcbkoro 3acoby MK-1026, Bepcis 087X2D Bif,
17 motoro 2023 poky, anrjikicbkkoro MoBoro; Po3gin «S.5 REFERENCE STANDARDS OR
MATERIALS» [ocke pociimKyBaHOTO Jiikapcbkoro 3aco0y MK-1026, Bepcis 087X2D Bix
17 motoro 2023 poky, aHraiicekoro mMoBotw; Po3zin «S.6 CONTAINER CLOSURE SYSTEM»
Hocwe mocrimKyBaHoro Jyiikapcbkoro 3aco0y MK-1026, Bepcist 087X2D Biz 17 motoro 2023 poky,
aHTTiHCHKOI MOBOM; Po3zin «2.3.S.7 STABILITY» [locke AOCTiKyBaHOTO JIiIKAPCHKOTO 3aco0y
MK-1026, Bepcis 087X2D Big 17 mororo 2023 poky, aHIJIIACBKOIO MOBOW; Po3ain
«P.1 DESCRIPTION/ COMPOSITION OF THE DRUG PRODUCT» [locke AOCTiAKyBaHOTO
nikapceKkoro 3acoby MK-1026, Bepcis 087X2D Big 17 moTtoro 2023 poKy, aHTJIiCBKOI0 MOBOIO;
Po3nin «P.3 MANUFACTURE» [locke gocmipkyBaHoro Jikapcbkoro 3acoby MK-1026, Bepcis
087X2D Big 17 motoro 2023 poky, aHrjilicekoro MoBor; Posgin «P.5 CONTROL OF DRUG
PRODUCT» [ocbe mgociigpkyBaHoro jikapchkoro 3acoby MK-1026, Bepcis 087X2D Bim 17
motoro 2023 poky, aHriikicekoro MoBorw; Poszin «P.8 STABILITY» [Jocke mocmifKyBaHOTO
nikapcekoro 3acoby MK-1026, Bepcis 087X2D Big 17 moToro 2023 poKy, aHIJIiliCbKOI0O MOBOIO;
3MiHa HaliMeHyBaHHs BUPOOHWYOI [iNsIHKY, BiAMOBifanbHOI 3a BUPOOHUIITBO, TaKyBaHHH,
TeCTyBaHHsI JIOC/Ii/I)KyBaHOTO Jiikapcbkoro 3acoby MK-1026 (ARQ 531), TabneTka, 5 mr; 20 mr:
oyno Catalent Pharma Solutions, USA ctano Catalent San Diego, Inc., USA; 3miHa HaliMeHyBaHHSI
BUPOOHUUO]
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JiJISTHKY, BiJTIOBia/bHOI 3a MaKyBaHHS, TeCTYBaHHSI [JOCi/PKYBaHOTO JTiKapcbKoro 3acoby MK-
1026 (ARQ 531), Tabnetka, 5 mr; 20 mr: 6yso0 Merck Sharp & Dohme Corp., USA crano Merck
Sharp & Dohme LLC, USA; 3miHa HaliMeHyBaHHSI BUPOOHWYOI [i/lISTHKYM, BiJTIOBifanbHOI 3a
TeCTyBaHHsI JIOC/Ii/I)KyBaHOro Jiikapcbkoro 3aco0y MK-1026 (ARQ 531), tabnetka, 5 mr; 20 mr:
6yno Merck Sharp & Dohme Corp., USA crano Merck Sharp & Dohme LLC, USA

Howmep Ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1966 Bif 15.09.2021

HasBa kniHiuHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«Hdocnimkennst I ¢a3u ouinku edektrBHOCTI Ta 6GesmeuHocti MK-1026 y maijieHTiB 3
reMarTo/IOTIYHUMU  3JIOSIKICHUMM ~ 3axBoproBaHHaAMU», MK-1026-003, 3 iHKOpIIOpOBaHOO
rionipaskoro 02 Bizg 01 rpyzans 2021 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifnoBiganpHicTI0O «MC/I YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Hauvanbauk ®@apmaiieBTHUHOr0 yrpaBJ/liHHSA Tapac JISICKOBCHKU

(migrc) (Bnacue im’s TTIPI3BUILIE)




HomaTok 25

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Hocwke pocsimpKyBaHoro fikapchKoro 3aco0y Tamasomapu0, Karcynd, posginu 2.3 Berym, Bepcis
Big 24 kBiTHs 2023 p. aHrmiiicbkkoro mMoBoto; P.8.1. Pe3stome 110710 cTabibHOCTI Ta BHUCHOBKH,
Bepcis Bix 20 ciuns 2023 p. aHriitickkoro MoBoro; P.8.3. [ani mpo ctabinbHicTh, Bepcis Big 20
ciunst 2023 p. aHr/ificbKOIO MOBOIO; 3pa30K MapKyBaHHs Tasa3omnapiby/matie6o, kancynu, Big 14
KBiTHA 2023 p. pi3HMMM IHO3eMHMMHM MOBaMHM Ta YyKpalHCbKOK MOBO; KapTka mnarjieHTta 3
iHdopmMmalii€to 1110/10 eKCTpeHoro 3B’ 513Ky, Bepcis 1.1 Big 12 tpaBHs 2023 p., yKpaiHCEKOI0 MOBOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1586 Bif 29.07.2021

Ha3Ba kiHiuHOrO BUNIPOOYBaHHS,
KO/, BepCisd Ta jara

«TALAPRO-3: PAHIIOMI3OBAHE, IOJABIMHE CJIIIE OJOCIIIDKEHHA ®A3U 3, IO
[IPOBOJIUTECA 3 METOIO TIOPIBHSIHHS TAJIA3OIIAPMBY B KOMBIHAIIIL 3
EH3AJIYTAMIZIOM TA IUIALIEEO B KOMBIHALIIL 3 EH3AJIYTAMIZIOM Y UYOJIOBIKIB
I3 METACTATUYHUM TI'OPMOHOUYTJ/IMBYM PAKOM IIEPEJIMIXYPOBOI 3AJIO3U 3
MYTALIEO I'EHA DDR», C3441052, octaTouHa pejakllis MPOTOKOJy 3 TOMpaBKow 1 Bij
20 BepecHs 2021 p.

3asiBHUK, KpaiHa

[Ndaiizep THk., CIIIA

CnoHcop, KpaiHa

I[Naiizep Iuk., CIIA

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHhKUM

(mignuc) (Bnacse im’st TTPI3BUIIE)




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO

CTAJIO

nikap Horaesa JI.1.
KomyHanmpHe HeKOoMeplLiiliHe —MiIIPUEMCTBO

«UepKacbKui obacHMA OHKOJIOTIYHUM
mucriaHcep Yepkacbkoi  ob6sacHOi  pagm»,
O6sacHui JIIKyBa/IbHO-Z1iarHOCTUYHUI

reMaToJIOTiYHUM LIeHTp, M. Yepkacu

nikap Horaesa JI.I.

KomyHanpHe HeKoMepLiiiHe —MiJIIPUEMCTBO
«KniHiyHMI 1IeHTp OHKOJIOTil, reMaToJorii,
TPaHCIVIAHTOJIOTI] Ta IMa/jiaTUBHOI JONOMOrU
Yepkacbkoi obnacHoi  pagu», O6macHuit
JIKyBa/IbHO-iarHOCTUYHUM ~ T'eMaTOJIOTiUHUN
LieHTp, M. Yepkacu

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 939 Big 23.05.2023

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO/I, BepCisi Ta faTa

«IIpoTOKO/ MPOJOB)KEeHHS JIIKyBaHHS MAL[i€HTIB, $IKi MPOJOBXYIOTb OTPUMYBAaTHU KOPUCTHb Bif
Teparii iOpyTHHIOOM TIiC/I 3aBepIIeHHS yuyacTi y KIIHIYHUX [JOC/iPKeHHSX i0pyTUHiOy»,
PCYC-1145-LT, inkopriopoBanuii nomnpaskoto 2 Bif 30 BepecHst 2022 poky

3asiBHUK, KpaiHa

ITiampuemcTso 3 100% iHo3emHot0 iHBecTHielo «AVK’FOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Pharmacyclics Switzerland GmbH, IlIBetijapis

HauanbHuk ®@apManeBTHYHOr0 yIpaB/IiHHA

Tapac JISICKOBCHKU

(migrmc)

(Bnacue im’s ITIPI3BULLE)




Honatok 27

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Ykpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 00 Bim 07 kBiTHa 2023 poky,
yKpaiHCbKOI MOBOIO, ZIOTIOBHEHHS /10 iHdopMailjii Ta AOKyMeHTY Tpo iHhOpMOBaHy 3roAy AJis
marfieHTa /s JTiKyBaHHSI TIiC/s TMporpecyBaHHs XxBopoOw; YkpaiHa, MK-3475-A18/ENGOT-
cx11/GOG-3047, Bepcis 00 Big 07 kBiTHS 2023 pOKy, POCIHCHKOIO MOBOIO, [OIOBHEHHS [0
indbopmauii Ta [AOKyMeHTy TMpo iHQOpMOBaHy 3rofy [/ MallieHTa [Jis JiKyBaHHS MicC/s
riporpecyBaHHs xBopobu; YkpaiHa, MK-3475-A18 / ENGOT-cx11/GOG-3047_AMO1, Bepcis
1.00 Big 07 xBiTHA 2023 poKy, yKpaiHCBbKOK MOBOMO, /IOMOBHEHHs /10 iH(popMallil Ta JOKyMeHTY
ripo iHdbopMoBaHy 3rofly [/ TaljiEHTa Ha B3STTsA [0JaTKOBUX 3pa3kiB; YKpaiHa, MK-3475-A18 /
ENGOT-cx11/GOG-3047_AMO1, Bepcis 1.00 Bix 07 kBiTH 2023 pOKy, POCIHCHKOIO MOBOIO,
JIOTIOBHEHHSI 710 iHdopMaljii Ta JOKyMeHTy Tpo iHhOpMOBaHy 3rofy [/s TaljieHTa Ha B3STTA
I0JIaTKOBUX 3pa3KiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«PanziomizoBane, mopgiiiHe cmime gocmimkenHs III da3u ximiopazioTepamii y kKomOiHarfii 3
nembpostisymabom abo 6e3 HbOTO /17151 JIIKyBaHHSI JIOKA/TbHO PO3MOBCIO/I)KEHOT'0 PAKy IIUHKH MaTKU
3 BUCOKHUM CTyIleHeM PU3UKY (KEYNOTE-A18/ENGOT-cx11/GOG-3047)»,
MK-3475-A18/ENGOT-cx11/GOG-3047, 3 iHKopriopoBaHoto mnonpaBkoto 04 Bix 08 nucrornaga
2022 poky

3asiBHUK, KpaiHa

ToBapHcTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JIICKOBCHKUM

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HonaTok 28

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[b POBe/IeHHsI K/JIiHIUHOr0 BUMTPOOYBaHHS:

BYJIO

CTAJIO

KepiBHUK 11eHTpYy JIpoboTenko B.I.
KomyHanmpHe HeKOoMeplLiiliHe —MiIIPUEMCTBO
«Yepkacbka o6sacHa JikapHs YepkacbKoi
obmacHoi pazi», obmacHui LIEHTP
JIarHOCTUKKA Ta  JIKYBaHHA  PO3CISIHOTO
CK/1epo3y Ha 0a3i HEBPOJIOTiUHOTO Bif/iieHHS,
M. Uepkacu

3aB. Bijl. [I]pob6otenko B.I.

KomyHanpHe HeKoMepLiiiHe —MiJIIPUEMCTBO
«I[’satuii YepkacbKUi  MICBbKMM  LIEHTP
[IepBUHHOI MeJUKO-CAHITapHOI [OTIOMOI'W»,
K/IiHIYHe BiZiii/IeHHsI BiJHOBHOIO JIIKyBaHHS Ta
Hedpopeabimitarii 3 IleHTpoM po3cisiHOrO
CKJIepO3y Ta BiAiIOM K/TIHIYHUX
BUTIPOOYBaHb, M. Uepkacu

I.M.H., npod. MockoBko C.II.

KomyHanpHe HeKoMepLiiliHe —MiJIIPUEMCTBO
«BiHHMIIbKA obJjlacHa K/IiHIYHa
[ICUXOHEeBPOJIOTiyHa  JIIKapHd  IM.  akag.
O.I. KOmenka Binuumpkoi obsacHoi Pagu»,
HeBposioriuHe BiaziieHHs Ne3, BiHHULIBKUN
HallioHa/TbHUM MeJUUHUI yHiBepcUTeT
iMm. M.L. IluporoBa, kacdenpa HepBOBUX

XBOp00O, M. BiHHuIS

J.M.H., npod. MockoBko C.II.

MeanuHuii 1]eHTP TOBAapHUCTBa 3 0OMeEKeHOO
BiJTIOBiga/IbHICTIO «MenyuHM LIeHTP
«CaroremM», MiKyBa/IbHO-NPO(DiTaKTUUHUMA
Bigais, M. BiHHULIS

Howmep Ta gara Hakasy MO3 npo
TpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 893 Big 15.04.2020
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Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepCisi Ta faTa

«BigkpuTe mOoOBXKEHEe AOCITiMKeHHs YO/MiTYKCMMaly y TalfieHTiB i3 peLyJuBHUM DPO3CisTHUM
ckiiepo3om», TG1101-RMS303, Bepcis 3.0 Big 19 rpygHs 2022 poky

3asgBHUK, KpaiHa

TOB «KJIITHIYHI BUITPOBYBAHHS», YKpaiHa

CrioHCOp, KpaiHa

Til>xu TepanbtoTukc, IHK., CHIA (TG Therapeutics, Inc., USA)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nigruc) (Bnacue im’s TIPI3BUIIIE)




Honatok 29

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCIisl IpOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO

CTAJIO

KepiBHUK 1leHTpY IpoboTeHko B.I.
KomyHanmpHe HeKOoMeplLiiliHe —MiIIPUEMCTBO
«Yepkacbka o6sacHa JikapHs YepkacbKoi
obmacHoi pazi», obmacHui LIEHTP
JIarHOCTUKKA Ta  JIKYBaHHA  PO3CISIHOTO
CK/1epo3y Ha 0a3i HEBPOJIOTiUHOTO Bif/iieHHS,
M. Uepkacu

3aB. Bijl. [I]pob6otenko B.I.

KomyHanpHe HeKoMepLiiiHe —MiJIIPUEMCTBO
«I’satuii = YepkacbKU  MICBbKMM  LIEHTP
[IepBUHHOI MeJUKO-CAHITapHOI [OTIOMOI'W»,
K/IiHIYHe BiZiii/IeHHsI BiJHOBHOIO JIIKyBaHHS Ta
Hedpopeabimitarii 3 IleHTpoM po3cisiHOrO
CKJIepO3y Ta BiAiIOM K/TIHIYHUX
BUTIPOOYBaHb, M. Uepkacu

Howmep Ta gata Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIPOOYBaHHS

Ne 3059 Big 29.12.2020

Has3ga kiiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«bararorjeHTpoBe, paH/I0Mi30BaHe, TO/IBiliHe CJiirle, KOHTPOJ/IbOBaHe Aoc/ipkeHHs da3u b gns
OLIiHKM e(heKTUBHOCTI, 6e3revyHoCTi Ta (papMaKOKiHETUKH BHUINUX /103 OKpesi3yMady y J0pOC/uX
TMALIEHTIB 3 PeLMAMBYHOUMM PO3CisTHUM CKepo3omM», BN42082, Bepcist 3 Bij 27 xoBTHs 2021 p.

3asgBHUK, KpaiHa

ToBapUCTBO 3 0OMeXXEeHOI0 BifiNOBianbpHiCcTIO «Porn YKpaiHa»

CrioHCOp, KpaiHa

@.Xodbdmans-JIs Pou JITa, [MBelitapis

HauanbHuk ®@apManeBTUYHOr0 YyIIpaB/IiHHA

Tapac ISICKOBCHhKHN

(migmuc)

(Bnacse im’st [TPI3BULIE)




Honatok 30

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OHoBnenuit mpoTtokon pgocaimkeHHs APD334-202, 3 iHkopriopoBaHow moripaBkoro 3.0 Bif
22 rpypns 2022 poky; YTouHeHHs HasBu CrioHcopa fgociifipkeHHs 3 «ApeHa dapMmacbloTiKasns,
Ink.» (Arena Pharmaceuticals, Inc.), CIIIA Ha «ApeHa ®apMacbloTiKas3, [HK.», AOUipHs KOMIIaHis,
1110 TIOBHICTIO HasiexxuTh KomnaHii «[1daitzep [HK.», CIIA; Indopmariiiinuii 1vcToK i dopma 3roau
st nopatkoBoro pocnaimkeHHs 1, Bepcigs V6.1UKR(uk)1.0 Big 30 ciunsi 2023 poky, nepek/aj
yKpaiHCbKOI0 MOBOO Bif 23 Gepe3nsi 2023 poky; IHdopmariiinuii muctok i dopma 3roau Ajis
nozatkoBoro pochifmxkenHs 1, Bepcigs V6.1UKR(ru)l.0 Bix 30 ciuna 2023 poky, mnepeksaj
pociiicekoro MoBot0 Bim 23 Gepesns 2023 poky; IHpopmariiiiHuii TUCTOK i dopma 3rofu s
nozatkoBoro gociimpkeHHs A, Bepcig V4.0UKR(uk)1.0 Big 30 ciuns 2023 poky, mepeknaf,
yKpaiHCbKO0 MOBOIO Bifi 24 kBiTHS 2023 poky; IHdopmariiinuii nvcTok i ¢opma 3roau s
nozatkoBoro gocaimkeHHs A, Bepcisi V4.0UKR(ru)1.0 Big 30 ciuns 2023 poky, mepeknaf,
pociiicbkoro MOBOO Bifi 23 6epe3nst 2023 poky; [HpopmaLliliHuii TMCTOK i popma 3ro/id Ha yuyacTb
y HeoOOB’SI3KOBOMY MalOyTHBOMY HAayKOBOMY AOC/Ii/PKeHHI (Z71s1 IOAaTKOBOTO JOC/TiiKeHHs 1),
Bepcisi V1.0UKR(uk)1.0 Bix 30 ciuns 2023 poky, repeksiaj, yKpaiHCbKOIO MOBOIO Bifj 22 Gepe3Hs
2023 poky; Indopmariiiinuii MUCTOK i (hopMa 3roiy Ha y4acTb y He0OOB’SI3KOBOMY MailbOyTHEOMY
HayKOBOMY AOC/Ti/pKeHHi (/151 JoaaTtkoBoro gociimkenHs 1), Bepcis V1.0UKR(ru)1.0 Big 30 ciuns
2023 poky, Tepeksaj pociichbKor MOBOH Bif 22 6Gepesns 2023 poky; IHdopmartitiHuii TMCTOK i
dopmMa 3rogu Ha yuyacTb y HeOoOOB’S3KOBOMY MailOyTHbOMY HAyKOBOMY JIOC/Ti/PKeHHi
(mnst mopatkoBoro pociimkeHHs: A), Bepcis V1.0UKR(uk)1.0 Big 30 ciunsa 2023 poky, nepeknaf,
yKpaiHCbKOI MOBOIO Bif| 22 Gepe3sHsi 2023 poky; Indopmariiiinuii nucToK i oopma 3rosiv Ha yuacTb
y HeoOOB’S3KOBOMY MaliOyTHbOMY HayKOBOMY JAOC/Ii/PKeHHI (IJ1s JO0JAaTKOBOTO JOC/TiIKeHHs A),
Bepcist V1.0UKR(ru)1.0 Bizg 30 ciuns 2023 poky, nepeksiaj, pociiicbkor MOBOIO Bifi 22 Gepe3Hs




2 NpoAoBXKeHHd fojarka 30

2023 poky; Iadopmauifinnii mMCTOK i opma 3rogu st HEOOOB’SI3KOBOTO /I0/IaTKOBOTO
tdapmakorenetnuHoro (JHK) HaykoBoro mocmifykeHHs /i JOJaTKOBOTO AOC/iAKeHHs1 1, Bepcis
V1.0UKR(uk)1.0 Big 30 ciuns 2023 poky, rnepekiaj yKpaiHCbKOX MOBOI0 Bin 21 OepesHs
2023 poky; IndopmauiiiHuii auctok i dopma 3rogu AJsisi HeoOOB’SI3KOBOTO  /10/IaTKOBOTO
tdapmakorenetnuHoro (JJHK) HaykoBoro mocmifykeHHs fijis JOJATKOBOTO AOC/TifkeHHs1 1, Bepcis
V1.0UKR(ru)1.0 Big 30 ciunsa 2023 poky, mepeksaf, pociicbkoro MOBOIO Bif 21 Gepesns 2023
poky; IHdopmariiinuii suctok i ¢opma 3rogu [y HEOOOB’SI3KOBOTO  JIOZATKOBOTO
¢dapmakorenetnuHoro (JJHK) HaykoBoro mocmifkeHHs /sl OAATKOBOTO AOCTiAKeHHs1 A, Bepcisi
V1.0UKR(uk)1.0 Bif 30 ciunst 2023 poky, nmepeksa/, YKpaiHChKOI MOBOMO Bifj 21 Gepe3Hsi
2023 poky; IHdopmauiliHuii auctok i dopma 3rogu i HeoOOB’SI3KOBOTO  [10/IaTKOBOTO
tdapmakorenetnuHoro (JHK) HaykoBOro mocmifKeHHs [AJs1 OAATKOBOTO AOCTiIKeHHsT A, Bepcis
V1.0UKR(ru)1.0 Big 30 ciunsa 2023 poky, mepeksiaf, pocilicbkoro MOBOIO Bif 21 Gepe3ns 2023
poKy; BariTHa mapTHepka: 3rofja Ha IpOBeZleHHsl aHasli3y Ha BariTHICTb i BiJIOBifHe mojasblie
crioctepekeHHs1, Bepcisi V1.0UKR(uk)1.0 Big 30 ciuna 2023 poky, mepekaj
yKpaiHCbKOI MOBOIO Bif 21 Oepe3nsi 2023 poky; BariTHa mapTHepka: 3rofia Ha TIPOBeJeHHS
aHa/i3y Ha BariTHICTh i BigmoBigHe mogasnbiie crioctepexxeHHsi, Bepcisi V1.0UKR(ru)1.0 Big 30
ciunst 2023 poky, Tepeksaj pocCiichbkoro MOBOW Big 21 Gepesns 2023 poky; IzeHTudikariiiita
KapTka manieHta Big 07 motoro 2023 poky [V03 UKR(uk)], ykpaiHCbKOHO MOBOIO;
InenTudikariiina kapTka natjiedta Big 07 motoro 2023 poky [V03 UKR(ru)], pocitickkoro MOBOIO;
[TocibHUK 3 0broBopeHHs iHOPMOBAHOI 3rofy — [AOAATKOBi mocmimkenHs 1, 2, 3, 4 Bixg 23
motoro 2023 poky [V03 UKR(uk)], ykpaiHcbkoo MoOBot0; IIociOHMK 3 0OroBOpeHHs
inpopMoBaHoi 3rogu — AojaTKoOBi jgocnmimkeHHs 1, 2, 3, 4 Big 23 motoro 2023 poky [VO03
UKR(ru)], pocilicbkkoro MoBow; IIoCiOHMK i3 [OC/ifpkeHHs [jid TallieHTa — [J0JaTKOBi
nJocnigkenHs 1, 2, 3, 4 Big 08 mtotoro 2023 poky [V03 UKR(uk)], ykpaiHCbKOHO MOBO}I0;
[MociOHUK i3 moC/TiZpKeHHS [/1s MaljieHTa — /J0/aTKOBI Aocuimpkenns 1, 2, 3, 4 Big 08 mortoro 2023
poky [V03 UKR(ru)], pociticekoro MoBoto; bpotilypa /715 maijieHTiB — A0AaTKOBi AocmijKeHHs 1,
2, 3, 4 Big 08 motoro 2023 poky [V03 UKR(uk)], ykpaincekoro MoBowo; Bpoiirypa
JUs TIALliEHTIB — J0AATKOBI gocmimkeHHs 1, 2, 3, 4 Big 08 motoro 2023 poky [V03 UKR(ru)],
pociiicbKoro MoBowo; [lnakat ajig maijieHTa Bif 07 motoro 2023 poky [V02
UKR(uk)], ykpaincekoro MoBoto; ITnakat s natienra Big 07 mrotoro 2023 poky [V02 UKR(ru)],
POCiMCBKOI MOBOR; JIMCT BiJ, JOC/iJHAKA TOTEHLIIMHOMY Y4YaCHUKY [OC/i/)KeHHsI — J0JaTKOBI
JocnipkenHs 1, 2, 3, 4 Big 27 mortoro 2023 poky [V03 UKR(uk)01],
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YKpalHCbKOIO MOBO; JIMCT Bif JiKapsi-AOC/IiJHUKA MOTEHLIMHOMY YYaCHUKY JOC/iIPKeHHS —
JopatkoBi gocmigkenHs 1, 2, 3, 4 Big 27 mortoro 2023 poky [V03 UKR(ru)01], pociticbkoro
MOBORO; JIMCT [0 /iKaps 1040 Harpas/eHHs MaLji€eHTiB — J0JaTKOBI AoCimKeHHs 1, 2, 3, 4 Big 27
motoro 2023 poky [V03 UKR(uk)01], ykpaiHCbKOtO MOBOMO; JIMCT [0 /iKaps 11040 HarpaB/ieHHs
MaijieHTiB — [A0AaTKoBi fociimkeHHs 1, 2, 3, 4 Big 27 motoro 2023 poky [V03 UKR(ru)01],
pociticbkoro MOBOO; T10/10BXXeHHST TPHUBAIOCTi K/IiHIYHOTO BUNPOOyBaHHs B YKpaiHi /10 31 rpyaHs
2024 poky; [Tocke AocmipKyBaHOTo Jlikapcbkoro 3acoby Etpacimop, Bepcis 17 Big 31 ciuns 2023
POKY, aHTJIiICbKOI0 MOBOIO; 3a/TyueHHsI J0JJaTKOBUX BUPOOHWUMX AibHUIB: AndersonBrecon Inc.,
USA; Pfizer Inc., USA; Pfizer Limited, UK; Pfizer Ireland Pharmaceuticals, Ireland; Almac
Clinical Services, USA; Almac Clinical Services Limited, UK; Almac Clinical Services (Ireland)
Ltd., Ireland; Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Limited, UK;
Eumedica, Belgium

Howmep Ta fata Hakasy MO3 1ipo
TNpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Ha3Ba kiHiuHOr0 BUNIPOOYBaHHS,
KO[|, BepCisd Ta fara

«bararoljeHTpoBe, paHJOMi30BaHe, TIO/IBiliHe cCJlirle [JOC/i/)KeHHs, 1[0 TIPOBOJUTLCS B
rapasie/IbHUX TPyTax [Jisi OLiHKM e(eKTHBHOCTI Ta Oe3MeyHOCTi MepopasbHOrO eTpaciMofy TMpH
Horo 3acTocyBaHHi /s iHAYKLIMHOI Ta TigTpUMYyBa/lbHOI Tepariii TpW JiKyBaHHI aKTUBHOI
xBopobu KpoHa Bizi MoMipHOTO 0 Ba)KKOTO CTYTIeHs TsHKKOCTi», APD334-202, 3 iHKOPIOpOBaHOO
rioripaBkoro 2.0 Bifg 11 uepBHsi 2020 poky

3asgBHUK, KpaiHa

TTinnpuemctso 3 100% iHo3emHoto iHBecTuiielo «AMK’FOBIA PJIC YkpaiHa»

CrioHCOp, KpaiHa

«ApeHa ®apmackioTtikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

Hauanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHEKUI

(migruc) (Bnacue im’s TIPI3BUIIIE)




HopnaTok 31

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OnHoBnenuit mpotokon pgocaimkeHHs APD334-303, 3 iHkopriopoBaHow moripaBkowo 4.0 Bif
20 motoro 2023 poky; YTouHeHHs Ha3Bu CrnioHcopa JociifpkeHHs1 3 «ApeHa dapmachrOTIiKass,
Ink.» (Arena Pharmaceuticals, Inc.), United States Ha «ApeHa ®apmachkioTikan3, [HK.», JouipHs
KOMTIIaHisi, 1[0 TOBHiCTIO Hamexutb KommaHii «[1daiizep Iuk.», CIIA; JlucT-mionepeaxeHHs Bif
13 Gepe3nss 2023 pokKy Mpo BigXWIEeHHS Bifi MPOTOKOMY nAociimkeHHs eTpacimogy C5041006
(APD334-202): HefoTpMMaHHS YYaCHUKOM BUMOT MPOTOKOJIy L0/I0 KOHTpAL|eMLiii, 10 MPU3Beso
Jl0 BariTHOCTI, aHIJIiMICbKOI0 MOBOIO Ta Mepek/aj yKpaiHCbKor MOBORO Bif 04 TpaBHsi 2023 poky;
JIuct-nioniepeikenHs Bing 03 Gepe3nst 2023 poKy Mpo BifXW/IEHHS BiJ TIPOTOKOJTy JOZATKOBOTO
nmocmimkennss 4 Cultivate C5041006 (APD334-202 a6o APD334-202EU) uepe3 HeZOTPUMAaHHS
y4aCHUKOM BHMMOTI MPOTOKO/IY L[OJ0 KOHTpaLemLil, 110 MPU3BeJ0 [0 BariTHOCTI, aHIVIiKCHKOIO
MOBOIO Ta TepeK/aj yKpaiHCbKOr MOBORO BifJ 04 TpaBHs1 2023 poky; JIuct npo AMiHiCTpaTHBHI
3minu Bifg 03 kBiTHS 2023 poKy A0 NMPOTOKOJY ¥ po3’sicHeHHs1 Ajisg gociimpkeHHss ELEVATE-OLE
APD334-303 (Homep mocmimkeHHs «Ildatizep» C5041012), aHriliCbKOIO MOBOIO Ta TepeK/af
yKpaiHCbKO0 MOBOK Bif 04 tpaBHsi 2023 poky; bpourypa pocnignuka Etpacimog (APD334),
BuganHsa 10.0 Bix 18 smucromagza 2022 poky, aHI/IiMCBKOH MOBORO; [HpopMaliiiHMil IUCTOK i
dopma 3rogu, Bepcia V6.1UKR(uk)1.0 Big 06 kBiTHa 2023 poKy, nepek/aj yKPaiHCbKOH MOBOO
Bif 28 xBiTHa 2023 poky; IHdopmariiiiHuii TUCTOK i popma 3rogu, Bepcis V6.1UKR(ru)1.0
BiJ 06 kBiTHs1 2023 pOKYy, Nepeksaj, pociiicbkkor MoBoto Bifi 28 kBiTHs 2023 poky; IHdopMariiiinuii
mcTok Ta ¢opma iHGOpPMOBaHOI 3roAin Ha y4yacTb y He0OOB'SI3KOBOMY MaliOyTHbOMY HayKOBOMY
JOCJTiIDKEHHI,
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Bepcisi V2.1UKR(uk)1.0 Big 06 kBiTHs 2023 poKy, nepeksaj, yKpaiHCbKOIO MOBOIO Bif 28 KBiTHS
2023 poky; IHdopmariiliHuii 1MCTOK Ta popMa iHpopMOBaHOI 3roid Ha y4acTb y HEOOOB'I3KOBOMY
MaiibyTHbOMY HaykoBoMy gocmimpkeHHi, Bepcisi V2.1UKR(ru)1.0 Bix 06 xBitHa 2023 pOKYy,
repeksiaz, poCciiicbKOK MOBOIO Bifi 28 kBiTHS 2023 poky; BariTHa napTHepka: 3rofia Ha IpOBeZleHHs
aHasi3y Ha BariTHiCTH i BifgmoBizHe moganeiie croctepexxeHHsi, Bepcisi V3.0UKR(uk)1.0 Bix
27 Oepe3ns 2023 poky, mepeksiafi yKpaiHCbKOO MoBOW Biz 03 kBiTHS 2023 poky; BariTHa
rapTHepKa: 3roZia Ha MpoBe/leHHsl aHasli3y Ha BariTHICTb i BiANIOBiHe IoZablle CrIOCTepeXeHHs,
Bepcisg V3.0UKR(ru)1.0 Big 27 6epe3nst 2023 poky, repeksafi pociicbKoro MOBOIO Bij 03 KBiTHs
2023 poky; KapTka 3 KOHTaKTHMMU [JaHUMHU Ha BUIAJOK eKCTpeHOi curyauii, pemakuis 1.0 Bix
01 yepBHsa 2020 poky, yKpaiHCbKOKO MOBOH; KapTka 3 KOHTaKTHMMM [aHMMU Ha BUIQJ0K
ekcTpeHol cutyariii, pemakijis 1.0 Big 01 uepBHa 2020 pokKy, pOCiHiCbBKOIO MOBOIO; 3pa30oK
300pakeHHsI Ha eKpaHi enekTpoHHOro npuctporo « MEDIDATA PATIENT CLOUD App Android
2022.2.0 / iOS 2022.2.0 _ © 2018 Medidata Solutions Worldwide, v2.3 (pexxum /s TiaijieHTa),
Bepcis 2.3 Bif 07 uepBHs 2022 poKy, YKpaiHCBKOIO MOBO; 3pa30K 300pakeHHsT Ha
ekpaHi enektpoHHoro rpuctporo «MEDIDATA PATIENT CLOUD App Android 2022.2.0 / iOS
2022.2.0 _ © 2018 Medidata Solutions Worldwide, v2.5 (pexxum pyis1 nmatiieHTa), Bepcis 2.5 Big 10
tpaBHs1 2022 poKy, pocilickkoro MOBO; JloCke AOCTIKyBaHOTO Jlikapchkoro 3aco0y ETpacimop,
Bepcis 17 Bif, 31 ciung 2023 poKy, aHIVIIKNCHKOI0 MOBOM; 3aly4yeHHs JOAaTKOBUX
BUpOOHWUMX JinbHUIB: AndersonBrecon Inc., USA; Pfizer Inc., USA; Pfizer Limited, UK; Pfizer
Ireland Pharmaceuticals, Ireland; Almac Clinical Services, USA; Almac Clinical Services Limited,
UK; Almac Clinical Services (Ireland) Ltd., Ireland; Fisher Clinical Services Inc., USA; Fisher
Clinical Services UK Limited, UK; Eumedica, Belgium

Howmep ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1896 Big 27.08.2019

HasBa kiHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«BigkpuTe po3lvpeHe AOC/ipKeHHsS eTpaciMOo/ly B TMALi€HTIB i3 aKTUBHMM BUPa3KOBUM KOJIITOM
BiZl TIOMIPHOIO 10 Ba)KKOT'0O CTyIeHs TsKKoCTi», APD334-303, 3 iHKOpriopoBaHOw nonpaskoro 3.0
Biz 07 TpaBHsa 2021 poky

3asiBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHoto iHBectuiielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

«ApeHa ®PapmackioTikans, [HK.» (Arena Pharmaceuticals, Inc.), United States

Hauanbauk ®@apmaiieBTHUHOr0 yNpaBJ/IiHHSA Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s TTIPI3BUILIE)
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii mpotokon MS200527_0082, Bepcisi 6.0 Big 27 ksitHa 2023 poky; bpouypa
pocnigauka Evobrutinib (M2951), Bepcis 16.0 Big 27 kBitHsi 2023 poKy, aHIVIiHCBKOI MOBOIO;
[HdopmariitiHuii McToK maijienTta i gopma 3rogu, Bepcissi V6.0UKR(uk)1.0 Bix 11 TpaBHsi 2023
POKy, MepeksiaZi yKpaiHCbKOI MOBOIO Bif 17 TpaBHsi 2023 poky; IHdopMaliiiiHuii MMCTOK MNallieHTa
i dopma 3roau, Bepciss V6.0UKR(ru)1.0 Big 11 TpaBHs 2023 pokKy, nepeksaj, poCiiicbKOr0 MOBOIO
Bif, 17 TpaBHs 2023 poky; IHdopmariiinuii muctok mnaiieHta i ¢opma 3rogu Ha ydyacTb y
HeOOOB'I3KOBOMY  Tiepiofii  MOABIMHOrO  CJIMOro  pO3MIMPEHOr0  AOCTiKEHHS,  BepCis
V1.0UKR(uk)1.0 Bix 11 TpaBHs 2023 poky, nepeksaz yKpaiHCbKOXO MOBOIO Bif 17
TpaBHs 2023 poky; IHdopmauiliHuii aMCTOK malliieHTa i (opma 3rogu Ha yuyacTb Yy
HeoOOB'SI3KOBOMYy ~ Mepiofli ~ TOJBIMHOTO  CJIMOr0  pO3IMIMPEHOro  AOC/i/KeHHS,  BepCcis
V1.0UKR(ru)1.0 Bim 11 TpaBHs 2023 poKy, nepekiaj poCiiicbkoro MOBOIO Bif 17 TpaBHsa 2023
poky; IHdopmariitiHuii MMCTOK i dopMa 3rofiu MaijieHTa JJisi BiJKDUTOrO PO3IIMPEHOro Tepioay
nociimkennsi, Bepcig V5.0UKR(uk)1.0 Big 11 tpaBHst 2023 poKy, nepeksa/, YKpaiHCbKOI0 MOBOIO
Bifg 17 tpaBHs 2023 poky; [HpopmauiliHuii mucTok i gopma 3roAy mnaijieHTa s BiJKPUTOTO
po3irpeHoro nepiogy gociimpkenHs, Bepcist V5.0UKR(ru)1.0 Big 11 TpaBHs 2023 poky,
repeksiaj, pocCilicbKO0 MOBOKO Bif 17 TpaBHa 2023 poKy; 3MiHa Ha3BU MiCLil NpPOBeJEHHS
BUTIPOOYBaHHS:
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bYJIO

CTAJIO

J.M.H., ipo¢. byuakuuticbka H.M.

KoMyHanbHe HeKoMmepLiiliHe —MiJPUEMCTBO
«3ariopi3bka obOsilacHa KJiHiUHA JTiKapHsSI»
3aropispkoi  obmacHOi  pajau,  BiAgineHHs

HeBposiorii ~ Nel,  [lepkaBHMM  3aK/aj
«3ariopi3bpKa MeJYHa akazemis
MiC/IS AUTIZIOMHOT OCBITH MiHicTepcTBa

OXOpOHM  3/I0pOB's  YKpaiHu», Kadeapa

HEPBOBHUX XBOPOO, M. 3amOpixKsi

J.M.H., ipo¢. byuakuuticeka H.M.

KoMyHanbHe HeKOMepLiliHe MiJPUEMCTBO
obnacHa KiiHiYHa JiKapHs»
3arnopi3pKoi obsacHoi paau, CrierfianizoBaHuiA

«3aropisbka

JOC/ipKeHb, M. 3aropixKs

xBOpoO Ta KIIHIUHMX

Howmep Ta gata Hakazy MO3 mipo
TIpOBe/leHHs K/IIHIYHOT O
BUTIPOOYBaHHS

Ne 1924 Big 21.08.2020

Ha3Ba k/iHiuHOTO BUTIPOOYBaHHS,
KO/, BepCisl Ta ara

«bararoueHTpOBe, paHZOMi30BaHe, MO/BiMiHe CJiife, 3 TOJABIMHOK IMiTal[i€t0, KOHTPOJIbOBaHEe
aKTUBHUM TperiapaTom, gocsimkeHHs 111 ¢a3y, 1110 MpOBOAUTHLCS B MapasiesibHUX Ipyrax 3 OL[iHKH
edeKTUBHOCTI Ta Oe3meuyHOCTi eBOOpyTHHIOA y TIOPiBHSIHHI 3 TepUQUIYHOMI/ZIOM B Y4YaCHHUKIB i3
peLMIMBYOUMM PO3CisIHUM CKJiepo3oM», MS200527_0082, Bepcis 5.0 Big 08 rpyaus 2022 poky

3asiBHUK, KpaiHa

Iianpuemctso 3 100% iHo3emHoto iHBectuiielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuunina

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaBJ/IiHHSA

Tapac JISICKOBCHKU

(migrc)

(Bnacue im’s TTIPI3BUILIE)




Honatok 33

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBepyKeHHs CYTTEBUX MOMNPABOK 10
TIPOTOKOJIiB K/TiHIUHUX BUIIPOOYBaHb,
BHeCeHHs 3MiHM 110 fozaTtka Ne 22 1o Hakasy
MiHicTepcTBa OXOPOHHM 3[]0POB’s1 YKpaiHU
Biz 13 uepBHA 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHWH TIPOTOKO/ K/iHiuHOTO BUMpoOyBaHHs, Bepcis 12 Big 24 mortoro 2023 p.; ®opma
indopmoBaHoi 3rosu, Bepcisg 7.0 g YKpaiHu ykpaiHCbKoro MoBoro Bif 18 kBiTHs 2023 p. Ha
OCHOBI MaiicTep-Bepcii ¢popmu iHdhopmoBaHoi 3roau A gocaimkeHHss W040242, Bepcis 7 Big 27
mororo 2023 p.; [ndopmariitinuii OrosieTeHb i YYaCHUKIB KIiHiUHOTO BUMPoOyBaHHs Nel, Bepcist
1.0 Big 05 >koBTHA 2022 p.

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 800 Big 26.04.2018

Ha3sBa kstiHiuHOTO BUIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«bararorieHTpoBe, paH/0OMi30BaHe, IMO/IBiliHe CJiiTle, TIalle00-KOHTPOIbOBaHe AocimkeHHs 111
da3u are3onizymady (aHTH-PD-L1 aHTWUTi/I0) B SIKOCTi aj’'FOBAaHTHOI Tepartii Mic/is pafnKaJlbHOTO
JIIKYBaHHS y TALIi€HTIB 3 MICLIeBO-TIOLLUPEHO TIOCKOK/IITUHHOK KapLIMHOMOK TOJIOBU Ta LWL
BUCOKOT0 pu3uKy», W040242, Bepcis 11 Bix 04 nuctonazga 2021 p.

3asiBHUK, KpaiHa

ToBapuCTBO 3 00OMeXeHOI0 BifiNoBiabHICTIO «Poll YKpaiHa»

CrioHCOp, KpaiHa

@. Xoddmans-JIs Poru JITa, [IBetitiapis

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKU

(nmigrmuc) (Bnacue im’s TTIPI3BUILIE)



