Jomarox 1

110 Haka3y MiHicTepcTBa OXOPOHU 37I0POB’S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU 70 AojaaTka Ne 22 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 13 yepBus 2023 poky

Ne 1072»

5.07.2023 Ne 1223

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«12-tmxneBe, ¢daza II, OaraToumeHTpoBe, paHIOMI30BaHE, TOJBIMHE CIIIE JJOCHIKCHHS
edextuBHOCTI Ta O6e3neynocti CPL409116 y nopiBHAHI 3 Tu1a1ie60, B KOMOIHAIIIT 3 METOTPEKCaTOM
y TAI€HTIB 3 aKTHUBHUM pPEBMATOIIHUM apTPUTOM, SKi MalOTh HEaJEKBAaTHY BIANOBIIh Ha
JIIKYBaHHSI MeTOTpekcaToMy, Ko nociipkenns 03JAK2021, Bepcis 3.0 Bix 20.12.2022

3asBHUK, KpaiHa

TOB «CT AKAJAEMIS», Ykpaina

CnoHncop, kpaiHa

Celon Pharma S.A, TTonbmia

[Tepenik qocmimKyBaHUX JIKAPCHKUX
3aco0iB Jikapchka popma,
J03yBaHHsI, BUPOOHUK, KpaiHa

CPL409116 (CPL409116; PG24, PG242, CZ24), tabnerka 6e3 000s0HKH, 1 (omHa) TabiaeTka
Mmictuth 60 mr CPL409116 a6o mnamne6o. Tabmerku 3 CPL409116 B amominieBoMy Oumictepi;
60 mr, 120 mr, 240 mr; Celon Pharma S.A, TTonsiia;

[Tname6o mo CPL409116, Tabietka 6e3 o6ononkH, 1 (ogHa) Tabmetka mictuth 60 Mmr CPL409116
a6o mane6o. Tabnerku 3 CPL409116 B anrominieBomy oOmictepi; Celon Pharma S.A, IMonkiia

Binnosigansauii (1) 1ocaigHUK (1)
Ta MicIie (s1) TpOBEACHHS
BUIIPOOYBaHHS B YKpaiH1

1) 3aB. Bix. Jloroiina I1.1.

[MonikmiHika HEHTPY MeAMUHUX mociyr Ta peadbimitanii AT «Komnanis aBialiifHOTo Ta pakeTHO-
TE€XHIYHOTO MAalIMHOOYIyBaHHS», BIIAUIEHHS JEHHOTO cTalioHapy, M. Kuis

2) nikap Kypunpunk [.B.

MeauuHuil EHTp TOBapHCTBa 3 0OMEKEHOI0 BIINMOBIAANbHICTIO «Mennunuii nuentp «KoHcuiiym
Menikan», KIiHIKO-KOHCYIbTaTUBHE BiJAineHHs, M. KuiB

3) k.M.H. Bumnuserpkuii L1

Komynanene minnmpuemctBo «Jlikapus Nel» JXuTomupcbkoi MiCbKOi paj, KOHCYJIbTaTHBHO-
JiKyBaibHe BiaaiieHHs «HaykoBo-1ocmiIHUIbKUHA LeHTp», M. XKutomup

[TpenapaTty MOpiBHAHHS, BUPOOHUK
Ta KpaiHa




2 MPOAOBKEHHS 10ojaTKa |

CymyTHi MaTepianu/mpenaparu —
CYMYyTHBOI Teparnii/ropuandna abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JTIKAPCHKUX 3aC001B
Ta CyMyTHIX MarepiaiiB

Havanbuuk ®dapManeBTHYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jlomatok 2

110 Haka3y MiHicTepcTBa OXOPOHU 37I0POB’S
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aC0O0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU 70 AojaaTka Ne 22 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 13 uepBust 2023 poky

No 1072»

5.07.2023 Ne 1223

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«®aza 1b/2, BigkpuTe OCTIIKEHHS 3 TIOAAJBIIOTO BHBUCHHS pPEKOMEHJOBAHOI 103U
JOCTIKYBAHOTO TIperapary 3 METOIO OLIHKH O€3MeKH Ta MPOTUITYXJIMHHOI aKTUBHOCTI IHCTUIIALIIN
cedoBoro Mixypa npemnaparom TARA-002 y qopocinux mari€eHTiB i3 M's130BO-HEIHBa3UBHUM PaKOM
CEYOBOT0 MiXypa BHCOKOTO CTYIEHsI 3JIOSKICHOCTI», Kox mociuimkerns TARA-002-101-Phlb/2,
Bepcist 3.0 Big 07 mrotoro 2023 poky

3asBHUK, KpaiHa

TOB «<APEHCIA EKCIJIOPATOPI MEIICIHy, Ykpaina

CnoHncop, kpaiHa

[Tporapa Tepam'rotikce, [Hk. [Protara Therapeutics, Inc.], CIIIA

[Tepenik 1oCiAKyBaHUX JIKAPCHKUX
3aco0iB Jikapcbka Gopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

TARA-002 (Streptococcus pyogenes [rpyma A, tun 3] mram Su, iHaktuBoBanwmii); TARA-002;
JliodimizoBani kmituau Streptococcus Pyogenes (rpyma A, tun 3) mramy SuU, oOpoOieHi
Oen3unneHinmtiHoM); JliodpinizoBanuit mopomok s po3BeneHHs (40 KO (crepunbHuii S.
pyogenes) y ¢uakoni); 40 KO (1 KO, mo Bigmosimzae 0,1 mr iHakTHBOBaHOTO S. PYOQeEnes);
SanaClis s.r.0., Cnosarpka Pecriy6imika; Novex Innovations, CIIA; Pacific BioLabs, CIIIA;
Diteba Laboratories, Kanana; SGS Life Sciences, CIIIA

Binmosimaneawmii (1) goCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOoOyBaHHA B YKpaiHi

1) nikap JJoponina M.B.
MeauuHuil LIEHTp TOBapUCTBAa 3 OOMEXKEHOIO BIANOBIJANbHICTIO «ApeHcis Ekcrmopatopi
Mepiciny, BiAaia KIIHIYHAX JOCIIIKEHb, M. KUiB

[IpenapaTtu mOpiBHSAHHS, BAPOOHUK
Ta KpaiHa




2 MPOJOBKEHHS 10/1aTKa 2

CynyTH1 MaTepianu/mpenaparu
CYIyTHBOI Teparlii/fopuanina abo
¢bi3uvHa 0coba, sKa i€ 3a
JOBIPEHICTIO, SIKY HaJlaB CIIOHCOP YU
3asIBHUK HA BBE3CHHS
JIOCJTIDKYBAHUX JIIKAPCHKUX 3aC001B
Ta CYMyTHIX MartepiajiB

KommnaHisi, sika Jii€ 3a JOBIPEHICTIO, SIKY HaJIaB CIIOHCOD YU 3asiBHUK Ha BBE3CHHS JJOCIIHKYBaHHX
mikapcbkux 3aco0iB Ta cymyTHix marepianiB: TOB «CAHAKIJIIC», Ykpaina (SanaClis TOV,
Ukraine)

Havanbank ®dapManeBTHYHOIO YIPABJIiHHSA Tapac JIICKOBCbKHI

(mmimrmc) (Bnacue im’st [TIPI3BUILIE)



Jomarox 3

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU 70 AojaaTka Ne 22 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 13 uepBust 2023 poky

No 1072»

5.07.2023 Ne 1223

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«57-TrkHEeBe 0araToLEHTPOBE BIJAKPUTE JOJATKOBE KIIIHIYHE BHUIIPOOYBaHHS 3 JIIKYBaHHIM
aKTUBHUM TIperapatoM ajsi BuBYeHHs npenapaty CVL-865 sk monmomixkHOT Teparii B TOPOCIUX
MAIi€eHTiB 13 CYAOMHMMH HamajaMd 3 (OKaJIbHMM MOYaTKOM, pPE3HCTEHTHHMH [0
MEJIMKaMEHTO3HOTO JIIKyBaHHs», Ko nociipkenas CVL-865-SZ-002, 3.0 Bix 14.07.2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

Cerevel Therapeutics, LLC, United States

[lepemnik 1oCTiKyBaHUX JTIKAPCHKUX
3ac00iB JiKapchka popma,
JI03yBaHHsI, BUPOOHHUK, KpaiHa

Darigabat (napira6ar); (CVL-865; Darigabat); Tabnerku; 2.5 mr; PCI Pharma Services (Millmount
Healthcare Limited), Ireland; Lonza Bend Inc., United States; Lonza Bend Inc., United States;
Sherpa Clinical Packaging LLC, United States;
Darigabat (mapirat6ar); (CVL-865; Darigabat); Tabierku; 5.0 mr; PCI Pharma Services (Millmount
Healthcare Limited), Ireland; Lonza Bend Inc., United States; Lonza Bend Inc., United States;
Sherpa Clinical Packaging LLC, United States;
Darigabat (mapira6ar); (CVL-865; Darigabat); Tabnerku; 7.5 mr; PCI Pharma Services (Millmount
Healthcare Limited), Ireland; Lonza Bend Inc., United States; Lonza Bend Inc., United States;
Sherpa Clinical Packaging LLC, United States




2 MPOAOBKEHHS J10J1aTKa 3

BianoBiganbHuii (1) JOCITIIHUK (H)
Ta Micie (51) IpOBEICHHS
BUNIPOOYBaHHA B YKpaiHi

1) n.m.H., pod. Map’enko JI.b.
MenuuyHuii UEHTp TOBapuCTBA 3
«Heiipoxminik», M. JIbBiB

2) k.m.H. Yomorsik FO.1O.

Mennunuii nieHTp «Jliamen» ToBapucTBa 3 OOMEKEHOIO BIAMOBINANBHICTIO «MeauuHUN IEHTP
«diamen», M. Yxropoa

3) nikap Omimescbka H.B.

Mennunnii neatp «Ox!KuiHik-+» ToBapucTBa 3 0OMEXEHOIO BIAMOBIAATBHICTIO «Mi>XKHApOIHUH
IHCTUTYT KJIIHIYHUX JOCIIIKEHbY, BT HEBPOJIOTii, CUXiaTpii Ta eNiJIenToNOr1 CTallioHApPHOTO
BigmireHHsa, M. Kuis

0OMEXEHOI  BIAMOBIJAIBHICTIO «MEIWYHUA [EHTP

[Tpemapatu MOpiBHSHHS, BHPOOHUK
Ta KpaiHa

CymyTHi MaTepianu/mpenaparu
CYIyTHBOI Tepamii/topuanyaa abo
¢izngna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY Ha/1aB CIIOHCOP YU
3assBHUK HA BBE3CHHS
JIOCIIJKYBAaHUX JTIKApPChKUX 3aC001B
Ta CYIyTHIX MaTepiajiB

Havanbunk ®@apmManeBTHYHOIO YIIPABJIiHHSA

Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



Jonmarox 4

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB A
VYkpainu «[Ipo npoBeneHHs KITHITHIX
BHUIIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX IMOMPABOK 10
MIPOTOKOJIIB KJIIHIYHUX BUIPOOYBaHb,
BHECEHHS 3MiHHU 70 AojaaTka Ne 22 1o
Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu Big 13 uepBust 2023 poky

No 1072»

5.07.2023 Ne 1223

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«KiiHiuHE JOCHIPKeHHS 3 OI[IHKM OIOCKBIBAJICHTHOCTI JIKApChKUX 3aco0iB [lepammanen,
TaOJICTKH, BKPHUTI IUIIBKOBOWO 00o0io0HKOI0, 10 4 mr (AT «KuiBmeanpemapat», YkpaiHa) Ta
daiikomma®, TabICTKU, BKPHUTI ILTIBKOBOIO 000J10HKOI0, 110 4 M («Eisai GmbH», Himeuunna) 3a
y4acTi 3J0pOBUX JT0OPOBOIBIIBY, Koa nocuipkeHHss PER4-ART, 1.1 Bix 23.05.2023 p.

3asiBHUK, KpaiHa

TOB «<APTEPIYM JITl», Ykpaina

CnoHcop, kpaiHa

AT «KuiBmeanpenapary, Ykpaina

[Nepemix TOCTiKyBaHUX JTIKAPCHKUX
3ac00iB JiKapceka Gpopma,
JI03YBaHHsI, BUPOOHHUK, KpaiHa

I[NEPAMITIAHEJI (Ilepammanen); TaOneTKw, BKpUTI IUTIBKOBOIO oOomoHkoto; 4 wmr; AT
«KuiBmennpenapar», Ykpaina

Binmosimaneawii (1) AoCaiqHUK (1)
Ta Miciie (51) IpOBEICHHS
BUNIPOOYBaHHA B YKpaiHi

1) ron. mikap Aptuu B.1.

Mennunuii ientp TOB «Kninika IHHO®AP — Ykpaina [nnoseiitiB @apma Pecepuy, UepHiBenbka
00611., HoBocenuupkuii p-H, ¢. bosHu

2) x.0.H., 3aB. 1a0. Cabko B.€.

TOB «Knindapm», M. Ipninb, KuiBcbka 001.

[TpenapaTtu mopiBHSAHHS, BUPOOHUK
Ta KpaiHa

OAVKOMIIA® (mepammaHen); TabIeTKH, BKPHTI IIIIBKOBOIO 0060MOHKOI0; 4 Mr; Elicait TM6X
(Himeuunna)/ Eisai GmbH, Germany




2 MPOAOBKEHHS 10JaTKa 4

CymyTHi MaTepianu/mpenaparu —
CYMyTHBOI Tepamnii/ropuaudHa abo
¢iznuna oco0a, sKa i€ 3a
JIOBIPEHICTIO, SIKY HaJlaB CIIOHCOP Y
3assBHHUK HA BBE3CHHS
JOCITIJIKYBaHUX JTIKAPCHKUX 3aC001B
Ta CyMyTHIX MarepiaiiB

Havanbuuk ®apManeBTHYHOIO YIIPABJIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

[Iporokon kniniuHOro HocuimxerHs (d) Big 06 protoro 2023 poky, aHTIiHCEKOI0 MOBOIO; OHOBIIEH1
pPO3AUIM  JTIOCHE JIOCHIKYBAaHOTO JIIKapCchKOro 3aco0y, Bepcis Bim ciuas 2023 poky:
S.2 «Bupobuuntso», S.4 «KoHTpons Hax pedyoBUHOI0O», S.5 «CrapaaTHUN 3pa30K Ta MaTepialn,
S.7 «CrabinpHicTb», P.2 «®apmaneBtuuna po3podka», P.3 «BupobuunrBoy», P.5 «KonTtposs Han
JikapcbkuM 3acobom», P.7 «Cucrema ymakoBku/ykymopku», P.8 «CtabOinbHICTb, aHIIIMCHKOIO
MoBoto; IHdopmaris mis mamienta pocmimkeHas ta Popma [HpopmoBanoi 3romm mis ydacti y
JOCTIPKEHH1 17151 BUKOPUCTAaHHA B YKpaiHi, Bepcist Ne 4.0 ykpaiHChbK010 MOBOIO Bij 28 nrotoro 2023;
Iadopmaris as namienta gocmipkeHHs Ta @opma [HhopmoBanoi 3roau TSt y9acTi y JOCTIDKEHH]
JUIs BUKOpHCTaHHs B YKpaiHi, Bepcist Ne 4.0 pociiicekoro MoBoto Bij 28 mororo 2023; JlonaTtkoBa
[npopmanis s namienta gocnimkeHHs Ta @opma [HpopmoBaHOi 3roau Ha ydacTh y mepiojl
MIPOAOBKEHOTO JIOCTYIY JI0 Mpenapary Julsi BAKOPUCTaHHs B YKpaiHi, yKpaiHCbKOIO MOBOIO, BepcCist
Ne 1 Big 01 Gepesns 2023 poky; HonarkoBa IHdopmaris nist naimieHta nociipkeHHs Ta ©opma
IndpopmoBanoi 3rogu Ha yuyacTb y HepioAl MPOJOBXKEHOro JOCTYNYy JO Ipernapary uis
BUKOPHUCTaHHS B YKpaiHi, pociiicbkkoro MoBoto, Bepcist Ne 1 Bix 11 xBitHs 2023 poky pociiicbkoro
MoBoto; ®dopma IHpopmoBaHOoi 3ronu BariTHOI HapTHEPKHM Ha PO3KPUTTA 1HGopMarii, s
BUKOpUCTaHHA B YKpaiHi, Bepcist 1.0 Bix 04 Oepesnst 2023 poky yKpaiHCBKOIO Ta POCIHCHKOIO
MOBaMHU

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1849 Bix 11.08.2020

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«bararouentpoBe, Binkpure, [lonosxene Jlocmimkenns III ®a3u nns Ominkum [{oBrorpusanoi
EdextuHocti Ta bezneunocti 3acrocyBanHs Mipikisymady y IlamienTiB i3 XBopoOoro Kponay,
16T-MC-AMAX, 3 inkopniopoBanoro nompaskoro (b) Big 03 cepras 2022 poky




2 MIPOJIOBXKEHHS T0AaTKa 5

3asBHUK, KpaiHa «Eni Jlinmi Boctok CAy, lBeitmapis
CrioHCcOop, KpaiHa Eumi Jlimm enn Kommani, CHIA / Eli Lilly and Company, USA
Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS Tapac JSICKOBCbKHUM

(migmuc) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MONpPaBKU

OHOBIIEH1 PO3ILTIN 10CKE JOCTIAKYBAHOTO JIIKApChKOTO 3aco0y, Bepcis Big Oepe3ns 2023 poky: S.2
«BupobuuurBo», S.4. «kKOHTpOIb HAJ PEUOBHHOIOM, S.5 «CTaHmapTHUH 3pa30K Ta MaTepianmy», S.7
«CtabinpHicTh»; P.2 «®apmaneBtuuna po3podka», P.3 «BupoOuuuro», P.5 «KoHTpons Han
JTikapcekuM 3acobom», P.7 «Cucrema ymakoBku/ykynopkun», P.8 «CtabinbHICTEY», aHTIIHCHKOIO
MOBOIO; 3MiHa Miclisl IPOBEACHHS KIIHIYHOIO BUIPOOYBaHHS:

BYJIO CTAJIO

I.M.H., mpod. Isanor B.I1. I.M.H., mpod. Isanor B.I1.

Binaunpkuii obnacHwWiA KIiHIYHMNA TocmiTans | KoMyHanmsHe HEKOMEpIiHHE —TMANMPUEMCTBO
BEeTEpaHiB BIiliHU, TepamneBTHUYHE BiJiIeHHS | «BiHHUIIbKA MichbKa KiiHIYHA nikapH Nely,
Nol, BiHHMIBKUN HAIIOHATBHUNW MEIUYHUN | TaCTPOCHTEPOJIOTTUHE BIIIJIEHHS,
yHiBepcurer iM. M.I. TluporoBa, xadenpa | BiHHuLbKHI HalllOHAJIbHU MEAVNYHNN
BHYTpIIHBOI MeauIHU Ne3, M. BinHuns yuiBepcurer M. M.L. Tluporoma, xadenpa

BHYTpilTHK01 MeauiHu Ne3, M. BinHu1s




2

MIPOJIOBXKEHHS J101aTKa 6

3MiHa Ha3BU TPHOX MiCIlb IPOBEIEHHSI KJIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Jlaaumok C.B. K.M.H. JJaaumok C.B.
Komynanenuit 3aknman KwuiBcbkoi ob6macHoi | KomyHanbHe HeKoOMepIiiiHE —MiANPHEMCTBO
pann «KuiBchbka oOnacHa KJIiHIYHA JiKapHs», | KuiBchkoi oOmacHoi pagu «KuiBchka oOiiacHa
racTpoeHTepoJoriune BiaaiieHHs, M. Kuis KIiHIYHA  JIIKapHSI», TacTPOCHTEPOJIOTIUHE
BIJTIJIEHHS KJIIHIYHOTO LEHTPY

TepaneBTHYHOTrO npodimo, M. Kuis

n.M.H. 'omoBuenko O.1.
MenuyHuil KIIHIYHUN JTOCTITHUIBKUA LIEHTP
MenuyHoro 1EHTpy TOBApUCTBA 3 0OMEKEHOIO

n.M.H. 'omoBuenko O.1.
ToBaprcCTBO 3 0OMEKEHOIO BiAMOBIIAIBHICTIO
«Menuunuii nenrp Xenc Kninik», Meauunuit

Hanuna lamunekoro, kadenpa tepamii Nel,
MEIWYHOI JIarHOCTUKHM Ta TeMaToJorii 1
Tpancdy3iosnorii ¢pakyabTeTy MiCISAUTIOMHOI
ocBitH, M. JIbBIB

BianmoBinaneHicTIO  «Xenc KoiHik», BUIAUT | KIMHIYHUA ~— AOCTITHUIBKUN  IIEHTP, BT
racTpOSHTEPOJIOT], rernaTosorii Ta | TaCTPOCHTEPOJIOTTi, rernaToyorii Ta
SHJIOKPHHOJIOTIT, M. BiHHUIIA €HJOKPUHOJIOT1, M. BiHHUIIA

I.M.H., Ipo¢. Brosuuenko B.1. J.M.H., ipo¢. Brosuuenko B.1.

KomyHnaneHe HekoMepiiiiHe mianpueMctBo | «JlikapHs Castoro [TanTeneliMona
«Kininiyna  sikapHs  mBHAKOT  MeauuHoi | KomyHanbHOrO HEKOMEPLIHHOTO
normomorn M. JIbBoBa», 1 TepameBTHUYHE | miAmpueMcTBa  «JIbBIBCBKE  TepHUTOpialibHE
BIJIJTITICHHS, JIbBIBCHKHI HalllOHAJIBHUM | MenmuuHe  00’enHanHs  «baratonpodinpHa
MEAVNYHNN YHIBEPCHUTET IMEHI | KJIIHIYHAa  JIIKapHSA  IHTEHCHBHUX  METOJIB

JIKYBaHHS Ta MIBUAKOT MEIUYHOI JOTIOMOTH,
Hentp Ttepamii, JIbBIBCHKUU HaliOHANBHUN
MEIUYHUN YHIBEPCUTET iMeH1
HNannna Tanunpkoro, kadeapa tepamii Nel,
MEIWYHOI [JIarHOCTUKM Ta TreMarojiorii 1
TpaHcdy3ionorii GakyabTeTy MiCIsSAUIIIOMHOI
ocBitH, M. JIbBIiB




MIPOJIOBXKEHHS J101aTKa 6

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1753 Big 06.08.2019

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«bararouentpose, Binkpure, Ilomosxkene Jlocmimkenns III ®dasu mns Oninku [[oBrorpusainoi
EdextuBHocTi Ta besneunocti 3acrocyBanus Mipikizymaly y IlamienTi i3 Bupaskosum Komitom
[Tomipuoro ta Tspkkoro ITepe6iry (LUCENT 3)», I6T-MC-AMAP, 3 iHKOpIIOpOBaHOIO TOTIPABKOIO

(b) Bim 21 umns 2022 poky

3asBHUK, KpaiHa

«Eni Jlinmi Bocrok CAy, [lIBelinapis

CnoHncop, kpaiHa

Eumi Jliumi enn Kommani, CHIA / Eli Lilly and Company, USA

Havanbunk ®@apmManeBTHYHOIO YIIPaBJIiHHSA

Tapac JSICKOBCbKHUI

(mmigrmc)

(Bnacue im’st [TIPI3BUILIE)




Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis CyTTeBOi MOMpPaBKU

Bbpomrypa gocmigHuMka — OCHIIKYBaHOTO Jikapcbkoro 3aco0y  Ouumnepnimal/Ociperlimab
(BGB-A1217), Bepcist 4.0 Big 24 »xoBTHs 2022 poKy aHIIIIHCHKO MOBOI; Bpomrypa mociigHuka
JOCITIDKYBAHOTO JTiKapchkoro 3aco0y Tucienizymad/Tislelizumab (BGB-A317), Bepcis 10.0 Bix
09 motoro 2023 poKy aHMIIKWCHKOI MOBOI; JlOChE IOCTIKYBAHOTO JIKApChKOTO 3aco0y
BGB-A317, Bepcis 7.2 Big 23 nuctonana 2022 poky aHTIIHCHKOI0 MOBOIO; 3aTy4eHHS J0AaTKOBUX
BUPOOHWYMX MUISHOK JUIS JOCIIHKYBAHOTO Jikapchkoro 3aco0y Tucnenizymad (Tislelizumab)
(BGB-A317; TUCJIEJII3YMAB (TISLELIZUMAB)), KOHIIEHTpaT i pO3YdHY i iH]Y3iH,
10 mimirpam/minimitp (mr/mi): BeiGene Guangzhou Biologics Manufacturing Co., Ltd., Kuraii;
Catalent CTS (Singapore) Private Limited, Cinramyp; Fisher Clinical Services (Korea) Co., Ltd,
[liBnenna Kopes; Zuellig Pharma, Inc., Kuraiicbka PecriyOnika (TaiiBanb); Zuellig Pharma Korea
Ltd, Pecniy6mnika Kopes

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUITPOOYBAHHS

Ne 1966 Bix 15.09.2021

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe moaBiiiHe ciine gociimkeHHs ¢aszu 3 oummnepnimaly, antutiia no TIGIT, y
MO€JHAHHI 3 THCIENi3yMa0oM MOPIBHSAHO 3 TeMOpoIi3yMaOoM y MaIlieHTIB 13 paHillle HeTIKOBaHUM,
MICLIEBOIIOIIUPEHNUM, HEeolepadebHUM a00 METaCTaTUYHUM HEAPIOHOKIITUHHUM PaKkoM JIETeHb 13
BuOpanum crarycom ekcrpecii PD-L1», BGB-A317-A1217-302, Bepcis 3 mompaskoto 3.0 Bifg
23 cepnns 2022 poky
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3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIAAJIBHICTIO «®APMACBIOTIKAJI PICEPY

ACCOVYIIMENUTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHncop, kpaiHa

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

HavyanbHuk ®@apMaueBTHYHOTO YIIPABJIiHHSA

Tapac JIICKOBChKHI

(i grmc)

(Bniacte in'st [IPI3BIILLE)




Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTHdikamist CyTTEBOI MOMPABKU

OnHoBeHHH TIPOTOKOJ KIIiHIiYHOTO BHNpoOyBaHHS MK-3475-B15 3 iHKOPIOPOBaHOIO MOMPABKOIO
03 Bix 06 mrororo 2023 poky, aHrmiicbkor MoBow; bpomrypa mocnigauka JIJI3 endoprymad
BenoTuH (Enfortumab Vedotin; ASG-22CE), Bumanns 12 Bix 21 mrotoro 2023 poky, aHTIIIHCHKOIO
MoBOw; Ykpaina, MK-3475-B15, Bepcis 2.00 Bix 20 kBitHs 2023 p., yKpaiHCHKOIO MOBOIO,
iHpopMallis Ta TOKyMEHT Mpo iHGOpPMOBaHy 3rofay IJIs HamieHTa; 3MiHa Ha3B MICIb MPOBEIACHHS

KJIIHIYHOTO BUMPOOYBaHHSI:

BYJIO CTAJIO

n.M.H., mpod. Crycs B.I1L. n.M.H., mpod. Ctycs B.IL.

KomyHanene nianpuemctBo | KomyHanbHe HiATPUEMCTBO
«JlHimponeTpoBchKa oOnacHa KJIIHIYHA | «/lHImponeTpoBchKa 00s1acHa KIIIHIYHA JIIKapHS
JKapHs M. [.ILMeunukoBa» | iM.  L.L.MeunukoBa»  JIHIIpOMeTpoBCHKOT
JIHIIpOoneTpoBChKOi o0nacHol paauy», | obnacHol paau», BiAAUIEHHS yposorii Ne2
BiqaineHHs yponorii  Ne2  (oHKosoriune), | (OHKOJOTIUHE), JIHIMPOBCHKUN  Jep>KaBHUN
JIHInpoBCchKUi JIep>KaBHUN MEINYHUN | MEUYHUN yHIBEpCUTET, Kadenpa xipyprii Nel

YHIBEpPCHUTET, Kadepa ypoJiorii, M. JIHipo

Ta ypouiorii, M. JIHinpo

nikap Jlinenpka O.I1.

KomyHanpHe HekoMepIliiiHe MiAIpUEMCTBO
«KutoMupcbkuii  00MacHUM  OHKOJIOTTYHUMA
nucrancep» JKuToMUPChKOi 00JIacHOI pajwy,

XiMioTepaneBTHYHE BiJAiIeHHs, M. JKutomMup

nikap Jlinenpka O.I1.

KomyHanpHe HekoMeplliiiHe MiANPUEMCTBO
«Kutomupcekuil  00NaCHMN  OHKOJIOTIYHMIA
nucrancep» JKuTOMUPCHKOi 00JIaCHOT pajw,
BiJUIUICHHS KJIIIHIYHOI OHKOJIOTI{, M. JKutoMup
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PangomizoBane, Bigkpure gochimkeHHs 111 da3u mus omiHkM mepiomnepamiitHoro 3acTOCyBaHHS
eHpoprymady BemoTuHy Yy KomOiHamii 3 memOpomizymabom (MK-3475) mnopiBHsSHO 3
HEO0Aa/I'FOBAHTHOIO Tepami€l reMIuTabiHOM Ta IUCIIATHHOM Y YYaCHHKIB 3 M'S30BO-1HBa3UBHUM
paKoM CeuoBOro Mixypa, npuaaTHux Juis JikyBaHHs nuciuiatuaoM (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkopnopoanoro nonpaskoro 02 Big 04 kBitHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo0 BianoiganpHicTIO «MCJI YkpaiHa»

CnoHcop, kpaiHa

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

Havanbank @apManeBTHYHOIO YIIPaBJIiHHS Tapac JISICKOBCbKHI

(migmic) (Bnacwue im’st [IPI3BULLE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»

5.07.2023 Ne 1223
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIPOOYBaHHS:
BYJIO CTAJIO
nikap Bacuenp B.B. nikap Bacuenp B.B.
bararonpodinsHuii MeAUYHUN ueHtp | JlikyBaibHO-JIarHOCTUYHUH LIEHTP TOBAPHCTBA
OnecbKoro HAILlOHAJILHOT'O MEIMYHOIO | 3 OOMEXKEHOI  BIAMNOBITAIBHICTIO  «JliM

YHIBEPCHUTETY, PEBMATOJIOTIYHE BiJIIICHHS,
M. Opneca

MEAULIMHNY, amMOyJIaTOPHO-TIOMIKITIHIYHE
Bigminenasa, M. Oxgeca

3MiHa Ha3BU Micls MPOBEICHHS KJIIHIYHOTO BUIPOOYBaHHSI:

bYJIO

CTAJIO

n.M.H., npod. Hagamkesuu O.H.

KomyHnanpHa 4-a Micbka KJIiHIYHA JIIKapHS
M. JIbBOBa, PEBMATOJIOTIYHE BIJIIJICHHS,
HepxaBHui 3aKan «JIbBiBCHKMI
HAI[lOHAJIbHUN MEJWYHUN YHIBEPCUTET IMEHI
Hannna Tamuubkoro», kadenpa cimenHol
MEAMIIMHM Ta JI€PMATOJIOTii, BEHEPOJIOTii,
M. JIbBiB

n.M.H., npod. Hagamkesuy O.H.
Binokpemnenuit migposmin «4-a  JlikapHsa»
KomyHnansHOTO HEKOMEPILIHHOTO
nianpueMctBa  «JIbBiIBCbKE  TepHUTOpiaibHE
MeauuHe 00 eqHaHHS «KiiHIYHA  JiKapHS
IUIAHOBOTO  JIIKyBaHHA,  peaOimitamii  Ta
MajgiaTUBHOI ~ JIOTIOMOTH»,  PEBMATOJIOTIYHE
BiAIiIEHHS, JIbBIBCHKHIT HaIllOHAJIbHUI
MEINYHUN YHIBEpCUTET iMeHl1
Hanuna Tamumpkoro, kadeapa  ciMeHOi
MeIuInHU, M. JIbBIB
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 403 Bin 04.05.2016

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PangomizoBane, mnojBiiiHe cmine pgochimkeHHs, [II  dasm, ama TNOpiBHAHHA mpernapaTry
VYnagauutuni6 (ABT-494) 3 mumane6o Ta 3 agamiMmymaboMm, y Malli€HTIB 3 CEPEAHBOTIKKOI abo
TSHKKOIO (DOpMaMK aKTHBHOT'O PEBMATOITHOTO apTPUTY, IO OTPUMYIOTh CTa0UIbHY Oa3MCHY TEpallito
METOTPEKCATOM Ta HE JOCATIN aJCKBaTHOI BiAMOBiNI Ha Hei», M14-465, 3 1HKOPIOPOBAHOIO
AnminictparuBHoro 3miHoro 1 ta IlompaBkamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6 Ta
7 Big 20 oucromana 2020 poxy

3asBHUK, KpaiHa

«E66BIi biodapmacerorikans ['m6X», IlIBelnapis

Cnoncop, kpaiHa

AbbVie Inc., USA

Havanbank @apManeBTHYHOIO YIPaBJIiHHS Tapac JISICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

OHoBeHUH TPOTOKON KIiHIYHOTO mociimkeHHs BGB-3111-306, Bepcis 3 mompaskoro 3.0 Bif
17 cepmast 2022 poky; OHosiena bporrypa nociigauka 3 npernapary 3anyopytinio (BGB-3111),
BuganHs 10.0 Big 27 xoBtHs 2022 poky; [HbopMmanilinuii mucTok manienta tTa @opma inpopmoBaHoi
srogu s Ykpaiau, Bepcis 5.0 Bixg 20 ciuns 2023 poky, aHTIiiCbKO0 MOBOIO; [H(pOpMamiiHumii
nmucTok manienta Ta @opma inpopmoBanoi 3roau ans Ykpainu, sepcis 5.0 Big 20 ciunsg 2023 poky.
[epexnaneHo ykpaincpkoro MoBOIO st Ykpainu 11 tpaBus 2023 poky; Indopmarniitauii aucTok
namienta tTa ®opma iHbopMoBaHoi 3roau ans Ykpainu, Bepcig 5.0 Bim 20 ciuns 2023 poky.
[epexnaneHo pociiicbkkoro MoBoto st Ykpainu 10 6epesns 2023 poky; [Hdopmarniitauii TUCTOK i
¢dopma iHpopMOBaHOT 3ro1M BariTHOI MapTHEPKH yYaCHUKA HAYKOBOTO JIOCIIIKEHHS ITpenapary Ha
301p AaHMX MPO BariTHICTH /Ui YKpainu, Bepcisd 4.0 Bix 20 ciyns 2023 poky, aHIITiHCHKO0 MOBOIO;
Indopmarniitnuii aucTok 1 popma iHGOPMOBAHOT 3rOAM BariTHOT MAPTHEPKU YYACHUKA HAYKOBOTO
JIOCIIIJDKEHHS TIpenapaTy Ha 301p JaHuX MpO BariTHICTH i Ykpainu, Bepcis 4.0 Big 20 ciuHs
2023 poky. IlepexiageHo ykpaiHCbkoro MOBOW0 Uit Ykpainu Big 10 OGepesns 2023 poky;
[Hpopmaniiinuit mucrok 1 popma iHPOPMOBAHOI 3ro/IM BariTHOI MAPTHEPKHU YYaCHUKA HAYKOBOTO
JOCITIIJDKEHHS TIpenapaTry Ha 30ip JaHuX TpO BariTHICTH aisi Ykpainu, Bepcis 4.0 Big 20 ciuns
2023 poky. Ilepexnaneno pociiicbkoro MoBoto it Ykpainu Bia 11 tpaBus 2023 poky; JlonaTkoBa
®dopma iHpopMoBaHOi 3roau s Ykpainu - HeoOoB’si3koBa iHGpopMOBaHa 3rojia Ha 30epiraHHs Ta
MailOyTHe nociiKeHHs 010JI0TTYHMX 3pa3KiB, Bepcis 2.0 Bix 04 sxoBTHA 2022 poKy, aHTIIIHCHKOIO
MoBo10; JlomaTtkoBa dopma iHpopMoBaHOi 3roau 1yt Ykpainu - HeoOoB’s13k0Ba iHpOpMOBaHa 3rojia
Ha 30epiraHHs Ta MaiOyTHe IocHijKeHHs OilonoriyHux 3paskiB, Bepcis 2.0 Bix 04 KOBTHsS
2022 poky. IlepeknanaeHo ykpaincbkoro MoBoOtO aiist Ykpainu 13 ciuns 2023 poky; Jonatkosa
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dopma iHPopMOBaHOi 3roau s YKpainu - Heo6oB’s13koBa iHpopMoBaHa 3rojia Ha 30epiranHs Ta

MalOyTHE AOCTIHKEHHs 01010TiYHUX 3pa3KiB, Bepcis 2.0 Big 04 sxoBTHs 2022 poky. [lepekianeno
pociiicekoro MoBoto aist Ykpainu 11 tpaBusa 2023 poky; HoxarkoBa ®opma iHhopMOBaHOI 3rou
st YKpainu - BigmoBa mamienTa Bij ydacti B gociimkeHHi, Bepcis 2.0 Bix 04 xoBTHs 2022 poky,
aHrIicbKoI0 MOBOIO; JlomaTkoBa @opma iHdopMoBaHoi 3roau ans YKpainu - BigmoBa namienTta
BiJ y4acTi B nociimkenHi, Bepcis 2.0 Big 04 sxoBTHs 2022 poky. [lepeknaneHo ykpaiHCbKOK MOBOIO
st Ykpainu 11 tpasus 2023 poky; JlogatkoBa @opma iHGpopMoOBaHOi 3rou 1yt Y Kpainu - BimMoBa
MaIrieHTa BiJ] yuacTi B nociimpkenHi, Bepcis 2.0 Big 04 sxoBTHs 2022 poky. [lepekiianeHo pociiicbKoro
MoBoto anst Ykpainu 11 tpaBus 2023 poky; llogenHuk mamienta (Jumie mist rpynu A), 40 HiB,
Bepcia 2.0 Bix 29 nmctonama 2022 poky aHriiichkor0 MoBoio; lllogeHHuk mamienta (e is
rpynu A), 40 auiB, Bepcis 2.0 Bixg 29 nmucronana 2022 poky aHriiceko0 MoBow. [lepekianeHno Ha
yKpaiHchKy MOBY miisi Ykpainu 20 rpyaas 2022 poky; LloneHHuk narienTta (Jiumie 1yt rpynu A),
40 nniB, Bepceis 2.0 Big 29 nucronana 2022 poky aHriichbko0 MOBOIO. [lepekiiageHo Ha pociiicbKy
MoBy 11 Yipaiau 20 rpynas 2022 poky; Lllogennuk narienra (mume s rpyna A), 100 qHiB,
Bepcis 1.0 Bix 29 muctomaga 2022 poky aHriiicekoro MoBoro; IlloneHHuk mamienTa (uiie s
rpymu A), 100 gniB, Bepcis 1.0 Bix 29 mucronana 2022 poky aHTIiichK0r0 MOBOIO. [lepeknaneno Ha
yKpaiHcbKy MoBY 1i1s1 Ykpainu 20 rpynus 2022 poky; [llonennuk naimienra (Jumie auas rpynu A),
100 nniB, Bepcis 1.0 Bix 29 nuctonana 2022 poky aHIIIHCEKOI0 MOBOIO. [lepekiazieHo Ha pociiicbKy
MoBY 51 Ykpainu 20 rpyasst 2022 poky; 3MiHa apecy CIOHCOpa KJIIHIYHOTO BUNPOOYBaHHS:

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

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1246 Bix 26.05.2020
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Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBaHe, BIIKpUTE, OaraToleHTPOBE IOCHiKeHHs (a3u 3 ayisg BUBYCHHS KOMOiHAIii
3anyOpyTiHiOy (BGB-3111) 3 purykcumaboM y MOpiBHSHHI 3 KOMOIHAIi€l0 OCHAAMYCTHHY 3
PUTYKCUMAaOOM y TAI€HTIB 3 paHillleé HE JIKOBAaHOI MAHTIHHOKIITUHHOIO JIIMYOMOIO, SIKUM HE
MOKa3aHa TpaHCIUTaHTaIis cToBOypoBux KiiTuH», BGB-3111-306, Bepcis 3 mompaBkor 2.0 Bix
16 rpynns 2020 poky

3asBHUK, KpaiHa

ToapuctBo 3 oOMexenoro BiamoBimaneHicTIO <«JIABKOPIT KIIIHIKAJI JIEBEJIOIIMEHT
YKPATHA»

CnoHcop, kpaiHa

beitJ[>xen JIta [BeiGene Ltd], CIIIA

Havanbank @apManeBTHYHOIO YIPaBJIiHHS Tapac JISICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»

InenTudikariis cyTTeBOi MOMpPaBKU

5.07.2023 Ne 1223
3MiHa BiAMOBIJAIILHOTO IOCIIITHUKA Ta Ha3BU MICIISl IPOBEACHHSI KJIIHIYHOTO BUNPOOOBYBAHHS:
BYJIO CTAJIO
I.M.H., ipo¢. boptkesuu O.11. k.M.H. Kopnienko T.M.
HepxaBHa yCTaHOBa «Harmionanpuuii | [lepxaBHa yCTaHOBa «HartionansHuit
HAYKOBHM HEHTP «[HCTUTYT KapAiojorii iMeHl | HAayKOBUM LEeHTp «lHCTUTYT KapaioJyorii,

akagemika M.JI. Crpaxecka» HamionanpHOi
akajgemii MEOUYHMX HayK YKpaiHu, BiAIid
HEKOpPOHAPHHUX XBOPOO Cepllsi Ta peBMAaTOJIOT I,
M. KuiB

KJIIHIYHOI Ta pereHepaTuBHOI METUIIMHA IMEHI
akamemika M.JI. Crpaxecka HarmionanbHoi
akajemii MeIMYHUX HayK YKpaiHu», BiJJIiI
HEKOPOHApHUX XBOPOO ceplis, peBMATOJIOTI{ Ta
tepanii, M. KuiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2266 Bix 12.11.2019

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«JlocnipkeHHS 3 OLIHKM €(QEeKTUBHOCTI, O€3MeYHOCTI Ta (apMaKOKIHETHKH MpPU 3aCTOCYBaHHI
npenapary I[gPro20 (imyHornoOymiHy s MiJMIKIPHOTO BBEJIEHHs, Xi3eHTpa®) y I0pociux
nauieHTiB 13 fepmaromiosutoM (M) - nocnimxennss RECLAIIM», IgPro20 3007, nonpaBka 4 Bix

20 >xoBTHA 2022 p.

3asiBHUK, KpaiHa

TOB «Anancen Kninikany, Ykpaina

CnoHcop, KpaiHa

CSL Behring LLC, USA / CiEcExa bepiur EnEnCi, CIIIA

Havanbunk ®@apmManeBTHYHOIO YNIPABJIiHHSA

Tapac JSICKOBCbKHUI

(mimmc)

(Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Bpomrypa gocnignuka Ha gocnipkyBanui mikapebkuil 3acid NT 201, sunanns 22, Bepcis 1.0 Bix
31 Gepesns 2023 p., aHTIIHCHKOO MOBOIO; 3MiHA MICIIsl MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS
BYJIO CTAJIO

I.M.H., ipodecop byuakuniiceka H.M. J.M.H., ipo¢. byuakuuiicbka H.M.
KomyHnaneHe HekoMepiiiiHe mignpueMctBo | KoMyHanbHe HEKOMEpIiHE —ITiIIPUEMCTBO
«3amopizpka O0JlacHa KIiHIYHA JKapHS» | «3amopi3pka o0iacHa KIIHIYHA  JIKapHS»
3anopi3bkoi  oOjacHOI  paau, BiIAUICHHS | 3amopi3bkoi 00JIacHOT paau, Creliaai3oBaHui
HeBpoJorii Nel, M. 3amopixoks HEHTP HEPBOBUX XBOpoO Ta  KIIHIYHUX
JIOCITIJDKEHB, M. 3aOPIAOKs

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUITPOOYBAHHS

Ne 2370 Bix 29.12.2022 B penakuii Hakazy MO3 Ykpainu Nel3 Big 04.01.2023

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«IIpocriekTHBHE, paHIOMI30BaHe, MOJABIWHE CIiMe, IJIaned0-KOHTPOIbOBaHE, 0araTolEHTPOBE
JOCIIIJIKEHHS, SIKe TIPOBOIUTHLCS 3 METOI0 BUBUYEHHS e(heKTHBHOCTI Ta 6e3neku npenapaty NT 201
IpU JIIKYBaHHI CHACTUYHOCTI HUXKHIX KIHIIBOK, CIIPUYMHEHOI I1HCYJIBTOM ab0 TpaBMaTHUYHUM
MOILIKO/KEHHAM MO3KY y JOPOCIMX MAalli€HTIB, 3 MOJAIBIINM BiIKpUTUM PO3LIMPEHUM MEPiOI0M
JOCTIIKEeHHs 3 a00 6e3 KoMO1HOBAaHOTO JIIKYBaHHSI BEPXHIX KiHIIBOK», M602011014, Bepcis 5.0 Big
17 Bepecust 2020 p.

3asBHHUK, KpaiHa

TOB «BOPJIJIBAIJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

Mepu @apmacerotikan3 'M6X, Himeuunna (Merz Pharamaceuticals GmbH, Germany)

Havanbunk ®@apmManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChKHI

(migmc) (Bnacue im’s [IPI3BUILE)




Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»

5.07.2023 Ne 1223
InenTudikaiist cyTTeBOI MONpaBKU | 3MiHA HA3BU MICIS IPOBEACHHS BUIPOOYBAHHS:
BVYJIO CTAJIO
3aB. IeHTpoM Y cernko ['.B. 3aB. Big. Ycenko ['.B.
Komynanenuit  3akmang «Miceka kiniHiuyHa | KoMyHanpHe HEKOMeEpIiiHE —ITiIIPUEMCTBO

mikapHs Ne4» JIHIIPOBCHKOI MICBKOI pajwy,
MICBKHI TeMaTOJIOTYHHN IEHTp, M. JHITTpo

«Micbka kniHiyHa JikapHs Nedy JIHITPOBCHKOT
MICBKOI pajy, TEeMAaTOJIOTiYHE BIIIIJICHHS,
M. JIHIpO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ha3sBa kuiiHiuHOTO BUNpOOYBaHHS,
KOJ1, Bepcis Ta jara

«®aza 3, paHIOMI30BaHE KOHTPOJIbOBAHE BIIKpHUTE JOCHiIxkeHHs Bemnkeiiny (6opre3omild),
Mendanany ta npenHizony (BMII) y nopiBHsiHHI 3 fapatymymaboM y komOiHaii 3 BMIT (JI-BMII)
y paHilie HEeMKOBAaHUX TMAIll€EHTIB 3 MHOXKHHHOIO MIEJIOMOIO, SIKHM HE€ TOKa3aHa BHCOKOJI030Ba
Tepanisny, 54767414MMY3007, 3 inkopriopoBaHoto nonpaskoro 8 Big 02 yepsHst 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«Anccen-Cinar Inrepuenrnn H.B.», benbris

Havanbunk ®@apmManeBTHYHOIO YIIPABJIiHHSA

Tapac JSICKOBCbKHUI

(i gmc)

(Bnacue im’st [IPI3BUILE)




Jomatok 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «[Ipo mpoBeneHHs KIHIYHAX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Omnosreni cekuii Jloche mocmimkyBaHoro Jikapcbkoro 3aco0y Hatpiit Imetensctatr (GRN163L):
Posmin 2.3 Introduction, Jlocke mocmimkyBaHOTo JTikapcbkoro 3aco0y Imerenscrar, Big 09 mororo
2023 poky; Po3ain 3.2.S Drug Substance, Jlocbe 1ociiiKyBaHOro JlikapchbKoro 3acody Imerenscrar,
rio6anpHa Bepcis 2.0 Bix 09 motoro 2023 poky; Pozain 3.2.P Drug Product, Jlocke mociimKkyBaHOTO
mikapcekoro 3aco0y Imerenncrar, rinobanbHa Bepcis 2.0 Bim 09 motoro 2023 poky; Posain
2.3 Introduction, ocke mociipKyBaHOTO JiKapchbkoro 3aco0y Imerenmbcrat, Bim 23 OepesHs
2023 poky; Po3ain 3.2.S Drug Substance, Jlocbe 1ociaiikyBaHOro Jiikapcbkoro 3aco0y Imerenscrart,
riobanmeHa Bepcis 3.0 Bim 23 Oepesns 2023 poky; Posmin 3.2.P Drug Product, Jlocke
JIOCITIJIKYBAHOTO JIiKapchbkoro 3aco0y Imerenscrat, rinobansHa Bepceis 3.0 Bix 23 Oepesns 2023 poky

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2777 Bix 02.12.2020

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«JocnimkenHa 3 ouiHku npenapary Imerenbcrar (GRN163L) y JikyBaHHI 3ale€XHUX Bij
TpaHc]y3iii marieHTiB 3 MieaoaucIiacTuIHUM cuHApoMoM (M/IC) 3 «HU3BKUMY 200 «ITPOMIKHUM-
I» ctyneneM pu3uky 3a mkanoro [PSS, 3 nmporpecyBanHsM abo BiACYTHICTIO BIJIIOBI1 Ha TEpaMito
eputpomnoe3-ctumymorounmu  areHtamu  (ECA)», 63935937MDS3001, 3 mnompaBkoro 8 Bix
30 nmucronana 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

I'epon Kopnopetitn, CIIIA / Geron Corporation, USA

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS Tapac JISICKOBCbKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Bpomrypa nocnignuka 10ciiKyBaHoro Jikapcbkoro 3aco0y CVL-865 (napirabar), Bunanus 4.0 Bifg
06 BepecHs 2022 p. aHrmiChKOI MOBOIO; Marepianu muist namienTiB: CVL-865-SZ-001 bpomypa
namienTa s Ykpainu Bepcia 1.0 Big 08 kBiTHs 2020 p. yKpaiHCBKOIO Ta POCIHCHKOIO MOBaMH;
CVL-865-SZ-001 Jlucr Bixm mikaps npo mamienta juis Ykpainu Bepcis 1.0 Bim 08 kBiTHsA
2020 p. yxpaiHchkoro Ta pociiicbkoro MoBamu; CVL-865-SZ-001 Biiok-cxema JOCHiIKEHHS s
VYxpaiau_Bepcist 1.0 Bin 24 Gepesns 2020 p. yKpaiHCBKOIO Ta pociiicbkoro MoBamu; CyMKa JUIs
namiedta:  CVL-865-SZ-001 Patient Bag Bepcis 1 Bim 16 uepBus 2020 p;
CVL-865-SZ-001 30BPAXEHHS Mennunuii inentudikamiiianii Opacner uis YKpaiHu_Bepcis
2 Big 06 kBiTHA 2023 p. yKpaiHCBHKOIO Ta pociiicbkoro MoBaMu; [IpoTOKOI eKCTpeHol JOmoMOry —
JUIsl HaJlaHHSI y4acHUKY, Bepcist 4.0, Bia 31 numnusa 2020 poky, yKpaiHChKOIO Ta pOCIHChKOI0 MOBaMU;
CVL-865-SZ-001 (GABA)_Covid Welcome Kit Hab6ip mis mamienta mist 3axucty Bim COVID
(ucr, mamka, Macka st 6araTopa3oBoro BUKOpUCTaHHs) Bepcis 1 Bim 24 nmucromama 2020 p.;
CVL-865-SZ-001 Jlucr mono COVID-19 nns  VYkpainu Bepcis 1.0 Big 06 nwucromaaa
2020 p._ ykpaiHCHKOIO Ta pOCIHChKOIO MOBaMH; [10J0BKEHHSI TEPMiHY TPUBAIOCTI AOCTIHKEHHS B
Vkpaini g0 31 cepnasi 2024 poky; Jlocke MOCHIIKYBaHOTO JIIKApChbKOTO 3acoly mpapirabat
(CVL-865), Bepcis 5.0 Bix 01 tpaBHst 2023 poky, aHTTIHCHKOI MOBOK; 3MiHA MiCIsl TPOBEACHHS
KJIIHIYHOTO BUNPOOYBaHHS:




MPOJOBXKEHHS nojaTka 15

obyacHa KIIHIYHA JIIKApHA», HEBPOJIOTIUHE
BIJUTUICHHS, OOJIACHUI TPOTUEHUICTITUIHHMA
HEeHTp, JIbBIBCHKUN HAIIOHAIbHUA MEIUYIHHUA
yHiBepcuteT iMmeHi Jlammnma [ammmbkoro,
kadeapa Hepposorii, M. JIbBIB

BYJIO CTAJIO
I.M.H., ipo¢. Map’enko JL.b. I.M.H., ipo¢. Map’enko JI.b.
KoMyHanmpHEe HEKOMEpIiHHE MiANPUEMCTBO | MEIUYHMI IIEHTP TOBApHUCTBA 3 OOMEKEHOIO
JIpBiBcbKOi  oOmacHOi  pamu  «JIbBIBCHKA | BiAMOBINATBHICTIO «Menuuauit LIEHTP

«Heiipoxiinik», M. JIbBiB

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 645 Bin 16.04.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanoMI30BaHe, MOABIHHO cline, TUIANE00-KOHTPOJIbOBAaHE, 0AaraTOIEHTPOBE IOCTIKEHHS 3
napajelbHUMH Tpynamu Juis BuUBYeHHsS mnpernapaty CVL-865 B skocTi qonaTkoBoi Teparii B
JOPOCTUX TAIIEHTIB 13 PE3UCTCHTHUMH JO JIKAPCHKUX 3acO0iB CMUICHITHYHUMHU HaragamMu 3
¢doxanpbHuM noyaTkoM (kiiniuHe BunipoOyBanus REALIZE)», CVL-865-SZ-001, npoTtokon Bepcis

4.0 Bix 30.06.2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

Cerevel Therapeutics, LLC, United States

Havanbank ®@apmManeBTHYHOIO YIPABJIIHHSA

Tapac JIAICKOBChbKHHA

(mmimrmic)

(Bnacue im’st [IPI3BUILIE)




Jonmatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 310POB’ S
VYkpaiau «IIpo nmpoBeaeHHs KITIHIYHUX
BUIIPOOYBaHb JIKAPChKHX 3aC00IB Ta
3aTBEpXKEHHS CYTTEBUX MOMPABOK 10
MPOTOKOJIB KJIIHIYHUX BUMTPOOYBaHb,
BHECEHHsI 3MiHHM JI0 noaaTka Ne 22 10 Haka3y
MinicTepcTBa OXOPOHU 3A0POB’ sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»

InenTHdikamist CyTTEBOI MOMPABKU

5.07.2023 Ne 1223
3MiHa Ha3BU Micls MPOBEICHHS KJIIHIYHOTO BUMPOOYBaHHS Ta BiAMOBIAIILHOTO JOCIITHHUKA!
bYJIO CTAJIO
k.M.H. Tpyxin JI.B. nikap Kpacunorpyns 1HO.C.
Komynanena ycranoBa «Opnecbkuii obmacauii | KomyHanbHe HEKOMeEpIiiiHE MiANPHEMCTBO
OHKOJIOTTYHUI JUCIIAHCEP, ctarfionap | «Onecpkuit perioHaIbHUN KITTHIYHUHA
JICHHOTO nepeOyBaHHS JUCTIAHCEPHO- | IPOTUITYXJIMHHUHN 1eHTp» Opmechkoi 00IacHOl

MOJIKJIIHIYHOro Biaainenus, M. Onmeca

paauy, BiIIIeHHS XimioTeparrii, M. Oneca

3MiHa Ha3BU MicClis IPOBEICHHsI KJIIHIYHOTO BHIIPOOYBaHHS:

(oHKOX1MiOTEpaneBTUUHUI), M. Uepkacu

BYJIO CTAJIO
roJ. nikap Ilapamonos B.B. nupekrop [Tapamonos B.B.
KomyHnaneHe HekomepiiiiHe minnpuemctBo | KomyHaneHe HekoMmepliiiiHe MiANPHEMCTBO
«Yepkacbkuit oOnacHMi OHKOJIOTTYHUM | «KIIHIYHUIT LEHTp OHKOJIOTIi, TIe€MaTOoJIOTii
mucriaicep  Yepkacbkoi  007acHOT  paan», | TPAHCIUIAHTOJONI Ta MalilaTUBHOM JOMOMOIHU
OO6sacHuit  LEeHTp  KIIiHIYHOI  oHKoJjorii | Yepkackkoi obnacHoi pagu», OOn1acHU LIEHTP

KIIHIYHOT OHKOJIOT1{
(oHKOX1MIOTEpaneBTHUHUM), M. Yepkacu

Howmep Ta nata nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 713 Bin 13.04.2018

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PangomizoBane, mnoagiiiHe-ciine pocuipkeHHs Il ¢asu 1BOXKOMIOHEHTHOI XimioTepamii
npenapaTamMy IUIATUHU B KoMOiHamii 3 memOponizymabom (MK-3475) a6o 6e3 HbOro, B SKOCTI
HEO0aJ'TOBaHTHOI / a/1’ FOBaHTHOI Tepartii Juid NalieHTiB 3 onepadbeabHUM HelpiOHOKIITHHHUM PaKoM

nerenp I,

A Tta IIB (T3-4N2) cramiit (HAPJI) (KEYNOTE-671)»,

MK-3475-671,

3 IHKOpIIopoBaHoo nonpaskoio 11 Bix 29 nuctonana 2022 poky




2

MPOJOBXKEHHS JAo0/1aTKa 16

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo10 BianosiganpHicTIO «MCJI Ykpainay

CnoHcop, KkpaiHa

TOB Mepk Ilapn ean Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHUM

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

3MiHa Ha3B MiCllb IPOBEJICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:

BVYJIO

CTAJIO

nikap Jlinernpka O.I1.

KomyHaneHe HEKOMepIiifHE MiAIPHEMCTBO
«KUTOMHpPCBKUN  OOJIACHMA  OHKOJIOT1YHHIA
nucriancep» JKuToMUpChKOi 00JIacHOI pajw,
XiMiOTepaneBTUYHE BiJICHHs, M. JKutomup

nikap Jlinenpka O.I1.

KomyHanbHe HEKOMepIiifHE MiIIPUEMCTBO
«KutoMupchkuii  00J1aCHUK  OHKOJIOTIYHUUN
nucriancep» JKuToMUpChKOi 00JIacHOT paju,
BIIJTIJICHHS KJIIHIYHO1 OHKOJIOT11, M. JKutomup

nikap [Tapamonos B.B.

KomyHaneHe HekoMepliiiHe MiANPHEMCTBO
«Yepkacbkuit oOnacHUM OHKOJIOTTYHHH
mucnancep Yepkacbkoi obmacHoi  paamn»,
obmacHUi  IEHTP  KJIIHIYHOT  OHKOJIOTIT
(oHKOX1MiOTEpaneBTUUHUI), M. Uepkacu

nupexrop [Tapamonos B.B.

KoMyHnanpHe HeKoMepIliiiHe MiAIpUEMCTBO
«KniHIYHUN 1EeHTp OHKOJIOTIi, TeMaToJorii,
TPAHCILIAHTOJIOTIT Ta MaJiaTUBHOW JOMOMOTH
Uepkacwkoi o0macHoi pann», O0nacHU HEHTP
KIIIHIYHOL OHKOJIOT1{
(oHKOX1MIOTEpaneBTHUHUM), M. Yepkacu

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararonenTpoBe, panaomMizoBane, nojsiitHe ciine gocnimpkeHHs 11 pasu xomOinamii MK-7684 3
niemOposizymabom (MK-7684A) mopiBHSAHO 3 MOHOTEPAIIEI0 TEMOPOITI3yMaOOM B SIKOCTI TIEPIIOi
miHil Tepamii Juis yyacHUKIB 3 PD-L1-mo3uTuBHUM MeTacTaTUYHUM HEIPIOHOKIITUHHUM DPaKOM
nerediB» (KEYVIBE-003), MK-7684A-003, 3 inkopropoBaHoro momnpaskoio 04 Bix 08 mucromama

2022 poky




2

MPOJOBXKEHHS AojaTtka 17

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianosiganpHicTIO «MCJl YKpainay

CnoHcop, KkpaiHa

TOB Mepk Ilapn ean Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHUM

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jlomatok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

[TonpaBka Nel5 no Indopmanii ans yyacHuka mocuigxeHHs i ¢opMu iHGOPMOBAHOI 3roju, IO
nojpaerbest 1o mportokormy Ne CL3-95005-006 — mnsi mpoJOBXKYHOUUX YYacTh B JIOCHIHKCHHI -
¢inanpHa Bepcis — |.R.1.S — 14 mrotoro 2023 p, nns Ykpainu ykpaincekoro MoBoro; [Torpaska Nel5
no Iadopmamii mist ygacHUKa JOCTIDKEHHS 1 GopMHU iHPOPMOBAHOI 3TrOAM, IO JOMAETHCS [0
nporokony Ne CL3-95005-006 — mj1st mpoJOoBXKYIOUYMX y4acTh B AOCHTIKEHHI] - (iHaIbHA Bepcis —
I.R.1.S — 14 mrotoro 2023, mis Ykpainu pociiicbkoro MoBOI0; OHOBIIEHHS €BPONEHCHKOI KOPOTKOL
XapaKTePUCTHKH JIiKapchKoro 3acody Avastin® Bix 16 rpyans 2022 poky

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1465 Bix 08.08.2018

Ha3Ba kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane, Binkpurte kiaiHiuHe gochimxeHus [ ¢asu rpudnypununy/tunipanuny (S 95005)
y KoMmOiHaii 3 6eBaru3ymMadoM y MOPIBHAHHI /10 KaneuuTadiny y koMOiHamii 3 OGeBanu3zymadbom y
nepuiiid JiHIi JIIKyBaHHS TMAlllEHTIB 3 METAaCTaTUYHUM KOJIOPEKTAJIbHUM pakoM, SKI He €
KaHauaatamu i inteHcuBHOI Tepamii (gochimkenHs SOLSTICE)», CL3-95005-006, ¢inansHa
Bepcis 5 Big 12 xoBTHA 2022, 3 1HKOPIIOPOBAHOIO CYTTEBOIO MompaBkoro Ne 5, Bijg 12 >koBTHs
2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexeHoro BianosiganpHIcTIO «KIIP Ykpaina»

CrnoHcop, kpaiHa

Iactutyt Miknapoanux nocuimkenb «CEPB’€» (Institut de Recherches Internationales Servier
(LR.L.S.)), ®paniiis

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Bbpomrypa nmocnmigHuka AOCHIIKYBaHOTO Jikapchbkoro 3acody Omunepnimad (Ociperlimab)
(BGB-A1217), penaxitis 4.0 Big 24 >xoBTHs 2022 poKy aHIIIIHCHKOI MOBOIO; bportypa nociigauka
JOCTiIKyBaHOTO Jlikapcbkoro 3aco0y Tucnenizymab (Tislelizumab) (BGB A317), penaxuis 10.0 Bix
09 motoro 2023 poky aHIMKHCHKOIO MOBOIO; I[HopmamiiiHMKi JHMCTOK mamieHTa Ta Qopma
iHdopmoBanoi 3roau, ans Ykpainu, Bepcigs 4.0 Bim 15 Oepesns 2023 poky yKpaiHCBKOIO Ta
pociiicekoro MoBamu; I[HopmamiiiHuii TUCTOK mamieHta Ta ¢dopma iHGopMoBaHOI 3roaM Ha
MpOBEJIeHHSI HEOOOB’sI3KOBUX Oiomciii, mist Ykpainu, Bepcis 3.0 Bim 05 Tpasus 2023 poky
YKpaiHCBKOIO Ta POCiiicbKOI0 MoBamH; [HdopMaliitHuii TUCTOK marienTa ta popma iHhopMOBaHOI
3roJId Ha HEOOOB SI3KOBE B3SATTA 3pa3KiB KpoBi, sl YKpainu, Bepcis 3.0 Bix 05 tpaus 2023 poky
YKpalHChKOIO Ta pociiicbkoro MoBamu; [HpopMaliiiHuil TUCTOK NalfieHTa Ta ¢popma iHpOopMOBaHOT
3roJIv Ha MIPOOBKEHHS JIIKYBaHHS P MTPOrpecyBaHHi 3aXBOPIOBaHHS, 115 YKpainu, Bepcid 3.0 Big
05 tpaBus 2023 poky yKpaiHCHKOIO Ta POCIMChKOI MOBamH; [lofaTkoBuil iHPoOpMaIiitHUN TUCTOK
naiieHra ta ¢opma iHGOPMOBAHOI 3roAM Ha 30epiraHHs 1 BUKOPUCTaHHs O10JIOTIYHMX 3pa3KiB B
MalOyTHIX JOCHIIKEHHSX, Uisl YKpainu, Bepcis 2.0 Big 05 tpaBHs 2023 poKy yKpaiHCBKOIO Ta
pociiicbkoro MoBaMH; JlomaTtok no iH@opmaiiifHOro jiucTka maimieHra ta GopMH 1HPOPMOBAHOI
3roJI Ha BUIAJ0K Hemepen0auyBaHuX cuTyalii, ans Ykpainu, Bepcis 2.0 Big 05 TpaBHs 2023 poky
YKpalHChKOIO Ta pociiicbkoro MoBamu; [HpopMaliiiHuil TUCTOK NaljieHTa Ta ¢popma iHpOopMOBaHOT
3roJIv Ha BIJIIKOAYBaHHS TPAHCIIOPTHUX BUTpAT komnanieto Scout Clinical, Bepcis 2.0 s Ykpainu
Bi11 05 TpaBHa 2023 poKy yKpaiHChKOIO Ta POCIHChKOI0 MOBaMH; 3MiHa aIpe€CH CIIOHCOPA KITIHIYHOTO
BUIIPOOYBaHHS:
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BYJIO CTAJIO
2955 Campus Drive, Suite 200, San Mateo, CA | 1840 Gateway Drive, 3rd Floor, San Mateo,
94403, CIIIA California 94404, CIIIA
Howmep Ta nata nakazy MO3 nipo Ne 1265 Bix 23.06.2021
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBAHHS
Hassa ximiniuHoro BunpoOyBanns, | «Jlocmimkenns ¢asu 2 3 BuBUeHHS eheKTUBHOCTI Ta Oe3meunocti Tucnenizymaby (BGB-A317),
KOJI, BepcCis Ta gara MOHOKJIOHAJIbHOTO aHTHTiNa 10 PD-1, y noeananni 3 npenaparom BGB-A1217, MOHOKIOHAIEHUM
aututisiom a0 TIGIT, abo 6e3 HHOrO B MAIIEHTOK 3 PELHMIMBYIOUMM a00 METAaCTaTUYHUM PaKOM
IIMIAKKA MaTKH, SIKI paHille OTPUMYBAJIM JIIKYBaHHS 3 MPHUBOJIY JIA@HOTO 3aXBOPIOBAHHS,
BGB-A317-A1217-202, Bepcis 0.0 Big 04 BepecHs 2020 poky
3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIAAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVIIMENTC YKPATHA» (TOB «DPPA YKPATHAY)
CrioHcOop, KpaiHa BeiGene, Ltd. c/o BeiGene USA, Inc., CIITIA
Havanbuuk ®dapManeBTUYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



Jlomatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariisi CyTTeBOI MOMPaBKU

Omnosinena 6pomrypa gociigauka, EVRYSDI (Risdiplam), Bepcist 10 Bix 6epesnst 2023 poxy

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 146 Bin 21.01.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

Bigkpure OaraToneHTpOBE MOCHIPKEHHS, SKE CKIAJA€ThCS 3 JIBOX YacTHUH 3 Oe3nepepBHUM
MePEX0JI0M, L0 MMPOBOIUTHCS 3 METOIO BUBYEHHS OE3IIEYHOCTI, IEPEHOCHMOCTI, (hapMaKOKiHETHKH,
(dapmakonuHaMiku Ta eeKTUBHOCTI npenapary pucaumiam (RO7034067) 3a ioro 3acTocyBaHHS y
HEMOBJIST 31 CIIHAJIBHOIO M 5130B010 aTpodieto 1-ro tumy, BP39056, Bepcist 7 Bin 17 uepsns 2020 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

F. Hoffmann-La Roche Ltd, Switzerland (I1Ietinapisi)

Havanbank ®@apManeBTHYHOIO YNIPABJIIHHSA Tapac JIAICKOBChbKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»

5.07.2023 Ne 1223
Inentudikariis cyrTeBoi monpaBky | 3MiHa BiANOBIAAIBLHOTO TOCIITHUKA!
BYJIO CTAJIO
k.M.H. Tpyxin JI.B. nikap Kpacuorpyns FHO.C.
Komynanene Hekomepiiiine mianpueMcTBo | KomyHanbHe HEKOMEpIiiiHE —MiANPHEMCTBO
«OnecbKkui perioHaTbHUN kmiHiyand | «OnecpKuil perioHaTbHUN KJIIHIYHAT

MPOTUNYXJIMHHAN TIeHTp» OJechkoi 001acHOl
paau, BigaiieHHs Ximiorepaii, M. Oneca

MPOTUNTYXJIMHHAN TIeHTp» Oechkoi 001acHOl
paau, BigaiieHHs Ximiorepamii, M. Ozeca

3MiHa Ha3BU MicCLisl IPOBEICHHs BUIIPOOYBAHHSI:

BYJIO

CTAJIO

K.M.H. Ocranenko 1O0.B.

HauionanbHuil 1HCTUTYT paky, BIAJIIJICHHS
MaJIOIHBa3UBHOI Ta €HJOCKOIIYHOI XIipyprii,
IHTepBeHIIIiHOI paaionorii, M. Kuis

3aB. BiJI., K.M.H. Ocranenko 10.B.

Jlep)kaBHEe ~ HEKOMepLiiHE  HiANPHEMCTBO
«HarrioHalbHUI 1HCTUTYT pPaKy», BIIIUICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTepBEHIIHHOI paaioorii, M. Kuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 540 Bix 07.03.2019

Ha3ga kiiHiuHOrO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannmomizoBane, mojBiiiHe ciine gochimpkeHHs I ¢asu ans mopiBHsSHHS memOpomizymady 3
manedo y KoMOiHaIlii 3 Heoa ' FoBaHTHOIO XIMIOTEpaIi€lo Ta /I FOBAHTHOIO €HIOKPUHHOIO TEPAITIEI0
IpU JIIKYBaHHI paKy MOJIOYHOI 3aJI03M 3 HAsBHICTIO PELENTOpiB 0 €CTPOreHiB 1 BiJCYTHICTIO
JIOJICBKUX PelenTopiB eniaepmanbHoro ¢axropa pocty 2 (ER+ / HER2-) na panniil cranii npu
Bucokomy ctymeHi pusuky (KEYNOTE-756)», MK-3475-756, 3 iHKOpIOpPOBaHOIO IMOIMPABKOIO

06 Big 14 nunus 2022 poky
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3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BignosiganpHicTIO «MCJI Ykpaina»

CnoHcop, KkpaiHa

TOB Mepk llapn ean Hoym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®apManeBTHYHOI0 YIIPABJIiHHS

Tapac JSICKOBCbKHUM

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




JlomaTtok 22

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

BxuroueHHs J0JJaTKOBOTO Miclisl MPOBEIEHHS KIHIYHOTO BUITPOOYBAHHS

Ne I1.1.B. BiAIIOBITAIILHOTO AOCIITHUKA
/1 Hazpa micuisg mpoBeieHHs! KJIIHIYHOTO BUITPOOYBaHHS
1. | n.m.H., npod. KpmwxkaniBebka A.€.

Komynanbne Hexomepiiiae mianmpueMctBo «lIpukapnarchkuid KIiHIYHUN OHKOJIOTIYHHNA
ueHtp IBaHo-®dpankiBcbkoi  oOnacHOi  paam»,  Xipypriune  BiamgiaeHHs — Ne3
TOPMOHO3AJISKHUX MyXJIMH Yy JKIHOK, [BaHO-DpaHKIBCHKHI HAI[lOHAIBHUN MEIMYHUMA
yHIBepcuTeT, Kadenpa oHkoorii, M. IBaHo-DpaHKIBCBK

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1326 Bix 02.07.2021

Ha3Ba kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«bararouentpose, Biakpute aociigkeHHs Il ¢a3u ans ouiHKM HOBrocTpOKOBOI O€3MEYHOCTI Ta
€(pEeKTUBHOCTI B YYAaCHHUKIB, SKHUM Hapa3l NpPOBOAMTHCSA JIKyBaHHS ab0 CIIOCTEPEKEHHS Y
JOCIIKEHHSX, 110 BKJIIOYAIOTH MeMOpoizymady, MK-3475-587, 3 iHKOpIIOPOBAHOIO MOTPABKOIO
04 Bix 15 rpyans 2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexxeHoo BianosiganpHicTIO «MCJ Ykpaina»

CrnoHcop, kpaiHa

TOB Mepk Iapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatox 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

OnoBnenuii Ilporokon kmiHiyHoro mocmmkenns ICP-CL-00112, Bepcis 7.1 Bim 27 Oepes3ns
2023 poky; bpomrypa nmociinnuka Openabpytunioy (ICP-022), Bumanus 9.0A Bim 15 mortoro
2023 poky, aHrmiiceko0 MOBOW; IHdopmariiiHuii nuctok 1 dopma 3road Uisi BIAKPUTOTO
po3umpenoro nepioxy nociimkernHs, Bepcist V6.1 UKR(uk)1.0 Bix 09 TpaBus 2023 poky, mepekiia
yKpaiHCbKO0 MOBOIO Bif 18 TpaBHs 2023 poky; [Hdopmarniiinuii nuctok 1 dopma 3roau Uit
BIJIKpUTOTO PO3MIUPEHOTO Niepioay nociimkenns, Bepcis V6.1UKR(ru)1.0 Bix 09 TpaBus 2023 poky,
nepekyiajg pociiicbkoro MoBOrO Big 18 TpaBus 2023 poky; 3MiHAa Ha3BU MICIS IPOBEICHHS
BUIIPOOYBAHHSL:

BYJIO CTAJIO

J.M.H., po¢. bydyakuniiceka H.M. JI.M.H., po¢. bydyakuniickka H.M.

KomyHnaneHe HekoMepiiiiHe mnianpuemMcTBo | KomyHanbHe HekomepliliHEe MiANPHEMCTBO
«3amopizpbka o0ylacHa KIJIHIYHA JIKapHA» | «3amopizbka o0jacHa KIiHIYHA  JIIKapHS»
3anopi3pkoi  oOmacHOT paau, BiAAUIEHHS | 3amopi3bkoi oOnacHoi paau, CremianizoBaHul

HeBpostorii  Nel,  JlepaBHuMii  3akyaj | HEHTp HEPBOBMX XBOpPOO Ta  KIIHIYHHUX
«3anopi3zbka MeANYHa aKaJeMis | JOCIIKEHb, M. 3alOpiAKs

micasaumioMHoi  ocBitu  MO3  Ykpainuy,

Kadeapa HEPBOBUX XBOPOO,

M. 3anopixoKs

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021
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Ha3Ba ki1iHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta gara

«PangomizoBane, mojBiliHEe ciine, IuIane00-KOHTPOJbOBAHE MOCHTIKEHHS (a3u 2 IS OIIHKH
e(EeKTUBHOCTI, O€3MeYHOCTi, MEePEeHOCHMOCTi, (papMaKOKIHETUKH Ta O10JOTriuyHOI AaKTHBHOCTI
openabpyTuHIOy Yy TAaIll€HTIB 13  PEUHUIMBYIOUO-PEMITYIOUMM  PO3CISTHUM  CKJIEPO30MY,
ICP-CL-00112, Bepcis 6.0 Bix 18 cepmast 2022 poky

3asiBHUK, KpaiHa

Iinnpuemctso 3 100% ino3emuoo inBectuiero «KAMK’FOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

InnoCare Pharma, Inc., USA

Havanbuuk ®dapManeBTUYHOT0 YHPABIiHHS Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)




Jlomatok 24

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYxpainu «[Ipo npoBeneHHs KITIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Poznin «2.3.S.2 MANUFACTURE» Jlocke nocnimxyBaHoro Jgikapcbkoro 3acooy MK-1026, Bepcis
087X2D Bim 17 motoro 2023  poky, aHrIiiceko0  MOBOwO; Posmin  «2.3.S.3
CHARACTERIZATION» [locke nocinimxyBaHoro jgikapcbkoro 3acody MK-1026, sepcis 087X2D
Bin 17 motoro 2023 poky, aHrmiiicekoro MoBoio; Pozmin «2.3.S.4 CONTROL OF DRUG
SUBSTANCE» J[locke nmocnimxyBaHoro jikapcbkoro 3acody MK-1026, Bepcis 087X2D Bix
17 motoro 2023 poky, anrmiiicekor MoBorw; Po3min «S.5 REFERENCE STANDARDS OR
MATERIALS» Jlocke pociimxkyBaHoro Jikapchkoro 3acody MK-1026, Bepcis 087X2D Bifg
17 mororo 2023 poky, anriilickkoro MoBoI0; Po3nin «S.6 CONTAINER CLOSURE SYSTEM»
Jlocke ocaimkyBaHoro Jikapebkoro 3acooy MK-1026, Bepcis 087X2D Bix 17 mrotoro 2023 poky,
aHTIChKOI0 MOBOIO; Po3nin «2.3.S.7 STABILITY» Jlocke mociiiKkyBaHOTO JIKapChKOTO 3aco0y
MK-1026, Bepcis 087X2D Bimx 17 miotoro 2023 poky, aHIJHCBKOIO MOBOM; Po3ain
«P.1 DESCRIPTION/ COMPOSITION OF THE DRUG PRODUCT» [doche DOCIiIKyBaHOTO
aikapebkoro 3acoby MK-1026, Bepcist 087X2D Bix 17 mororo 2023 poky, aHITIHCEKOI0 MOBOIO;
Poznin «P.3 MANUFACTURE» [locbe nocmikyBaHoro Jikapcbkoro 3acody MK-1026, Bepcis
087X2D Big 17 motoro 2023 poky, anrmiiiicekkoro MoBorw; Pozain «P.5 CONTROL OF DRUG
PRODUCT» [locke nocmipxyBaHoro Jgikapcbkoro 3aco0y MK-1026, Bepcis 087X2D Bin 17 nroToro
2023 poky, anrmiiiicekoro MoBoto; Pozain «P.8 STABILITY» Jlocke nociipkyBaHOTO JTIKapChKOTO
3aco0y MK-1026, Bepcigs 087X2D Bix 17 mororo 2023 poky, aHINIIHCBKOIO MOBOIO; 3MiHa
HallMEHyBaHHSI BUPOOHMYOI MUISHKH, BIAMOBIAIbHOI 3a BUPOOHMIITBO, MAKyBAaHHS, TECTYBAHHS
JOCTiKyBaHOTO Jikapcbkoro 3aco0y MK-1026 (ARQ 531), Tabnetka, 5 mr; 20 mr: Oyno Catalent
Pharma Solutions, USA crano Catalent San Diego, Inc., USA; 3mina HaiiMeHyBaHHS BUPOOHUYOL
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TUTSTHKY, BiMOBIAANBHOL 3a MaKyBaHHsS, TECTYBaHHS JOCHIKYBAHOTO JiKapchKoro 3acody MK-
1026 (ARQ 531), tabnetka, 5 mr; 20 mr: 6ymo Merck Sharp & Dohme Corp., USA crano Merck
Sharp & Dohme LLC, USA; 3mina HaiiMeHyBaHHS BHPOOHMYOi IUISHKH, BIATOBIZAIBHOI 32
TECTYBaHHS JIOCIIDKYBaHOTO Jlikapchbkoro 3acody MK-1026 (ARQ 531), tabnerka, 5 mr; 20 mr:
oyno Merck Sharp & Dohme Corp., USA cramo Merck Sharp & Dohme LLC, USA

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1966 Bix 15.09.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Jocnmimkenns Il ¢da3u ominku edexkruBHocTi Ta Oe3nmeunocti MK-1026 y mnamieHTiB 3
TeMaTOoJIOTTYHUMH 3JIOSIKICHUMH 3aXBOoproBaHHAMINY), MK -1026-003, 3 iHKOPIIOPOBAHOO IMTOITPABKOIO
02 Bix 01 rpymnus 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo010 BianoiganpHicTIO «MCJI Ykpainay

CnoHcop, kpaiHa

TOB Mepk lllapn ena Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbank @apManeBTHYHOIO YIIPaBJIiHHS Tapac JIICKOBCbKHI

(mmigrmc) (Bnacue im’st [TIPI3BUILIE)




Jomatox 25

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Jlocke TociKyBaHOTO JiKapchKoro 3aco0y Tanazonapu0, kancymnu, po3auiu 2.3 Beryn, Bepcis Big
24 xBitHs 2023 p. aHTTICEKOIO MOBOIO; P.8.1. Pe3tome 11010 cTabiIbHOCTI Ta BUCHOBKH, BEPCis BiJ
20 ciunas 2023 p. anrmiiicbkoro MoBoro; P.8.3. Jlani po crabinpHicTb, Bepcis Bix 20 ciuns 2023 p.
aHTIIHCHKOI0 MOBOIO; 3pa30k MapkyBaHHs TanazomnapiOy/mrane6o, kamncynu, Big 14 kBitas 2023 p.
pI3HUMHU 1HO3EMHHMH MOBaMH Ta YKpaiHCbKOI MOBOI0; KapTka mamieHTa 3 iHGOpMAIIEO 11010
EKCTpEeHOTrOo 3B 513Ky, Bepcis 1.1 Bix 12 tpaBus 2023 p., yKpaiHCHKOK MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«TALAPRO-3: PAHJIOMI3OBAHE, ITOJBIMHE CJIIIE JOCIIJDKEHHS ®A3M 3, 1O
IMPOBOAUTHCA 3 METOIO TIOPIBHSHHSI TAJIABOIIAPUBY B KOMBIHALIL 3
EH3AJIYTAMIJIOM TA IUTIAIIEEO B KOMBIHALIIL 3 EH3AJIYTAMIJIOM Y YOJIOBIKIB 13
METACTATUYHUM TOPMOHOUYYTJIMBUM PAKOM IEPEJIMIXYPOBOI 3AJIO3U 3
MVYTALIEXO TEHA DDRy», C3441052, ocraToyHa pemakiiisi MPOTOKOJIY 3 MOIpaBKow 1 BiAg
20 Bepecnst 2021 p.

3asiBHUK, KpaiHa

[aiizep Iuk., CIHA

CnoHcop, kpaiHa

[¢aiizep Iuk., CIIIA

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JISICKOBCbKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jlomatok 26

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

3MiHa Ha3BU MicClisl IPOBEJICHHs] BUIPOOYBaHHS:

bYJIO

CTAJIO

nikap Horaesa JI.I.

KomyHnaneHe HekoMepiiiiHe MiANPHEMCTBO
«Yepracekuii obnacHui OHKOJIOT1YHHI
mucniaicep  Yepkacbkoi  obOmacHOi  pammy,
Ob6nacHuit JIKYBaJIbHO-/11arHOCTUYHHHA

reMaToJIOTIYHMM IEHTp, M. Uepkacu

nikap Horaesa JI.I.

KomyHanbHe HEKOMEpIiifHE MiAIPHEMCTBO
«KiHIYHUH TIEHTp OHKOJIOTIi, TeMaToJIorii,
TPAHCIUIAHTOJIOTIT Ta MaJiaTHBHOI JOIMOMOTH
Yepkacbkoi obnacHoi pamu», OOnacHwmii
JIKYBaJIbHO-/11arHOCTUYHUI  TeMaTOJOTIYHUMA
LEeHTp, M. Yepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUITPOOYBAHHS

Ne 939 Bix 23.05.2023

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«[IpoTokon NpoAOBXKEHHS JIKyBaHHS MAIIEHTIB, SIKI MPOJOBXKYIOTh OTPUMYBAaTH KOPHUCTH Bij
Tepamii 10pyTHHIOOM TIiC/s 3aBEpUICHHS Yy4YacTli y KIIHIYHMX JOCHIDKEHHAX 10pyTHHIOY»,
PCYC-1145-LT, inxopnopoBanuii mompaskoro 2 Big 30 BepecHs 2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Pharmacyclics Switzerland GmbH, [lIBeiiapis

Havanbunk ®@apmManeBTHYHOIO YNIPABJIiHHSA

Tapac JSICKOBCbKHUI

(i gmc)

(Bnacue im’st [IPI3BUILE)




Jlomatok 27

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Vkpaina, MK-3475-A18/ENGOT-cx11/GOG-3047, Bepcis 00 Big 07 kBitHs 2023 pOKy,
YKpaiHCHKOI0 MOBOIO, JIONIOBHEHHS 10 iH(OpMaIii Ta JOKYMEHTY mpo iH()OPMOBaHY 3Toay JUIs
marieHTa i JIKyBaHHSA IMICIs TpOrpecyBaHHs XBopoOu; Ykpaina, MK-3475-A18/ENGOT-
cx11/GOG-3047, Bepcis 00 Bim 07 xBiTHs 2023 poKy, POCIHCHKOIO MOBOIK, JOMOBHECHHS JIO
iHdopManii Ta MOKYMEHTY Mpo 1H(QOPMOBaHY 3roAy Uil Malli€eHTa ISl JIKYBaHHS IIiCIHA
nporpecyBaHHs xBopobu; Ykpaina, MK-3475-A18 / ENGOT-cx11/GOG-3047 AMOI, Bepcis 1.00
Bix 07 xBiTHA 2023 poKy, yKpaiHCHKOIO MOBOIO, JOMOBHEHHs A0 iH(opmalii Ta JOKYMEHTY Mpo
iHpopMOBaHy 3rojay IS MAIliEHTa Ha B3ATTS JOJATKOBUX 3paskiB; Ykpaina, MK-3475-A18 /
ENGOT-cx11/GOG-3047 AMO1, Bepcis 1.00 Big 07 xBiTHs 2023 poKy, pPOCIHCHKOK MOBOIO,
JIOTIOBHEHHS /10 1H(opMalii Ta JOKYMEHTy Ipo 1H(OpPMOBaHy 3roay s MallieHTa Ha B3SATTS
JI0JJATKOBUX 3Pa3KiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1468 Bix 26.06.2020

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane, mojsiiiHe cmine npocaipkeHHa Il ¢asm ximiopamiorepamii y komOiHamii 3
nemOposizymabom abo 6€3 HbOTo /IS JIIKYBaHHS JOKaJIbHO PO3MOBCIODKEHOT0 paKy MUNHKHA MaTKH
3 BHUCOKUM CTyIIEHEM PH3HKY (KEYNOTE-A18/ENGOT-cx11/GOG-3047)»,
MK-3475-A18/ENGOT-cx11/GOG-3047, 3 inkoprnopoBaHot momnpaBkoro 04 Big 08 mucromana
2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHoo BianosiganbHicTI0O «MCJI Ykpaina»

CnoHcop, KpaiHa

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

Havanbuuk ®dapManeBTUYHOTO YIPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)




JlomaTtok 28

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

3MiHa Miclib IPOBEICHHS KJIIHIYHOTO BUIIPOOYBaHHS!

bYJIO

CTAJIO

KepiBHUK LeHTpYy Jpobotenko B.1.
KomyHnaneHe HekoMepiiiiHe MiANPHEMCTBO
«Yepkacbka o0OmacHa JiikapHs YepkachKoi
o0acHol paauy, 00JaCHUN EHTP A1arHOCTHKH
Ta JIIKYBaHHSA PO3CISIHOTO CKJIepo3y Ha 0asi
HEBPOJIOTTYHOTO BifyTIeHHs, M. Uepkacu

3aB. Bia. J[po6orenko B.I.

KomyHanbHe HEKOMEpIiifHE MiAIPHEMCTBO
«I’stuit Yepkacbkvii ~ MICBKHH  IICHTP
NEpBUHHOI MEIUKO-CAHITAPHOI JTOTIOMOTHY,
KJIIHIYHE BIAIJICHHS BIAHOBHOTO JIIKyBaHHS Ta
HelpopeabimiTanii 3 IleHTpoM po3cissHOTO
CKJIEPO3Y Ta BIJALJIOM KJIIHIYHUX BUIIPOOYBAHb,
M. Yepkacu

I.M.H., ipo¢. Mockosko C.I1.

KomyHanpHe HekoMepliiiHe MIANPUEMCTBO
«Binunipka oOmacHa KJIIHIYHA
[ICUXOHEBPOJIOTIYHA  JIKApHA  IM.  aKaj.
O.I. IOmenka Binaunpkoi obmacHoi Pammy,
HeBposioriyHe BianuieHHs Ne3, BiHHHIbKHIA
HallOHAJILHUI MEIUYHUH YVHIBEpCUTET
iM. M.I. TTuporosa, kadeapa HEpBOBHX XBOPOO,
M. Binaurs

J.M.H., mpo¢. Mockosko C.II.

MeauuHuil IEHTp TOBApUCTBA 3 OOMEXKEHOIO
BIJITOBIAANBHICTIO «MenuuHui LEHTP
«Camotem, JIKYyBaJIbHO-ITPODIIAKTUYHHUH
Bigmia, M. BiHaung

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 893 Bix 15.04.2020




2 MPOJOBXKEHHS 10/1aTKa 28

Ha3ga kiiniuHOr0 BUIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure MOJOBXKEHE MOCHIHKCHHS YOIITYKCMMaly y MAlli€HTIB 13 PEHUJAMBHUM PO3CISTHUM
cxiepo3om», TG1101-RMS303, Bepcis 3.0 Bix 19 rpynus 2022 poky

3asiBHUK, KpaiHa

TOB «KJHHIYHI BUITPOGYBAHHS», Ykpaina

CnoHncop, kpaiHa

TiJl>xu Tepanwtotukc, Iak., CIIIA (TG Therapeutics, Inc., USA)

Havanbank ®@apmManeBTHYHOIO YIIPAaBJIIHHSA Tapac JIICKOBChKHI

(migmuc) (Bnacue im’st [TIPI3BUILIE)




Jlomatok 29

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»

5.07.2023 Ne 1223
InenTudikariis cyrTeBoi monpaBku | 3MiHa MICISl IPOBEACHHS BUIPOOYBaHHS:
BYJIO CTAJIO
KepiBHUK LeHTpYy Jpobotenko B.1. 3aB. Bia. J[po6orenko B.I.
Komynanene HexomepmiiiHe mianmpueMctBo | KoMyHanbHe HEKOMEpIiiHE —ITiIIPUEMCTBO

«Yepkacbka o0OmacHa JiikapHs UYepkachKoi
o0acHol paguy, 00JaCHUN EHTP A1arHOCTHKH
Ta JIIKYBaHHSA PO3CISIHOTO CKJIepo3y Ha 0asi
HEBPOJIOTTYHOTO BifyTiIeHHs, M. Uepkacu

«[Tstuii Yepkacbkuii ~ MICBKHHM  IIEHTP
NEpBUHHOI MEIUKO-CAHITAPHOI JTOTIOMOTHY,
KJIIHIYHE BIAIJICHHS BiAHOBHOTO JIIKyBaHHS Ta
HelpopeabimiTanii 3 IleHTpoM po3cissHOTO
CKJIEpO3Y Ta BIJALJIOM KJIIHIYHUX BUITPOOYBaHb,
M. Yepkacu

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 3059 Bix 29.12.2020

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«baratoueHTpoBe, paHA0MI30BaHe, MOJBIMHE CIlile, KOHTPOJIboBaHe nociikeHHs dazu Ilb ms
OLIIHKM e()eKTUBHOCTI, 6€3MEeYHOCTI Ta (PapMaKOKIHETUKU BHUIIMX /103 OKpei3ymMady y JOpOCIuX
MAIIEHTIB 3 PELUIMBYIOUUM po3CisiHUM ckiepo3om», BN42082, Bepcis 3 Bix 27 sxoBTHA 2021 p.

3asBHHUK, KpaiHa

ToBapucTBo 3 0OMekeH010 BianoBiAanpHICTIO «Pomt Ykpaina»

CrnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIseituapis

Havanbunk @apmManeBTHYHOIO YIIPABJIIHHSA

Tapac JIAICKOBChKHI

(migmc)

(Bnacue im’s [IPI3BUILE)




Jomatok 30

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Omnosnenuii npotokon pociimkenHs APD334-202, 3 inkopmopoBaHOw mompaBkoo 3.0 Bix
22 rpynus 2022 poky; YTouneHHs Ha3Bu CrioHcopa JociikeHHs 3 «Apena @apmacpioTikans, [HK.»
(Arena Pharmaceuticals, Inc.), CILIA na «Apena ®apmacproTikans, [HK.», T104ipHsS KOMOaHis, 110
MOBHICTIO HaNeXUTh KoMmaHii «[1daiizep [nk.», CLLIA; Indhopmarniitauii 1ucToK 1 opma 3r0au A
nonatkoBoro npocuimxeHHs 1, Bepcist V6.1UKR(uk)1.0 Bim 30 ciuns 2023 poky, mepekiaf
yKpaiHChKOI0 MOBOIO Bif 23 Oepesns 2023 poky; Indopmaniitaumii muctok i ¢opma 3rogm uis
nopatkoBoro jgocmipkeHHs 1, Bepcis V6.1UKR(ru)l.0 Bim 30 ciunsa 2023 poky, mnepekiaj
pociiicekoro MoBoto Bix 23 Gepesnst 2023 poky; Iadopmarniiinuii mmuctok i Gopma 3rogm ais
nonatkoBoro pocmijpkeHHs A, Bepcit V4.0UKR(uk)1.0 Bix 30 ciuns 2023 poky, mepekiaj
yKpaiHChbKOIO0 MOBOIO BiJ 24 kBiTHA 2023 poky; IHdopmamiiiauii guctok 1 ¢opma 3roau s
nogatkoBoro pociikeHHs A, Bepcit V4.0UKR(ru)l.0 Big 30 ciuns 2023 poky, mepeknaj
pociiicbkoro MOBOIO Bij 23 6epe3nst 2023 poky; [Hdopmariiinuii TMCTOK 1 opMa 3roJiu Ha y4acTb y
He00OB’SI3KOBOMY MailOyTHROMY HAyKOBOMY IOCHIPKEHHI (A7 JTOAATKOBOTO AOCHTIKEHHS 1),
Bepcia V1.0UKR(uk)1.0 Bix 30 ciuns 2023 poky, nepekiiaj YKpaiHChKOI MOBOIO BiJl 22 Oepe3Hs
2023 poky; Indopmamiitauii 1uCcTOK 1 hopMa 3roJ M Ha y4yacTb Yy HEOOOB AI3KOBOMY MailOyTHbOMY
HayKOBOMY JOCIIKeHH] (U1st ToaaTtkoBoro aociimkeHHs 1), Bepcigs V1.0UKR(ru)1.0 Bix 30 ciuns
2023 poky, mepekiaa pociichbkor MoOBOIO Bif 22 Oepesns 2023 poky; [HpopmamiiHui TUCTOK i
dopma 3romgm Ha y4yacTb Yy HEOOOB’SI3KOBOMY MaHOyTHbOMY HAayKOBOMY JOCIHIJKEHHI
(ma momatkoBoro gocmimxeHHs A), Bepcis V1.0UKR(uk)1.0 Bixg 30 ciuns 2023 poky, mepexiaj
YKpaiHChbKOIO MOBOIO BiJl 22 Gepesns 2023 poky; Indopmariitnuii nucTok i opma 3rou Ha yyacTb
y HE00OB A3KOBOMY MailOyTHROMY HAayKOBOMY JOCIIKEHH1 (IS TOJATKOBOTO JOCIIKEHHS A),
Bepcis V1.0UKR(ru)1.0 Bix 30 ciuns 2023 poky, nepekia pociichbkoro MOBOIO Bif 22 Gepe3Hs




2 NpOAOBXKEHHS Aoaarka 30

2023 poky; Iludopmauniiinuii naucrok 1 ¢opma 3romu i HEOOOB’SI3KOBOTO TOJATKOBOTO
(dhapmakorenernynoro (JIHK) nHaykoBoro mocmikeHHs AJiS JTOJATKOBOTO JTOCHTIDKEHHS 1, Bepcis
V1.0UKR(uk)1.0 Bim 30 ciuyas 2023 poky, mepekian yKpaiHCbKOIO MOBOIO Big 21 Oepesns
2023 poky; Iadopmariiinuii auCTOK 1 ¢opMa 3Troau i HEOOOB’SI3KOBOTO JIOJAATKOBOTO
tdapmakorenernanoro (JJHK) HaykoBoro mocmipkeHHS Ui TOAATKOBOTO JOCTIKEHHs 1, Bepcis
V1.0UKR(ru)1.0 Big 30 ciuns 2023 poky, nepekiiaa pociiicbkoro MoBoto Bif 21 6epesns 2023 poky;
[adopmariitnuii mucTok 1 popma 3roau i1t HEOOOB’ SI3KOBOTO JI0JIATKOBOTO (hapMaKOT€HETHYHOTO
(JAHK) maykoBoro mocmipkeHHs Uit goaatkoBoro mociimkeHHs A, Bepcis V1.0UKR(uk)1.0 Bix
30 ciunga 2023 poky, nepekiaj ykpaincbkoro MoBoo Big 21 6epesns 2023 poky; [ndopmaniiinuit
JUCTOK 1 (hopma 3rou It HE0OOB I3KOBOTO 0aTKoBOr0 (hapmakorenernaHoro (JJHK) mHaykoBoro
JOCTiKeHHs U1 JoaaTkoBoro aocuimxeHas A, Bepcist V1.0UKR(ru)1.0 Bix 30 ciunsa 2023 poky,
nepekyaa pociichbkoro MoBolo Bin 21 6epesns 2023 poky; BariTHa mapTHepka: 3rojia Ha IPOBEICHHS
aHalli3y Ha BariTHICTh 1 BiAmoBigHe mopanblie crnocrepexkenHsa, Bepcis V1.0UKR(uk)1.0 Bix
30 ciuns 2023 poky, nepekiaa ykpaiHcbkoio MoBoo Big 21 6epesns 2023 poky; BaritHa napTHepka:
3rojJla Ha TPOBEACHHS aHaNi3y Ha BariTHICTH 1 BIJMOBIAHE IMOJAJBIIEC CIOCTEPEKEHHS, BEpCis
V1.0UKR(ru)1.0 Bix 30 ciuns 2023 poky, nepekiaa pociiicbkoro MoBoto Bif 21 6epesns 2023 poky;
Inentudikamiitna kaptka namienra Big 07 mrotoro 2023 poky [ V03 UKR(uk)], ykpaincbko0 MOBOIO;
InenTudikamnitna kaptka narmienTa Big 07 mororo 2023 poky [V03 UKR(ru)], pocificbkoro MOBOIO;
ITociGHMK 3 06roBopeHHs 1H()OPMOBAHOT 3r0IM — JAOAATKOBI A0oCHiKeHH 1, 2, 3, 4 Bix 23 nroToro
2023 poky [V03 UKR(uk)], ykpaincbkoro MoBo10; [1ociOHMK 3 00roBopeHHs 1HPOPMOBAHOI 3r0U
— noaatkoBi gociimkeHHs 1, 2, 3, 4 Bix 23 motoro 2023 poky [V03 UKR(ru)], pociiickkoro MOBOIO;
ITociOHuK 13 AOCHiIKEHHS s Hali€eHTa — AOHAaTKOBI mochimkenHs 1, 2, 3, 4 Big 08 mrororo
2023 poky [V03 UKR(uk)], ykpaincekoro MoBoto; [lociOHUK 13 MOCHiIKEHHS Ui MallieHTa —
nonatkoBi gocnikenns 1, 2, 3, 4 Big 08 mororo 2023 poky [V03 UKR(ru)], pociiicbkoro MOBOIO;
Bbpomrypa s mamieHTiB — momatkoBi gocmimkenHs 1, 2, 3, 4 Big 08 mororo 2023 poky
[V03 UKR(uk)], ykpaincpkoro MOBO0; bporrypa jJist maii€eHTiB — J0JIaTKOB1 TOCTiKeHHs 1, 2, 3,
4 Bin 08 mrotoro 2023 poky [V03 UKR(ru)], pocilicbkkoro MoBorw; I[lmakaT st marieHTa Bif
07 mortoro 2023 poky [V02 UKR(uk)], ykpaincekoro MmoBoto; [lmakat s mamierTa Big 07 ar0TOTO
2023 poky [V02 UKR(ru)], pociiicbkoro MOBOIO; JIMCT B JOCHTITHUKA MOTEHLIHHOMY YYaCHUKY
JOCITIJDKEHHS — JTOAATKOBI AochipkeHHs 1, 2, 3, 4 Big 27 motoro 2023 poky [V03 UKR(uk)01],




3 NpOAOBXKEHHS Aoaarka 30

YKpaiHCbKOO MOBOMO; JIMCT BiJ JiKaps-JAOCHTiIHUKA MOTEHI[IHHOMY y4YaCHHUKY JOCIHIJKCHHSI —
JOIaTKOBI ocmipkenns 1, 2, 3, 4 Big 27 mrotoro 2023 poky [V03 UKR(ru)01], pociiickkoro MOBOIO;
JIuct mo mikaps 11010 HalpaBlIeHHS MAIiEHTIB — JOJATKOBI JochipkenHs 1, 2, 3, 4 Big 27 moToro
2023 poky [V03 UKR(uk)01], ykpaincbkoro MOBO0; JIUCT /10 JTiKaps 1moA0 HaIpaBICHHS MaIlieHTIB
— nmonaatkoBi nociimkenns 1, 2, 3, 4 Big 27 mortoro 2023 poky [V03 UKR(ru)01], pociiicbkoro
MOBOI0; [10IOBXKEHHSI TPUBAJIOCTI KJIIHIYHOTO BUIIPOOyBaHHs B YKpaini 10 31 rpyans 2024 poky;
Jlocke nmocmimkyBaHoro Jikapcbkoro 3aco0y Etpacimon, Bepcis 17 Big 31 ciuns 2023 poky,
aHTIIHCHKOI0 MOBOIO; 3aTyYCHHSI 10IaTKOBUX BUPOOHMUMX NimbHUIB: 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 (lreland) Ltd.,
Ireland; Fisher Clinical Services Inc., USA,; Fisher Clinical Services UK Limited, UK; Eumedica,
Belgium

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

Hasga kiiHiYHOTO BUMPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararoreHTpoBe, paH/10Mi30BaHe, OJIBIHHE CIIiNe TOCIiAKEHHS, 1110 TPOBOIUTHCS B apasleIbHUX
rpynax s OIIHKH €(QEKTUBHOCTI Ta OE3MEeYHOCTI NEPOpPATBHOTO €TpaciMoiy Ipu HOTo
3aCTOCYBaHHI JUIs 1HAYKIIMHOT Ta MiATpUMYBaJbHOI Tepamii MpH JIIKYBaHHI aKTUBHOI XBOPOOH
Kpona Bin mnomipHOro 10 BaXKOTro cTymeHs TsKKocT»y, APD334-202, 3 iHKOpIOpOBaHOIO
nonpaskoro 2.0 Bix 11 yepsust 2020 poky

3asiBHUK, KpaiHa

Iianpuemctso 3 100% inoszemuoro inBectuiico «<AMK’IOBIA PJIC Vkpainay

Crnoncop, kpaiHa

«Apena ®Papmacerotikans, Iak.» (Arena Pharmaceuticals, Inc.), United States

Havanbuuk @dapManeBTUYHOT0 YIPABIiHHS Tapac JSICKOBCbKHUI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jomatok 31

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Omnosnenuii npotokon pociimkenHs APD334-303, 3 inkopmopoBaHow mompaBkoo 4.0 Bix
20 srotoro 2023 poky; YrouHneHHs Ha3Bu CroHCOpa JOCTiKEHHS 3 «ApeHa dDapMachlOTiKa3,
Ink.» (Arena Pharmaceuticals, Inc.), United States Ha «Apena ®apmacbroTikans, [HK.», JOUipHS
KOMIIaHis, 110 MOBHICTIO HajexxuTh Kommadii «[ldaitzep Iak.», CIIA; JlucT-monepemkeHHs Bifg
13 Gepe3ns 2023 poky Mpo BIIXHIIEHHS BiJ NPOTOKONY AOCHikeHHs eTpacimoxy C5041006
(APD334-202): HenoTpyMaHHs YYaCHUKOM BHUMOT IPOTOKOJIY IIOJ0 KOHTPAIEHIIiT, 110 MPU3BEIO
710 BariTHOCTI, aHTJIIHCHKOIO MOBOIO Ta Mepekiaja ykpaiHcbkoro MoBoto Bia 04 tpaBHsa 2023 poky;
JIucr-nonepemkenns Bix 03 Oepe3nst 2023 poky mpo BiIXWIICHHS BiJ MPOTOKONY IOAATKOBOTO
nocmijpkenns 4 Cultivate C5041006 (APD334-202 abo APD334-202EU) uepe3 HeaOTpUMaHHS
YYaCHUKOM BHMOI' IIPOTOKOJY IIO0 KOHTpAlEeMNuii, 10 MPU3BEJIO JO BariTHOCTI, aHIJIIHCHKOIO
MOBOIO Ta IepeKya]l yKpaiHCbkoro MoBolo Bif 04 tpaBHs 2023 poky; JIuct npo AaMiHICTpaTHBHI
3mind Bix 03 kBitHs 2023 poky 1o mpoTokouy i po3’scHenHs aust qociimkeHass ELEVATE-OLE
APD334-303 (nomep mocnimxenHs «lldaitzep» C5041012), aHrmiiicbkol0 MOBOIO Ta MepeKiIaj
yKpaiHcbkoro MoBoro Bif 04 TpaBus 2023 poky; bpomypa mocminnuka Etpacimon (APD334),
BunanHs 10.0 Bix 18 nmucromnana 2022 poky, aHTIIHCHKOI0 MOBOIO; [H(opMarttiiiHuii TUCTOK 1 popMma
sroau, Bepcis V6.1UKR(uk)1.0 Bin 06 kBiTHS 2023 poky, mepekna] yKpaiHCbKOIO MOBOIO BiJ
28 kBiTH# 2023 poky; [Hpopmamiitauii tuctok 1 popma 3roau, Bepeid V6. 1UKR(ru)1.0 Big 06 kBiTHS
2023 poky, nepeksaa pociicbkoro MoBoro Bif 28 kBiTHsA 2023 poky; [Hdopmariitnuii 1ucTOK Ta
(dhopma iHPOPMOBAHO1 3rOIU HA yUACTh Y HEOOOB'A3KOBOMY MalOyTHROMY HAyKOBOMY JOCTIHKSHHI,
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Bepcis V2.1UKR(uk)1.0 Bix 06 xBiTHS 2023 poky, nmepekiia yKpaiHChbKOK MOBOIO Bija 28 KBITHS
2023 poky; Inpopmamniitauii mucTok Ta hopma iHPOPMOBAHOI 3r0/IM HA YIaCTh Y HEOOOB'I3KOBOMY
MaiiOyTHROMY HaykoBoMy pociimpkeHHi, Bepcis V2.1UKR(ru)l.0 Big 06 xBiTHa 2023 poky,
nepekyan pociiicbkoro MoBoto Bif 28 kBiTHA 2023 poky; BariTHa nmapTHepka: 3roja Ha IpOBEICHHS
aHai3y Ha BariTHICTH 1 BiAmoBigHE moxpanbiie crocrepekeHHs, Bepcis V3.0UKR(uk)1.0 Bixg
27 OGepe3nst 2023 poky, mepekian ykpaiHchbkoro MoBoro Bim 03 kitHs 2023 poky; BariTHa
MapTHEepKa: 3rojJla Ha MPOBEACHHS aHaTi3y Ha BAariTHICTH 1 BIIMOBIAHE MOMANbBIINE CIIOCTEPEIKEHHS,
Bepcig V3.0UKR(ru)1.0 Big 27 6epe3ns 2023 poky, nmepeknan pociiichkor MOBO Bif 03 KBITHA
2023 poky; KapTka 3 KOHTaKTHHUMH JaHUMH Ha BUMAJOK €KCTpEeHOi cutyalii, penaxitis 1.0 Bix
01 uepBHs 2020 poky, yKpaiHCbKOIO MOBOI0; KapTka 3 KOHTAKTHUMH JaHUMH Ha BUIAJI0K €EKCTPEHOT
curyanii, pegakmist 1.0 Bix 01 gepBHs 2020 poxy, pocCiiiCbKOI0 MOBOIO; 3pa3oK 300paKeHHS Ha
ekpani enexktponHoro npuctporo «MEDIDATA PATIENT CLOUD App Android 2022.2.0 / i10S
2022.2.0 _ © 2018 Medidata Solutions Worldwide, v2.3 (pexum 11t namienTa), Bepcis 2.3 Bixg
07 uepBHs 2022 poKy, YKpaiHCBKOIO MOBOI; 3pa30K 300pa)KeHHS Ha €KpaHl eJIeKTPOHHOTO
npuctpoto «MEDIDATA PATIENT CLOUD App Android 2022.2.0 / iOS 2022.2.0 _ © 2018
Medidata Solutions Worldwide, v2.5 (pexum s naimienra), Bepcist 2.5 Big 10 tpaBus 2022 poky,
pociiicekoro MOBOI0; Jlocke mociimKyBaHOTo Jikapchkoro 3aco0y Erpacimon, Bepcis 17 Bin
31 ciuna 2023 poky, aHITHCHKOI MOBOIO; 3alydyeHHS JOJATKOBUX BUPOOHHYUX iTHHHIIb:
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 nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, BepcCis Ta faTa

«Binkpure po3upere J0CIiKEHHS €TpaciMOoTy B MMALlI€HTIB 13 aKTUBHUM BUPAa3KOBUM KOJIITOM Bijl
MOMIPHOT'O JIO BXKKOTO CTYyIeHs TskKkocTi», APD334-303, 3 inkopnopoBaHoto nonpaBkoio 3.0 Bifg
07 tpaBHs 2021 poky

3asBHHUK, KpaiHa

IianpuemcTso 3 100% inozemuoro inBectuieo «KAMK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«Apena @apmacerotikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

Havanbank ®apManeBTHYHOIO YIIPABJIIHHS Tapac JIAICKOBChKHI

(migmc) (Bnacue im’s [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKUX 3aC001B Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

Omnosnenuit mpotokon MS200527_0082, Bepcis 6.0 Bix 27 kBitHsa 2023 poky; bpouiypa gociinHuka
Evobrutinib (M2951), Bepcis 16.0 Bixg 27 kBitHsa 2023 poKy, aHTIIIHCHKOI0 MOBOIO; [HpOpMaLinHUi
nucToK marieHTa 1 ¢opma 3roau, Bepcist V6.0UKR(uk)1.0 Bix 11 tpaBHsa 2023 poky, mepekiiaj
yKpaiHChKOI0 MOBOIO Bix 17 TpaBus 2023 poky; Indopmaniitauii mucTok namienTa i ¢popma 3roau,
Bepcis V6.0UKR(ru)1.0 Big 11 TpaBus 2023 poky, nmepekiia pociiicbkoro MOBOIO Bif 17 TpaBHs
2023 poky; [ndopmariitauii TMCTOK ManieHTa i popma 3roau Ha y4acTh y HEOOOB'SI3KOBOMY Iepioi
nojBiiiHOTO crminoro posmupenoro nochimkenHsa, Bepcis V1.0UKR(uk)1.0 Bix 11 TpaBHs
2023 poky, mepeknaj ykpaiHCbKOI MOBOIO Bix 17 tpaBus 2023 poky; IHdopmarniitamii mucTok
naiieHra i ¢popma 3rojiu Ha y4acTb Y HEOOOB'I3KOBOMY MEPi0/ii MOJIBIHHOTO CIINOTO PO3MIUPEHOTO
nocaimxenns, sepeis V1.0UKR(ru)1.0 Bix 11 TpaBus 2023 poky, nepekia pociiicbKor MOBOO BiJl
17 TpaBus 2023 poky; Indopmaniiinuii mucrox 1 ¢opma 3roau mamieHTa A7 BIIKPUTOTO
po3mmpenoro nepiony nociimkenss, Bepcist V5.0UKR(uk)1.0 Bix 11 TpaBus 2023 poky, nepexiiaj
yKpaiHchKoro MoBOO Bif 17 TpaBHsa 2023 poky; [Hpopmaniiinuil aucTok 1 ¢popma 3rofu marieHra
JUTSL BIIKPUTOTO po3ImpeHoro mnepiony gociimxeHHs, Bepcis VS5.0UKR(ru)l.0 Bix 11 TpaBHs
2023 poky, nepekiaj pociiicbkoro MoBolo Bi 17 TpaBHs 2023 poky; 3MiHa HA3BU MICIIsl TPOBEACHHS
BUIIPOOYBaHHS:
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BYJIO CTAJIO
I.M.H., ipo¢. bydyakuuiiceka H.M. I.M.H., po¢. byuyakuuiicbka H.M.
KomyHnaneHe HekomepiiiHe mianpueMcTtBo | KomyHallbHE HEKOMEpIIMHE —ITiIIPUEMCTBO
«3amopizpka o0iacHa KIIHIYHA JiKapHsA» | «3amopi3bka oOjacHa KJIIHIYHA  JIKApHD)
3anopi3zpkoi  obOjacHOi paau, BiIAUIEHHA | 3amopi3bkoi obmacHoi paau, Creriani3oBaHUI
HeBposiorii ~ Nel,  JlepxaBHuWii  3akyiaj | HEHTP HEPBOBUX XBOpPOO Ta  KIIHIYHHX
«3aropi3bka MeIUYHa aKazeMist | JOCIIKEHb, M. 3aIOPiHOKs
M CISLAUIUIOMHO]T OCBITH MinicTepcTBa
OXOpPOHHM  3JI0pOB'st  YKpaiHu», Kadeapa

HEPBOBHX XBOPOO, M. 3amopixkKs

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1924 Bin 21.08.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,

KOJI, BepcCis Ta gara

«baratonieHTpoBe, paHIOMi30BaHE, IMOJABIHHE CIiNe, 3 IMOABIMHOI IMITAIlI€I0, KOHTPOJIhOBAHE
aKTUBHUM mipenaparom, gociikerss 111 $as3u, mo npoBoauThCs B MapaielbHUX TPYIax 3 OLIHKH
edeKTUBHOCTI Ta 0e3MeYHOCTI eBOOpPYTHHIOA y MOPIBHSAHHI 3 TepUGIYHOMIIOM B YYaCHHUKIB 13
PELMANBYIOYUM PO3CIIHUM cKiepozom», MS200527 0082, sepcis 5.0 Big 08 rpyans 2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

Merck Healthcare KGaA, Himeuunna

Havanbank ®@apmManeBTHYHOIO YIPABJIIHHSA

Tapac JIAICKOBChbKHHA

(mmimrmic)

(Bnacue im’st [IPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «I[Ipo mpoBeneHHs KIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPPKCHHS CYTTEBUX IMOMPABOK 10
MPOTOKOJIIB KJIIHIYHUX BUIIPOOYBaHb,
BHECEHHS 3MiHH JI0 fojaTka Ne 22 1o Hakazy
MiHicTepcTBa OXOPOHH 3710pOB’sl YKpaiHu
Bix 13 uepBHs 2023 poky Ne 1072»
5.07.2023 Ne 1223

InenTudikariis cyTTeBOi MOMpPaBKU

OnHoBIleHUH TPOTOKOJI KIiHIYHOrO BUMPOOyBaHHA, Bepcis 12 Big 24 mrotoro 2023 p.; ®opma
iH(popmoBaHoi 3roau, Bepcis 7.0 s Ykpainu ykpaiHCbKor0 MoBOIO Bifl 18 kBiTHs 2023 p. Ha ocHOBI
Maiictep-Bepcii dopmu iHhopmoBaHoi 3roau ans gociimkeHHs W040242, sepcist 7 Bix 27 A10TOTO
2023 p.; Indopmaniiinuii OroneTeHpb IS Y9acHUKIB KiiHiYHOTO BUnipoOyBanus Nel, Bepcis 1.0 Bin
05 xoBtHs 2022 .

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 800 Bix 26.04.2018

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJ1, Bepcis Ta jara

«baratonieHTpoBe, paHJAOMI30BaHe, MOJABINWHE cIiine, Tianedo-KOHTpoJiboBaHe nociimkeHHs [11
¢a3u are3onizymady (aHtu-PD-L1 aHTHTINO) B sIKOCTI a1 FOBAaHTHOI Tepamii Micias paguKalbHOTO
JIKYBaHHS y MAIIEHTIB 3 MICIIEBO-MIOMIMPEHO0 MUIOCKOKIITUHHOIO KapIUHOMOIO TOJOBU Ta ILIUi
BUCOKOT0 pu3uky», W040242, sepcis 11 Bin 04 nucronana 2021 p.

3asiBHUK, KpaiHa

ToBapucTtso 3 0OMexkeH010 BianoBiAanbpHICTIO «Pomr Ykpainay

Cnoncop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

Havanbank ®@apManeBTHYHOIO YIPABJIIHHSA Tapac JIAICKOBChbKHHA

(mmimmc) (Bnacue im’st [TIPI3BUILIE)



