Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TIPOTOKOJ KIIIHIYHOTO BUNMPoOyBaHHS SL-372A mociipkyBaHOTO JiKapChKOro 3aco0y
SULGEN® Spray D. pteronyssinus, Bepcis 2.0 Bix 24.01.2023 poky, aHIIKACBKOI0 MOBOIO;
OHOBJIEHUH CHHOIICHC IIPOTOKOJY KIIHIYHOTO BUIpoOyBaHHS SL-372A  1oCiIKyBaHOTO
nikapcekoro 3acody SULGEN® Spray D. pteronyssinus, Bepcis 2.0 Bim 24.01.2023 poky,
yKpaiHchkor0 MOBOK; OHOBieHa bpomrypa mociigHuKa HOCHIHKYBAHOTO JIKAapChKOTO 3aco0y
SULGEN® Spray D. pteronyssinus, Bepcist 02 Bix 25.01.2023 poky, aHTIHCEKOK MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1111 Bix 19.06.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«®Da3za II-111 BunpoOyBaHHS IS OLIHKK €(EKTUBHOCTI Ta Oe3MeKu CyOmHrBaIbHOT iMyHOTEparii y
MAII€HTIB, 110 CTPa)XAAl0Th allepri€lo Ha Kiia aomamHboro mwiy», SL-372A, Bepcis 1.0 Bix
05.10.2022 p.

3asiBHUK, KpaiHa

POKCAJUI Menimin I'M6X, Himeuunna

Cnoncop, kpaiHa

POKCAJUI Meninin 'M6X, Himeuunna

Havanbank @apmManeBTHYHOIO YIPaBJIiHHA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jomarok 2

10 Hakazy MiHicTepcTBa OXOPOHH 37I0POB’S
10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
Vxpainu «IIpo 3aTBepKEHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KIIHIYHUX
BUINPOOYBAHbB

15.07.2023 Ne 1276

InenTudikaist CyTTEBOI MOMPABKU

OnHoBIIeHUH TIPOTOKOJ KIiHIYHOTO nociimkenas MS200662 0001, sepcis 14.0 Big 03 mucromana
2022 poky, aHTI1HChKOI0 MOBOIO; 3MiHA HA3BU MIPOTOKOJTY JTOCIIIKSHHSL:

bYJIO

CTAJIO

«®Daza /11, TIOCJIIIKEHHS MePIIOro
3acTOCYBaHHs y onei mpemapaty TL-895 3
eCcKaJaLicro 03U y [Mall€HTIB 3
peunaIuBHUMU/pePpaKkTepHUME B-KIiTHHHUME
3JI0SKICHUIMH ~ 3aXBOPIOBaHHSAMHU  Ta i3
MOJAJIBIIMM 3aCTOCYBAaHHSIM Yy TAILli€HTIB 3
XpPOHIYHUM JTIM(OIUTAPHUM JIEHKO30M a0

«®Daza /11, JTOCJIIIKEHHS MePIIIOro
3acTocyBaHHs y nojei npemapary TL-895 sik
MOHOTEpaIii 3 ecKalaIi€o A031 y Mali€HTIB 3
peuuIMBHIMU/pePpaKkTepHUME B-KIITHHHUMH
3MOSIKICHUMHU ~ 3aXBOPIOBAaHHSMH  Ta 13
MOAAJIBIIAM 3aCTOCYyBaHHAM Ipenapary TL-
895 sik MOHOTeparii Ta y paMkax KOMOIHOBaHOT

JPiOHOKITITHHHOIO TIMQOIUTAPHOIO | Teparii pa3oM i3 HaBTEMaJIIHOM Y TMAIi€HTIB 3
aiMpoMor0, SKi paHille HE OTPUMYBAIM | XPOHIUHUM JTIMQOIUTAPHUM JIeHKO30M abo
JKyBaHHS, Ta MaIIEHTIB 3 | Ip1OHOKIIITUHHOIO JTiM(OIUTaApHOIO
peLuIMBHUM/pePpaKkTepHUM XPOHIYHMM | JiMPOMOI0, £KI paHille He OTPUMYBAIU
TiMOIUTapHUM JIENKO30M abo | JIKyBaHHS, Ta MaIIEHTIB 3
peLUIMBHOIO/peppaKkTEepPHOIO peLuIMBHUM/pePpaKkTepHUM XPOHIYHUM
Jp1OHOKIIITUHHOIO TMGOIUTAPHOIO | TIM(POLUTAPHUM JeKo30M abo
TiM(pOMOI0» peuaAnBHOI/pedpaKkTEPHOIO
JP1IOHOKTITHHHOIO niMponuTapHOIO
JTiMPOMOIO»

[adopmaris mns mamienTa i popma inpopmosanoi 3rogm: MS2006622 0001 ®I3 mns 0OCHOBHOTO
JOCTiKeHHs, yacTuHa 2, g Ykpaiau, pemakiis 4.0 Big 09 mrotoro 2023 p. (MS200662_0001
[a6non ®I3, penakuis 10.0 Bix 08 mucronana 2022p.), yKpaiHCbKOIO, POCIHCHKOIO, aHTTIHCHKOIO
MOBaMHU

Howmep Ta nara nakazy MO3 npo Ne 1012 Bix 24.05.2021
MIPOBECHHS KJIIHIYHOTO

BUIIPOOYBaHHS




2 MPOJAOBKEHHS J10J1aTKa 2

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«®Da3a I/I1, mocmiKeHHS MEePIIOro 3aCTOCyBaHHs y roei npemapaty TL-895 3 eckanarieto 103u y
MAaIIEHTIB 3 pEeUIUBHUMH/pePpakTEpHUMU B-KIITHHHUMH 3JI0SKICHUMHU 3aXBOPIOBAaHHSAMH Ta 13
MOJAIBIINM 3aCTOCYBaHHAM Yy TAIl€HTIB 3 XPOHIYHUM JiMQPOUUTApHUM JIeiKo30oM abo
JTPIOHOKITITHHHOI JIIM(OIHUTAPHOIO JiM(OMOIO, SKI paHillle HE OTPUMYBAJIM JIKYBaHHS, Ta
NAIieHTIB 3  peUUAMBHUM/pepaKTepHUM XPOHIYHUM  JIM(OIMTApHUM  JIeHKO30M  abo
peruanBHOW/pedpakTEepHOIO IpiOHOKIITHHHO JiMdoruTapHoto JiMpomoro», MS200662 0001,
Bepcis 13.0 Bix Bix 02 yepBHsa 2022 poky

3asBHUK, KpaiHa

ToBapHrCTBO 3 0OMEKEHOIO BiAMOBITAIbHICTIO «MEI[HEPTC VKPATHA»

CnoHcop, kpaiHa

«Temioc @apma, [ak» [Telios Pharma, Inc.], CIIIA

Havanbuuk dapManeBTHYHOIO YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)



JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

Inentudikariist CyTTEBOI MOMPaBKU

BUINIPOOYBaHb»
15.07.2023 Ne 1276
3MiHa Ha3BH paHille 3aTBEPPKEHOT0 MICIsl MPOBEACHHS KJIIHIYHOTO BUNPOOYBaHHS:
BYJIO CTAJIO
K.M.H. Onekcuk O.T. K.M.H. Onekcuk O.T.
3akapnarcbka o0jacHa KiiHiuHA JikapHs iMeHi | KomyHanbHe HEKOMepIiiiHe MiANpHEMCTBO
Annpis HoBaka, BifyIiIeHHs €HIOKPHHOJIOTI, | «3akaprarcbka o0OJIacHa KJIIHIYHA JIIKapHS
M. Y3Kropon imerni  Amnapis  HoBaka»  3akapnarcbKoi

o0sacHO1 pajau, BIAAUICHHS C€HIOKPHUHOJIOTI,
M. YKropoja

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2006 Bix 02.10.2019

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta faTa

«/locnikeHHs BIUIMBY ceMariyTHAy Ha CepleBO-CYJUHHI YCKJIAQJAHEHHS Y MAalLli€HTIB 3 IYKPOBUM
miadetom 2-tro tumy (SOUL)», EX9924-4473, dinanena Bepcis 3.0, Big 17 mucromama 2020 p.

3asiBHUK, KpaiHa

TOB «Hoo Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S, Denmark

Havanbunk ®@apManeBTHYHOIO YIPaBJIIHHSA

Tapac JIAICKOBChKHI

(mmimmc)

(Bnacue im’st ITPI3BULIE)




Honatox 4

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
Vkpainu «IIpo 3arBepaKeHHS CYyTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KIIHIYHUX
BUINPOOYBAHbB

15.07.2023 Ne 1276

InenTudikaist CyTTEBOI MOMPABKU

Onosnenuii [Ipotokoun kiiHiunOro Bunpodysanus MOGO01, 3 iHKOPIIOPOBaHOIO MOMPABKOIO 2 Bij
14 OGepesns 2022 poky, OmnoBnenmii IIporoxon xkmiHiyHOro BUNpoOyBanHs MOGO01,
3 iHKOpHOpoBaHOIO nonpaBkoro 3 Bix 03 xoBTHsA 2022 poky; OHoBieHuil [IpoTOKON KIIHIYHOTO
BunpoOyBanHs MOGO001, 3 iHkopriopoBaHoto nonpaBkoro 4 Bix 17 6epe3ns 2023 poky; bpomrypa
nocmigauka s Po3anomnikcizymab Big 06 BepecHs 2022 poky; 3aimydeHHs 10JaTKOBUX BUPOOHHKIB
[Tname6o 10 qochiaKyBaHOTO JiKapchKoro 3aco0y Po3zaHomikcizymab, po3unH amns iHdy3ii, HaTpio
xnmopuay po3unH 0.9% (NaCl 0.9% w/v saline), a came: - B. Braun Melsungen AG, Himeuyuuna,
- B. Braun Medical Industries Sdn. Bhd, Manaiizis; Marepianu a1 namieHTiB: [Hpopmaris aist
narfienTa i popma iHpOpPMOBaHOT 3rOIM HA YYaCTh Y HAyKOBOMY KiliHiuHOMY fociikerni MOGOO01,
Mozenb Juist Ykpainu, Bepcist 4.0 Bix 20 kBiTHS 2023 poKy, YKpaiHChKOIO Ta POCIHCHKOI0 MOBaMU;
Iadopmartis ans manienTta Ta @opma iHGOPMOBAHOT 3roAM HA YIACTh Y TEHETUYHOMY JOCIIKECHHI,
Mozensb uig Ykpainu, Bepcis 2.0 Big 12 tpaBHs 2022 poky, YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
Iadopmarris Ta Dopma iHHOpPMOBaAHOT 3T0/IM HA MPOBEACHHS TECTY HA BariTHICTH Ta CIIOCTEPEKEHHS
3a nepedirom BariTHOCTI, MOAENb Ui YKpainu, Bepcist 2.0 Bia 12 tpaBus 2022 poky, yKpaiHCHKOIO
Ta pociiicbkoro mMoBamu; [loBimomiieHHs 3 MeTor 1HQOpMYyBaHHS Tpo AochimkeHHs cosMOG,
Bepcia 1.1 Big 02 rpynns 2022 poky, YKpaiHCBKOIO Ta pOCIHCBKOI MoBaMHu; Po3npyk 3micty
BeOcaiity MOGO01 Study Website UKR UKR/UKR RUS V1 29Jun22, Bepcis 1 Bix 29 uepBHs
2022 poky, ykpaiHCbkol Ta pociiicekkoro MoBamu; Kaprka MOGO001 Thank You Card
(Randomization) UKR UKR/ UKR RUS V1 19Nov21, Bepcis 1 Bix 19 nmucromanga 2021 poky,
yKpaiHChKOIO Ta pociiicbkkoro MoBamu; Kaptka MOGO01 Thank You Card (Screen
Failure) UKR UKR/ UKR RUS V1 19Nov21, Bepcis 1 Bigx 19 nwucromama 2021 poxky,
yKpaiHChKOIO ~ Ta  pociiickkoro  moBamu;  bpomypa  MOGOO01 Patient  Information
Brochure UKR UKR/ UKR RUS V1 19Nov21, Bepcis 1 Big 19 nucromama 2021 poky,
YKpaiHChKOIO Ta POCIHCBHKOIO MOBaMHU; OnuryBanbHUK
myUCB_Pex_CloseOut_31JUL2020_Ukrainian (Ukraine)/Russian (Russia) v1, Bepcis 1 Bix
31 gumas 2020 poky, yKpaiHCBKOIO Ta  poOCiiiCbKOIO  MoBaMH;  ONUTYBaJIbHUK
myUCB_Pex_Intro 31JUL2020 Ukrainian (Ukraine)/Russian (Russia) v1, Bepcis 1 Bix 31 numnus
2020 poky, yKpaiHCBKOIO Ta pociiichkoo MoBamu;,; OTIUTYBaTbHUK
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myUCB_Pex_Middle_31JUL2020_Ukrainian (Ukraine)/Russian (Russia) v1, Bepcis 1 Bix
31 mumnas 2020 poky, YKpaiHCBKOIO Ta POCIMCHKOIO MOBaMH; [HCTPYKIlis «YMOBH KOPHCTYBaHHS
BeO-caiitom» [UCB Website terms and conditions myUCB_Experience Survey final Ukrainian
(Ukraine)/Russia (Russian) v1], Bepcis 1, ykpaiHCBKOIO Ta pociiicbkoro moBamu, Inctpykiiss UCB
cosMOG (MOGO001) Patient Portal, Protocol Amd 3 (03-Oct-2022), Ukrainian/Russian v1.0, Bepcis
1.0 Big 29 G6epesns 2023 poky, [UCB cosMOG (MOGO001) Patient Portal Amd 3 29-Mar-2023 v1.0
Ukrainian/Russian], ykpaiHcbkor0 Ta  pociiickkoro MoBamu; KepiBuunrso  «Ilomitrka
KOH(IACHIIIITHOCTI CTOCOBHO KJIIHIYHOTO AOCBiAy mamieHTa Bed-caiity myUCB» [IloxiTuka momo
KoHpiAeHITIHHOCTI 1 ¢aimiB «cookien/ITonmuTrka KOHPUACHIIMATHPHOCTH M UCIIOJIB30BaHUs (aiIoB
cookie, Website Privacy Policy and Cookie Policy myUCB Pex_ FINAL_Ukrainian (Ukraine)/
Russian (Russia) vl], Bepcist 1, ykpalHChbKOIO Ta pociicbkOl0 MoBamu; JlucT-nepesnik maTepialiis,
K1 OyIyTh HajaHi rarjiearam VTS BUKOPHUCTAHHS
[MOGO001_PatientAppreciationltems_v1.0_03Nov2021], Bepcist 1 Bix 03 muctonama 2021 pokys;
KepiBanuro «Welcome to the Virtual Visit Site Guide», [Longboat Global Virtual Visits Guide
20200612 1.0 All Languages], Bepcis 1.0 Big 12 uepsust 2020 poky; 3MiHa Ha3BU MICIIS IPOBEICHHS
BUIIPOOYBaHHSI:

MICUXOHEBPOJIOTIYHA JiKapHs» TepHONIbChKOI
obnacHoOi paau, HeBposoriuHe BiaaineHHs Nel,
TepHOMIBCHKUNA  HAIIOHATBHUNA  MEIUYHUN
yHiBepcuter imeHi LS. T'opGaueBchkoro
MiHicTepcTBa OXOpOHM 3JI0pOB's  YKpaiHH,
kadeapa HepoJorii, M. TepHonisib

BVYJIO CTAJIO
JI.M.H., ipo¢. [lxkpodot C.1I. JI.M.H., ipo¢. [lIxkpodot C.1I.
KomynaneHe HexomepuiiiHe mianpuemctBo | KomyHanbHe HekomepliiiHe MIANPUEMCTBO
«TepHominbchKa oOnacHa KJIiHIuHA | « TepHOMmiIbChKa oOnacHa KJIHIYHA

MICUXOHEBPOJIOTIYHA JiKapHs» TepHONUIbChKOI
obnacHoOi paau, HeBposoriuHe BiaaiaeHHs Nel,
M. TepHominb

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 254 Bin 08.02.2022
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Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, mojBiitHe ciine, mianed0-KOHTPOILOBAHE, OAraTOEHTPOBE AOCTIKEHHS da3u 3
3 MPOJOBXKEHUM BIIKPUTHM IE€PIOJOM JKYyBaHHS ISl OIIHKH €()EKTUBHOCTI Ta OE€3MEYHOCTI
mpemapaTy po3aHOJIKCi3ymMad y JOpOCIMX 3  MIENIH-OJIrOICHAPOIIMTAPHUM  TIIIKOMPOTEiH
(MOG)-IgG-acomiiioBanum aemiemniHizyrounM 3axBoproBanasm», MOGO001, 3 monpaBkoo 1 Bix
07 BepecHs 2021 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHncop, kpaiHa

KOCibi biodapma EcApEmn, bensrist / UCB Biopharma SRL, Belgium

Havanbuuk dapManeBTHYHOI0 YIPABJIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacwue im’st [IPI3BULLE)




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

Onogiena Oporrypa JOCTiAHUKA HA AOCTIHKYBaHUH Jikapchkuid 3acio ypsarymad (MEDI4736)
BuganHs 18 Big 01 mucronama 2022 poky; OHoBieHa Opolrypa TOCITiTHUKA HA JOCITIKYBaHHHA
nikapcbkuid 3aci6 Onanapi6 (Olaparib), Buganns 22.0 Big 26 ciuns 2023 poxy; OHOBIESHUN pO3LT
2.3 «Clinical Study and Previous Human Experience Data» Jlocke npenapary nopisasaus (IMPD)
Olaparib, Bumanns 21 Bim 08 motoro 2023 poky; OHOBIEHI peKOMEHAAlil MO0 YCYHEHHS
TokcuyHOCTI 115t [lypBanmymaly ta TpemenimymaOy, Bepcis Big 28 sxoBtHs 2022 p.; [Hdopmartis mpo
nocuimkenHs ta @opma iHbopmoBaHoi 3roau ans gopociux, Bepcis 10.0 Bixg 10 kBitHa 2023 poky
aHTITIHCHKOI0 MOBOIO; [H(opManis mpo nociimkennas Ta @opma iHPOPMOBAHOT 3T0IU IS TOPOCIHX,
Bepcis 10.0 Bix 10 kBiTHS 2023 poky. IlepeknaneHo ykpaiHCcbkor0 MOBOKO Aiisi YKpainu 14 kBiTHsS
2023 p.; Indopmaris npo gocmimpkenHs Ta @opma iHHOpMOBaHOI 3roau A Topociux, Bepcis 10.0
Bix 10 kBitHs 2023 poky. [lepeknaaeno Ha pociiicbky MOBY 17151 Ykpainu 14 kBiTHs 2023 p.

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 727 Bin 04.04.2019

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBane, OaraToleHTpOBe, TOJIBIMHO ciine, MibKHapoaHe nochipkeHHs Il dasu s
BUBYECHHS €EKTUBHOCTI Ta 0€3MeYHOCTI KOMOIHOBAHOI Teparii JypBalymMaOoM 13 onamapioom y
MOPIBHSAHHI 3 MOHOTeparnieo JTypBaltyMaOoM y SKOCTI HiATPUMYBaJIbHOI Teparii y Malli€HTiB 3
HEeApIOHOKIITUHHUM pakoM JiereHiB IV crafii, siki OTpUMyBaJIM TEpamilo MEepIIoi JiHIi, B SKUX
XBOpo0Oa He mporpecyBaja Mmicis CTaHAAPTHOT XiMioTeparii MpernapaTroM IUIaTHHY 3 TypBatyMaOoM
(mocnimxerast ORION)», D9102C00001, Bepcis 5.0 Big 09 rpyans 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 obOmexeHoro BiamoBiganpHicTIO «JIABKOPIT KJIIHIKAJI JAEBEJIOIIMEHT
YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, IlIBermis

Havanbuuk @apManeBTHYHOI0 YIPABIiHHSA Tapac JISICKOBCHKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

OHoOBIEHUH MTPOTOKOJ KIIiHIYHOTO BUNpoOyBaHHs M16-191, Bepcis 7.0 Bix 23 6epesns 2023 poky;
Iadopmarnis mma mamieHTa Ta iH(QOpMOBaHA 3roja Ha ydYacTb y HAayKOBOMY JOCIHIKEHHI Ta
HEO0OOB’SI3KOBOMY JOCTIKeHH], Bepcis 6.0 s Ykpainu Big 19 kBitHs 2023 poky, YKpaiHCBKOIO Ta
POCICEKOI0 MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2237 Bix 18.10.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane MmojBiiiHE ciine Mane00-KOHTPOIBOBAHE JOCTIDKEHHS 3 (a3u 3 BUBYCHHS
HABITOKJIAKCY B IMOEJHAHHI 3 PYKCOJNITHHIOOM TMOPIBHSHO 3 PYKCONITUHIOOM Yy TMAlli€HTIB 13
Mienodiopo3zom (TRANSFORM-1)», M16-191, Bepcis 6.0 Big 31 6epe3nst 2022 poky

3asiBHUK, KpaiHa

«E060Bi biodapmackrorikans3 'm6X», [lBeiinapis

Cnoncop, kpaiHa

«E00BI Ink», CIIIA / AbbVie Inc., USA

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii mporokona 3 [Tompaskoro 3 Bix 09.02.2023 p.; bpomrypa mociigauka CINJ-67652000
(niraparib/abiraterone acetate fixed-dose combination), Buganus 3 Bix 11.08.2022 p.; Bpomypa
nocmigauka CINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), Bumanus 4 Big
04.01.2023 p.; Iadopmamis mis mamieata ta @dopma iHdopmoBaHoi 3rogum — IIpoTokon
67652000PCR3002, Bepcis 7.0 ykpaincbkoro MoBoto it Ykpainu Bif 05.05.2023 p.; Indopmaris
mis namienta ta ®opma iHpopmoBanoi 3rogu — Ilporoxon 67652000PCR3002, Bepcis 7.0
pociiicbkoro MoBow nans Ykpainu Big 05.05.2023 p.; 3pasok MapKyBaHHS JIOCIIKYBaHOTO
aikapcekoro 3aco0y Hipamapu6, 100 wmr, kamcymm; 3pa3ok MapKyBaHHS JOCIiIKYBaHOTO
nikapcekoro 3acody CINJ67652000 (G010), dikcoBana kom6Ginaris no3u 100/500 mr, Tabnetku
BKpUTI  000JIOHKOIO;  3pa3oK  MapKyBaHHS  JIOCI/DKYBaHOTO  JIKapChKOTO  3acoly
Abiparepona Anerar, 250 mr, TabieTku; 3pa3oKk MapKyBaHHS AOCIIIXKYBaHOTO JIIKAPCHKOTO 3ac00y
CINJ67652000 (G009), dixcoBana xombiHais mo3u 50/500 mr, TabIeTKH BKPHUTI 0OOJOHKOIO;
3MiHa Ha3BHU MiCLlb POBEICHHSI KJIIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO

I.M.H., po¢. Craxoscbkuii E.O. JI.M.H., mpo¢. Craxoscbkuii E.O.

HamjonaneHuit  1HCTUTYT pakKy, HayKoBo- | [lepaBHe  HEKOMeEpILiiiHE  HIANPUEMCTBO
IOCHiHE BITIIEHHS MIaCTUYHOT Ta | «HamioHanpbHUI 1HCTUTYT paky», HAyKOBO-

PEKOHCTPYKTUBHOI OHKOYpoJiorii, M. Kuis JTOCITIJTHE BIIJIIJIEHHS ~ TUIACTMYHOI  Ta
PEKOHCTPYKTUBHOI OHKOYpoJorii, M. Kuis

nupekrop [Tapamonos B.B. nupexrop [Tapamonos B.B.

KomyHnanbHe HekomepiiiiHe mianpueMcTBo | KomyHanbHe HeKoOMepIiiiHe MiANPHEMCTBO
«Hepkacbkui oOnacHHi OHKOJIOTTYHMH | « KIIHIYHUI LEHTp OHKOJIOTi, IeMaToJIorii,
mucriancep  Yepkacbkoi  00JacHOT  paauW», | TPAHCIUIAHTOJIONI] Ta MaJilaTUBHOI JIOTOMOTH
Ob6nacHuit LEHTP mactuyHoi | Yepkacbkoi o0iacHoi paan», OGnacHUN LEHTp
PEKOHCTPYKTHUBHOL Ta MaJIOIHBa3UBHOI | IUIACTUYHOI, PEKOHCTPYKTHBHOI Ta

OHKOYpoJorii, M. Yepkacu MaJIOiHBa3UBHOI OHKOYpoJorii, M. Yepkacu




MIPOJIOBXKEHHS JJ0/1aTKa 7

npod., n.m.H. Cakano B.C.

KomyHanbHe HeKoMepIiiiHe MiANPHEMCTBO
«KuiBChKHI MICBKHI KITIHIYHHH OHKOJIOTIYHUN
LIEHTP» BHUKOHaB4Yoro oprany KwuiBcbkoi
Micbkoi pamu (KuiBchbkoi MiChKOT1 JepKaBHOI
aaMiHicTparii), yposioriune Bimminenns, Y
«uctutyT yponorii HAMH Vkpainny, Bigain
OHKOYpoJorii, M. Kuis

mpod., n.m.H. Cakano B.C.

KomyHanbHe HeKoOMepIiiiHe MiANPHEMCTBO
«KuiBchKMii MICHKHI KIITHIYHUN OHKOJIOTTYHUHN
LIEHTP» BHUKOHAaBUOro oprany KwuiBcbkoi
Micbkoi pamu (KuiBchbkoi MiChKOI JeprKaBHOI
aJMiHICcTparii), ypOJIOTiuHE BIOIIIEHHS,
JepxaBHa ycTaHoBa «IHCTUTYT ypoJorii iMeHi
akagemika O.D. BosianoBa HarmioHansHOT
akazieMii MeIMYHUX HayK YKpaiHu», BiIALI
OHKOYpoJorii, M. Kui

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUITPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, mIaneb0-KOHTPOJIBOBAHE, IOJBIHHE CIiNe KIIHIYHE IOCHIKCHHS 3 (dasm
npernapaty Hipanmapu0 B komOiHarii 3 abipaTepoHa aleTraToM Ta MPEAHI30HOM y TOPIBHSAHHI 3
abiparepoHa areTaToM Ta MPEIHI30HOM IS JIIKYBaHHS TMAlll€HTIB 3 METACTaTUYHUM KacTpaT-
Yy TJIMBUM pakoM nepeamixyponoi 3ain03u (mCSPC) 31 MIKiIMBOIO TepMiHAIbHO a00 COMAaTHUHOIO
MyTalll€l0 TeHiB, 110 BIAMOBIAAIOTH 3a pernapaiiio HuiaxoM romosoriyHoi pekoM6OiHaiii (HRR)»,
67652000PCR3002, 3 ITonpaskoto 2 Big 25.10.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMANEBTHUKA HB», benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

Havanbunk ®@apManeBTHYHOIO YIPaBJIIHHSA

Tapac JIAICKOBChKHI

(Tigmmc)

(Bnacue im’st ITPI3BUILE)




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

OHoBIEHUN MPOTOKOJI KJiHIYHOTO BHUIpoOyBaHHs (4221016, ocraTouHa Bepcis MPOTOKOIY,
[TonpaBka 4 Bixg 14 mrotoro 2023 poky, aHTIIHCHKOIO MOBOK; CTOpiHKA MIiANMKUCY MPOTOKOITY
C4221016 3 mompaskoro 4, mianucaHa croHcopom 14 mrororo 2023 poky, aHTIIHCHKO MOBOIO;
Cunoricuc mpotokoiy KiiHigHoro mociimkenHs C4221016 3 iHKOPIIOPOBaHOIO MOIMPABKOIO 4 Bij
14 mrororo 2023 poky, aHrmiicbkor MOBOIO; CHHOIICHC MPOTOKOMY KIIHIYHOTO JOCIIIKEHHS
C4221016 3 iHKOpHIOpOBaHOIO TTOTPaBKoro 4 Big 14 motoro 2023 poky, yKpaiHCBKOK MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PaniomizoBaHe MojBiiHE cline JociipKeHHs ¢a3u 3 enkopadeniOy Ta OiHIMETIHIOY B TIO€qHAHHI
3 eMOpoJizyMaboM y MOpIBHSIHHI A0 Mmianedo B MOEAHAHHI 3 MEeMOPOIi3yMabOM y Malli€HTIB i3
MEeTacTaTUYHOIO a00 HeonepadbeTbHO MICIIEBO MOITUPEHOIO MEJTAHOMOTO, TO3UTHBHOIO JI0 MyTaIlii
BRAF V600E/K», C4221016, octarouna Bepcist mpotokoay, ITonpaska 3 Bixg 08 yepBHs 2022 poky

3asiBHUK, KpaiHa

[aiizep Iuk., CIIA

CnoHcop, KpaiHa

[¢aiizep Iuk., CIIIA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISL IPOBEACHHS BUIPOOYBaHHS:
BYJIO CTAJIO
KepiBHUK LIeHTpY JpoboTtenko B.1. 3aB. Bij. JIpo6orenko B.I.
Komynanene Hekomepiiiine mianpueMcTBo | KomyHanbHe HEKOMEpIiiiHE MiANPHEMCTBO
«Yepkacbka obOmnacHa ikapHsa Yepkacbkoi | «II'stuii  Yepkachbkuidi ~ MICBKHUH  IIEHT]
o0macHOi panuy, 00JIaCHHA HEHTP MIarHOCTUKU | IEPBUHHOI MEIMKO-CaHITApHOI JTOTTIOMOTH»,

Ta JIIKYBaHHS PO3CISTHOTO CKJEpo3y Ha 0asl
HEBPOJIOTIYHOTO BiaaineHHs, M. Yepkacu

KIIIHIYHE BiJAUICHHS BiIHOBHOTO JIIKYBaHHS Ta
HeiipopeaOinitanii 3 LleHTpoMm po3cisiHOTO
CKJIEpO3Y Ta BIAIIIIOM KJIIHIYHUX BUIIPOOYBaHb,
M. Yepkacu

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Hasga kniHiyHOTO BUNPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«bararonieHTpoBe, paHIOMi30BaHe, MOJBIHHE CIlille, KOHTPOJIbOBaHe aociikeHHs ¢a3u IIb ms
OIIHKM €()EeKTUBHOCTI, 0€31MeuHOCT] Ta (hapMaKOKIHETUKU BUIUX 703 OKpelIi3ymMady y AOPOCIUX 3
NIEPBUHHUM NIPOTPECYIOYUM PO3CISIHUM ckiepo3om», BN42083, Bepcis 3 Big 28 xoBTHs 2021 p.

3asiBHUK, KpaiHa

ToBapucTso 3 06MexkeH010 BianoBiganbHICTIO «Pomn Ykpainay

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Powr Jita, [seiuapis

Havanbunk ®@apmManeBTHYHOI0 YNPaBJIiHHA

Tapac JSICKOBCbKHUI

(i gmc)

(Bnacue im’st [TPI3BULILE)




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

Onogneni po3aium Jlocke mociimkyBaHOTro Jikapcbkoro 3aco0y LY3527723, Bepcis Bia KBITHS
2023 poky: S.4.1 «Crenudikarii», S.5 «CtanaapTHUii 3pa3ok a0o mMatepianm», S.7 « CTablIbHICTEY;
P.3.1 «Bupobuumku», P.8 «CTabuUIbHICTE», aHTIIIMCHKOIO MOBOIO; IIOAOBXKEHHS TEpMiHY
MPUIATHOCTI JOCTIKYBAHOTO JIiKapchkoro 3aco0y LY3527723, xamcynu mis TepopalbHOTO
3aCTOCYBaHHS, 110 48 MicsI1iB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1265 Big 23.06.2021
Ne 1360 Bix 10.06.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«LIBRETTO 432: ITnane60-KOHTPOJbOBAaHE MOJIBIMHE CiIiNle paHAOMI30BaHe TOCITIKeHHS 3 da3u
JUTSL OLIIHKH aJ]’ FOBAaHTHOI Tepartii ceNmepKaTuHIOOM ITicis paJuKalibHOI JJOKOpErioHapHOi Tepartii y
TAIIE€HTIB 3 HEAPIOHOKIITUHHUM pakoMm JiereHi cranaii IB—IITA 3 HasBHicTio riopuanoro reHa RET»,
J2G-MC-JZJX, Bepcis 3 monpaskoro () Bix 03 cepmas 2022 poky;

«LIBRETTO-431: baratouenTtpoBe, panaoMizoBane, Biakpute pociimkenns 11 ¢a3u mopiBHsIHHS
tepamnii npenapatom Cenmnepkaridio 3 Tepari€ro mpernaparaMi Ha OCHOBI MOXIAHUX TUIATUHU B
MO€THAHHI 3 IeMeTpeKceIoM B abo 6e3 koMOiHalil 3 mpuitoMoM nemMopostizymada B IKOCTI MepIoi
JIHIT JIIKYBaHHS MOLIMPEHOI0 Y METACTa3ylouyoro HeApiOHOKIITUHHOTO paKy JIEreHl 3 HasBHICTIO
riopunHoro rena RET», J2G-MC-JZJC, Bepcis 3 iHKOpmopoBaHOw momnpaBkoo (d) Bifg
18 nucronana 2020 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, [lBeitapis

Cnoncop, kpaiHa

Emi Jlimm enn Kommani, CIIA / Eli Lilly and Company, USA

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

301IbIIeHHS KUTBKOCTI AOCTiKyBaHMX B YKpaiHi 3 13 go 25 oci6; 3MiHa BiJIOBiIaIbHOTO

JIOCJII HUKA'

bYJIO

CTAJIO

n.M.H. Bimacos O.0.

Komynanene mnianpuemctBo «PerioHanbHU
MEIUYHUN  I[EHTP POJMHHOTO  3JI0POB’SD»
JIHITpONETPOBCHKOT obnacHo1 paamn»,
BiJUTIJIEHHSA IHTEHCUBHOT Teparii
HOBOHAPOJI)KEHHX 3 BUI3HOIO HEOHATOJIOTTYHOIO
Opuraznoro, M. JIHirmpo

k.M.H. Kamycrina O.I".

Komynanene mnianpuemctBo «PerioHanbHUN
MEIUYHUN  I[EHTP POJMHHOTO  3JI0POB’S»
JIHIpOoneTpOBCHKOT obnacHo1 paam»,
BiJUTIIEHHSA IHTEHCUBHOT Teparii
HOBOHAPOJ[KEHHX 3 BUI3HOIO HEOHATOJIOTTYHOIO
Opuraznoro, M. JIHirmpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 893 Bin 15.04.2020

Hasga kiiHiYHOTO BUNPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«Binkpute OaratoueHTpoBe KIiHIYHE HociikeHHA | ¢a3u 6e3 rpynu MOpPIBHSIHHA Ui OLIIHKH
0e3neKu, MepeHocuMocTi Ta papMakoKiHeTHKHU LedTrono3zany/tazodbakramy (MK-7625A) y niteit 3
HO30KOMiaJIbHOO THEBMOHI€10», MK-7625A-036 , 3 inkopriopoBaHoto nonpaskoro 02 Bix 12 rpyiHs

2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBiganbHicTI0O «MCJI Ykpaina»

Cnoncop, kpaiHa

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

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA

Tapac JIAICKOBChKHI

(migrmc)

(Bnacue im’st [IPI3BUILE)




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon kminiuHoro BumpoOyBanHs DF-006-1001, Bepcis 8.0 Bim 25 TpaBHs 2023 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 939 Bix 23.05.2023

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«IlonBifine ciine, paHIOMi30BaHE, IUIANEOO-KOHTPOIBOBAHE MOCHIKCHHS | ¢asu 3 meprmm
3aCTOCYBaHHSM MepopanbHOro npemnapary DF-006 y nrozaei s oiHKy 0e3MekH, IepeHOCUMOCTI 1
(apMaKOKIHETHKH IIICIA NEPOPATBHOTO MPHAOMY OIHOKPATHOI M03M 1 0OaraTOKpaTHUX 03
npernapaty DF-006 y 3mopoBux oci6 (Yactuna 1 1 Yactuna 2) Ta y MaIi€eHTIB 3 XPOHIYHUM
rematutoM B (Yactuna 3)», DF-006-1001, Bepcis 7.0 Big 01 6epe3nst 2023 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

WxenssH o FOaup baitorexnomomxi JIta. (Takoxk BigoMa sk kommnadig «/lpar ®@apmy»), Kurait
/Zhejiang Yao Yuan Biotechnology Ltd. (also known as Drug Farm), China

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHWI

(migmmc) (Bnacue im’st [TIPI3BUILE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 No 1276
InenTudikariis cyTTeBoi monpaBku | 3MiHa MICISl IPOBEACHHSI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO

n.m.H. Kansoyc O.1. JI.M.H., pod., 3aB. kadeapu Kanpodyc O.1.
Komynanphe miAnpueMcTBO | BimokpemiaeHnii  CTPYKTYpHHH  TiAPO3MALT
«JlninpornerpoBcbka o0acHa KIiHIYHA JIIKapHS | « YHIBEpCUTETChKa KIiHIKa» JIHIIPOBCHKOIO
iMm. LI MeunukoBay JIHIIPONETPOBCHKOI | AEPKABHOTO MEJUYHOTO YHIBEpCHUTETY,
obnacHOi paaw», BiaaiaeHHs Heposorii Nel, | BimmiieHHS HEBPOJIOTIi, JIHITTPOBCHKHIA

JIHINpOBCHKHIA JIepKaBHUI MeIUIHUN
yHIBepcUTeT, Kadeapa HeBpouiorii, M. JIHinmpo

JepKaBHUN MEIVYHUN yHIBEPCUTET, Kadeapa
HeBpouiorii, M. JIHinmpo

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBaHHS

Ne 1118 Bix 28.06.2022

Ha3Ba kiiHiuHOrO BUNPOOYBaHHS,
KOJ1, Bepcis Ta jara

«baratolieHTpoBe, TPOCTE, BIIKPUTE,

pO3IIUpEeHe JOAATKOBE JOCHIDKEHHS [JISl  OI[IHKHU

JIOBFOCTPOKOBOI 0€3MeUHOCTI Ta €(EeKTUBHOCTI OKpeni3yMaldy y Halli€HTIB 3 pO3CISTHUM CKIIEPO30M»,

MN43964, Bepcis | Bix 25 aucronaaa 2021 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EMHOIO 1IHBECTHUIIIEIO «AVK’TOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

«®. XOODDPMAHH-JI POIL JIT Iy, lsetinapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

Havanbunk ®apmManeBTHYHOIO YIPaBJIiHHSA

Tapac JSICKOBCbKHUI

(mmimrmic)

(Bnacue im’st ITPI3BULIE)




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
15.07.2023 Ne 1276

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocninnuka, Buganus 8 Big 20 kBiTHs 2023 poKy, aHTIIIHCEKOK MOBOIO; 3MiHA HA3BH MICIIS

MIPOBEICHHS BUIPOOYBaHHS:

bYJIO CTAJIO
nikap CinenpHikoB [.B. nikap CinenbHikoB [.B.
Komynanbne mignpuemctBo «BomuHebkuii | KomyHanbHe — mianpuemctBo — «BonuHCbka
o0nacHUl ~MEOWYHUN IEHTpP OHKOJIOTi» | oOjacHa KiiHIYHA JiKapHsS» BommHChKOI
Bonuncbkoi  obmacHOi pamu, OHKoJIOTidHE | oOmacHOi pamu, OOnacHUN METUYHHN IEHTP
ximMioTepaneBTHYHE BiAieHHS, M. JIyIbK OHKOJIOT1i, OHKOJIOTIYHE XiMiOTE€paIeBTUYHE
BiTIIeHHS, M. JIyIIbK

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2243 Bix 05.10.2020

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«ocmimkennss ¢a3m 2 3acrocyBanHs mnpemnapaty INCBO086550 (imribitopa PD-L1

JUIS

NepOpaIbHOTO MPUIOMY) B YYAaCHHKIB JOCHIIPKEHHS 13 BHOpAaHMMHU COJITHUMHU ITyXJIMHAMH, IO
paHilie He OTPUMYBAJH JIIKYBaHHS iHT10iITOpaMy IMyHHHX KOHTPOJIBHUX TOY0K», INCB 86550-203,
Bepcid 2 3 iHKoprnopoBaHoto nompaskoro 1 Bij 08 6epesns 2021 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpainay

CnoHcop, KpaiHa

Incyte Corporation, United States

Havanbunk ®@apmManeBTHYHOI0 YNPaBJIiHHA

Tapac JSICKOBCbKHUI

(i gmc)

(Bnacue im’st [IPI3BUILE)




