Aoparok

«Mepenik cyTTeEBMX NOMPAaBOK A0 NPOTOKOJIIB KMiHIYUHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHi HTP
Ne 24 Big 13.07.2023, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. MpoTokon KniHiyHoro aocnimkeHHs I3Y-MC-JPCF 3 iHkopnopoBaHoto nonpagekoto (f) Big 07 6epesHsa
2023 poKy, aHIMiNCbKOK MOBOIO; 3MiHa Ha3BU MicUub MPOBEAEHHA K/iHIYHOrO BUMPOGYBaHHSA [0
MPOTOKOY KNiHIYHOro BUNpobysaHHA «MonarchE: PaHgomizoBaHe, Bigkpute gocnigpkeHHs Il dpasm Tepanii
aGemauikniéom B kOMGIHaL,i 3i CTaHAAPTHOI af't0BaHTHOK rOPMOHOTEpPAniE B NOPIBHSAHHI 3i CTaHAAPTHOH
a'toBaHTHOK TOPMOH&/IbHOK MOHOTepanielo y nauieHTiB i3 Mo4YaTKOBOK CTaZi€eld rOpMOH-peLenTop-
NO3UTWMBHOIO, 3 HEFATUBHUM PELLENTOPHMM CTaTyCOM JIIOACHKOro enigepmasibHoro doaktopa pocTy 2-ro tmny,
naxBoBUX NiMaTMUHNX BY3/1iB MO3UTMBHOIO paKky MOJIOYHOT 3a/103M BUCOKOTO PU3NKY», KOA, AOCIMKEHHS I13Y-
MC-JPCF, 3 iHkopriopoBaHoto nonpaskoto (d) Big 25 yepBHsa 2019 poky; cnoHcop - Eni Mlinni eHg Komnai,
CWA

3asaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

BYNO CTANIO
O.M.H., npod. BoHpapeHko |.M. 4.M.H., npody. BoHpapeHko .M.
KomyHanbHuii  3aknag «[HinponeTpoBcbKa | KOMyHaslbHe  HeKoMmepuiiiHe  MiANPUEMCTBO
MicbKa 6araTonpodisibHa KniHiuHa nikapHA Ned» | «Micbka KiiHiYHa nikapHA Ned» [OHiNPOBCBLKOI

AHinponeTpoBCbLKOi o6nacHol pagu», | MiCbKOi pagu, XximiotepaneBTUYHe BigAineHHA 3
BiaggineHHa ximiotepanii, [epXaBHuUii 3aknag | AeHHUM cTauioHapom, JHinpoBcbKuii
«[HinponeTpoBCLKa MeguyHa akagemis | AgepxaBHMA MeAWYHMIA YHiBepcuTteT, kadeapa

MiHicTepcTBa OXOpPOHU 3A0POB’A  YKpaiHW», | OHKOJIONT Ta MegnyHoI pagionorii, M. JHinpo
Katbegpa OHKoOMOri Ta MeAuMYHOT  pajionorii,

M. [HINpo
K.M.H. Agamuyk I".A. 3aB. Bif., K.M.H. Agamuyk . A.
KomyHanbHui 3aknap, «KpuBopisbKknii | KomyHanbHe nignpueMctBo «KpuBopisbkuii

OHKOJIOTiYHUiA gucnaHcep» [HiNponeTpoBCbLKOI | OHKOMOriYHUIA gucnaHcep» OHiNponeTpoBCbLKOI
o6nacHol pagu», ximioTepaneBTUYHe BigAiNeHHs, | 0GMacHOI pagu», XimioTepaneBTUYHE BiAAiNEHHS,
M. Kpusuia Pir M. Kpmeuia Pir

2. bpouwypa gocnigHuka Onanapu6 (Olaparib) (AZD2281, KU-0059436), BupgaHHsa 22.0 Big 26 ciuHna 2023
POKy, aHrnificbkoo mMoBoO10; YKpaiHa, MK-7339-008, [lonoBHEeHHA A0 iHhopmauii Ta JOKYMEHTY Npo
iHhopMoBaHy 3rogy ANns nauieHTa Ans NikyBaHHs Micns nporpecyBaHHs XBopoo6wu, Bepcia 00 Big 27
notoro 2023 poky, yKpaiHCbKOI0 MOBOI; 3MiHa BignoBiganbHOro AocnigHuka; 3MiHa Ha3B Micub
NpoBeAEeHHA K/iHIYHOro BMNPOGYBaHHA 40 MPOTOKOY K/iHIYHOrO BMNpobyBaHHsA «JocnigpkeHHs Il hasn
4N nemoponizymaby y komGiHauii 3 kapbonnatuHom / TakcaHoM (nmakniTakcesn abo Hab-nakniTakcen) 3
nogasniblUMM BBEAEHHAM NemMoposiisymatdy y KoMOiHaLii 3 NigTpuMyoumMM AiKyBaHHSIM oflanapnoom abo 6e3
HbOro B SIKOCTi Tepanii nepLoi AiHii y nauieHTiB i3 MeTacTaTUd4HUM MAOCKOKAITUHHUM HEeAPIOHOKAITUHHM
pakom nereHis (HOKP)», kog gocnigxeHHs MK-7339-008, 3 iHkoprnopoBaHoto nonpaskoto 06 Big 09 BepecHs
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBifanbHicTio «MC/L YkpaiHa»

BYNO CTANO
K.M.H. TpyxiH A.B. nikap KpacHorpypgb 0.C.
KomyHanbHa yctaHoBa «Opecbkuii o6nacHuii | KomyHanbHe  HekomepuiliHe  nigNPUEMCTBO
OHKOJIOTIYHUIA AucCnaHcep», cTalioHap AeHHOro | «Opecbkuid perioHasIbHWIA KNiHiYHNA
nepeGyBaHHs AVCnaHCepPHO-MOJIIKMIHIYHOrO | MPOTUNYX/IMHHUIA UeHTp» OpecbKoi 06sacHOi
BigaineHHa, m. Ogeca pagm, BigaineHHA ximiotepanii, M. Ogeca
O.M.H., npod. KpuxaHiBcbka A.€. O.M.H., npody. KpmxaHiscbka A.€.

KomyHanbHwuii 3aknapg «Mpukapnarcbknii | KomyHasibHe  HeKOMepuiiiHe  nigNPMeEMCTBO
KNiHIYHUA OHKONOFiYHUI UeHTp», Il XipypriuHe | «MpuKkapnaTCbKUA  KNiHIYHWMIA  OHKOJMOTiYHUIA
BigAineHHa, JepXaBHUiA BUWMIi HaB4YasibHUI | LEeHTP IBaHO-PpaHKIBCbKOI 06/s1aCHOI pagu»,
3aknapg «lBaHO-®paHKIBCbKUIA HauiOHanbHUIA | XipypriduHe BigaineHHA Ne2, IBaHO-PpaHKiBCbKWA
MeOuYHUIA yHiBepcuTeT», Kadieapa OHKONOril, | HauioHa/IbHUIA MegUUYHMI YHiBepcuTeT, kadeapa

M.|BaHO-PpaHKiBCbK OHKOAOrii, M. IBaHO-®paHKiBCbK

3aB. Big. Bolitko H.J. 3aB. Big. Bowitko H.J1.

KuiBcbKuii MicbKuii KNiHIYHMIA OHKoOMoOriyHWiA | KOMyHanbHe  HeKkomepuiliHe  NignpPUEMCTBO

LeHTp, BigaineHHAa ximiotepanii Ne2, M. Knis «KniBCbKnii MicbKuii KNiHIYHMIA OHKONOFIYHUIA
LeHTp» BMKOHaBYOro opraHy KniBCbKoi MiCbKOi
pagu (KuiBcbKoi MiCbKOi AepxasHol




aamiHicTpauii), ximioTrepaneBTUUHE BigAiNeHHA
Ne 2, M. KniB

O.M.H., npodh. FoTbKo €.C. O.M.H., npogp. FoTbKo €.C.

LieHTpasibHa MicbKa KniHiYHa JlikapHsa, Micbkuii | KOMyHanbHe  HeKkomepuiliHe  nigNPUEMCTBO
OHKOJMIOTFiYHUIA  UeHTp, [lepxaBHuii  BULWMIA | «LleHTpasibHa  MiCbKa  K/iHiYHA  nikapHA»
HaBYasIbHWI 3aKnag «Y>XropoACbKWil HaLiOHa/TbHUIA | Y)XXKTOPOACBLKOI  MIiCbKOi  pagu, TepaneBTUYHE
yHiBepcuTeT», Kadlegpa OHKOJMOrii Ta pagiosiorii | BigAineHHA, [epXaBHUA BUWMA  HaBYa/IbHWIA

hakynbTeTy nicnagMnIoOMHoOT OCBITU Ta | 3aknag «Y)XXKropoACbKuii HauiOHa/TbHWA
[OYHIBEPCUTETCHKOT NiArOTOBKU, M. YXXropog, yHiBepcuTeT», kadpegpa OHkosorii Ta pagionorii
hakynoTeTy nicNAANNAOMHOI OCBITU Ta

[OYHIBEPCUTETCBLKOT NiAroTOBKX, M. Y)Xropof,

3. MoaoBXeHHsA TepMiHy MNpoBeAeHHA K/iHIYHOro BUNPOOYBaHHA B YKpaiHi go 30.03.2025 p.;
36inblUeHHA 3an/1aHOBaHOI KiNIbKOCTI NauieHTiB, Wo 6yAyTb 3alydaTUCA Y KiHiuHe BUNPOOyBaHHA B
YKpaiHi, 3 50 go 80 oci6; Bpowypa gocnigHuka TaBanagoH (Tavapadon) Bepcis 4.0 Big 30 )XoBTHA 2022
p., aHrnificbkolo MoBOIO; JOCbLE AOCAiMKYBaHOro nikapcbKoro 3aco6y TaBanagoH (Tavapadon) Ta
nnaue6o, Bepcia 4.0 Big 02 nuctonaga 2022 p., aHrNiAiCbKOIO MOBOK [0 MPOTOKOMY KAiHIYHOrO
BUNpoOyBaHHA «58-TxHeBe BigkpuTe fdocnifpkeHHa TaBanafoHy Yy MauieHTiB 3 xBopob6ow [lapkiHCoHa
(mocnipxkeHHa TEMPO-4)», koa gocnigxeHHss CVL-751-PD-004, sepcis 4.0 Big 03 BepecHsa 2021 p.; cnoHcop -
Cepesen Tepan'toTike, JIIC, CLUA [Cerevel Therapeutics, LLC, USA]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

4. OHOBIEHUIA MPOTOKO/ K/iHIYHOro BUNpoo6yBaHHs M14-465 3 iHKopnopoBaHUMU AAMiHICTpaTUBHUMU
3minamu 1, 2, 3i 4 Ta Monpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6, 7 Ta 8 Big 10 KBiTHA 2023
POKY A0 NPOTOKO/Y KMiHIYHOro BUNpobyBaHHA «PaHAomi3oBaHe, noagiliHe chine gocnigpkeHHs, Il cpasn, ans
NOpPIBHAHHA Mpenapaty YnapgauyutuHio (ABT-494) 3 nnaue6o Ta 3 ajaniMymabom, y nauieHTiB 3
cepeaHbOTSXKOK abo TAXKOK hopMamy akTUBHOITO PEBMATOILAHOIO apTpuTy, WO OTPUMYIKOTb CTabifibHY
6a3vcHy Tepanilo MeToTpeKcaToM Ta He AOCAr/IM afeKBaTHOI BiANoBiAi Ha Hel», koA focnigpkeHHa M14-465, 3
iHKopnoposaHot AaMiHicTpaTueHoto 3MiHowo 1 1a MNonpaskamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4, 4.03, 5, 6
Ta 7 Big 20 nuctonaga 2020 poky; crnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikan3 TM6X», LLseliLapisa

5. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3Bu Micus NpoBeAeHHA BUNPOOGYBAaHHA [0 NPOTOKOY
KniHiYHOro BMNpobyBaHHs «oggiliHe cnine gocnimkeHHs Il dhasu, Wwo npoBoANTLCA B ABOX Fpynax Ansi OLUiHKK
6e3nekn Ta ecpekTMBHOCTI neMoponizymady (MK-3475) y nopiBHsHHI 3 nauebo B AKOCTI aa’toBaHTHOT Tepanil
Yy YYacCHUKIB i3 renaToLentoniipHO KapLUHOMOK Ta MOBHOK PafioforivyHo Bignosigaw nicns XipypridHoi
pesekuii a6o nokanbHoi abnauii (KEYNOTE-937)», koa pocnimkeHHs MK-3475-937, 3 iHKOpNopoBaHoo
nonpaskoto 08 Big 08 rpyaHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasibHicTI0 «MC/L YkpaiHa»

BYNO CTAJIO
K.M.H. TpyxiH A.B. nikap KpacHorpyab HO. C.
KomyHasibHe HekomepLiiHe nignNpMeMcTBO | KoMmyHanbHe HekomepLiiHe NigNPMEMCTBO
«OpecbKuii perioHasIbHWiA KNiHIYHMIA | «OpecbKuit perioHasIbHWiA KNIHIYHWI
NPOTUNYX/INHHWIA LEeHTP» Ofecbkoi 061acHOl paau, | NPOTUNYX/IVHHWUIA — LeHTp»  Ogecbkoi  06nacHoi
BiaAiNeHHs ximioTepanii, M. Ogeca pagw», BigaineHHs ximiotepanii, M. Ogeca

BYNO CTA/O
K.M.H. OcTaneHko [O.B. K.M.H. OcTtaneHko tO.B.
KniHika  HauioHanbHOro iHCTUTYTY  paky, | JepxaBHe HeKomepLuiliHe niagNnpMemMcTBO
BiAAiNIeHHS MasoiHBa3MBHOI Ta  €HAO0CKOMiYHOI | «HauioHa/IbHMIA IHCTUTYT paky», BiffiNeHHs
Xipyprii, IHTepBeHLjiHOT pagionorii, M. Kuis MasioiHBa3MBHOI  Ta  eHAOoCKOMiYyHOI  Xipypril,

iHTepBeHLUiHOT pagionorii, m. Kuis

6. OHOBNEeHWiT NPOTOKO KNiHIYHOro BUNpoGyBaHHSA, Bepcis 3.0 Biag 04 kBiTHA 2023 poKy aHIiliCbKOKO
MoBOI0; IH(hbopMauis npo gocnimxkeHHs Ta hopma iH(hopmMoBaHOI 3rogn, nokasibHa Bepcia Homep 4.0
Ans YKpaiHu yKpalHCbKOI0 MOBOIO, AaTa Bepcii 09 TpaBHs 2023 poky Ha ocHoBi MacTtep Bepcil Homep 6



Big 21 kBiTHA 2023 poky; OHoBNeHa Bpoulypa gocnigHuka No npenaparty LMKIOCUMIKaT LUPKOHItO
HaTpito (AZD7270), Bepcis 11 Big 05 TpaBHA 2022 poky; OHoBNeHa bpolypa gocnigHuka no npenapary
LMKIoCUNIKAT LMPKOHI0 HaTpito (AZD7270), Bepcia 12 Big 04 TpaBHsA 2023 poky; 3miHa Ha3BMu MicuA
npoBefieHHs1 K/iHIYHOrO BUMPOOGYBAHHA [0 MNPOTOKO/Y KNIHIYHOTO  AOCHiMKEHHA «MixHapoaHe,
paHAoMi3oBaHe, MoAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHE AOC/IMKEHHA 3 METOH OUiHKM  BRAWUBY
LUKNOCUNiKaTy LMPKOHIO HATpilo Ha cepueBO-CYAMHHI HacnigKW, NoB’A3aHi 3 apuUTMIED B y4YacCHUKIB 3
peunanByoUvolo rinepkaslieMielo, SKi 3HaxXoO4ATbCA Ha XpOHidYHOMY remogianisi (DIALIZE-Outcomes)», Kopg,

pocnigpxeHHs D9487C00001, sepcisa 2 Big 05 nuctonaga 2021 poky; cnoHcop - AstraZeneca, AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

BYJ1IO

CTAJIO

nikap Fanyuwak O.B.
KomyHanbHe nignpuemMcTBO
obnacHa KniHiyHa nikapHa iM. LI, MeuHukoBa»
[HinponeTpoBcbkoi 06nacHoi paau, BiggiNeHHs
Aianisy (XpoHiyHoro remogianisy Ta ambynaTopHoro
remogianiay), JHINPOBCbKUIA AepXaBHUIA MeanYHWIA
yHiBepcuteT, Kacpegpa yponorii, M. [IHiNpo

«[JHiNponeTpoBCbka

nikap ranyuiak O.B.

KomyHasibHe  nignpuemcTBo  «[HINponeTpoBchka
obnacHa KhiHiYHa nikapHa iM. L.I. MeudHnkoBa»
[JHinponeTpoBcbkoi 06nacHoi paauv, BiagineHHs

Aianisy (XpoHiuHoro remogianisy Ta ambynatopHoro
remogianiay), JHINPOBCbKUIA AepXaBHUIA MeaNYHNIA
yHiBepcuTteT, Kacpegpa xipyprii Nel Ta yponorir,

M. [IHinpo

7. BigpaneHuii WwoaeHHMK npuiioMy npenapary, Bepcis 1 Big 30 TpaBHA 2023 poKy YKpaiHCbKOI MOBOIO
Ha nigcTtasi Bepcii 1 Big 02 nunHa 2021 poky (I6T-MC-AMAP_Remote Dosing Diary_v1_Trans_Paper_
Ukrainian-UA_30May2023 #EI402033-ukUA) 00 NpOTOKOY KiHIYHOrO BMNpoOyBaHHS «barartoueHTpoBe,
Biakpute, MogoBxeHe AocnimkeHHsa Il da3m ana OuiHku JoBroTpuBasioi EdekTUBHOCTI Ta besneyHocTi
3acTtocyBaHHA Mipikisymaby y MNaujieHTiB i3 BupaskoBuMm Konitom MomipHoro Ta Tsikkoro Mepe6iry (LUCENT
3)», ko, aocnimkeHHs 16T-MC-AMAP, 3 iHkopnopoBaHot nonpaskoto (b) Big 21 nunHs 2022 poKy; CNOHCOoP -
Eni Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LBseiiyapis

8. OHOBEHUII NPOTOKOAN KAiHIYHOro BMNpo6yBaHHA D8530C00002, Bepcisa 6.0 Big 04 TpaBHA 2023
poky; bpowypa gocnigHuka ans npenapaTty nopiBHAHHA dasnopekcTm (cpynsectpaHT, ZD9238),
BugaHHA 24 Big 08 niotoro 2023 poky; OHOBneHe [locbe [oOCNigKyBaHOroO NMiKapCbKOro 3acoby
AZD9833, Bepcia 1.0 Big 18 TpaBHA 2023 poky; MNoaoBXeHHA TepMiHYy NPUAATHOCTI AOCNiAKYBaHOro
nikapcbkoro 3acody AZD9833 (Camizestrant), Tabnetku, no 25 mr Ta no 100 mr 3 24 micsuiB go 48
MicALiB 00 NPOTOKONY KAiHIYHOro gocnimpkeHHs «SERENA-2: PaHgomizoBaHe, BigKpuTe, Y napanesnibHux
rpynax, 6aratoueHTpoBe AO0C/iIMKEHHS ha3n 2 NOpiBHSAHHA e(eKkTUBHOCTI Ta 6e3Me4YHOCTi NepopasibHOro
npenapaty AZD9833 i dynBecTpaHTa y XIHOK 3 nowupeHuMm ER-nosntuBHum HER2-HeraTMBHMM pakom
MOJIOYHOI 3an03u», koh pocnimpkeHHs D8530C00002, sepcia 5.0 Big 15 BepecHA 2021 poky; CMOHcOp -
AcTpa3eHeka AB, LLBeuis / AstraZeneca AB, Sweden

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

9. OHOBnNEeHMii NpoToKoN 3 nonpaskoio 4, Bepcisa 5, Big 04.04.2023 p.; IHchopmauia Ana nauieHTa Ta
®dopma iHpopmMmoBaHOi 3rogu, Bepcis 8.0 yKpaiHCLKOK MOBOIO AN YKpaiHu Big 22.05.2023 p.;
IHbopmauia pna nauieHta ta Popma iHhpopmoBaHOi 3roaun, BepciAa 8.0 pocilicbKolo MOBOK AisA
YKpaiHu Big 22.05.2023 p.; 3miHa Ha3BU Micus NMPOBeAEHHSA K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKOY
KNiHiYHOro pocnimkeHHs «lpocnekTMBHe, OaraToueHTpoBe, MNoABiiHE cnine, 3 MOABIVHOK iMiTaui€t,
paHAoMi30BaHe, 3 akTVBHUM KOHTPOJIEM, B napanesibHuX rpynax, 3 MOCAiA0BHUM BK/IIOYEHHSAM TPy,
ajanTuBHe, KOHTPO/IbOBaHe 3a NoAiAMN KAiHIYHE A0CNiMKEeHHA TPeTbol ha3mn ANsi NOPIBHSAHHA eheKTUBHOCTI,
6e3MeYyHoCTi Ta NepeHOCUMOCTi MauiTeHTaHa 75 Mr 3 mauiTeHTaHoMm 10 Mr y nauieHTiB 3 JlereHeBolo
apTepiasibHOIO TinepTeH3ieo 3 nojasibliMM NepiogoM BiAKPUTOrO JlikyBaHHA MauiTeHTaHOM 75 Mr», KOf

pocnipkeHHs AC-055-315, 3 nonpaBkow 3, Bepcis 4, Big 08.02.2022 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYNO CTANO
K.M.H. BacunbeBa J1.1. K.M.H. Bacunbesa J1.1.
KomyHanbHe nignpuemcteo | KomyHanbHe niagnpuemMcTBo
«[lHiNPONeTPOBCbLKNII  06GNACHUI  KNiHIYHWUIA | «[AHINPONETPOBCLKUIA  O0GMACHUIA  KJliHIUHWIA
LeHTp Kappgionorii Ta Kapaioxipyprii» | ueHTp [iarHOCTUKM Ta NiKyBaHHA»
JHinponeTpoBCbLKOi 06/1aCHOI pagu», BigaineHHs | AHIiNponeTpoBCbLKOI 06/1aCHOI pagwu», BiadieHHS




Kapgionorii, [HINPOBCbKUIA AepXaBHUI MeanyHUi
yHiBepcuTeT, Kadhegpa BHYTPILLHbOT MeguumnHm Ne3,
M. [Hinpo

Kapgionorii, [JHINPOBCbKUIA AepXaBHWA MeanyHUIA
yHiBepcuTeT, Kadenpa BHYTPIiLLHbOT MeanuuHA Ne3,
M. [HiNpo

10. Bpowypa pocnigHuka nikapcbkoro 3aco6y SAR441344, sepcia Ne 5 Big 17 kBiTHA 2023p.,
aHrniicbKkol mMoBoto; Po3gin «Jlikapcbkuii 3acio» [0CbE [OCAILKYBAHOIO NiKapCbKOro 3aco6y
SAR441344, po3uuH ans iH’ekuii 300 mr/2 mn (150 mr/mn), Bepcis Big 26 TpasHA 2023p., aHrNiliCbKOIO
MOBOIO 0 NPOTOKO/1y KNiHIYHOIo BUNpobyBaHHA «PaHgomizoBaHe, noggiiHe cnine, nnaue60-KOHTPOSIbOBaHe
JocnipkeHHs asn 2 ans ouiHku edpekTUBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHA/IbHOTO aHTuTIfIa A0
aHTaroHicta CD40L, y nauieHTiB 3 peunanByOHMM PO3CiSHUM CK1epo30M», Koa aocnimkeHHss ACT16877, 3
nonpaskoto 02, Bepcis 1 Big 21 ntotoro 2023 poky; cnoHcop - sanofi-aventis recherche & developpement,
France (CaHodi-ABeHTIiC peluepLu e gesenonmaH, ®paHuis)

3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

11. OHOBIEHMIA NPOTOKOJ K/iHIYHOro BUNpoGyBaHHa JS001-027-11I-HCC, Bepcia 2.0 Big 08 nuctonaga
2022 poky; bpowypa gocnigHuka Topunanimaoy (JS001/TAB001), Bepcia 7.0 Big 08 ntotoro 2023 poky,
aHrnificbkoro MoBoto; IHchopmauiiHuii nuctok i chopma srogu, Bepcia V2.1UKR(uk)1.0 Big 13 KBiTHSA
2023 poKy, nepeknag yKpaiHCbKOI MOBOHO Bif, 27 KBiTHA 2023 pokKy; IHchopmauiiiHuii nucTok i hopma
3roau, Bepcia V2.1UKR(ru)1.0 Big 13 kBiTHA 2023 poky, Nepeksiag pocCilicbKol MOBOIO Bif, 27 KBiTHS
2023 poky; IHdopmauiiHMii nuctok Ta ¢opma 3rogMm Ha NPOAOBXEHHA JliKyBaHHA nicns
nporpecyBaHHsA 3axBoptoBaHHA (M3), Bepcia V 2.0UKR(uk)1.0 Big 24 tpaBHA 2023 pokKy, nepeknap,
YKpaiHCbKOIO MoBOK Big 06 uepBHA 2023 poky; IHchopmauiiHuii nUCTOK Ta hpopma 3rogu Ha
NPOAOBXEHHSA JliKyBaHHA MNicNA nporpecyBaHHA 3axBoptoBaHHA (M3), Bepcia V 2.0UKR(ru)1.0 Big 24
TpaBHs 2023 poKy, nepeknaf pociiicbkoo MoBoLo Big 06 uepBHA 2023 poky; IHhopmaLiAiHWIA INCTOK i
chopma 3rogu BariTHOI napTHepku, Bepcia V2.0UKR(uk)1.0 Big 24 TpaBHA 2023 poKy, nepeknajg
YKpaiHCbKOI MOBOI Bifg 06 uepBHA 2023 poky; IHopmauiiHuii nUcToK i hopma 3roan BariTHOV
napTHepku, Bepcia V2.0UKR(ru)1.0 Big 24 tpaBHA 2023 poKy, nepeknag pociiicbkoto MoBoto Big 06
uepBHA 2023 poKy; 3pa3oKk MapKyBaHHS KapTOHHOI Kopooku /13 JS001 a60 nnaue60, po3uuH Ans
BHYTPIilUHLOBEHHOI iH(py3ii (Nnicns po3BeAeHHs), YKPATHCLKOI0 MOBOIO; 3pa3ok MapKyBaHHA (hf1akoHIB
AN3 JS001 a6o nnaueb60, po3unH ANA BHYTPilWWHbOBEHHOI IHQY3ii (Nnicna po3BeAeHHs), YKPAIHCbKOO
MOBOI0; 3pa3ok MapkyBaHHs [AJ13 JleHBaTuHiGy mMe3unat (/leHBiMma), Kancynu Ans nepopasibHOro
3acTOCyBaHHSA, Bif, 17 TpaBHA 2023 poKy, YKPaiHCbKOI MOBOI A0 NPOTOKO/Y KAiHIYHOrO BMNPOByBaHHS
«[pocnekTuBHe, paHAoOMi30BaHe, NiaLeb0-KOHTPONbOBaHe, NoABIiHE crine, 6baraToLeHTPOBe, peecTpadiiHe
KniHiuHe gocnigxeHHs dasu Il gns nopiBHAHHA Topunanimady (JS001) y noegHaHHi 3 feHBaTMHIGOM Ta
nnauebo y noeaHaHHi 3 NeHBaTMHIOOM siKk Tepanii 1-i MiHil Npy NOWKWPEHIn renaToueNtoNsapHIA KapumMHOMI
(F'LLK)», koa pgocnigxeHHs JS001-027-111-HCC, Bepcis 1.3 Big, 26 ciuHs 2022 poky; cnoHcop - Shanghai Junshi
Biosciences Co., Ltd, China

3aaBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

12. YkpaiHa, MK-3475-426, lonoBHeHHA A0 iHpopMauii Ta AOKYMEHTY npo iHhopmMmoBaHy 3roay Ansa
nauieHTa Ha JfliKkyBaHHs MicNA NporpecyBaHHs 3axBoploBaHHA, Bepcia 00 Big 18 kBiTHA 2023 p.,
YKpaiHCbKOI0O MOBOIO; 3MiHA Ha3B MicUub MNPOBEAEHHSA KJiHIYHOrO BUMPOOGYBaHHA A0 MPOTOKO/Y
KMiHIYHOrO BMNpOOyBaHHA «PaHgomi3oBaHe, BigkpuTe gocnimkeHHs 1l dpasm gnsa ouiHkM edpeKkTUBHOCTI Ta
6e3nekn neméponisymady (MK-3475) B koMGiHaLiT 3 aKkCiTiHIGOM B MOPIBHSIHHI 3 MOHOTEPAMIE CYHITIHIOOM 5K
NiKyBaHHsS1 MepLUoi AiHii y naujieHTiB 3 NOKas/lbHO NPOrpecyruod abo MeTacTaslytuok CBIT/IOKNITUHHO
KapumHomoto H1pku (KEYNOTE-426)», koa gocnipkeHHss MK-3475-426, 3 iHKOpnopoBaHOH NoNpaBKoo 21 Bif,
30 cepnHs 2022 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BY/NO
4.M.H., npodp. Cakauio B.C.
KniBcbkuii MicbKuii  KNiHiYHWIA OHKOMOriYHMUIA
ueHTp AY «lHcTutyT yponorii HAMH YkpaiHu»,
BiAgAineHHs yposorii, Bigin oHkoyponorii, M. KuiB

CTAJIO
O.M.H., npodp. Cakauio B.C.
KomyHanbHe HekomepuiliHe  nigNpPUEMCTBO
«KWiBCbKMIA MIiCbKWUii KNiHIYHWIA OHKOMOriYHWIA
LeHTp» BMKOHaBYOro opraHy KuniBCbKoi MiCbKOi

pagu (KuiBcbkoi MiCbKOi nepxxaBHol
aamiHicTpauii), yponoriyHe BigAineHHs,
JepxaBHa ycTaHoBa  «lHCTUTYT  yponorii

iM. akag. O.®. BosiaHoBa HauioHanbHOI akagemii
MeAMYHUX HayK YKpaiHW», Bigain oHKoyposnoril,
M. KniB




K.M.H. WWnapwuk A.B. K.M.H., gou. Wnapwuk A.B.

NbBiBCbKNMIA OepXaBHUIA OHKOJIOTiYHUii | KOMyHanibHe  HeKoMmepluiiiHe  NignpueMcTBO

perioHanbHuii NikyBa/IbHO-giarHocTU4YHWiA | JIbBiBCbKOI  06nacHOi  pagn  «JIbBiBCbKuUiA

LeHTp, Bigain ximiorepanii, M. /IbBiB OHKOJIOTiYHNA perioHanbHWA NiKyBaJ/lbHO-
BiarHOCTUYHMIA LeHTpP», BiAfineHHs
ximiotepanii, M. J/IbBiB

O.M.H. KpyxaHiBcbka A.E. O.M.H., npod. KpmxaHiBcbka A.€.

OG6nacHWi KNiHIYHWIA OHKOMOriYHWIA gucnaHcep, | KOmyHanbHe  HekomepuiiiHe  nNigNPUEMCTBO
ximioTepaneBTuyHe BigginieHHs, OBH3 «IBaHo- | «[pukapnaTtcbKuii  KAiHIYHUA  OHKOJIOTIYHWIA

®PpaHKIiBCbKNii HauioOHaNIbHWIA MeAuYHUIA | LeHTp IBaHO-PpaHKIBCbKOI 06s1acHOI pagu»,
YHiBepcUuTeT», Kacbespa OHKoOSOril, | XiMioTepaneBTUYHe BiA4i/TEHHS, IBaHO-
M. |BaHO-®PpaHKIBCbK ®dpaHKiBCbKUiA HauioHa/IbHWIA MegUuUYHUI

YHiBepcurer, kacheapa OHKONOTiT,

M. IBaHO-®PpaHKIBCbK

13. OHoBneHa Bpowypa gocnigHuka gnsa FipegectpaHty (RO7197597, GDC-9545), Bepcia 7 Big, TpaBHA
2023 p. £0 NPOTOKONIB KMiHIYHMX BMNPOByBaHb: «PaHaomizoBaHe noAgiiiHe cnine niaueb0-koOHTPOsIbOBaHe
6araToueHTpoBe gocnimkeHHs dasu Il gnsa ouiHkm ecbekTMBHOCTI Ta 6e3nevyHocTi GDC-9545 y kombiHau,i 3
nanooumknibomM MOpIBHAHO 3 KOMGIHALIE NeTpo30sy Ta nanéoumkniby y nauieHTiB 3 eCTporeH-peLenTtop-
no3uTnBHUM, HER2-HeratMBHMM MICLIEBOMOLLUMPEHMM 4YM MEeTacTaTUYHUM pakoM MOJIOHYHOI 3as103U», KOof
pocnipkeHHs B0O41843, Bepcia 3 Big 20 rpygHa 2022 p.; «PAHOOMI3OBAHE, BIAKPUTE,
BAFATOLEHTPOBE AOCNIOKEHHA ®A3M 1l ANA OUIHKKN E®EKTMBHOCTI TA BE3MNEYHOCTI
GDC-9545 Y NOPIBHAHHI 3 BUBPAHOIO NNIKAPEM EHAOKPNHHOKO MOHOTEPANIEKD Y NALIEHTIB 13
PAHIWE JNIIKOBAHVMM ECTPOIEH-PELEENTOP-NMO3UTVBHWM, HER2-HEFATUBHVM MICLEBO-
MOWWNPEHM ABO METACTATUYHMM PAKOM MOJIOYHOI 3AN03WU», koa pocnimkeHHs WO042312,
Bepcis 4 Big 06 rpygHsa 2022 p.; cnoHcop - ®.XogdmaHH-/1a Pow Jita, LWWsenuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

14. OHoBneHa Bepcia MpoTokony, Bepcia 8.3 Big 08 cepnHA 2022; IHchopmaviiiHuii nuct Ta Popma
iHhopMoBaHoOI 3roau nauieHTa - hasa A40AATKOBOro nikyBaHHsA, Bepcis 1.0 Big 25 TpaBHA 2023 p. Ha
ocHoBi aHrnomoBHoi Bepcii 1.0 Big 03 6epe3HA 2022 p. (yKpaiHCbKOIO Ta POCiificbKolo MoBamMu); 3MiHa
3asiBHMKa K/iHIYHOro BUNpPoOGyBaHHsA B YKpaiHi; MoAo0BXeHHA TPUBaNOCTi KNiHIYHOro BUNPoGyBaHHA
Ha TepuTopii YKpaiHn o 31 oBTHA 2025 poKy [0 NPOTOKOY K/1iHIYHOro BUNPOGYBaHHA «IpocnekTnsHe,
GaraTtoueHTpoBe, paHAOMI30BaHe, MOABIHe cnine, nnauebo-kOHTpoNboBaHe gocnigpkeHHsa 1l dasm B
napanenbHux rpynax, 3 MeTol OLIHKM e(PeKTMBHOCTI Ta 6e3nekn MaciTUHIGY y kOMGiHauii 3 puay30/10M y
MOPIBHSAHHI 3 NNaLebo y KoMbiHauii 3 puiy30/10M NPY MiKyBaHHI NaUEHTIB 3 6i4HMM aMioTPOdiYHUM CK1EPO30M
(BAC)», koa pocnimkeHHss AB19001, sepcia 7.2 ROW Big 23 cepnHs 2021; cnoHcop - AB Science, ®paHLjs
3asaBHUK - TOB «CiHepmkn Fnoban YkpaiHa»

BYJIO CTAJNIO
TOB «CiHepdxu I'pynn YkpaiHa», YkpaiHa TOB «CIHEP)XW I'/TIOBA/1 YKPAIHA», YKpaiHa

15. Bpolypa gocnigHuKa ana focnigpkyBaHoOro nikapcbKoro sacooy nasepriHio (YH25448), sepcia 12
Big 22 noToro 2023 poky; IHopmauisa ana naudieHta Ta Popma iHthopmoBaHOi 3roau, moaenb AN
YKpaiHu, Bepcis 6.0 Big 18 TpaBHA 2023 poKy (YKpPaiHCbKOIO Ta pociiicbKkolo moBawmu); IHchopmauia gns
nauieHTa Ta ®opma iHpopmoBaHoi 3roau (MepexpecHe gocnigkeHHs), moaenb ANA YKpaiHu, Bepcia
6.0 Big 18 TpaBHA 2023 poKy (YKpPAiHCLKOIO Ta POCIiAiCbKOIO MoBaMu); 3MiHa Ha3BU MiCLA NPOBeAEHHA
KNIHIYHOrO AOCNiMKEHHA [0 NPOTOKOMY K/iHIYHOro BUNpobyBaHHA «PaHgomizoBaHe, MOABiHe chine
pocnipkeHHs ®asu Il gns ouiHkM edhekTMBHOCTI Ta 6€3NeYHOCTI Na3epTiHiGy B NOPIBHSHHI 3 redpiTiHIGOM 5K
Tepanii nepLoi NiHii B NauieHTiB 3 MiCLLEBO-NOWNPEHNM ab0 MeTacTaTUYHUM HeApiOHOKMITUHHUM pPakoM
NereHiB 3 MyTaujielo, WO CEeHCUTU3Ye peuenTop enigepManbHOro haktopa pocTy», Kog AOCAIAKEHHS
YH25448-301, Bepcis 2 Big 03 BepecHsa 2020 poky; cnoHcop - Yuhan Corporation, Republic of Korea / FOxaH
KopnopeliwH, Pecny6nika Kopes

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTA/O
O.M.H., npod. BoHaapeHko |.M. O.M.H., npod. BoHpapeHKo .M.
KomyHasibHe HekomepujiiHe mignpueMcTBo «Micbka | KoMyHasibHe HekOMepujiiHe MignpueMcTBo «Micbka
KniHiyHa nikapHa Ne 4» [JHINPOBCbLKOI MICLKOT pagun», | KniHiyHa nikapHa Ne 4» [HinpoBCbKOT MICbKOT paam»,




BiggineHHsa ximiotepanii, OepxaBHuil 3aknag | XimiorepaneBTMYHE BigA[iNeHHA 3  A€HHUM
«JHinponeTpoBCbKa MeguyHa aKkagemisi | ctauioHapom, OHinpoBcbKuii OepXXaBHuUIA
MiHicTepcTBa OXOpPOHM 3[0pPOB‘A YKpaiHW», | MeAUUYHUIA yHiBepcuTeT, Kadlegpa OHKOMoril Ta
Kadpegpa OHKoMorii  Ta MegmuHol  pagionorii, | MmeguuHol pagiosorii, M. OHiNpo

M. [IHINpo

16. 3miHa mMicuA nNpoBeAeHHA KJiHIYHOrO BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOIO AOCHIAKEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NoAsiliHe criine, nnauebo-kOHTpoNboBaHe Aoc/imkeHHs hasm llib gns
OUiHKM edieKTMBHOCTI Ta 6e3nedyHocTi npenapaty Okpenisymaé y [JOpPOCAUX MAUEHTIB 3 MEPBMHHO-
MPOrpecytymMM pPo3CisTHUM CKIepo3om», kod pochimkeHHs WA40404, sepcia 5 Big 13 xoBTHs 2022 p.;
crnoHcop - ®. XothdmaHH-/1s Pow /114, Weeiyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asaBHUK - ToBapncTBO 3 O6MEXeHO BignosiganbHICTIO «KOHTpakTHO-ocnigHnupka OpraHisauis IHHothapm-
YKkpaiHa»

BYNO CTANO

K.M.H. Kanb6yc O.I. A.M.H., npod. Kanb6yc O.I.

KomyHanbHuii  3aknag  «JHinponeTtpoBcbKka | BigokpemneHuii CTPYKTYpPHUii niapospain
o6GnacHa KniHiyHa nikapHs imeHi l.I. MeyHukoBa», | «YHiBepcuteTcbka  KhiHika»  [HINPOBCbKOro
BigAineHHa HeBponorii Nel, [lep)xaBHuiA 3aKnapg, | AepXaBHOrO MeANYHOro yHiBepcureTy,
«AHinponeTpoBCbLKa MeAan4vHa aKkapewmisi | BigAaineHHsA HeBPOJOril, [HinpoBCcbKuiA
MiHicTepcTBa OXOpPOHM 3[0POB’A YKpaiHu», | Aep)XXaBHUIA MegUYHUIA yHiBepcuTeT, Kadegpa
Kacheapa Hesposnoril i opranbmMonorii, M. [lHinpo | HeBpoJsorii, M. [IHINpo

17. Bpowypa gocnigHuka gocnigKyBaHoro fikapcbKkoro 3aco6y ikneneptuH (Bl 425809), Bepcisa 13 Big
07 uepBHA 2023 poOKy, aHIMIICbKOKD MOBOK [0 MPOTOKO/AY K/iHIYHOro BMNPOOYyBaHHS «Bigkpute,
PO3LUMPEHE AOCAIMAKEHHS 3 OAHIEI rPYNOI0 NiKyBaHHA A1 BUBYEHHSI AOBrOCTPOKOBOI 6€3NeYHOCTi npenapaTy
Bl 425809 npuv npuitomi oanH pa3 Ha o6y B NauieHTiB i3 LWM30PEHIELD, SKi 3aBepLUNAN yYacTb Y NonepeaHix
pocnipkeHHax 1l dpasu npenaparty Bl 425809 (CONNEX-X)», kog, gocnimpkeHHs 1346-0014, sepcisa 1.0 Big 15
6epesHa 2021 poky; cnoHcop - «bepiHrep IHrenbxaim PLIB TM6X eHg Ko KIM», ABcTpisi / Boehringer Ingelheim
RCV GmbH & Co KG, Austria, CT Disclosure & Data Transparency, Germany

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

18. Inchopmaunis ansa nauieHTta i popma iHchopmMmoBaHOi 3rogn, Bepcia Ana YkpaiHu Ne 3 Big 22 uepBHA
2023 p. (Ha ocHOBI OcHOBHOI iHhopmaLii Npo aocnigkeHHA | popmu iHPopmoBaHoi 3roau, Bepcis 3
Big 24 motoro 2023 p.), YKpaiHCbKOIO MOBOLO; IH(hopMauis npo noganblue CMOCTEPEXEeHHA 3a
nepe6irom BariTHOCTi NapTHEPKU yYaCHUKa JOCNiAKeHHsA Ta (hopma iHopmoBaHOI 3roau, Bepcia ansa
YKkpaiHn Ne 2 Big 22 uepBHA 2023 p. (Ha ocHOBi dopmu iHOpmMOBaHOI 3roguM Ha nogasblue
CMOCTEpPEXEeHHA 3a nepedirom BariTHOCTI MapTHEPKW yyaCHUKa pochnigkeHHA, Bepcii Ne2 Big 08
G6epe3HAa 2023 p.) yKpaiHCbKO MOBOIO; IHhopmauis Npo nogasblie CNOCTEPEXEHHSA 3a nepedirom
BariTHOCTi MapTHEPKUN yyacHUKa gocnipxkeHHs Ta popma iHchopmoBaHoOi 3rogun, Bepcis Ans YKpaiHm Ne
2 Bip, 22 yepBHA 2023 p. (Ha ocHOBi ®opMu iH(hOpMOBaHOI 3rognM Ha noganblle CMOCTEePEeXEeHHA 3a
nepeo6irom BariTHOCTI MapTHEPKU y4dacHUKa pocnigkeHHsi, Bepcii Ne2 Big 08 GepesHsa 2023 p.)
pocilicbKol0 MOBOIO [0 NMPOTOKO/Y K/iHIYHOrO BMNpobyBaHHA «PaHgomizoBaHe, noggiliHe cnine, naaue6o-
KOHTPOJIbOBaHe AOCNiMKEHHSA ha3u 2 ANnd OuiHKM edhbeKTUBHOCTI Ta 6e3nekn SAR441344, MOHOK/T0H&/TbLHOIO
aHTUTiNa fo aHtaroHicta CD40L, y nauieHTiB 3 peunanByouMM PO3CISHUM CK/1epO30M», KOA, AO0C/iAKEHHS
ACT16877, 3 nonpaskoto 02, Bepcia 1 Big 21 ntotoro 2023 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e gesenonmad, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

19. IHhopmauisa ana nauieHta Ta hopma iHhopMoBaHOI 3roaun, octatouHa pegakuis 4.0 ana YkpaiHu
Bif, 25 TpaBHA 2023 p., oOCTaTOUHUI Nepeknaj 3 aHrNiNCbKOT MOBM Ha YKpaiHCbKy MOBY Big 30 TpaBHsA
2023 p., ocTaTO4HUiII Nepeknag 3 aHrAiicbKoi MOBU Ha pociiicbky MoBy Big 30 TpaBHa 2023 p.;
3MeHLeHHSA 3an1aHoBaHOI KifIbKOCTi AocnimKyBaHUX B YKpaiHi 3i 102 Ao 5 0ci6 [0 NpOTOKONY KAiHIYHOro
BUNpobyBaHHA «[ocnimkeHHa 1l a3 3 MeTor OuiHKM eddeKTUBHOCTI Ta [OBrOCTPOKOBOI 6e3neyHOCTi
npenapaty SHR0302 nns iHAYKUiAHOT Ta NIATPUMYHOYOI Tepanii NawuieHTiB i3 CepefHbOTSKKMM | THXKAM
nepebirom B1MpPa3KoBOro KOMITY B aKTUBHI goasi», kog gocnigpkeHHs RSJ10135, pepakuis 1.1 Big 18 cepnHs
2021 p.; cnoHcop - «PelictoyH Baiodhapma KomnaHi flimitea» [Reistone Biopharma Company Limited],
Kvtai

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»



20. OHOBIEHUIA NPOTOKON KNiHiYHOro Bunpo6yBaHHsa MK-4280A-007, 3 iHKOPNOpPOBaHOIO NOMPaBKOLO
04 Big 22 TpaBHA 2023 poKy, aHIiNCbKOIO MOBOIO; Bpollypa gocnigHuka MK-4280/MK-4280A, BupgaHHs
9 Big 08 uepBHsA 2023 pOKy, aHI/1iiCbKOI MOBOIO A0 NPOTOKOJTY KNiHIYHOTo BUNPOoOyBaHHA «0oCNigKeHHS
[l pasn MK-4280A (komGiHauis chaBe3senimady [MK-4280] 3 nemoponisymacom [MK-3475]) y nopiBHAHHI
3i cTaHdapTHUM JliKyBaHHAM [Mpu  paHille BXe nikoBaHOMY MeTtactatuyHomy PDL1-no3uTMBHOMY
KOJIOpeKTaNbHOMY paky», Kog, nocnimkeHHs MK-4280A-007, 3 iHkopnopoBaHoto rnonpaskoto 03 Bif 18 cepnHA
2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

21. OHoBneHwuii npotokos SHR-1210-111-310, Bepcia 6.1-EMEA Big 04 ciuHa 2023 poKy, aHIMiiCbKOK
MoBoto; Bpouwypa aocnigHuka PuBouepaHié mesunar, Bepcia 8.0 Big 07 rpyaHa 2022 poky,
aHrniicbKo MoBOLO; JOoCbE [OCiAXKYBAHOI0 NikapcbKoro 3aco6y PuBouepaHio mesunart, Bepcis 5.0
BiA ciuHA 2023 poKy, aHrniiicbkoro MoBow; BknageHHa 1 (Polymorph Study) go Jocbe
AOocnigpKyBaHOro nikapcbKoro 3acoGy PuBouepaHié me3unart, aHriiicbkow MoBoto; MofoBXeHHS
TepMiHy npuaatHocTi A/13 PuBouepaHi6o mesunat ao 30 micauis; 3miHa Ha3BU KOMMaHii-BUPOOHUKA
AN3 PuBouepaHié mesmnar Jiangsu Hengrui Medicine Co. LTD., China Ha Jiangsu Hengrui
Pharmaceuticals Co., Ltd., China; KopoTka xapakrepucTuka [OCifKyBaHOro JliKapCbKOro 3acooy
Nexavar (CopacheHiGy TO3UNar), aHrNiiCbKOK MOBOK [0 MPOTOKOMAY KNIHIYHOTO BMNPOOGYBaHHS
«PaHgomizoBaHe, BigkpuTe, MixXHapoaHe, 6araTtoueHTpoBe, KiHiYHe AocnigkeHHs da3n 3 KOMOGIHOBaHOro
3actocyBaHHA npenapaty SHR-1210, dkuii aBnsie cobow aHTuTino go PD-1, Ta anaTuHiby mesmnarty
(pvBOLEPaHIOY) NOPIBHAHO 3 3aCTOCYBaHHAM copadieHioy Ak Tepanii nepLloi NiHil y nauieHTiB i3 NoWnpeHoro
renatoLesntonapHor KapumHomoto (MLK), ski paHile He oTpuMyBasIy CUCTEMHY Tepanito», KoL AOCNiIKEeHHS
SHR-1210-111-310, Bepcia 6.0-EMEA Big 21 BepecHsa 2022 poky; cnoHcop - Jiangsu Hengrui Pharmaceuticals
Co., Ltd., Kutaii

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

BYNO CTANO
Jiangsu Hengrui Medicine Co. LTD., China Jiangsu Hengrui Pharmaceuticals Co., Ltd.,
China




