Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 31 Big 22.09.2022, Ha siki 6ynn OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. focbe ApocnigxyBaHOro fikapcbkoro saco6y Etpacimop, Bepcis 15 Big 29 KkBiTHA 2022 poky,
aHrNiNcCbKOK MOBOIO [0 MNPOTOKOAIB KAIHIYHMX JOCAiMKeHb: «BigkpuTe po3lwmpeHe AOC/iAKEeHHS
eTpacimoAy B NauieHTIB i3 aKTUBHUM BUPA3KOBMM KOMITOM Bif, MOMIPHOIo [0 B&XKOro CTYNeHsA TSXKOCTI», KOZ,
pocnipkeHHa APD334-303, 3 iHkoprniopoBaHoto nonpaskoto 3.0 Big 07 TpaBHA 2021 poky; «baraToueHTpose,
paHAoMi3oBaHe, MNOABiiHe cnine AOCNIMKEHHS, L0 NPOBOAUTLCA B MapasiefNibHUX rpynax A/ OLiHKKM
ehekTMBHOCTI Ta 6e3neyYyHOCTi NepopasibHOro eTpaciMogy npu MOoro 3acTocyBaHHI ANS IHAYKUIAHOT Ta
nigTPMMyBa/ibHOT Tepanii npy NiKyBaHHI akTMBHOI XBOPOOM KpoHa Bif MOMIPHOTO [0 B&XKOr0 CTYMEHs
TSDKKOCTIi», koA pocnimkeHHs APD334-202, 3 iHkoprioposaHow nonpaskow 2.0 Big 11 yepBHA 2020 poky;
crnoHcop - «ApeHa dapmachkioTikans, IHK.» (Arena Pharmaceuticals, Inc.), United States

3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

2. OHOB/IeHUIT NPOTOKOJ KNiHiYHOrO BUNPOGYBaHHA, Bepcisa 5 Big 23 uepBHA 2022 p.; Joaatok Ao
thopmu iHhopMOBaHOI 3rogu nig Yac KPM3oBOI cuTyauii B YKpaiHi gna aocnigpxeHa GO42661, sepcis
1.0 ansa YkpaiHu yKpaiHCbKOIO Ta pociiicbKoto MoBamu Big 16 cepnHsa 2022 p. Ha ocHoBi MmaiicTep-Bepcii
popatka 1 o ®I3 nig yac KPM30BOI cUTyauii B YKpaiHi, Bepcis 2.0 Big, 15 uepBHsa 2022 p. [0 NPOTOKO/TY
KMIHIYHOTO JocnigKeHHs1 «PaHgomizoBaHe, noAgiiHe cnine, nnauebo-koHTpoNboBaHe, (pasu |l gocnigpkeHHs
3acCTOCyBaHHS aTe30/1isymaby y noefHaHHi 3 6eBauusymabom abo 6e3 6eBaumsymady y kombiHauii 3
UMCNAaTUHOM Ta reMunTabiHOM y NauieHTiB i3 paHilie HeslikoBaHNM MOLUMPEHUM PakoM BisliapHOro TpakTy»,
koA pocnigpkeHHs GO42661, sepcid 4 Big 14 rpyaHa 2021 p.; cnoHcop - ®.XoddpmaHH-/1a Pow T4,
LLseiiyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/bHICTIO «PoL YKpaiHa»

3. OHoBneHa Bpowypa focnigHuka, nepopasibHuii cemarnyTtug, npoekt NN9924, pgiaéet 2-ro Tuny,
BMAaHHA 14, ciHanbHa Bepcia 1.0 Big 04 nunHa 2022 poky, aHrailicbkoto Moot (Investigator's
Brochure Oral Semaglutide; Project: NN9924; Type 2 Diabetes; Edition 14; Final version 1.0; dated 04
July 2022) 1,0 npOTOKO/Y KNiHIYHOTO AOCNiMKEeHHA «JOoCniIKEHHSA BN/IMBY ceMarnyTuay Ha cepLeBo-CyanHHI
YCKNaJHEeHHs Yy NauieHTiB 3 UyKpoBUM piabeTom 2-ro tuny (SOUL)»., Kof pochipkeHHsa EX9924-4473,
thinanbHa Bepcia 3.0, Big 17 nuctonaga 2020 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

4. OHOBEHUIA NPOTOKON K/iHIYHOro BUNpo6yBaHHsA, Bepcia E Big 30 BepecHsa 2021 p.; AopaTok 3 fo
thopmu iHhopmoBaHoi 3roau, Bepcia 1.0 Ana YkpaiHM yKpaiHCbKOK Ta pociiicbkoo MoBamu Big 20
yepBHs 2022 p. Ha ocHoBi [logatka 3 Ao maictep-Bepcii popmu iHchopmoBaHoi 3rogun Bepcii 6 ana
pocnipkeHHsa BO25126, Bepcisa Big 24 oBTHA 2021 p.; JopaTtok ao coopmu iHchopmoBaHOi 3rogu nig,
yac Kpu3oBoOi cutyauii B YKpaiHi gna pocnigkeHa BIG 4-11/BO25126/TOC4939g, Bepcis 1.0 ansa
YKpaiHM yKpaiHCbKOI Ta pocilicbkoo mMoBamMu Big, 26 nunHA 2022 p. Ha ocHoBi mavictep-Bepcii
Aopatka 1 ao ®I3 nig yac KPM30BOI cUTyauil B YKpaiHi, Bepcis 2.0 Big, 15 uepBHs 2022 p. 10 NPOTOKONY
KMIHIYHOTO JocnigpkeHHs «PaHgomizoBaHe, GaraToueHTpoBe, MoggiiHe-cnine, naueb60-KOHTPO/IboBaHe
OOCNiMKEHHS, Y AKOMY NMOPIBHIOKTLCA XiMioTepanis n/c TpacTy3ymab n/itoc nnauebo ta ximiotepanis naoc
TpacTy3ymab naoc nepryaymad, WO Mpu3HayaloTbCA Yy SKOCTI af'loBaHTHOI Tepanil y naujieHTiB 3
onepabensHum HER2-NO3UTVBHMM NEPBUHHMM PakoOM MOJIOHHOI 3a/103u», Kog gocnigpkeHHs BIG 4-
11/B025126/TOC4939¢g, Bepcis D Big 02 notoro 2015 poky; cnoHcop - d. XodhdmarH-/1a Pow It (Hoffman
La Roche Ltd), LLBenuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBiAasbHICTIO "Pow YkpaiHa"

5. OHOB/EHWIA NPOTOKON KiiHiuHOro gocnigkeHHA MK-3475-826 3 iHkopnopoBaHoto nonpaskoto 08 Bipg,
10 uepBHA 2022 poKy, aHIMIACbKO MOBOI; YKpaiHa, MK-3475-826, IHhopmauia Ta [OKYMEHT npo
iHhopMoBaHy 3roay A/ nauieHTa, Bepcia 3.02 Big 25 nunHa 2022 p., yKpalHCLKOI0 MOBOIO; YKpaiHa,
MK-3475-826, IHchopMaLisi Ta JOKYMEHT npo iHhopmoBaHy 3rofy A/A nauieHTa, Bepcia 3.02 Big 25
nnnHsa 2022 p., poCilicbKO MOBOIO [0 MPOTOKO/Y K/IIHIYHOrO AOCAifpKeHHs «PaHgomizoBaHe, nofggiiHe
cnine, niayebo-KoHTposiboBaHe gocnimkeHHsa |l gpasM MNopiBHSAHHSA nemo6ponizymady (MK-3475) 3
XimioTepanieto Ta ximioTepanieto 3 niauebo 418 Tepanii nepLuoi AiHil Npy NEPCUCTYOHOMY, peLuguBHomMy abo
MeTacTaTUYHOMy paky wwniiku matkn (KEYNOTE-826)», ko gocnigpkeHHs1 MK-3475-826, 3 iHKOpNopoBaHOH



nonpaskoto 07 Big 05 ciuHa 2022 poky; cnoHcop - TOB Mepk LWapn eHa doym, CLUA (Merck Sharp & Dohme
LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

6. MpoTtokon pocnipkeHHs EX9536-4388, Bepcia 7.0, diHanbHa, Big 09 niotoro 2022 p. (Protocol
EX9536-4388, version 7.0, Final, dated 09 February 2022); Bpowypa [OocnigHuka, Semaglutide
subcutaneous administration, Projects: NN9536, EX9536; Wegovy®, Semaglutide s.c. 2.4 mg for
Weight Management, BugaHHsa 8, dpiHanbHa Bepcia 1.0 Big 30 yepBHA 2022 (Investigator's Brochure
Semaglutide subcutaneous administration, Projects: NN9536, EX9536, Wegovy®, Semaglutide s.c. 2.4
mg for Weight Management; Edition 8; version 1.0, final, dated 30 June 2022); IHchopmaunis gnsa
yyacHuKa i PopMa 3roau Ha BUKOPUCTAHHSA 3pasKa KpoBi A/151 PO3LMPEHOro KapTyBaHHA reHeTUYHOro
Koay, Bepcisa 2.0-UA(UK), cdbiHanbHa, Big 01 cepnHa 2022 p., yKpaiHCbKOIO MOBOIO; OHOB/EeHa KOpOoTKa
XapaKkTepucTuka Ha flikapcbKuii 3acié (SmPC) iHcyniH Ozempic, Wwo po3mileHa Ha caiTi EMA - Product
information: Ozempic - EMEA/HIC/004174 - I1B/0029/G (Last updated: 27 June 2022; OHOBNEHi po3ginu
[OCbe pocnigxyBaHoOro nikapcbkoro 3sacody Cemarnytug (CMC update): posgin 3.2.P.3 «Drug
Product. Semaglutide 3.0 mg/ml. Manufacture», Bepcis 3.0, chiHanbHa, Big, 29 xoBTHA 2021 (v.3.0, final,
dated 29 Oct 2021); po3ain 3.2.P «Drug Product. Semaglutide. Placebo, Bepcis 11.0, chiHanbHa, Big 29
XOBTHA 2021 (v.11.0, final, dated 29 Oct 2021); 3miHa Ha3B MicUub MNpPOBeAEHHA KJiHIYHOro
BUNPOGYBaHHA (B 3B’A3KY 3 nepelfiMeHyBaHHAM) Ta 3MiHM BignoBiganbHUX [OCAIAHUKIB Yy MicLAX
npoBefeHHsA K/IHIYHOro BUMPOOYBaHHA [0 MNPOTOKOMY K/iHIYHOro gocnimkeHHs «SELECT - BnavB
cemarnytTmgy Ha cepueBO-CYAMHHI YCKMaHEeHHS y MoAei 3 HaA/IMWKOBOK Barod abo OXMPIHHSM», Kopg,
pocnipkeHHss EX9536-4388, dhiHanibHa Bepcis 6.0 Big 04 ciuHa 2021 p.; cnoHcop - Novo Nordisk A/S (JaHis)
3asBHuK - TOB «HoBO Hopgaick YkpaiHa»

BYNO

CTAJIO

K.M.H. 30n10TaiikiHa B.I.

KomyHanbHWiA 3akiaj, OXOPOHW 3[0pPOB’' s
«XapKiBCbka Micbka KniHiYHa nikapHa Ne27»,
BifAi/IEHHSA IHTEHCVBHOI Tepanii, M. Xapkis

3aB. Bif. /leoHigosa B.I.

KomyHanibHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHiyHa nikapHa Ne27» XapkiBCbKOi MICbKOT pagu,
BifAi/IeHHSA IHTEHCMBHOI Tepanii, M. Xapkis

O.M.H. IcaeBal'.C.

[epxaBHa ycTaHoBa «HauioHanbHUA HCTUTYT
Tepanii im. J1.T. Manoi HAMH Ykpainu», Bigain
KOMM/IEKCHOTO  3HWXEHHSA PU3UKY  XPOHIYHMX
HeiH(eKUiiHMX ~ 3axBOploBaHb  Ha  6asi
TepaneBTUYHOrO BiAAiNeHHs, M. XapkiB

nikap bypsikoscbka O.0.

[epxaBHa ycTaHoBa «HauioHanbHWIA IHCTUTYT Tepanii
im. 1.T. Manoi HAMH Ykpainu», Biagin KOMNAEKCHOro
3HUKXEHHSA pU3nKy XPOHIYHMX HeiHeKUiNHMX
3axBOpHOBaHb Ha 6asi BigfiNneHHs racTpoeHTeponorii
Ta Tepanii, M. Xapkis

A.M.H. npody. MocToBoii KO.M.
Micbka kniHiyHa nikapHa Nel, TepaneBTUYHe

BiAAiNEHHS, BiHHMLbKWI HaLioHabHWIA
MeauyHuA - yHiBepcuteT iM. M.l. Tuporosa,
kachegpa nponeaeBTUKN BHYTPILLIHbOT

MeNLIMHNA, M. BiHHMUS

O.M.H., npodp. PacnyTiHa J1.B.

KomyHanbHe HeKomepuiliHe niagNnpMemMcTBO
«BiHHMLbKAa MicbKa KiiHiYyHa nikapHA  Nely,
TepaneBTUYHE BiAAiNeHHs, BiHHUUBbKNA HaLioHabHWUIA
MeandHuiA yHiBepcuTteT iM. M.l TuporoBa, kadeapa
nponeaeBTNKN BHYTPILUHLOT MeANLUMHKU, M. BiHHMUSA

7. MonpaBKa A0 AOCbE AOCNIAXKYBAHOro slikapcbKoro 3acooy LY3484356, Bepcis Big nunHa 2022 p.,
aHrniicbkolo Moot (UA-Imlunestrant-JZLC-CMC Amend-2022 07) p[o npoTOKO/Y  KAiHIYHOro
pocnipkeHHs «EMBER-3: PaHpomizoBaHe, Bigkpute pocnimkeHHsa 1l a3y ans nopiBHAHHA NikKyBaHHSA
npenapatom LY3484356 Ta fikyBaHHA E€HAOKPVMHHOK Tepanielo 3a BMOOPOM AOCAigHUKA Yy NauieHTiB 3
MICLIEBO-MOLIMPEHUM ab0 MeTacTaTUYHUM PakOM MOJIOHYHOI 3a/1031 3 MO3UTUBHUM CTaTyCOM peLEenTopiB
ecTporeHy Ta HeratMBHuUM ctaTycoMm HER2, aki paHille oTpuMyBann eHA0KPUHHY Tepanito», Ko A0CNIKEHHSA
J2J-OX-JZLC, Bepcis 1.0 Big 15 6epesHs 2021 poky; cnoHcop - Eni Ninni eng Komnani, CLWA / Eli Lilly and
Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

8. 3miHa Ha3BM MicLiAl NpoBeAeHHS KNiHiYHOro BUNpPoGyBaHHA; 3MiHa BignoBigasibHOro gocnigHuka a0
MPOTOKO/ly  KAiHIYHOro  gocnigpkeHHs «PaHgomizoBaHe, nogsiiiHe cnine  gocnimkeHus 1l doasm
nem6ponisymady (MK-3475) y komb6iHauil 3 eH3asnyTamigoMm MOPIBHAHO 3 eH3anyTamigom 3 nnaue6o y
YYaCHUKIB 3 MeTacTaTUYHUM KacTpauiliHO- PEe3UCTEHTHUM pakoM nepeamixypoBoi 3a103um (MCRPC)
(KEYNOTE-641)», koa pocnimpkeHHs MK-3475-641, 3 iHkoprnopoBaHoto nonpaskoto 07 Big 02 yepBHa 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»



BYNO CTAJIO

4.M.H. Cakaso A.B. A.M.H. Cakano A.B.

KomyHasbHe HekomepLiiHe nignpuemcTBo | KomyHasnbHe HeKoMepLUiiHe nigNnpPUeEMCTBO
«KWIBCbKMIA MICbKWIA KNiHIYHWIA OHKOOTIYHWIA LEeHTP» | «KUIBCbKUIA  MICbKWIA  KNIHIYHWIA  OHKOJIOTIYHWIA
BMKOHABYOro opraHy KuWiBCbKOI MICbKOI  pagu | LEHTP» BUKOHABYOro opraHy KuWiBCbKOI MiCbKOT
(KviiBcbkoi  Mmicbkol — aepxaBHOT  aaMiHicTpauil), | pagu (KMiBCbKOT MiCbKOT AepxaBHOT agMiHicTpaL,ii),
yposioriyHe  BigdineHHsa, JepxaBHa YycTaHOBa | yposioriuHe BiggiieHHd, [epxaBHa YycTaHOBa
«lHCcTUTYT yponorii HauioHanbHOi akageMmii | «lHCTUTYT yporsorii iM. akag. O.®d. BosiaHoBa
MegUUYHUX HayK YKpaiHw», Bigain oHkoyponorii, | HauioHanbHOT  akagemii  MeAUYHUX  HaykK

M. KniB YKpaiHu», Bigain oHkoyposorii, M. Knis

3aB. Big. Han6aHgsaH T.A. nikap Kigik A.I.

KomyHasibHe HekomepLiiHe nignpuemcTeo | KomyHanbHe HekomepLUiiHe nigNnpUeEMCTBO
«O6MacHNn  LEHTP  OHKONOri»,  OHKOYposioriyHe | «O6nacHMin LEeHTP OHKOAOTii», OHKOYpPOOrivyHe
BigAineHHsi, M. XapkiB BigAiNneHHs:, M. XapkiB

9. NopaTtok go copmu iHchopMoBaHOI 3rogn Nif Yac KpU3oBOi cuTyaulii B YKpaiHi AnAa focnigkeHHA
Y042137, Bepcia 1.0 gna YKpaiHM yKpalHCbKOIO Ta pocilicbKolo moBamu Big 05 cepnHa 2022 p. Ha
ocHOBI MaiicTep-Bepcii gogatka 1 go ®I3 nig uac KPM30BOI cuTyalii B YKpaiHi, Bepcif 2.0 Big 15 uepBHA
2022 p.; Memo Big 28 ciuHA 2022 p. wWo[0 nepesiky cynyTHIX MmaTtepiasniB ANsa nokpaweHHs KomdopTty
yyacHUKIB pocnigpkeHHsa YO42137 nig 4yac Bi3uTIB, aHrNilicbkoo MOBOI; 3MiHA BignoBiga/IbHOro
pocnigHuka y Micui npoBefeHHs1 KNiHIYHOro BUMPOOGYBaHHA [0 MPOTOKO/Y KMiHIYHOrO AOCNiAXEeHHSA
«PaHgomizoBaHe, noggiliHe cnine, nnauebo-koHTponboBaHe dasu Il gocnipkeHHs aTte3onisymaby B
noegHaHHi 3 Tiparonymabom (aHTu-TIGIT aHTuTiNO) abo 6e3 Tiparonymaby y nauieHTiB i3 Hepe3eKkTabeibHO
NIOCKOK/ITUHHOK  KapLMHOMOK CTpPaBOXOA4Y, 4YMsA KapumHOMa He nporpecysana nicnis pagvkasbHOI
xiMionpomeHeBoi Tepanii», kog gocnimkeHHs YO042137, Bepcia 5 Big 27 cepnHs 2021 p.; CAOHcop -
®. XohdpmaHH-/1a Pow fita, LWsenuapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

BY/NO CTANO
A.M.H. Ckopui A.1. nikap /leoHosa B.B.
KomyHasnbHe HekomepLiiiHe nignpuemcTso | KomyHasibHe HekoMepLiiiHe NignpPUEMCTBO
«O6nacHUA LUEHTP OHKOJOri», OHKOXipypriyHe | «O6GMacHUA LEHTP  OHKOJOFiT», OHKOXipypriyHe
BifAi/IEHHS OpraHis rpyAHOI NOPOXHWHK, M. XapKiB | BifAi/IEHHS OpraHis rpyAHOI NOPOXHUHW, M. XapKiB

10. JlucT-po3’sACHEHHs ANA YKpaiHu Bif, 19 nunHa 2022 p. A0 NPOTOKOAY KAiHIYHOro BUNPOOGYBaHHS
1245-0202, Bepcia 2.0 Big 20 kBiTHA 2022 p., aHrAilicbkolo MoOBOIO; flogatok Ao iHdhopmauiiHoro
nuctka ta c¢opmm iHcphopmMmoBaHOI 3roan ANsl yYaCHUKIB AOCNIMKEHHS, YKPAIHCbKOIO MOBOKO ANA
YkpaiHu, Bepcia 1.0 Big 02 cepnHa 2022 p.; Qopatok Ao iHdopmauiiiHoro nuctka Ta cdopmm
iHhopMoOBaHOI 3rogu Ans y4acHUKIB JOCNifKEeHHS, POCiliCbKOI0 MOBOIO A/A YKpaiHu, Bepcisa 1.0 Big 02
cepnHA 2022 p. A0 NPOTOKOY KNiHIYHOTo gocnimkeHHs «OnTuMisoBaHe, 6araToLeHTpoBe, paHaoMi3oBaHe,
noagiiHe cnine, nnauebo-KOHTPOIbOBaHE AOCAIMKEHHS Yy napanefnibHUX rpynax i3 BMBYEHHS BNAUBY
emnarnichosnHy Ha 4acToTy rocnitanisauii 3 npuMBody cepueBoi HeAOCTaTHOCTI Ta BMAMBY Ha PiBEHb
CMepTHOCTI y MalieHTIiB i3 rocTpMM iHapKTOM Miokapaa», kog gocnimkeHHs 1245-0202, Bepcia 2.0 Big 20
KBITHS 2022 poky; crnoHcop - Boehringer Ingelheim International GmbH, HimeuunHa

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiAanbHICTIO «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»

11. bpowypa pocnigHuka, TL-895, Bepcia 6.0, 16 uepBHA 2022 poOKy, aHrNifiCbKOIO MOBOIO;
IHhopMauiiHMii NTNCTOK Ania naudieHTa Ta popma iHhopmMmoBaHoi 3roau: «Kaptoc Tepan'toTikc, IHK.»_
KRT-232-114_OcHoBHa ®I3, maiictep-Bepcisi_ Bepcis 6.0, 19 nunHa 2022 poky YKP_Bepcisa 4.0_ 27
nunHa 2022 pokKy, YKPAiHCbKOK, POCINCLKOIO, aHrMilicbKold MoBaMu [0 NPOTOKOMY KAiHIYHOrO
AocnimkeHHs1 «Bigkpute, 6araToLeHTpoBe AOCAIMKEHHS 2 ha3n AN OuiHKM 6e3neyHocTi Ta e(peKkTUBHOCTI
npenapaty KRT-232 a6o TL-895 y nauieHTiB 3 Mi€n0ogibpo3oM, sKi paHille He OTpUMyBasn fliKyBaHHS
iHriGiTopamn siHyc-KiHa3», kog gocnipkeHHs KRT-232-114, MonpaBka 3, 07 6epe3Hs 2022 poky; CnoHcop -
«KapToc Tepan'toTikc, IHK.» [Kartos Therapeutics, Inc], CLLA

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BigNoBigabHICTIO «<MEAMEVC YKPAIHA»

12. BknovyeHHA [O0AATKOBOro Micus npoBefeHHs K/iHIYHOro BUNPoOGYBaHHA [0 MPOTOKO/Y KAiHIYHOTO
JocnipkeHHs «baraTtoueHTpoBe, MNpPOCTe, BigKpWTE, PO3LIMPEHE [A0AATKOBE [HAOCAIMKEHHA [ANS OUIHKM



[LOBrocTpoKoBoi 6e3neyHocTi Ta e(pekTUBHOCTI OKpenisymaoy Yy MauieHTiB 3 PO3CIAHUM CK/IEPO30M», KOZ
pocnipkeHHsa MN43964, sepcis 1 Big 25 nuctonaga 2021 poky; cnoHcop - «®. XOPOPMAHH-1A POL NTO»,
Wseiiyapia (F. HOFFMANN-LA ROCHE LTD, Switzerland)

3asABHVK - MignpueMcTBo 3 100% iHo3eMHoM iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

Ne M.I.6. BignoBigabHOro AocnigHuka

n/n Ha3Ba Micus NpoBefeHHs KNiHIYHOro BUNpobyBaHHA

1 K.M.H. Fono6opoabko A.A

KomyHasibHe HekoMepuiiiHe nignpuemMcTBo «Ogecbka obnacHa KiiHiYHa JfikapHa» OgecbKoi
obnacHoi pagu», BigaineHHsa Henpoxipyprii, M. Ogeca

13. OHOoBNeHa 6polwypa gocnigHuka 3 npenapaty Putykcuma6, Bepcis 28 Big yepBHA 2022 poKy [0
NPOTOKONY KIHIYHOTO AocnigxeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, MNOABIMHO cnine, nnaue6o-
KOHTponiboBaHe pgocnimkeHHs 1l asn ans nopiBHAHHSA edqIeKTMBHOCTI Ta 6e3nevyHocTi npenaparty
Monaty3yma6 BegOTUH y koMGiHaUiT 3 Putykcumabom Ta CHP (R-CHP) i Putykcuma6om ta CHOP (R-CHOP)
Y NauieHTIB i3 Andy3HOH KPYNHOKMITUHHOK B-KAITUHHOK NiMGIOMOI0, SIKi paHillie He OTPUMYBasIN NiKyBaHHSI»,
Koa pocnipkeHHs GO39942, sepcisa 7 Big 18 rpyaHs 2020 poky; cnoHcop - ®. XoddmaHH-M1a Pow M14., [F.
Hoffmann-La Roche Ltd], LBeiiuapis

3asBHUK - TOBAPMCTBO 3 06MEXEHO!0 BiAnoBiganbHICTI0 «/TABKOPM KMIHIKA/T AEBE/TIONMMEHT YKPAIHA»

14. YkpaiHa, MK-3475-B15, Bepcia 1.02 Big 11cepnHa 2022 p., yKpaiHCbKOIO MOBOIO, iHopmaLuia Ta
[AOKYMEHT npo iHchopmoBaHy 3rogy QA1 Nauli€eHTa, CTBOPEHA Ha OCHOBI MOGa/IbHOIO WAa6/I0HY
MK-3475-B15 nonpaBka 01, Bepcia 1.02 Big 22 nunHa 2022 p; OHOB/EHI 3pa3ku MapKyBaHHS
nikapcbkux 3acob6iB: MK-3475 Kit, Bepcis 2.0 Big 26 nunHA 2022 poKy, aHI1iACbKOKO Ta YKPAiHCbKOLO
moBamu; MK-3475 Vial, Bepcia 2.0 Big 26 nunHA 2022 poKy, aHIiACbKOK Ta YKPAiHCbLKOID MOBaMu;
Gemcitabine (as gemcitabine hydrochloride) Kit, Bepcisa 2.0 Big 26 nunHa 2022 poKy, aHriicbKoo Ta
yKpaiHcbKoto moBamu; Gemcitabine (as gemcitabine hydrochloride) Vial, Bepcis 2.0 Big 26 nunua 2022
POKy, aHIMiNCbKOK Ta YKpailHCbKOK MoBamMu; 3MiHa BignoBigasibHOro AocnigHuKa [0 NPOTOKO/Y
KiHiYHOro BUNPo6yBaHHA «PaHpomizoBaHe, Bigkpute gocnigpkeHHs Il dhasu ans ouiHky nepionepauiinHoro
3acTtocyBaHHA eHcopTymMadby BepoTUHY Yy KomGiHauil 3 nem6ponizymabom (MK-3475) nopiBHSAHO 3
Heoa/ t0BaHTHOIO Teparielo remuutabiHoM Ta UMCNAaTUHOM Y YYacCHMKIB 3 M'A30BO-iHBA3VBHUM pakoM
CeyoBOro Mixypa, npugaTHux gnsa nikysaHHA umcnnatuHoMm (KEYNOTE-B15 / EV-304)», Kof AOCNigKeHHN
MK-3475-B15, 3 iHkopnopoBaHoto nonpaskoto 02 Big 04 kBiTHA 2022 poky; cnoHcop - TOB Mepk Lapn eHf
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/[], YkpaiHa»

BY/NO CTANO
3aB. Big. Han6aHgsaH T.A. nikap Kigik A.I".
KomyHanbHe HekomMepLiiHe nignpuemMcTBo | KomyHanbHe HekomMepLiiHe nignpUEMCTBO
«O6NacHUiA  LUEHTP OHKOSOTrii», OHKOYposioriyHe | «O6nacHWiA  LeHTP  OHKOMOril», OHKOyposoriyHe
BigAiNeHHs, M. XapkiB BigAiNeHHs, M. XapkiB

15. MK-3475-585, YKpaiHa, IHhopmauis Ta [OKYMeHT nNpo iHhopmoBaHy 3roay ANA nauieHTa Bepcia 05
Big 15 cepnHsa 2022 p. yKkpaiHCbKOl0 MOBOW; MK-3475-585, YkpaiHa, IH(hopmaLis Ta AOKYMEHT npo
iHdhopMmoBaHy 3rogy Ana nauieHTa Bepcia 05 Big 15 cepnHA 2022 p. pociiicbkolo MOBOIO; YKpaiHa,
MK-3475-585, Bepcis 01 Big 13 nunHsa 2022 p. yKkpaiHCLKOIO MOBOIO, iHpopMaLia Ta AOKYMEHT npo
iHhopMoBaHy 3rogy Ha HaflaHHA HeOOOB’A3KOBUX 3paskiB; YKpaiHa, MK-3475-585, Bepcia 01 Big 13
nnnHsa 2022 p. pocificbKoo MOBORO, iH(hopmauis Ta JOKYMEHT Npo iHhopmMoOBaHy 3rogy Ha HafaHHSA
HeOOOB’sI3KOBMX 3paskKiB; 3MiHa BignoBiganbHOro agocnigHuka; 3MiHa HasBM MicusA MpPOBeAEHHA
KNiHIYHOTO BMNPOGYBaHHA [0 MNPOTOKONY K/IHIYHOro BUMNpPobyBaHHA «PaHgomizoBaHe, nopgiiiHe-cnine
KniHiuyHe gocnigpkeHHs 1l ha3n nem6ponisymady (MK-3475) ta ximioTepanii (XP abo FP) B NOpiBHSAHHI 3
nnaue6o Ta ximioTepanieto (XP abo FP) B sAKOCTi Heoaz'toBaHTHOro / af'toBaHTHOrMO JlikyBaHHSA NaUi€HTIB 3
afileHOKapLMHOMOK LUYHKY Ta LUIYHKOBO-CTpaBoXxigHoro 3‘egHaHHsa (WWC3) (KEYNOTE-585)», kop,
pocnipkeHHa MK-3475-585, 3 iHkopnoposaHoto nornpaskoto 08 Big 16 kBiTHA 2021 p.; cnoHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYJIO CTANO
AVpeKTop, A.M.H. Ckopwuii [.1. nikap InbiH €.0.




KomyHasnbHe HekomMepLiiHe nigNnpPUeEMCTBO
«O6MacHUii LLeHTp OHKO/OTii», OHKOXipypriuHe
BiAQINEHHA  WJIYHKOBO-KALLKOBOIO  TPakKTy,
M. XapkiB

KomyHasibHe
«ObnacHui

BiafiNneHHs
M. XapkiB

HekomMepLiiHe nignpUEMCTBO
LEHTP OHKOJIOri», OHKOXipypriuHe
OopraHiB  4epeBHOI  MOPOXHUHMU,

16. Nuct «laHOBHI AocnigHUKM BUNpPoGyBaHHA 64264681LYM1002!», Big 28 nunHa 2022 poky,
aHrNifcbKo Ta yKpaiHCbKO MoBamu; MpunvHeHHs HAGopy nauieHTiB y HacTuHy A Ta HeBigKpUTTA
YacTtuHu B gocnipxeHHA 40 NPOTOKO/Y KNiHIYHOrO A0CNiMKeHHs «BigkpuTe gocnimkeHHs 1b dpasu 3 ouiHku
6e3ney4yHoCTi, hapMakoKiHeTVKM | hapmakogmHamiki npenapaty JNJ-64264681 y kombiHaLii 3 npenapatom
JNJ-67856633 B y4aCHMKIB 3 HEXOMKKIHCHKOI /IIM(POMOI0 Ta XPOHIYHUM AIMOLUTAPHUM NTENKO30M», KOZ
pocnigpkeHHs1 64264681LYM1002, nonpaska 2, Big 15 nunHsa 2021 poky; cnoHcop - AHcceH-Cinar IHTepHeLuHn
HB, Benbris / Janssen-Cilag International NV, Belgium

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

17. YkpaiHa, MK-3475-042, Bepcisa 14.0 Big 21 nunHa 2022 poky, YKpalHCbKOK MOBOHO, iHpopmauia Ta
AOKYMeHT npo iHcopMmoBaHy 3rogy ANA nauieHTa; 3MiHAa HasBU Micus NpoBefeHHsl KiHIYHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KIIHIYHOrO AOCNifKeHHA «PaHAoMi3oBaHe, Bigkpute gocnimkeHHs 1l dasu
3arasibHOi BUXXMBAHOCTI HaIBHMX (paHiwe HesikoBaHWX) nauieHTis 3 PD-L1-no3nTtuBHUM nporpecyoynm abo
MeTacTtasyroumMM HEMISIKOKAITMHHUM pakoM JfIEreHiB 4711 MOPIBHAHHA JliKyBaHHA nemMoponisymadom
(MK-3475) Ta npenapatamu ximioTepanii Ha ocHoBi n1aTuHK (KiHoyT 042)», kog, aocnigkeHHs MK-3475-042, 3
iHKOopnopoBaHol nonpaskoto 08 Big 24 6epesHs 2021 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO
K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.
KomyHanbHa ycTaHoBa «Opecbkuin | KomyHanbHe HeKomepuiliHe nignpuemMcTeo
o6nacHUii  OHKOJIOTFYHMWA  gucnaHcep», | «Ogecbkuin perioHanbHUi KNiHIYHWUA
cTauioHap [EeHHOro nepeGyBaHHsA | NPOTUNYX/IMHHWIA LeHTp» OfecbKoi 06nacHoi pagu»,
AucnaHcepHo-NonikNiHiYHOro BiAfineHHs, | BigaineHHA ximiotepanii, M. Ogeca
M. Opeca

18. 3miHa Ha3BU Ta agpecu CnoHcopa; bpowypa gocnigHuka MK-4280/MK-4280A, BugaHHa 08 Big 21
uepBHA 2022 poKy, aHrNifiCbKOK MOBOIO [0 NPOTOKOY KAiHIYHOro AociimxeHHs «JocnimpkeHHs 11l chasu
MK-4280A (kombiHauis chaBesenimadby [MK-4280] 3 nemo6ponisymabom [MK-3475]) y MNOpiBHAHHI 3i
CTaHapTHUM  NiKyBaHHAM MpW  paHille Bxe JiKkoBaHOMYy MmeTacTtatuyHomy PDL1-no3uTnBHOMY
KOJIOpeKTaNbHOMY paky», Kog aocnigxeHHa MK-4280A-007, 3 iHkopnopoBaHoto nonpaskoto 02 Big, 17 BepecHs
2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», gouipHe nignpmemctso «Mepk eHg Ko., IHk.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTI0 «MC/ YkpaiHa»

BY/NO
«Mepk LWapn eHg Jdoym Kopn.», AodipHe
nignpuemctBo «Mepk eHpg Ko., IHk.», CLUA, (Merck

CTANO
TOB Mepk Wapn eHg doym (Merck Sharp &
Dohme LLC)

Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

Appeca: Mepk ApaiiB, 1, nowToBa CKpuHbKa 100, Mm.
Baiitxayc-CteiiwH, wtat Hbro-Ikepci, CLUA (One

Appeca: 126 Ict JliHKonbH aBeHto, nic 2000,
PaBeii, Hbto Oxepci, 07065, CLLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ
07065, USA).

Merck Drive, P.O. Box 100, Whitehouse Station, New
Jersey, 08889-0100, USA)

19. OHoOBnNEeHWii NPOTOKO/N KJiHIYHOro BuNpo6yBaHHA MK-3475-A86, Bepcis 3 iHKOPNOpPOBaHOIO
nonpaBkoto 05 Big 21 nunHa 2022 poKy, aHINiINCbKOIO MOBOLO; YKpaiHa, MK-3475-A86, IHchopmauia Ta
AOKYMEHT npo iHhopmoBaHy 3rogy Ans nauieHta, Bepcia 1.00 Big 15 cepnHA 2022 p. yKpaiHCbLKOIO
MOBOI0; YKpaiHa, MK-3475-A86 Bepcisa 02 Big 16 cepnHsa 2022 p. ykpaiHCbKOI MOBOLO, IHpOopMaLLiiiHKiA
NIMCTOK i AOKYMeHT npo iHcopMoBaHy 3rogy Ha MailiOyTHE GioMeguuHe AOCNIMKEHHA; YKpaiHa,
MK-3475-A86, ®opma iH(hopMOBaHOI 3roau acouiiioBaHoi oco6u, Bepcia 01 Big 16 cepnHsa 2022 p.,
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-A86, [JonoBHeHHA A0 IHdopmauii Ta AOKYMEHTY npo



iHbopMoBaHy 3roay Aa NauieHTa 'y BUnagky nporpecysaHHA 3aXBOpIOBaHHA, Bepcis 01 Big, 16 cepnHA
2022 p. ykpaiHCbKO MOBOI [0 MPOTOKO/Y K/iHIYHOrO BUNPOOyBaHHA «Bigkpute, paHAoOMi3oBaHe
pocnimpkeHHs [l chasu ona BUBYEHHA hapMakoKiHETMKM Ta 6e3nevyHOCTi neMoponisymady A1 NigLwKipHOro
BBEJEHHA TMOPIBHAHO 3 nemobposnizymaboMm AN BHYTPILWHbOBEHHOrO BBEAEHHA, B KOMOGiHaLii 3
[JBOXKOMIMOHEHTHOK XiMioTepanielo npenaparamu njaaTUHKW, B AKOCTI NepLuoi NiHil Tepanil AN y4YacHWKIB 3
MeTacTaTUYHUM MJIOCKOK/IITUHHUM @60 HEensIoCKOKNITUHHUM  HeApiGHOKTITUHHUM pakoM JIereHiB», Kop,
pocnipkeHHs MK-3475-A86, Bepcis 3 iHkopnopoBaHoto nonpaskoto 04 Big 31 6epe3Hs 2022 poky; CroHcop -
TOB Mepk Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

20. Bpouwypa pgocnigHuka CBP-307, BugaHHA 7.1 Big, 24 TpaBHA 2022 poKy, aHriicbKOK MOBOIO [10
MPOTOKO/TYy KMIHIYHOrO JocnifxeHHs «baraToueHTpoBe, paHOoMi3oBaHe, MoABiliHe chine, nnaue6o-
KOHTPO/IbOBaHe K/iHiYHe gocnimpkeHHs dasu |l ans ouiHkn edpekTUBHOCTI Ta 6e3neyvHocTi npenapaty CBP-307
y NauieHTiB i3 BUpa3koBUM KosliToM (BK) cepeiHbOro Ta BaXXKOro CTyneHs», kog, gocnigpkeHHs CBP-307CN002,
Bepcisa 6.0 Big 25 rpyaHsa 2020 poky; cnoHcop - Suzhou Connect Biopharmaceuticals, Ltd., China

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

21. OHoBneHa cekuis P.8.3. locbe gocnigkyBaHOro fikapcbKoro sacody Tuparonyma6 600 mr/chnakoH,
CTEPU/IbHUI KOHLUEHTpaT ONnA po3uuHy ansa iHdysii, gaHi ctabinbHOCTi, cmc409399, aHrniicbLKoO
MOBOIO [0 NPOTOKO/Y KAiHiYHOro gocnimkeHHsa «®A3A Ib, BIOKPUTE, BATATOLLEHTPOBE AOCNIIKEHHA
0N BU3HAYEHHSA OMTUMAIBHOI 031 3 METOR OUIHKN ®APMAKOKIHETVIKW, BE3MNEYHOCTI TA
MEPEHOCKMOCTI MIAWKIPHOrO BBEAEHHA KOMBIHALJII TUPATONYMABY | ATE3ONI3YMABY Y
MNALIEHTIB 3 MICLEBOMNOLWWMPEHUMN ABO METACTATUYHUMW MYXNNHAMW», Kop, AOCAiAXEHHS
GP43365, Bepcis 4 Big 21 xoBTHA 2021 poky; cnoHcop - ®. XodhdmanH-/1s Pow fita, Wseliyapisa / F.
Hoffmann-La Roche Ltd, Switzerland

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

22. BKNIOYEHHA [0[aTKOBOrO BUPOGHMKA, BiANOBifa/IbHOrO 3a BUPOGHULTBO, NEPBUHHE NMaKyBaHHSA,
TecTyBaHHA: Pfizer Manufacturing Belgium NV, Belgium gnsa pgocnigxyBaHoro nikapcbKoro 3aco6y
PF-06801591 (PR1), W0 BUKOPUCTOBYETbLCA Yy K/iHiuHOMY BunpooyBaHHi B8011007 B YkKpaiHi [0
NPOTOKONY K/iHIYHOTo BUNPOOYBaHHA «Bigkpute aocnimkeHHst doasn 1b/2 3 MeTor OLiHKM hapMaKoKiHETUKMN,
6e3neyHocTi, edheKTUBHOCTI Ta dhapmakognHamikn npenapaty PF-06801591 (iHri6iTop PD-1) B y4YacHUKIB i3
PO3MNOBCIOKEHUMMN 3M10SIKICHUMI HOBOYTBOPEHHAMW», Koa aocnimkeHHs B8011007, octaTouHa Bepcist
npoTtokosy, MonpaBka 2 Big 24 yepBHA 2020 poky; cnoHcop - MNdpaiizep IHk., CLUA

3adABHuK - Mdpainzep IHk., CLUA

23. 3miHa Ha3BU Ta agpecu CnoHcopa; bpouypa aocnigHnka Pembrolizumab (MK-3475), BugaaHHA 22
BiA 13 TpaBHA 2022 poKy, aHI1iACbKOK MOBOIO 10 MPOTOKOJTY K/iHIYHOrO BUNpPo6yBaHHS «PaHgomizoBaHe,
BigkpuTe pgocnigpkenHs Il dpasm ans ouiHkm nem6ponisymaby B SKOCTIi Heoaf'toBaHTHOI Tepanii Ta B
KOMOiHaL,ji 3i cTaH4apTHMM NiKyBaHHAM B SIKOCTI af't0BaHTHOI Tepanii npu onepabenibHOMY JIOKOpErioHasIbHO
PO3MNOBCHKEHOMY M/IOCKOKTITUHHOMY paky rofiosu Ta wwui llI-IVA cTtagii», kog gocnigpxeHHs MK-3475-689, 3
iHKopnoposaHolo nonpaBkoto 06 Big 03 6epesHa 2022 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
podipHe nignpnemcto «Mepk EHA Ko., IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.),
CLUA

3aaBHUK - TOBapUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO

«Mepk LWapn eHg QOoym Kopn.», podipHe | TOB Mepk LWapn eHa Aoym (Merck Sharp &
nianpuemcteo «Mepk eHAa Ko., IHK.», CLUA, | Dohme LLC)

(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 Ict JliHKonbH aBeHto, n/ic 2000,
Merck & Co., Inc., USA) PaBeii, Hbto [Oxepci, 07065, CLUA (126 East
Appeca: Mepk fipaiiB, 1, nowtoBa ckpuHbka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Bantxayc-CreiiwH, wtat Helo-Mxepci, 08889- | USA)

0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

24. bpolypa gocnigHuKa JocnigxyBaHOro slikapcbKoro 3aco6y Ikcasomi6 (Ixazomib), BugaHHsa 15 Bipg,
25 TpaBHA 2022 pOKy, aHIiACLKOIO MOBOK [0 MPOTOKOMY K/IHIYHOTO AOCAiAKeHHs «PaHgomisoBaHe,
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nnauebo-KOHTPOIbOBaHe, NoABiiHe chine [ocAiMpKeHHs da3n 3 NigTPMMYHYOoro JlikyBaHHs IkcaszomiGom
Uutpatom (MLN9708) 4518 nepopasibHOro 3acTOCYBaHHA Yy NAUIEHTIB 3 MHOXWUHHOK MIENIOMOKO Micns
TpaHcnaaHTauil ayTonoriyHNX CToBOYPOBUX KNITUH», KOA AocnifixeHHa C16019, Bepcis i3 nonpaskoto 04 Big
22 nuctonaga 2021 p.; cnoHcop - Takeda Development Center Americas, Inc. (CLUA)

3asaBHUK - ToBapuncTBO 3 OBMeXxeHoto BignosigasbHicTio «KoHTpakTHO-ocnigHubka OpraHizadis IHHodapm-
YkpaiHa»

25. Bpowypa gocnigHuka ABenyma6 (MSB0010718C), Bepcis 12 Big, 20 yepBHA 2022 pOKy A0 NPOTOKONY
KNiHiYHOro AocnimkeHHs «baraTtoueHTpoBe, BiakpuTe pocnimpkeHHs |l dpasyu 3acTtocyBaHHA npenapaTy
aBenymaté (MSB0010718C) y noOpiBHSIHHI i3 3acTOCyBaHHSM [BOXKOMMOHEHTHOI KOMOGiHaLii Ha OCHOBI
npenaparTiB NAaTMHK SK Tepanii nepLuoi niHii npyn PD-L1-no3nTnBHOMY, peumanByoHoMy HeapiGHOKNITUHHOMY
paky nereHi abo HepiGHOKNITUHHOMY paky nereHi IV ctagii», koa gocnimkeHHs EMR 100070-005, sepcis 6.0
Big 03 ciuHA 2019 poky; crnoHcop - Merck KGaA, HimeuunHa

3asBHUK - MNianpremcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

26. bpowypa aocnigHuka pocnigKyBaHoOro nikapcbkoro 3acooy Felzartamab, BupaHHa 16 Big 08
yepBHSA 2022 p., aHriicbKO MOBOLO; IHchopmauis gns nauieHta Ta oopma iHthopmoBaHoi 3rogu ans
YKpaiHu, aHrnificbkoto MoBoto, Bepcis 3.0 Big 05 cepnHA 2022 p.; IHchopmauia gna nayieHTa 1a hopma
iHcbopmoBaHOi 3rogu pns YKpaiHu, yKpaiHCbKO MoBoto, Bepcia 3.0 Big 05 cepnHa 2022 p.;
IHchopmaunia gna nauyieHta Ta popma iHcbopMmoBaHOI 3rogu ans YKpaiHu, pocCiicbKO0 MOBOIO, Bepcisa
3.0 Big 05 cepnHa 2022 p. [0 NPOTOKO/Y KAIHIMHOrO JocnimpkeHHs «[MoggiiHe cnine, paHaoMi3oBaHe,
nnaueb0-KOHTPO/IbOBaHe, GaraToueHTpoOBE KMiHIYHE AocnimpkeHHs dasu lla 3 ouiHkM edekTUBHOCTI Ta
6e3neyHocTi henb3apTaMady Ha OCHOBI NIOACLKUX aHTUTIN A0 CD38 y nikyBaHHI IgA-HedponaTtii — IGNAZ»,
kog, pgocnimkeHHs MOR202C206, sepcia 3.0 Big 01 rpyaHa 2021 p.; cnoHcop - MopdoCuc AT, HimeuvunHa /
MorphoSys AG, Germany

3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

27. 3miHa BignoBiganbLHOro gocnigHuKa y Micui npoBeAeHHs K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/TY
KMiHIYHOro  AocnimkeHHs «Bigkpute paHaoMi3oBaHe KOHTPOsibOBaHE [AOC/IMKEHHS 3 METOH  OL|iHKK
edhekTMBHOCTI Ta 6e3neyHocTi npenapaty UGN-102, a TakoX CTiliKOCTi BignoBigi Ha Tepanito npenapaTom y
No€AHaHHi 3 TpaHCYpeTPasibHOK PE3EKLIEI CeUYOBOro Mixypa yn 6e3 Hel B NaLieHTiB i3 M'130BO-HEIHBa3UBHIUM
pakom Ce4yoBOro Mixypa HWU3bKOro CTYNEeHs 3/108KICHOCTI 3 rpynu NpoMKHOTO pusnky (KOJOBE MO3HAYEHHS
pocnipxkeHHa: ATLAS)», kog gocnimpkeHHs BL0O06, pegakuisa 2.0 Big 20 rpyaHa 2021 p.; cnoHcop - "FOpoxeH
dapma Nimiteq" [UroGen Pharma Ltd.], I3painb

3aasHuk - TOBAPVCTBO 3 OBMEXXEHOIO BIAMNOBISAJIBHICTHO «Il EC AV-YKPAIHA»

BYJNO CTANO
3aB. Big. Han6anpgsaH T.A. nikap Kigik 9. T.
KomyHasnbHe HeKomepLUiiiHe nignpueMcTBo | KoMmyHasibHe HekomepLiiHe nigNnpPUeEMCTBO
«O6nacHUA  LEHTP OHKONOri», OHKOYponoriyHe | «O6MacHUA  LEHTP OHKOMOri», OHKOYPOJIOrivyHe
BiAZiNEeHHs, M. XapkKiB BiAZiNEeHHs, M. XapkKiB

28. JINCT-pO3’AACHEHHA CMOHCOpaA WoA0 Kputepis HeBktoueHHA Nel3 Big 11 tpaBHsA 2022 p.; 3miHa
Ha3BM MiCLUA NpoBeAeHHs KiHIYHOro BUNpoGyBaHHA Ta BignoBigasibHOro AocnigHuKa A0 NpOTOKOoNy
KNiHiYHOro AocnigkeHHs «baratoueHTpoBe paHAoMi3oBaHe, MNOABIMHO chnine, nnauebo-KOHTPO/IboBaHe
pocnipkeHHsa 1l dha3n 3 MeTOol OuiHKM O3aHiMoAy A1 MNepopasibHOro NpuinoMy npu NPOBEAEHHI
nigTpUMytoHOi Tepanii nayieHTam i3 cepeAHbOTSXKMM abo TSHXKMM nepebirom xBopobwu KpoHa B akTWBHIl
dhopmi», kog pocnimkeHHs RPCO01-3203, pepgakuis 6.0 Big 14 4yepBHa 2021 p.; cnoHcop - «CenpkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), LUseiuapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO CTANO
36upak I. M. K.M.H. MNeTpuHa B.O.
O6nacHa KniHiyHa nikapHsa, BigaineHHa | KomyHaibHe HeKkoMepUiliHe niaNnpuMeMcTBO
Xipyprii, M. IBaHO-DPpaHKiBCbK «O6nacHa KiiHiYHa nikapHs IBaHO-®paHKIBCbKOT
o6nacHoOI pagu», raCTPOEHTEPOJIOTiUHE BigAiNIeHHSA,
M. IBaHO-®PpaHKiBCbK




29. Jluct KOMNaHil-cnoHcopa A0 YYacHUKIB AocnigkeHHs Big 28 nunHsa 2022 p. (woao 6ioncii TKAHMHK
TOBCTOI KMLIKW, NPOBeAEHOI 6e3 HasleXHOoI 3roAu), octaTouHUA nepeknag 3 aHrniicbKoi MOBM Ha
YKpaiHCbKy MOBY Big 24 ceprnHa 2022 p., ocTaTO4YHUIA NepeKiag 3 aHr1iicbKoOi MOBM Ha POCIiCbKY MOBY
Bif 24 cepnHA 2022 p.; JIUCT-PO3’ACHEHHA A0 AOC/IAHUKIB CTOCOBHO NpoBefeHoi Gioncii TKaHUHU
TOBCTOI KULIKM Yy pamMKax npoTtokony pgocnimkeHHs RPC01-3204 Big 28 nunHa 2022 p.; 3miHa Ha3BU
MiCUSA NpPOBEAEHHA KJiHIYHOrO BUMPOOYBaHHA Ta BigNOBIJA/ILHOIO AOCAIfHUKA [0 NPOTOKOY
KMIHIYHOTO gocnimKeHHs «JlogatkoBe GaraToueHTpoBe BigkpuTe pochimpkeHHs |l dasn 3 MeTor OLuiHKK
o3aHimopAy A5 NnepopasibHOro NPUIkoOMy NPU iKyBaHHI NALEHTIB i3 CEPeAHbOTSHKKMM ab0 TSHKKMM nepebirom
XBOpO6M KpoHa B aKTMBHIii dhopmix», kog aocnimkeHHs RPC01-3204, pepakuia 6.0 Big 14 yepBHsa 2021 p.;
cnoHcop - «CenmxeH IHTepHeluHn I Capn» (Celgene International 1l Sarl), Lseliuapis

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

BYJIO CTAJIO
36upak I. M. K.M.H. MeTpuHa B.O.
O6nacHa KniHiYyHa nikapHA, BigaineHHA | KoMmyHanbHe HekoMepLiliHe nignpuemMcTeo
Xipypril, M. IBaHO-®PpaHKiBCbK «O6nacHa KkniHiYHa JnikapHA IBaHO-PpaHKiBCbLKOT
o6nacHoi pagu», racTpoeHTeposioriyHe BigAineHHs,
M. IBaHO-PpaHKIiBCbK

30. OHOBNEHUII NPOTOKOJI KJiHIYHOrO BUNpooyBaHHA GS-US-418-4279, nonpaBka 5 Big 27 uepsHsa 2022
POKy aHrnificbkoto MoBOK; OCHOBHMIA iHhOpMaLiliHMiI NUCTOK ANA NauieHTa AocnigpkeHHA Ta popma
iHdbopmoBaHoi 3rogu Bepcia 10.1.0 Big 30 uepBHA 2022 yKpaiHCbKOIO Ta POCIACbKOIO MOBaMu; 3MiHa
CMoHcopa NPOTOKO/Yy KMiHiYHOro Bunpo6yBaHHA GS-US-418-4279 3 Gilead Sciences, Inc., CLLUA Ha
Galapagos NV, Benbris; ®opma iHOpMOBaHOI 3rogM nNapTHEPKU Ha nNojasiblie CMOCTEePEXEHHA
BariTHocTi, Bepcia 4.1.0 Big 30 uepBHA 2022 poOKYy YKpaiHCbKOKL Ta pociiicbkoio moBamu; KapTtka
nayieHTa Ha BUNAAOK EKCTPeHUX cuTyauiii, Bepcia 4.0 Big 27 uepBHA 2022 p. yKpaiHCbKOK Ta
pociiicbkolo MoBamu; 3aranbHi iHCTPYKUil Wwoao 36opy 3pa3ka cnepmu ansa YkpaiHu, Bepcia 3.0
aHrNINCbKOK, YKPAIHCLKOIO Ta POCIiICbKOK MOBamMu [0 MNPOTOKO/Y KMIHIYHOrO  AOC/iAKEHHS
«PaHpomizoBaHe, noggiiHo-cnine, nnauebo-KOHTPOoIboBaHe AOC/iMKEHHS dha3n 2 4718 OLHKN TECTUKYNSPHOT
6e3neyHocTi ¢pinroTiHiGy B OPOCNX YOOBIKIB i3 aKTUBHUMU 3ana/ibHUMU 3aXBOPOBAHHAMM KULLKIBHUKA Bif,
NMOMIPHOIO [10 B&XKOro CTYMEHK TSHKKOCTI», Kog, AocnimpkeHHs GS-US-418-4279, 3 nonpaskoto 4 Big 17
6epesHa 2020 p.; cnoHcop - Gilead Sciences, Inc., CLLA

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

31. OHOB/IEHUI NPOTOKO/ KNiHIYHOro BUNpo6yBaHHA MK-6482-005 3 iHKOpnopoBaHOK nonpaBKoto 06
Big 13 nunHAa 2022 poKy, aHrNificbkod MoBOI; 3MiHA Ha3BM Ta agpecu CnoHcopa; 36inblUeHHA
TPMBaNoOCTi KNiHIYHOro BUNpooOyBaHHA 3 4 pokiB Ao 5,5 pokiB; YkpaiHa, MK-6482-005, IHchopmauis Ta
OOKYMeHT npo iHhopmoBaHy 3rofy Ans nauieHTta, Bepcia 2.02 Big 05 cepnHAa 2022 p., yKpaiHCbKOIO
MoBoOIO; YkpaiHa, MK-6482-005, IHhopMauia Ta AOKYMEHT npo iHpopmoBaHy 3rogy ANA nauieHTa,
Bepcis 2.02 Big 05 cepnHsA 2022 p., pociiicbkolo MOBOIO; OHOBNE€HWIT 3pa30K MapKyBaHHA NiKapcbKoro
3aco6y MK-6482: MK-6482_Bottle, Bepcis 2.0 Big 03 uepBHA 2022 poKy, aHINifiCbKOI Ta YKPaiHCbKOIO
MoBamu; OHOBJ/EHWIA 3pa3oOK MapKyBaHHA nikapcbkoro 3acoOy Eseponimyc: Everolimus_Wallet,
Bepcia 2.0 Big 03 cepnHA 2022 poKy, aHI/IACHKOIO Ta YKPAiHCbKOIO MoBamu; 3MiHA Ha3BU Ta MicuA
NpoBeAEeHHS K/1iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/1Y KAIHIYHOIO AOCMIMKEHHS «BigkpuTe, paH4omi3oBaHe
pocnipkeHHs 3 dpasu npenapaty MK-6482 B NopiBHAHHI 3 NpenapaToM eBeposiMyC Y YYaCHUKIB 3 NOLUMPEHUM
HUPKOBO-KMITUHHUM pPakoM, SKMiA Nporpecysas nicnsa nonepedHsboi PD-1/L1 Ta VEGF-TapreTHoi Tepanii», Kog
pocnipkeHHss MK-6482-005, 3 iHkopnopoBaHot nonpaskoto 04 Big 16 ntotoro 2021 poky; cnoHcop - «Mepk
LWapn EHA Joym Kopn.», govipHe nignpuemcto «Mepk EHA, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO
«Mepk LWapn eHa Jdoym Kopn.», podipHe | TOB Mepk Llapn eHg Aoym (Merck Sharp &
nianpuemcteo «Mepk eHf Ko., IHK.», CLUA, | Dohme LLC)
(Merck Sharp & Dohme Corp., a subsidiary of | Agpeca: 126 IcTt JliHKonbH aBeHio, nic 2000,
Merck & Co., Inc., USA) PaBeii, Hblo [xepci, 07065, CLUA (126 East
Appeca: Mepk JpaiiB, 1, nowtoBa ckpuHbKka 100, | Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
M. Baiitxayc-CreliwH, wrtat Hoto-Ixepci, 08889- | USA)




0100, CLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

BYNO CTANO
A.M.H. Cakasio A.B. A.M.H. Cakasio A.B.
KniBcbkuii MiCbKWA KMiHiYHWi | KomyHanbHe HekomepuiiiHe nignpuemcTBo «KUIBCbKUiA
OHKOJIOTiHYHWIA LEeHTp, YPOOriyHe | MiCbKMIA KNiHIYHNIA OHKOMOTIYHWIA LLIEeHTP» BUKOHABUYOTO OpPraHy
BigOiIeHHS, JepxaBHa ycTaHoBa | KuiBcbkoi Micbkoi pagu (KWIBCbKOI MICbKOI AepXXaBHOI
«IHCTUTYT yponorii HaujoHanbHoi | agmiHicTpauii), yponoriyHe BigaineHHsa, JepxaBHa ycTaHoBa
akagemii  MeguUHUX HayK YKpaiHu», | «lHcTuTyT yponorii iMm. akag. O.®. BosiaHoBa HauioHanbHOI
BiaAin oHkoyponorii, M. Kuis akagemil MegnYHNX HayK YKpainu», Biggis OHKoyposorii, M. KniB

32. OHOB/IEHUI NMPOTOKO/ KNiHIYHOro BUNpo6yBaHHA MK-3475-756 3 iHKOpnopoBaHOK nonpaBKoto 06
Big 14 nunHa 2022 poKy, aHrNilicbKOK MOBOIO; YKpaiHa, MK-3475-756, IHhopmauia Ta AOKYMEHT nNpo
iHcbopmoBaHy 3rogy Ans nauieHTa, Bepcia 2.05 Big 05 cepnHsa 2022 p., yKpaiHCLKOO MOBOIO; YKpaiHa,
MK-3475-756, IHchopmauis Ta AOKYMEHT npo iHchopmoBaHy 3rogy Ans nauieHTta, Bepcia 2.05 Big 05
cepnHs 2022 p., pociiicbkoto MoBoto; MK-3475-756_Bpoluypa Ans yTpyuMaHHs nawieHTiB (B KniHiYHOMY
pocnipkeHHi) ykpaiHcbkoo MmoBoto_v1.1.1.1.1; MK-3475-756_bpolwypa Ans yTpumaHHs nauieHTis (B
KMiHIYHOMY pochifKeHHi) pociiicbkolo moBoro_v1.1.1.1.1; MK-3475-756_01_ KapTtka nauieHTa ans
noAanbLIOro CMNOCTEePEeXEHHA_YKPAiHCbKOI MOBOW_AnA YkpaiHu_23 rpyaHa 2021 p.; MK-3475-
756_01_ KapTka nauieHTa Ans NOAAJIbLIOTO CMOCTEPEXEHHS_POCifiCbKOI0 MOBOW_AnA YKpaiHu_23
rpyaHsa 2021 p.; OHoBrieHi 3pa3ku MapKyBaHHSA Jilikapcbkoro 3aco6y Liuknodocdamia:
Cyclophosphamide Kit, Bepcis 2.0 Big 31 6epe3Hsi 2022 poKy, aHIiINCbLKOIO Ta YKPAIHCLKOKO MOBaMu;
Cyclophosphamide Vial, Bepcis 2.0 Big 31 6epe3Hs 2022 poKy, aHI1iAiCbKOIO Ta YKPAIHCbKOIO MOBamMu;
OHOB/IEHI 3pa3Kn MapKyBaHHA nikapcbkoro 3acody MK-3475: MK-3475 Kit, Bepcis 2.0 Big 12 nunHa
2022 poKy, aHINiNCbKOK Ta YKpaiHCbKoo MoBamu; MK-3475 Vial, Bepcia 2.0 Big 12 nunHa 2022 poky,
aHrniicbkolo Ta YKpaiHCbKO MoBaMu; OHOBMEHi 3pasku MapKyBaHHA NiKapCbKOro 3aco6y
Naknitakcen: Paclitaxel Kit, Bepcis 2.0 Big 08 nunHsa 2022 poKy, aHriiCbKOK Ta YKPAiHCbKOK MOBaMu;
Paclitaxel Vial, Bepcis 2.0 Big 08 nunHsa 2022 poKy, aHrNifiCbKO Ta YKpaiHCbKOI0 MoBamu; OHOBJIEHUIA
3pa3oK CMpOLEHOr0 MapKyBaHHS 3apeecTpoBaHOro B YKpaiHi nikapcbKoro 3acoly, Akuii
3aCTOCOBYETLCA B KiHiYHOMY Bunpo6yBaHHi MK-3475-756, Bepcis 2.0 Big 08 cepnHa 2022 poky,
YKpaiHCbKOI0 MOBOIO; OHOB/IEHWIA 3pa30K MapKyBaHHS [0CifKYBaHOro Jlikapcbkoro 3aco6y MK-3475
(nem6ponisymab) / nnaue60 ANA NOKaNnbHOro BUKOPUCTAHHSA B AOCNIAHULBKUX LIeHTpaX, Bepcis 2.0 Bif,
08 cepnHa 2022 poky, YKpaiHCbKOK MOBOI; 3MiHAa Ha3BM Ta Micus NpPoBeAEeHHS KNiHIYHOro
BUNpPOGyBaHHA; 3MiHa BiANOBIga/NILHOrO AOCAIgHUKA [0 MNPOTOKO/Y KIIHIYHOTO  BUNPOOGYBaHHSA
«PaHgomizoBaHe, noggiHe cnine gocnigpkeHHs Il a3 gna nopiBHAHHA nemoponisymady 3 nnauebo y
KOMOGiHaLjii 3 Heoad'toBaHTHOK XiMioTepanielo Ta aj'toBaHTHOK eHAOKPMHHOK Tepanielo Npu NikyBaHHI paky
MOJIOYHOI 3a/103M 3 HasIBHICTIO peELIEenTopiB A0 EeCTPOreHiB i BiACYTHICTIO /IOACBKUX peuenTopis
enigepMmanbHoro paktopa pocty 2 (ER+ / HER2-) Ha paHHili cTafii npu BUCOKOMY CTYMEHi pPuU3nKy
(KEYNOTE-756)», kog aocnigpkeHHss MK-3475-756, 3 iHkopriopoBaHoto nonpaskoto 05 Big 23 rpygHsa 2021
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO

CTANO

K.M.H. TpyxiH [.B.

KomyHanbHa yctaHoBa «OfecbKuii 061acHuii
OHKOJIOTIYHUIA aucnaHcep», cTauioHap
[EHHOro nepeGyBaHHA AncnaHcepHo-
nonikniHiyHoro BigaineHHs, M. Ogeca

K.M.H. TpyxiH [.B.

KomyHanbHe HeKoMepLiliHe nignpuemMcTeo
«Opecbkuin perioHanbHWii KNiHIYHWIA
NPOTUNYX/IMHHUIA LEeHTP» OpecbKoi 0G6slacHOi

pagu», BiggineHHsa ximiorepanii, M. Ogeca

BYNO

CTAJIO

3aB. LeHTpom BbyxTteeB A.C.

nikap OtueHaw H.M.

KomyHanibHe  HekomepuiiHe  nignpuemMcTBo | KOMyHasibHE HEKOMepLUiHe nignpueMcTBo «O6nacHuit
«O6NacHUA LEHTP OHKOJIOrNiT», 061aCHUIA LLEHTP | LEHTP  OHKOAOrii», 061acHWin  LEeHTp  MaMosioril,
MamoJorii, M. Xapkis M. XapkiB

33. OHoBneHui MpoTokon KniHiuHoro gocnigmkeHHA TACTI-003, Bepcia 1.4 Big 08 nunHa 2022 poky,
aHrniicbKkolo MoBoHo; Bpolwypa gocnigHuka Pembrolizumab, KEYTRUDA®, BugaHHs 22 Big 13 TpaBHs
2022 poky, aHrniicbkoo MoBoO; IHchopmauiiiHuii nncTok gns nauieHTa i popma iHhpopmoBaHoi 3rogu,



Bepcisa 3.0 Big 22 nunHA 2022 poKy, ANnA YKpaiHu, Ha OCHOBI MaiicTep-Bepcii IHpopmauiliiHoro nucTka
AnAa naudieHta i dopmu iHcbopmoBaHoi 3rogn, Bepcia 1.3, Big 08 nunHA 2022 poKy, HA OCHOBI
MpoTtokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcia 1.4, Big 08 nunHa 2022 poky,
aHrNiNcbKOK Ta yKpaiHCbKOO MoBamu; flogatok Ao IHdhopmMauiiHoro nucTtka gnAa nauieHta i oopmm
iHbopmoBaHoi 3rogu, Bepcis 3.0 Big 22 nunHAa 2022 poky, AnA YKpaiHu, Ha OCHOBI MaiicTep-Bepcil
IHchopmauiiiHoro nucTka Ansa nauieHta i popmu iHhopmoBaHoi 3rogu, Bepcis 1.3, Big 08 nunua 2022
poky, Ha ocHoBi NMpoTokony TACTI-003 (IMP321-P022); Keynote-PNC-34, Bepcis 1.4, Big 08 nunHsa 2022
POKy, aHrnificbKo Ta yKpaiHCbKol mMoBamu; [loaatok o iHopmauiiHOro nucTka gnA nauieHTta i
thopmu iHchOopMOBaHOI 3rogu Ha yyacTb y MegUUHOMY HayKOBOMY AocCnifKeHHi, Bepcia 1.0 Big 22
nunHAa 2022 poky ans YKpaiHu, Ha OCHOBI MainicTep-Bepcil gogatka ao iHhopmauiiiHOro nucTka ans
nauieHTa i oopmu iHhopmMOBaHOI 3roagn Ha y4yacTb Y MeAMYHOMY HayKOBOMY AOCNifAKeHHi, Bepcia 1.0
Big 08 nunHAa 2022 poKy, aHrNiCbKOK Ta YKPATHCLKOK MOBaMU /10 NMPOTOKOJY KNiHIYHOTO AOC/iAKEHHS
TACTI-003 («[Ba akTMBHi iMyHOTepaneBTU4YHi 3acobu»):. baraToueHTpoBe, BigKpuUTe, paHAOoMi30BaHe
pocnipkeHHs |l dpasm gns OUiHKM 3aCTOCYBaHHS PO3YMHHOIO riopugHoro 6inka LAG-3, edptunarimogy anba
(edpTn; IMP321), y kOoMGiHaLiT 3 nem6ponizymadom (aHTaroHictom PD-1) gna nepLuoi NiHii Tepanii nawieHTis 3
Hepe3ekTabesibHO peunanBHOK abo MeTacTaTUYHOK MNJIOCKOKMNITUHHOK KapuuHOMOK TO/1I0BU Ta Wi
(MKKTLW), kop pocnipkeHHa TACTI-003, sepcisa 1.3 Big 05 )oBTHA 2021; cnoHcop - Immutep S.A.S. / ImmyTen
C.A.C., dpaHuiga

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa

34. OHOBJ/IEHMI NPOTOKOJ KiiHiuUHOro BunpoGyBaHHA SAMSON-Il, Bepcia 5.0 Big 04 nunHa 2022
(aHrniiicbkoro MoBoO10); 3MiHa agpecu CnoHcopa (Prestige Biopharma Limited, Cinranyp; Baitononic
Poyp, 21, #04-24/28 Hblokneoc Cay3 binginr, Baitiononnic, CiHranyp 138567 (21 Biopolis Road, #04-24/28
Nucleos South Building, Biopolis, Singapore 138567); Bpowypa gocnigHuka HD204, Bepcisa 6.0 Big
07.07.2022 aHrnilicbkoto MoBoOto; ®opma NMCbMOBOI iHhopMoBaHoOi 3roau, Bepcis 4.0 Big 11 nunHs
2022, (nepeknag aganToBaHoi AnA YKpaiHu Bepcii 4.0 Big 11 nunHa 2022 Ha ocHoBi 3paska dopmu
iHbopmoBaHoi 3rogu, maiictep Bepcif 4.0 Big 06 nunHA 2022) ykpaiHCbKOKO Ta POCIiiCbKOO MOBaMu;
®dopma iHpopmoBaHoi 3rogu/lHhpopmaliiiHKii INCT ANA BariTHUX NapTHepiB Ana YKpaiHu, Bepcia 3.0,
Big 11 nunHa 2022, (nepeknag aganToBaHOi Ans YkpaiHu Bepcii 3.0 Big 11 nunHa 2022 Ha OCHOBI
maiictep-Bepcii ®I3/I/T ana BariTHux napTHepiB SAMSON-II PISCF v3.0 Big 11 nunHa 2022)
YKpPaiHCbKOIO Ta POCilicbKolo MoBaMu; 3pa3oK eTUKETKM 3 iHhopmauieo Npo npenapaTy yKPaiHCbKOLO
MoBoOlo; OHOB/IeHA CTUCMA XapaKTepPUCTUKA [OOC/iAKYyBaHOro JliKapCbKoro 3aco6y, Lo
BUKOPUCTOBYETbLCSA AIK Npenapar NopiBHAHHA (aHrNiiCbKOKO MOBOI0); 3MiHA Ha3BU MicLA NPOBeAEeHHA
KNiHIYHOrO BUMPOOGYBaHHA [0 NPOTOKONY K/HIYHOrO AocnimpkeHHa «PaHaomisoBaHe, noggiiHe chine,
GaraToLEHTpOBE AOCNIAXKEHHA eKBiBa/IEHTHOCTI dhasn |ll y napanenbHux rpynax pAans nopiBHSHHSA
eekTnBHOCTI, 6e3nekn, papmakokiHeTUKM Ta iMyHoreHHocTi HD204 Ta ABacTMHY® Yy nauieHTiB 3
MeTacTaTU4HMM abo peLmanBHIM HEMNOCKOKNITUHHUM HeAPIOHOKNITUHHUM PaKkoOM SIereHb», KOZ, AOCiIKEHHS
SAMSON-II, Bepcia 4.0 Big 26 ntotoro 2021; cnoHcop - Prestige BioPharma Limited, CiHranyp

3anBHuK - TOB «Kpomochapma YkpaiHa»

BYJIO CTANO
Prestige BioPharma Limited, CiHranyp, | Prestige BioPharma Limited, Cinranyp, bBaiiononic
CavieHc Mapk [ApaiiB, 2, Ne 04-13/14, | Poyn, 21, #04-24/128 Hblokneoc Cay3 binginr,
EcenT Tayep B, CaiieHc napk, Cidranyp | Baiiononic, CiHranyp 138567 (21 Biopolis Road, #04-

118222 24/28 Nucleos South Building, Biopolis, Singapore
138567)
BYNO CTANO

K.M.H. TpyxiH [.B. K.M.H. TpyxiH [.B.

KomyHanbHa yctaHoBa «Opecbkuii ob6GnacHuii | KomyHanbHe HeKoMmepuiiiHe nignpPMeEMCTBO
OHKOJIOTIYHMI AucnaHcep», cTauioHap AeHHoro | «OpecbKuii perioHanIbHUIA KNiHiYHWA
nepeGyBaHHA [AUNCMNAHCEPHO-NOIKAIHIYHOIO | NPOTUNYX/IUHHMIA LEeHTP» OfecbKoi 061aCHOT
BigaineHHsa, m. Oneca pagu», BiagineHHAa ximiotepanii, m. Ofeca
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