Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne05 Big 09.03.2023,
HTP Ne10 Big 09.03.2023, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «da3za lI-1ll BUNpo6yBaHHA 415 OLiHKM ePEKTUBHOCTI Ta 6e3nekn NigWKipHOT KacTepHoT iMyHOoTepanii y
nawuieHTIB, WO CTpaXAaloTb aneprielo Ha Kiilla 4oMaLlHbOro Nuy», koA AocnigxkeHHa SC-332A, sepcia 1.1
Big 21.09.2022, cnoHcop - POKCAJI/1 MegiuiH T'm6X, HimeuunHa

®asza - I/l

3asaBHUK - POKCAJI/T Megiuin M'm6X, HimeuunHa

No M.I.6. BigNoOBiga/IbHOrO AOCIAHMKA, MpMMITKN
n/n | Hassa micusa NpoBefieHHS KNiHiYHOro BUNpobyBaHHs
1. | g.M.H. Pekanosa O.M.
[epxaBHa  ycTaHoBa  «HauioHaNbHUIA  IHCTUTYT
TusiaTpii i nynemoHonorii  iMm.  ®.I.  FAHOBCLKOro
HaujoHanbHOT akagemii MeOWYHUX HayK YKpaiHu»,
KabiHeT iMyHOonpoisiakTnkm, M. Knie
2. | o.m.H., npodph. KosaneHko C.B.
O6nacHe KOMyHas/lbHe HekKoMepLuiliHe nignprUeEMCTBO
«YepHiBeubka 0b6nacHa KaiHIYHA JlikapHa», Nigpo3ain
ny/IbMOHOJOTiT, M. YepHiBLi
3. | A.M.H. Tyk C.A.
KniHiuHa nikapHsa «®eodhaHist», [lepXaBHOro yrnpasniHHA
cnpaBamu, LleHTp pecnipatopHOi MeauMuMHKM Ta
aneprosnorii, M. Knis
4. | K.M.H. Jepkay M.I.
KomyHanibHe HekomepuiiHe nignpMemctBo «O6nacHa
KniHiYHa nikapHA |BaHO-PpaHKiBCbKOT 061acHOT paam»,
asieprosioriyHe BigaiNIeHHs, M. IBaHO-PpaHKiBCbK
5. | 3aB. Big. Amep J/1.B.
KomyHanbHe HekomepuiliHe nignpveMctBo «Micbka
KniHiyHa nikapHa Ne27» XapKiBCbKOI MICbKOT paju,
a/1eprosioriyHe BigaineHHs, M. Xapkis
6. | nikap €polueHko I.I. He peKkoMeHOoBaHO [0 3aTBepO)XeHHS,
KomyHasibHe MigNpuEMCTBO «2-fa MiCbKa K/iHIYHA | OCKi/IbKU:
nikapHsa lMonTtaBcbkOi MicbkoT paau», JIOP BigaineHHs, | - Ha3Ba MicUs NPOBEAEHHS KMiHIYHOIO
M. NonTasa BunpobyBaHHsa (Hasea J1M3) B po3gini I.

3asBM  NpPo NPOBEAEHHST  KNiHIYHOro
BMMNPOOYBaHHS MiKapCbKOro 3acoby (aari-
3asiBa) He BIgnNoBigae HasBi, skKa
3a3HayeHa Yy HajaHux MaTepianax:
IHcbopmauii npo /N3, AkpeguTauiitHomy
ceptudpikati, fliueHsii Ha  MeauuHy
npakTuky, ge  3a3HayeHa  HasBa:
KomyHasibHe MignpueMCTBO «2-a Micbka
KNiHiYHa nikapHA [1OATaBCbKOI MiCbKOT
pagu», JNOP BigaineHHsa, m. lNontasa,;
- cnisgocnigHmnk 3advenuno C.B. He
Bignosigae sumoram n. 5.1, posginy V
Mopsiaky, a came: «[OCMIAHVKN, SKi
6paTMMyTb  yyaCcTb Yy  KNiHIYHOMY
[OCNIMKEHHI NOBUHHI ByTW 06i3HAHUMM 3
MXXKHAPOAHVMMW  BUMOTaMu  HasleXHOI
KMIHIYHOT NpakTMKM Ta HOPMAaTUBHO-
NnpaBoOBUMKU akTaMmy LWOAO MPOBELEHHS
KNiHIYHUX  BUNpOOYyBaHb B  YKPaiHi,
30kpema 6pat¥ y4yacTb Yy BiANOBIOHUX
ceMiHapax, ki nposoAuTb LieHTp»

7. K.M.H. AkoBeHKo O. K.
KomyHanbHe nignpnemMctBo «BonuHcbka o6nacHa




KNiHiYHa  NikapHsa»  BoAMHCbKOT  0611acHOi  paaw,
BigAiNEHHS nynbMoHosoril, BonmHcbka 060, JlyubKuii
paioH, c. TapacoBe

nikap flozosa HO.B.

KomyHanbHe HekomepuiiHe NignprMeMCTBO «XapKiBCbka
MicbKa KniHiyHa nikapHA Ne30» XapKiBCbKOT MiCbKOT
pagu, oToNapuHrosoriyHe BigaineHHs, M. Xapkis

He PpeKoOMeHAOBaHO [0 3aTBEepPAXEHHS,
OCKifIbkM: Ha3Ba Micus npoBeAeHHs
KniHiyHoro BunpobysaHHsa (Hassa JIM3) B
po3gini |. 3aaBu, He BiANOBIAAE HA3BI, AKa
3a3HayYeHa Yy HajaHux MaTepianax:
IHdpopmauii npo /N3, AkpeanTtauiiHomy
ceptudikati, JliueHsii Ha  mMeauuHy
npakTMky, [Ae  3a3HadeHa  HasBa:
KomyHasbHe HeKoMepLinHe
nignpuemcTBo «MicbKa KniHiYHa nikapHs
Ne30» XapKiBCbKOI MiCbKOT paan

nikap JlnceHko 1.B.
KomyHanbHe HekomMepuiiHe NignpueMcTBO «3anopisbka
ob6n1acHa K/iHivHa nikapHs» 3anopisbkoi o61acHoi paaw,

He PEeKOMeHAOBaHO [0 3aTBepXeHHs,
OCKiNbKW: cnisgocnigHuk Mopy6asos K.B.
He Bignosigae Bumoram n. 5.1, posginy V

BiOOIIEHHA  iMyHONOril, peBMaToNorii 3 Kypcowm
ximioTepanii, M. 3anopixxsa

Mopsaky, a came: «[OCMIgHVKN, AKi
6patuMyTb  yyacTb Yy  KNiHiYHOMY
[ocnimKeHHi NoBUHHI B6yTn 06i3HaAHUMK 3
MDKHApPOAHVMMW  BUMOTaMy  HaJs1eXHOI
KNiHIYHOT MpakTMKM Ta HOpPMaTUBHO-
NpaBoOBUMU akTamu LWOAO MNPOBELEHHS
KNiHIYHUX ~ BMNpobyBaHb B  YKpaiHi,
30Kkpema 6paTu y4yacTb Yy BiAMOBIAHMX
ceMiHapax, siki npoBoauTb LieHTp»

10. | 3aB. Bia. CmonsHuii O.11.

KomyHasibHe HekomepujiliHe nignpnemcTBo «Opfecbka
obnacHa KniHivHa nikapHa «Opfecbkoi 061acHOT paau»,
ny/IbMOHOOriYHE BiagineHHs, M. Ogeca

11. | K.M.H. Murosuy B.B.

KomyHasnbHe HekomepLUiiHe nignpPUEMCTBO
«LleHTpanibHa  Micbka  K/iHIYHA  nikapHA  IBaHO-
®paHKIBCbKOT MICbKOI paau», TepaneBTUYHE BiffiNeHHs
Neol, M. IBaHO-®PpaHKIBCbK

12. | nikap MNputyna A.B.

YHiBepcuTeTCbka KniHika BIiHHWLBKOrO HaLioHa/IbHOro
MeauMyHoro  yHiBepcutety im.  M.l.  Tluporosa,
ambynaTopHO-AiarHoCTUYHe BiagineHHs YK/ BHMY
iMm. M.I. Munporoea, M. BiHHMUSA

2. NMopoBXEeHHA TepMiHy npuaaTtHOCTIi nnaue6o Ao IHaBonicuoy (GDC-0077), taGneTku, BKPUTI
NNiBKOBOIO O0GONOHKOM, A0 60 micAuiB; OHoBneHi po3ginu P.8.1 «Pe3tome wWoaA0 cTabiNbHOCTI Ta
BUCHOBKU» (P.8.1 - RIM-REGQUAL-122909 v1.0), P.8.3 «[aHi npo craGinbHictb» (P.8.3 - RIM-
REGQUAL-093247 v2.0) pocbe nnaue6o po IHaBonicuoy (GDC-0077) [o NPOTOKO/Y KAiHIYHOrO
pocnipxeHHs «PaHpomizoBaHe, noAgiliHe cnine, niauebo-KOHTPONboOBaHe AocAimKeHHs dhasm 1l 3 ouiHku
edpekTBHOCTI Ta 6e3neyHoCTi KOMGiHaLiT iIHaBONICNOY 3 NaNI6OLUKNIGOM Ta (DY/IBECTPAHTOM Y MOPIBHAHHI
3 KoMbiHauieto nayebo 3 nanboumknibom Ta ynBeCTpaHTOM Yy nauieHTiB 3 MyTaujieto reHa PIK3CA, ropmoH-
peLenTop-no3nTtueHMM, HER2-HeraTMBHMUM MiCLLEBO-NOUIMPEHUM ab0 MeTacTaTUYHUM pPakoOM MOJIOHHOI
3a/103U», KoA, focnimkeHHs WO41554, sepcis 7 Bif 21 )xoBTHA 2022 p.; cnoHcop - ®.XodpdmaHH-/1a Pow fTa,
LBeiiuapis

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

3. OHoBneHwnii MpoToKkon KiHIUHOTO gocnimKeHHs, Bepcisa 4.1 Big 23 rpyaHA 2022 poky (aHrilicbKowo
MOBOI10); IHhopmaLifiHMiA TnCTOK NayieHTa i oopma iHchopmoBaHoi 3roau, Bepcis 5.1 Big 03 ciuHa 2023
poKy Ha ocHoBi Bepcii 3.03 Big 12 »x0oBTHA 2021 poky (aHrMiACbKOIO, YKPAiHCbKOK Ta POCIACbKOIO
MoBamu); flopatkoBe LieHTpanisoBaHe TexHiYHe MPUMIlLleHHA, WO OyAe BUKOPUCTOBYBaTUCb ANA
npoBefeHHs1 KNiHIYHOro BUNPOOYBaHHSA, a came A0oAaTKOBa LeHTpasibHa nadopatopis; 3MiHa micub
NpoBeAEeHHA KNiHIYHOro BUNPOGyBaHHsA; 3MiHA BiANOBIfaNbHOro AOCAIAHUKA 00 NPOTOKONY K/iHIYHOTO
JocnipkeHHs «PaHgomizoBaHe, MOABiHe chine, nnaueb0-kOHTPoibOBaHe, H6araToLeHTPOBE AOCAILKEHHS
hasn 2 pna ouiHki Bnamey npenapaty IMU-838 Ha akTMBHICTb 3axXxBOPKOBAHHA, fika BUMIPIOETBCA 3a
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pesynbTataMu MarHiTHO-pe3oHaHcHoT Tomorpadii (MPT), a Takox 6e3neyHiCTb | TepeHOCUMICTb Y NauieHTiB 3
peLmanByOUMM-PEMITYIOUNM po3cisHuM cknepo3om (PPPC) (EMPhASIS)», kog, pocnigpkeHHs P2-IMU-838-
MS, Bepcisa 4.0 Big 30 BepecHA 2021 poky; cnoHcop - «IMMyHiK Al », HimeudnHa / Immunic AG, Germany
3anBHUK - TOBapMCTBO 3 06MEXeHO BianoBigasbHicTio «BEPYM K/TIHIKAN PICEPY», YkpaiHa

[ TOB «MJ1 «[lina», M. Kuis

BYNO

CTANO

3aB. Bifg. CkpunueHko I.P.

KomyHasnbHe HekomepLiiHe nignpueMCTBO
XapkiBCcbkoi obnacHoi pagn «O6acHa KiiHivYHa
NiKapHsa», HEBPOJIOrivyHE BigAINEHHSA, M. XapKiB

nikap LiBkoBcbka O.0.

KomyHasnbHe HekomepLUiiHe nignpuemMcTeo
XapkiBcbkoi o6nacHoi pagn «O6nacHa KiiHiyHa
NikapHs», HeBposioriyHe BigaineHHs Nel, M. XapkiB

O.M.H., npod. Mockosko C.T1.

KomyHanbHuiA 3aknag «BiHHMUbKa o61acHa
NncuxoHeBpoOnoriyHa nikapHs im. akap,.
O.l. OweHKa», HeBposnoriuHe BigAineHHsa Ne3,
BiHHULbKNIA HauioHa/1bHUW MeguUHNii
yHiBepcutetr imeHi M.l. MuporoBa, kadegpa
HepBOBUX XBOPOO6, M. BiHHMLS

4.M.H., npody. Mockosko C.I1.

MeauuyHuiA UEHTP ToBapucTBa 3 OGMEXEHOH
BignoBiganbHICTIO «MegunuHum LEeHTp
«Cantem», NiKyBa/IbHO-NPOgiNaKTUUHUIA
BigAin, M. BiHHMUA

K.M.H. XaiToB IN1.0.
KomyHanbHw®ii
MiCcbKa

3aknag  «JHinponeTpoBCbKa
nikapHa  Ne5»  [IHinponeTpoBCbKOI
o6nacHoi paaw», HeBposioriyHe BigAineHHA
NiKyBaHHA Hacnigkis 3ananbHUX Ta
AeminiHisyroumnx 3axBoploBaHb LHC,
[HINPOBCbLKWIA MeAUUHWI IHCTUTYT TpaguLifiHOT
Ta HETPaAULIAHOT  MepuLMHW, Kacpegpa
«BHYTpiWHLOT MeauUuMHM Nel» (3 Kypcom
HelpoHayK), M. JHinpo

K.M.H. XaiTos M.0.

MeguuHuii LEHTP KOMYyHa/IbLHOIO NignpuemMcTBa
«[lHinponeTpoBCbKNiA o6nacHuii
cneuianizoBaHuii peabGiniTayiiHnia LeHTp
«ConoHui IMMaH» [AHinponeTpoBCbLKOI
o6nacHoi pagu», BiagAiNeHHA BiAHOBHOro
NiKyBaHHA Hacnigkis 3anaJjibHuX,
pereHepaTtuBHUX, AemieniHisyroumnx
3axBoploBaHb HeEpPBOBOI cuctemu, ToBapucTeo 3
06MeXeHO BigNoBiJaNIbHICTIO «[JHINPOBCLKUIA

MeguUHMii iHCTUTYT TpaguuiiiHoi i
HeTpaguLUiiHOI MeaULUHNY, Kachegpa
«BHYTPIiLWHBLOI MeauLUnHN 3 Kypcom

npoduifakTUYHUX AUCLUUNAIH», M. [IHINpo

4. 3miHa Ha3BU Micua npoBefeHHA BUNPOOYBaHHA [0 NPOTOKO/Y K/IHIYHOMO  [OCNIAKEHHSA
«PaHgomi3oBaHe, noggiiHe cnine, nnaueb0-KOHTPO/IboBaHe, GaraTtoueHTpoBe AochigpkeHHs 3b dhasm 3
METOH0 OLiHKM edpekTUBHOCTI Ta 6e3neyHOCTi NiALWKIPHOro BBEAEHHA rycesibkymaoy 15 3MeHLEeHHA O3HaK i
CYMMTOMIB Ta CMOBI/IbHEHHSI PEHTTEHOJIONYHOT NPOrpecii y nauieHTiB 3 akTUBHMM NCOPiaTUYHUM apTPUTOM»,
ko pocnimpkeHHs CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHsa 2022 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaueBTtuka HB, benbris

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

BYNO
A.M.H. T'onos4yeHko O.I.
MeguuHuiAi LEeHTpP ToBapucTBa 3 OOMEXEHOK
BignoBiganbHicTio «Xenc KniHik», megnuHuii
KNIHIYHWA JOCNIAHUUBKWIA LEeHTp, BiaAin kapgionorii
Ta peBmaTonorii, M. BiHH1UA

CTANO
O.M.H. T'onosyeHko O.I.
ToBapucTBO 3 OOMEXEHO BiAgNoOBigaNbHICTIO
«MeguuHuii UeHTp Xenc KniHik», MeanyHuii
KNiHIYHWIA JOCNIZHULBKWIA LEeHTP, BiAAiN kapaionorii
Ta peBmarosnorii, M. BiHHUUSA, BiHHMUBKWIA p-H,
BiHHMLbKA 0611.

5. Bpouwypa gocnigHuka Bepcis 14.0 Big 07 rpyaHa 2022p. [0 NPOTOKO/TY KNiHIYHOTO AOCNIAXKEHHA «Pa3a
Ill, paHgomi3oBaHe, MNOABIiHE chine, KOHTPOJIbOBaHe, GaraToLeHTpOBe [AOCAifpKeHHs iHribiTopa PI3K
KOMaHJiciGy 3 BHYTPILUHbOBEHHMM LUISIXOM BBEAEHHS B KOMOGIHALi i3 CTaH4APTHOK iMyHOXIMiOTEpanieo B
NMOPIBHAHHI 3 CTaHAAPTHOK IMyHOXiMIOTEpaniel y nauieHTiB 3 peuuguBoM iHAONEHTHOT HEeXOMXKIHCHKOT
nimdomn (iHXJT) — CHRONOS-4», kopg, gocnigxkeHHs BAY 80-6946 | 17833, Bepcis 7.0 3 iHTErpoBaHo
nonpaskoto 08 Big 14 cepnHa 2019; cnoHcop - baliep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa



6. OHOBeHa Opouwypa gocnigHuka 3 npenaparty Monarysyma6 BegotuH (RO5541077), Bepcia 14 Bipg,
YXOBTHSA 2022 poKy [0 NPOTOKOMY KMiHIYHOrO AOCHimKeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoABIHO
cnine, nnauebo-KOHTPosIboBaHe pocnimkeHHs Il dasn ana nopiBHAHHA edeKTUBHOCTI Ta 6e3MneyHoCTi
npenapaty Monatysymabé BefoTwH y KombGiHauil 3 Putykcumaoom ta CHP (R-CHP) i Putykcumabom Ta
CHOP (R-CHOP) y naujeHTiB i3 Oupy3HOI KPYMHOKNITUHHOW B-KNITUHHOIO NiMA)OMOI0, AKi paHdile He
OTpMMYBaNN NiKyBaHHA», KO AocrimkeHHs GO39942, sepcia 7 Big 18 rpyaHa 2020 poky; cnoHcop - .
XodhdmaHH-N1a Pow NTa., [F. Hoffmann-La Roche Ltd], LUBenuapis

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/IONMMEHT YKPAIHA»

7. OHOBNEHUIA NPOTOKOJ KiHIYHOro gocnigkeHHA 3 nonpaskoto 08, Bepcia 1 Big 12 rpygHa 2022p.,
aHrniicbkolo moBoto; OcHoBHa iHthopMauis npo gocnigkeHHs i oopma iHhopmoBaHoi 3roau, Bepcis
12 Big 23 rpyaHA 2022p., aHrniicbKolo MOBOO; IHhopmaLia ana nauyieHTa Ta coopma iHchopmoBaHoOI
3roaun, Bepcia ana YkpaiHn Ne 10, Big 11 ciuHa 2023p. (Ha ocHoBi OCHOBHOI iHchopMauii npo
pocnipxkeHns i oopmu iHcbopmoBaHoOT 3roau, Bepcia 12 Big 23 rpyaHAa 2022p.) ykpaiHCbKOKO MOBOIO;
IHcbopmaunia ana nauieHTa Ta popma iHchopmoBaHOi 3rogn, Bepcis Ne 10 anAa YkpaiHu Big 11 ciuHa
2023p. (Ha ocHoBi OcHOBHOI iH(hbopMmauii Nnpo gocnimxeHHs i popmu iHPopmoBaHoT 3rogun, Bepcia 12
Bif, 23 rpygHa 2022p.) pociiicbkolo MoBoOl; ®opma iH(POpMOBaHOI 3rogun Ha nogasiblue
CcrocTepeXXeHHs1 3a nepe6irom BariTHOCTIi NapTHepKW, Bepcisa 2 Big 12 rpyaHa 2022p., aHrMiiCcbKOK
MoBOt0; IH(hopmMaLia ana BariTHOI NnapTHepPKU NauieHTa Ta hopma iHopmoBaHOI 3roan Ha nogasblue
CMocTepeXxeHHA, Bepcia ana YkpaiHum Ne2 Big 3 ciuHa 2023 poky (Ha ocHOBi ®opmu iHopmoBaHOI
3rogM Ha nopgasblue CMOCTEepPeXeHHA 3a nepebirom BariTHOCTI MapTHepKu, Bepcia 2 Big 12 rpyaHsa
2022p.), yKpaiHCbKOI MOBOLO; IHhopmaLia ana BariTHOT napTHepKu nayieHTa i popma iHpopmoBaHoi
3rogu Ha nogasblue CNocTepeXeHHsA, Bepcia ana YkpaiHm Ne2 Big, 3 ciuHA 2023 poky (Ha ocHOBi ®opmu
iHhopMoOBaHOI 3roau Ha nogasnblue CNocTepeXXeHHA 3a nepebirom BariTHOCTi NapTHEPKU, Bepcisa 2 Big
12 rpyaHsa 2022p.), pociiicbKoto MoBoOIO; LLlogeHHUK nauieHTa ana peectpauii npuiiomy AJ1M, Bepcis
11.0 Big 16 rpyaHsa 2022 p., aHrNificbKolo, YKPaiHCbKOK Ta pociicbkolo MmoBaMu; KapTka-HaragyBaHHA
npo Bi3uTu gocnimkeHHsa Gemini 1, Bepcia 2.0 Big 16 rpyaHa 2022 p., yKpaiHCbKOI Ta POCilicbKOO
moBamu; MociGHMK A0 Bi3UTY nauieHTa B pamKax gocnimkeHHs Gemini 1, pen. A, Bepcia 3 Big 13
rpygHa 2022, ykpaiHCbKOI MOBOIO; KepiBHMLITBO [0 Bi3UTYy NaujieHTa B pamkax gocnigpkeHHa Gemini 1,
pea. A, Bepcia 3 Big 13 rpygHa 2022, pociiCbKOKO MOBOI [0 MPOTOKO/Y KAIHIYHOTO AOCHiIAKEHHS
«PaHgomizoBaHe, noggiiHe cnine [OCiMKEHHS 3 ha3n Ans BUBYEHHS €EKTMBHOCTI Ta 6e3MneqHOCTI
npenapaty SAR442168 y nopiBHAHHI 3 TepudpnyHomigom (O6amkio®) B y4yaCHUKIB 3 peuunavByruMMn
chopmamm poscisiHoro ckneposy (GEMINI 1)», kog gocnigxeHHs EFC16033, 3 nonpaskoto 07, Bepcis 1 Big 13
BepecHsi 2022p.; cnoHcop - Genzyme Corporation, USA ([)xeH3aiim KopnopeiiwH, CLUA)

3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

8. NMpotokon EX6018-4758, Bepcia 9.0, cbiHanbHa, Big 30 nucrtonaga 2022 p. (Protocol EX6018-4758,
version 9.0, Final, dated 30 November 2022); flonoBHeHHA | fo npotokony: FNoGanbHWIA nepenik
KNOUYOBUX CNiBPOGITHUKIB Ta BignoBigHUX Bigainie, Bepcia 5.0, diHanbHa, Big 16 nucrtonaga 2022 p.
(Protocol Attachment I. Global list of key staff and relevant departments and suppliers of clinical
relevance, version 5.0, Final, dated 16 November 2022); NMpoaoB)XeHHs TepMiHY HAGOpy NauieHTiB A0
31 rpygHAa 2023 poKy [0 NPOTOKOJY KAIHIYHOIO JocnimkeHHs «JocnimpkeHHa ZEUS - Bnave sintiBekimady
MOPIBHAHO 3 Mnauebo Ha cepueBO-CYAWHHI HAC/MiAKM B YyYaCHUKIB 3 AiarHOCTOBAHUM aTepOCKIePOTUUYHUM
3axBOPHOBAHHAM CepLEBO-CYANHHOT CUCTEMM, XPOHIYHOK XBOPOOOK HUMPOK i CUCTEMHMM 3anasieHHAM>», KO,
pocnipkeHHss EX6018-4758, Bepcis 5.0, diiHanbHa, Big 17 ntotoro 2022 p. (version 5.0, Final, dated 17
February 2022); cnoHcop - Novo Nordisk A/S, Denmark

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

9. Bpowypa pgocnigHuka (nem6ponisymat), Bepcia 23 Big 26 XOBTHA 2022 p., aHrNifiCbKOIO MOBOIO;
dopma iHhopMoBaHOT 3roan Ha yyacTb Y gocnigkeHHi, Bepcis 6.0 Big 01 rpyaHsa 2022 p. ana YKpaiHu,
aHrNikcbKo MOBOK; PopMa iHPOpPMOBaHOT 3roAun Ha yvacTb y JocnigkeHHi, Bepcis 6.0 Big 01 rpygHaA
2022 p. pnsa YKpaiHu, YKpaiHCbKOI0 MOBOH; dopmMa iH(pOpMOBaHOI 3rogn Ha yyacTb Yy OOC/iAXEHHI,
Bepcisa 6.0 Big 01 rpyaHa 2022 p. gna YKpaiHu, pocCiiicbkolo MOBOH; dopma iHhpopMOoBaHOi 3rogn Ha
y4yacTb Y BBifHili YaCTUHI gocnigpKkeHHA ANA ouiHK1 6e3ne4vHocTi, Bepcisa 5.0 Big 01 rpygHAa 2022 p. ana
YKpaiHu, aHrnincbkow MoBok; dopma iHOpMOBaHOI 3rogM Ha ydyacTb Y BBIifHilAi 4YacTUHI
[ocnipKeHHA aNnA ouiHKM 6e3nevyHocCTi, Bepcia 5.0 Big 01 rpyaHa 2022 p. gnsa YKpaiHW, YKPAIHCbKOIO
MoBoto; dopma iH(hopMOBaHOI 3roguM Ha y4yacTb Yy BBifHili YacTuUHI pocnigXeHHs ANs OLiHKW
GesneuHocTi, Bepcia 5.0 Big 01 rpyaHa 2022 p. ana YKpaiHW, POCifiCbKOIO MOBOK [0 NPOTOKO/Y
KMiHIYHOrO gocnigpkeHHs1 «PaHgomizoBaHe noAgiiHe crine AocnigkeHHs ¢asn 3 eHKopadieHioy Ta
GiHIMeTiHIOY B NoeAHaHHi 3 NeMbponizyMabom y NOpiBHAHHI A0 nnauebo B NoegHaHHI 3 neMbponizymabom y
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nauieHTiB i3 MeTacTaTUyHOK abo HeonepabesibHOK MICLEBO MOLUMPEHOK MESIaHOMOK, MO3UTUMBHOKW [0
myTauiii BRAF V600E/K», kog gocnigpkeHHss C4221016, octatoyHa Bepcis npoTokony, MNonpaska 3 Big 08
yepBHs 2022 poky; cnoHcop - MNdpaisep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

10. OHOBNEHMI NPOTOKOJ1 KNiHiYHOro BUNpo6yBaHHA MK-3475-866, 3 iHkopnopoBaHOto nonpasKkoto 05
BiA 04 ciuHA 2023 poKy, aHI/1ikCbKO MOBOLO; YKpaiHa, MK-3475-866, Bepcis 3.00 Big 20 ciuHsa 2023 p.,
YKpaiHCbKOIO MOBOLO, iH(hopMaLisi Ta AOKYMEHT Npo iHhopmoBaHy 3rogy A/ nauieHTa 40 NpoToKoNy
KNiHiYHOro  gocnimkeHHs «PaHgomizoBaHe, noaBiiHe cnine gocnigpkeHHs Il dasm  gna  ouiHku
nepionepauiiHoro 3actocyBaHHA nemoponisymadéy (MK-3475) y «kombGiHauii 3 Heoaj'toBaHTHOM
ximioTepanieto MopiBHAHO 3 nepionepaujiiHuM 3acTocyBaHHAM Mnauebo y KombGiHauii 3 Heoas'toBaHTHOM
ximioTepanield B y4aCHUKIB 3 M'A30BO-iHBa3WBHUM pakOM Ce4yoBOro Mixypa, npuaatHuxX A18 NiKyBaHHA
uucnnatuHom (KEYNOTE-866)», kog gocnigpkeHHs MK-3475-866, 3 iHkopnopoBaHoto nonpaskoto 04 Big 06
nvnHa 2022 poky; cnoHcop - TOB Mepk Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

11. 3miHa Ha3BM Micus NPOBeAEHHA BUNMPOOGYBaHHSA, sika Bigbynacsa y 3B'i3Ky 3 peopraHisauiero 10
NMPOTOKOMY  KMIHIYHOTO  JOCHiMpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
GaraToLEeHTpOBe AOCMiMKEHHST hasn 2B 3 nigbopy AianasoHy A03 A5 OUiHKM npodhinto edhekTUBHOCTI Ta
6e3neyHocTi npenaparty PF-06700841 B y4YaCHWKIB 3 aKTUBHUM CUCTEMHMM YepBOHMM BOBYakoM (CUB)», kog
pocnipkeHHs B7931028, chiHasibHa Bepcisi 3 iHKOPNOpOBaHOK NONpPaBKoto 7, Bif 22 yepBHSA 2022p; CnoHcop -
Mdcpaiizep IHk., CLUA

3asBHuK - MNdpainzep IHk., CLUA

BYNO

CTANO

K.M.H. lFapmiw O.0.

[epxaBHa ycTaHoBa «HauioHanbHWiA HaykoBwuii
ueHTp «IHCTUTYT Kappgionorii iMmeHi akagemika
M.A. Crpaxecka» HauioHanbHOi  akagemil
MeVYHUX HayK YKpaiHu, BigAin HeKOpOHapHUX
XBOPO6 cepusa Ta peBmaronorii, M. Knis

K.M.H. Fapmiw O.0.
[epxaBHa ycTaHoBa «HauioHanbHWii HaykoBwuii

LUeHTP «lHCTUTYT Kapgionorii, KniHiyHOT Ta
pereHepaTtuBHOI MegUUUHU iMeHi akageMmika
M.A. Crpaxecka HauioHanbHOi  akagemil

MeAUUHUX HayK YKpaiHu», Biaain HEeKoOpOHapHUX

XBOpPO6 cepus Ta peBmaronorii, M. Kuis

12. MopoBXEeHHA TPUBAIOCTI K/iHIYUHOro BUNpoGyBaHHA B YKpaiHi Ta B ¢BiTi A0 30 KBiTHA 2024 poKy 10
NPOTOKONY KAIHIYHOrO AoCnigXeHHA «MbkHapoaHe, paHAoMi30BaHe, BiAKpuTe AOCAimKeHHs dasm 3 g
ouiHku npenapaty REGN2810 (aHTuTina go PD-1) nopiBHSHO 3 XiMioTepanieto Ha OCHOBI NpenapariB NaaTUHM
AK Tepanii nepwoi NiHii B nNauieHTiB i3 po3noBclofpkeHUM abo meTtactaTuyHuM PD-L1-no3uTuBHUM
HeAPIGHOKNITUHHUM pPakoM NiereHb», ko4 gocnimkeHHs R2810-ONC-1624, 3 iHKOpNopoBaHOK Monpaskolo 9
Big 13 TpasHaA 2020 p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PegpkeHepoH ®apMachioTikasc,
IHK., CLUA

3asBHuK - TOB «KniHiuHi gocnigkeHHs1 AKOH», YKpaiHa

13. OHOB/EHUIA NPOTOKOJ1 KNIHIYHOTO BUNPOOYBaHHA, Bepcia 7.0 Big, 13 rpygHa 2022p. aHriicbKoo
MoBOI0; IHhopmauia npo gocnimkeHHs Ta hopma 3rogu ons JOPOCNX, JIOKa/lbHa Bepcia Homep 12.0
AN YKpaiHu yKpaiHCbKOK MOBOI0, aaTta Bepcii 30 ciuHA 2023 poKy Ha ocHoBi MacTep Bepcii Homep 12.0
Bif 22 nuctonaga 2022 poky; 3MiHa Ha3BU MiCLiAA NPOBeAEHHA KMiHIYUHOro BUNPOGyBaHHA [0 NPOTOKO/Y
KNiHIYHOrO  gocnimpkeHHs «MikHapogHe, 6GaraToueHTpoBe, paHAoMi3oBaHe, BiAKpUTE, MNOPIBHASbHE
pocnipkeHHa a3 3 no BU3HAYEHHIO ed)ekTMBHOCTI [OypBanymady uu KombiHauii [ypsanymaby i
Tpemenimymaby i3 nnatMHOBMICHOKW XiMioTepanieto ansa 1-i niHil nikyBaHHA NauieHTiB 3 MeTacTaTU4HUM
HeapiGHOKNITUHHUM pakoMm nereHis (HOKP/T) (POSEIDON)», kog, aocnimpkeHHs D419MC00004, sepcid 6.0 Big,
09 nunHa 2021p.; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTANO
O.M.H., npody. BoHaapeHko |.M. O.M.H., npody. BoHaapeHko |.M.
KomyHanbHuii  3aknag, «[HinponeTpoBcbka | KOMyHanbHe  HekomepuiiiHe  MigNPUEMCTBO

Micbka 6araTonpodisibHa KiiHiuHa nikapHA Ned»
JAHinponeTpoBCbKOi o6nacHoi paau»,
BigAaineHHa Xximiotepanii, [lepXaBHUiA 3aKknaj

«Micbka KniHiyHa nikapHA Ned» [IHINPOBCLKOT
MICbKOT pagu, XimioTepaneBTUYHe BigAineHHA 3
[AEHHUM cTauioHapom, JAHiNnpoBCbKUi
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«flHinponeTpoBCbKa MeauvHa akagemis | AepxaBHMIA MeAuuHUIA YHiBepcuTeT, kadegpa
MiHicTepcTBa OXOpPOHM 3[0pPOB’A  YKpaiHW», | OHKOMOrIT Ta MeauyHol pagionorii, M. JHINpo
Kadhegpa OHKoMOrii  Ta MeguyHoi  pagionorii,
M. [JHinpo

14. OHoBneHWii NPOTOKON KNiHiYHOro BunpoGyBaHHA MK-3475-A86, Bepcis 3 IHKOPNOPOBaHO
nonpaBkoto 06 Big 25 ciuHA 2023 poKy, aHrNiiCbKOO MOBOK [0 MPOTOKO/Y KAIHIYHOTO A0CAIMKEHHS
«Bigkpute, paHgomizoBaHe gocnimpkeHHs [l dasnm gna BUBYEHHA (DAPMakoKIHETUKM Ta 6Ge3neqHOCTi
nem6ponisymady O19 MigWKIPHOTO BBEAEHHS MOPIBHAHO 3 MeMOponidaymMabom O BHYTPILLHbOBEHHOTO
BBEEHHS, B KOMOiHaLi 3 ABOXKOMMNOHEHTHOIO XiMioTepanielo npenapataMmy nnaTuHW, B SKOCTI NepLloil AiHii
Tepanii gna yyacHuKiB 3 MeTacTaTUYHUM MNSIOCKOKNITUHHUM ab0 HEenaoCKOKMITUHHUM HeapiGHOKMITUHHUM
pakom nereHie», kog gocnimpkeHHs MK-3475-A86, Bepcis 3 iHkopnopoBaHoto nonpaskoto 05 Big 21 nvnHa 2022
poKy; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

15. OHoBnEeHMiT NPOTOKOJ KNiHIYHOro gocnimkeHHs 3 nonpasBkoto 08, Bepcisa 1 Big 14 rpygHa 2022p.,
aHrnificbkoro MoBoto; OCHOBHa iHhopMaLis Npo gocnimkeHHA | hopma iHpopmoBaHOi 3roau, Bepcis
12 Big 23 rpyaHsa 2022p., aHrniicbkoo MoBowo; IHhopmauisa ana nauieHta i popma iHcpopmoBaHoT
srogn, Bepcia Ana YkpaiHu Ne 10, Big 16 ciuHsa 2023 p. (Ha ocHoBi OcHOBHOI iH(popmauil npo
pocnipkeHHs i opmun iHpopmoBaHoI 3rogn, Bepcia 12 Big 23 rpyaHs 2022p.) yKpaiHCbKOI0 MOBOIO;
IHchopmauia gnsa nauieHTa i popma iHcbopmoBaHoi 3roau, Bepcia Ne 10 ana YkpaiHu, Big 16 ciuna 2023
p. (Ha ocHoBi OCHOBHOI iHthopMmauii npo gocnigkeHHsA i hpopmMu iHchopmoBaHOi 3roau, Bepcia 12 Big 23
rpygHAa 2022p.) pociicbkoo MoBoLo; Popma iHhopMOBaHOI 3rogn Ha Nojasiblie CNOCTEPEXEHHA 3a
nepeGirom BariTHOCTi NapTHepKu, Bepcia 2 Big 14 rpyaHsa 2022p., aHrnificbkoo MoBoo; IHhopmauis
ANA BariTHOI NapTHepKU nauieHTa popMa iHhopmoBaHOI 3roan Ha Nofasbliue CNOCTePeXeHHsA, Bepcia
Ana YkpaiHn Ne2 Big 3 ciuHa 2023 poky (Ha ocHoBi ®opmu iHhOpMOBaHOI 3rogu Ha nopgasnblue
crnocTepeXeHHs1 3a nepebirom BariTHOCTi NnapTHepKu, Bepcist Ne 2 Big 14 rpyaHsa 2022p.), yKpaiHCbLKOLO
MoBolo; IHchopmauis anAa BariTHOI NapTHepPKU nauieHTa chopma iHPopMOBaHOI 3rogu Ha nogasblue
crocTepexeHHs1, Bepcia ana YkpaiHu Ne2 Big 3 ciuHa 2023 poky (Ha ocHoBi ®PopMu iHthopmoBaHOi
3rogM Ha nopgasnblue CMOCTepeXeHHs 3a nepedirom BariTHOCTI MapTHepKu, Bepcia 2 Big 14 rpyaHs
2022p.), pociiicbkoto moBoto; LLlogeHHUK naudieHTa gnsa peectpauii npuitiomy AJIMN, Bepcia 10.0 Big 16
rpyaHs 2022 p., aHrMiicbKOK, YKPAIHCbKOIO Ta POCIiNCbKOK MoBamu; KapTka Bi3uTiB y JocnigKeHHi
Hercules, Bepcis 2.0 Big 16 rpygHAa 2022, yKpaiHCbKOIO Ta POCiiCbKOKO MoBamMu; KepiBHULTBO A0 Bi3UTy
nauieHTa B pamkax pgocnimpkeHHA Hercules A, Bepcia 3 Big 13 rpygHa 2022, yKpaiHCbKOKO Ta
pPOCilicbKOK MOBaMM A0 NPOTOKO/Y KAiHIYHOro A0CAiMKEHHS «PaHaoMi30BaHe NoaBiliHe crine AoCAiKEHHS
[l dpa3n 3 BUBYEHHST edpeKTMBHOCTI Ta 6e3nedHocTi npenapaty SAR442168 y nopiBHAHHI 3 nnauebo cepep,
YyYacCHUKIB 3 BTOPUHHO-MPOrPecyoynm poscisHum  ckneposom 6e3  peumaumsis (HERCULES)», kop
pocnipxkeHHsa EFC16645, 3 nonpaskoto 07, Bepcisa 1 Big 13 BepecHsA 2022p.; cnoHcop - Genzyme Corporation,
USA (OxeHn3alim KopnopeiiwH, CLUA)

3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

16. 3miHa Ha3B Micub NpoBefeHHA BuUNpoGyBaHHA: KomyHa/ibHe HeKoMepuiiiHe nignpuemcTBOo
CyMcbKoi o6nacHoi pagy «CyMCbKuUii 06/1aCHUIA KNiHIYHWIA OHKONOTIYHUIA LEeHTP», OHKOTOPaKasibHe
BigAineHHs, CyMCbKUiA gepxaBHU yHiBepcuTteT, Kadegpa oHKonorii ta pagionorii, M. Cymu (Homep
MMB, npuBnacHeHuii CnoHcopom - 803) Ta KomyHanbHe HeKoMepLiliHe nignpnemMcTBo «MoginbcbKnii
perioHasIbHUIi LeHTP OHKonorii BiHHULBLKOT 0G/1acHOI pagu», BigAineHHsa OHKoOXipyprii, M. BiHHUUA
(Homep MIMNB, npuBnacHeHuii CnoHcopom — 804); OHoBneHa Bpowypa JocnigHuka BugaHHa 18 Big 01
nuctonaga 2022p., aHrNificbKOK MOBOIO 0 NPOTOKO/TY K/iHIYHOTO AOoCAiAXeHH: «MpocneKkTuBHe, NoagiliHe
3acninneHe, nnauebo-kOHTPONbOBaHe, paHAoMi3oBaHe JochnimkeHHa dasu 1l ag'toBaHTHOI  Tepanil
npenapaty MEDI4736 y nauieHTIB 3 NOBHICTIO BUAA/IEHUM HeAPiOGHOKNITUHHUM pPakoM JIEreHiB», KOp,
pocnipxeHHa BR.31, AgmiHicTpatuBHe OHOBAEHHS #3 Big 19 ciuna 2022p.; cnoHcop - KniHineic Fno6an N4,
Benuka BputaHis (Clinipace Global Ltd., Great Britain)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNOBIAa/TbHICTIO «AKOBIOH», YKpaiHa

BYNO CTAJIO
K.M.H. bontox A.b. K.M.H. bontox A.b.
MopinbCbkuii perioHasIbHUIA LUEeHTP OHKonorii, | KomyHasibHe  HeKoMepuiiiHe  NigNPUEMCTBO
BiAAINEHHS1 OHKOXIpYpril, M. BiHHMUSA «MopainbCbKknii perioHasIbHU LEeHTP OHKOMOTiT
BiHHUUbKOT  oGnacHoi  pagu»,  BiAdiINEHHS
OHKOXIipyprii, M. BiHHMUSA




K.M.H. BuHHMueHko 1.0. K.M.H. BuHHMyYeHko 1.0.
OGnacHuii KoMyHasibHUii 3aknap «Cymcbkuii | KOMyHaslbHe  HekoMepuiliHe  nignpuemMcTBO
061aCcHUIA KNiHIYHWIA OHKONOTiYHUIA AucnaHcep», | CyMcbKoi 061acHOi pagn «CyMCbKUA 0GnacHuii

OHKOTOpakasibHe BiaAaineHHs, CyMCbKW AepXaBHUIA | KiHIUHWIA OHKOJIOTiYHMIA LeHTpP»,

yHiBepcuTeT, kadegpa Xipyprii Ta OHKOAOrii, | OHKOTOpakasibHe BiggineHHs, CyMCbKUA fepxaBHUiA

M. Cymu yHiBepcuteT, Kadpegpa oOHkonorii Ta pagionorii,
M. Cymu

17. bpouwypa ana aocnigHuka 3 npenapary SYD985, pegakuia 13.0 Big, 27 ciuHa 2023 p. 40 NPOTOKOY
KMNiHIYHOro BUMPOOYBaHHA «JocnimkeHHs |l a3 3 MeTol OLiHKM 6e3neYyHOoCTi i edhekTUBHOCTI Tepanii
npenapatom SYD985, koH'loraToOM aHTUTINA Ta MiKApPCbKOl PEeYOBMHM, WO MNPOBOAUTLCSA B OAHIM rpyni
NauieHTOoK i3 peunanBHUM, NOLIMPEHUM ab0 MeTacTaTUYHNM pakoM eHAoMeTpito 3 ekcnpecielo HER2, y sikux
paHille 6y/10 BUSB/IEHO NPOrpecyBaHHs 3aXBOPHOBAHHA Ha TNi UM NicNsA NPoBeAeHHA xXiMioTepanii nepLuot NiHii
Ha OCHOBI npenapariB nnatuHW», Kog gocnimpkeHHs SYD985.003, pepakuia 3.0 Big 30 BepecHs 2020 p.;
cnoHcop - «bilioHgic B.B.», [Byondis B.V.], HigepnaHgn

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMNOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

18. BknioyeHHA A0[aTKOBUX CYNYTHiIX maTepianis: Hacocu Crono Super PID (V1 Series 1), wnpuui 6e3
rosikn Crono 20 mn (CRN20), iHdysiiiHi Ha6opu NERIA Steel 27G 80cm 8MM [0 NPOTOKO/TY KAIHIYHOIO
JocnipkeHHs «PaHaomizoBaHe, NoABiiHe cnine, naaue60-KOHTPONbOBaHe AOCIMKEHHSA dha3mn 2 AN OLIHKK
edhekTMBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHANIbHOrO aHTUTINa A0 aHTaroHicta CD40L, y nauieHTiB 3
peunanByouMM PO3CISHUM CK/1Iepo30oM», kog, gocnimpkeHHs ACT16877, 3 nonpaskoto 01, Bepcia 1 Big 20
TpaBHsi 2021 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC peluepLl e
aesenonmMad, ®paHuis)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

19. KopoTka iHCTpyKuUis ana nauieHTa. MopTatuBHuii npuctpiii. Bepcia 4.0 Big 21 rpygHa 2022 p.
YKpaiHCbKOIO Ta POCIICLKOKD MOBaMu [0 NPOTOKO/Y K/IiHIYHOroO gocnigpkeHHsa «PaHgomisoBaHe, noagiliHe
cnine, nnauebo-KOHTPO/IbOBaHe AOCNIMKEHHSA 3 hasu B napasiesibHUX rpynax, Wo MpoBOAMTLCS 4N
BMBYEHHS eheKTUBHOCTI, 6e3neyHocTi Ta nepeHocumocTi npenapaty SAR440340/REGN3500/itenekimat
(MOHOKMOHaUbHI  aHTUTINa, cneunddivHi Ao IL-33) y nauieHTiB i3 MNOMIPHUM Ta BaXKUM XPOHIYHUM
OGCTPYKTUBHMM 3axBOPIOBaHHAM nereHs (XO3/1)», koa gocnigxkeHHs EFC16750, 3 nonpaskoto 01, Bepcisa 1
Big 20 BepecHs 2022 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABEHTIC
peluepLl e gesenionmaH, ®paHuis)

3asBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

20. OHOBNEHMII NPOTOKOJ K/iHIYUHOTO AocnifkeHHA 3 nonpaBkoto 10, Bepcia 1 Big 12 rpyaHa 2022p.,
aHrnificbkoro MoBOt; OCHOBHa iHhopMaLia Npo gocnimkeHHA i hopma iHpopmoBaHOi 3roau, Bepcis
12 Big 23 rpyaHAa 2022p., aHrniicbKolo MOBOO; IHpopmaLia ana nauyieHta Ta popma iHchopmoBaHoOI
3roau, Bepcia ana YkpaiHnm Ne 10, Big 13 ciyHa 2023p. (Ha ocHoBi OCHOBHOI iHcopMauii npo
pocnipkeHHs i popmun iHpopmoBaHoI 3rogn, Bepcia 12 Big 23 rpyaHs 2022p.) yKpaiHCbKOIO MOBOIO;
IHchopmauia ana nauieHTa Ta popma iHcpopmoBaHOi 3rogn, Bepcia ansa YkpaiHu Ne 10 Big 13 ciuHA
2023p. (Ha ocHoBi OCHOBHOI iHthopmauii Nnpo gocnimkeHHs i popmu iHhopmoBaHoI 3rogun, Bepcia 12
Big 23 rpygHAa 2022p.) pociiicbkoo MOBOL; dopma iH(hopMoOBaHOI 3roguM Ha nojasnblue
CMOCTEepPEeXEeHHA 3a nepeGiroMm BariTHOCTi NapTHepKU, Bepcia 2 Big 12 rpyaHa 2022p., aHrNiiCcbKOO
MoBOI0; IHchopmauisa Ana BariTHOI NapTHepKU nauieHta chopma iHPOpMOBaHOI 3rogM Ha nogasblue
crnocTtepexeHHs1, Bepciss ana YkpaiHn Ne2 Big 03 ciuHa 2023 poky (Ha ocHoBi ®PopMu iHpopMoBaHoOT
3roAu Ha nojasblle CNoCTepeXeHHs 3a nepediroM BariTHOCTi NapTHepkKu, Bepcia 2 Big 12 rpyaHA
2022p.), ykpaiHCbKOI MOBOIO; IH(hopmauis Ana BariTHOT NnapTHepKU NauieHTa i hopma iHpopmoBaHoOT
3roau Ha nojasiblue cnocTepexeHHA, Bepcia Ana YkpaiHu Ne2 Big 03 ciuHa 2023 poKy (Ha OCHOBI
®opmMmun iHhopMOBaHOI 3rogM Ha nofanblle CrnocTepeXeHHs 3a nepedirom BariTHOCTI MapTHepKW,
Bepcia 2 Big 12 rpygHAa 2022p.), pocilicbkotlo MoBO10; LLloaeHHMK nauieHTa gNnsa peectpauii npuiiomy
ANn, Bepcis 10.0 Big 16 rpyaHAa 2022 p., aHrNificbKoto, yKpaiHCbKOIO Ta pocilicbkoto moBamu; KapTka-
HaragyBaHHA Npo Bi3UTU pocnimxeHHs Perseus, Bepcia 2.0 Big 16 rpyaHa 2022 p., yKPAIHCbKOIO Ta
pocilicbkolo moBamu; KepiBHULTBO 3 Bi3UTIB NaujieHTa y gocnigkeHHi Perseus, pepg. A, Bepcis 3 Big 13
rpygHAa 2022, ykpaiHCbKOKO MOBOL0; KepiBHMLUTBO 3 Bi3UTIB NauieHTa B paMmKax gocnimxeHHs Perseus,
pea. A, Bepcia 3 Big 13 rpygHAa 2022, poCiliCbKOIO MOBOK [0 MPOTOKONY KMIHIYHOIO AOC/iAKEHHS
«PaHgomizoBaHe, noggiiHe cnine pocnimpkeHHA 3 da3n ANs BUBYEHHSA edIEKTMBHOCTI Ta 6e3neyHoCTi
npenapaty SAR442168 y nopiBHAHHI 3 nnauebo B y4yaCHUKIB 3 NEPBUHHO-MPOrPECYOUNM  PO3CISHUM
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ckneposom (PERSEUS)», kog, aocnigpkeHHs EFC16035, 3 nonpaBkoto 09, Bepcia 1 Big 13 BepecHsa 2022p.;
cnoHcop - Genzyme Corporation, USA (OxeH3aiim KopnopeiiwH, CLUA)
3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

21. OHOB/EHWI NPOTOKON KJ/iHIYHOIrO AoCnimKeHHA 3 nonpaBkoto 08, Bepcia 1 Big 12 rpyaHsa 2022p.,
aHrnincbKo MoBoto; OcCHOBHa iH(hopMaLuis npo gocnigkeHHs i oopma iHhopmoBaHOi 3roau, Bepcis
11 Big, 23 rpygHA 2022p., aHrNincbKO MOBOLO; IHhopmauia anA nauyieHTa Ta popma iHthopmoBaHOI
3rogn, Bepcia ana YkpaiHm Ne 9, Big 11 ciuHa 2023p. (Ha ocHoBi OCHOBHOI iHthopMauii npo
pocnipkeHHs i oopmun iHpopmoBaHoI 3rogu, Bepcia 11 Big 23 rpyaHa 2022p.) yKpaiHCbKOKD MOBOIO;
IHchopmaunia gna naudieHTa Ta ¢hopma iHthopmoBaHoi 3roaun, Bepcia Ne 9 ana YkpaiHu Big, 11 ciuHA
2023p. (Ha ocHoBi OCHOBHOI iHthopmauii Nnpo gocnimkeHHs i popmu iHhopmoBaHoT 3roaun, Bepcia 11
Bif, 23 rpygHa 2022p.) pociiicbkolo MoBot; dopma iHhopMOBaHOI 3rogun Ha nogasblue
cnocTepeXXeHHA 3a nepeGirom BariTHOCTI NapTHepKu, Bepcis 2 Big 12 rpygHa 2022p., aHrNificbKowo
MoBOI0; IHhopMmauia ana BariTHOI NnapTHepPKU nauieHTa Ta hopma iHopmMoBaHOI 3roan Ha nogasblue
crocTepexeHHsi, Bepcia Ans YkpaiHu Ne2 Big 3 ciuHa 2023 poky (Ha ocHoBi ®PopMu iHthopmoBaHOiI
3roAu Ha nojasblle CnocTepeXeHHs 3a nepediroM BariTHOCTi NapTHepPKU, Bepcis 2 Big 12 rpyaHA
2022p.), ykpaiHCbKOl MoBOIO; IHhopmaLia ana BariTHOI napTHepku nauieHTa i opma iHpopmoBaHOT
3rogu Ha nogasblue CrnocTepeXeHHs, Bepcia ana YkpaiHu Ne2 Big 3 ciuHAa 2023 poky (Ha ocHOBi ®opmu
iHhopMOBaHOI 3roau Ha Nogasblue CMNOCTEPEXEHHA 3a Nepebirom BariTHOCTi NapTHEPKU, Bepcis 2 Big
12 rpypgHAa 2022p.), pociiicbKolo mMoBo1o; LLloageHHUK nayieHTa gnsa peectpaudii npuiiomy A/, Bepcia
10.0 Big 16 rpygHAa 2022 p., YKpPaAiHCbKOK Ta POCICbKOK MoBaMu; KapTka Bi3uTIB gocnigkeHHs
Gemini2, Bepcia 2.0 Big 16 rpygHa 2022 p., YKpPAiHCbKOK Ta POCilicbKoo moBamu; KepiBHULTBO 3
Bi3uTIB gocnigpkeHHA Gemini 2 gnsa nauieHTa, peaakuia A, Bepcia 3 Big, 13 rpyaHsa 2022, yKpaiHCbKOO
MoBoto; KepiBHULITBO A0 Bi3UTY NauieHTa B pamMKkax gocnimkeHHsa Gemini 2, peg. A, Bepcia 3 Big 13
rpyaHa 2022, pocificbKol MOBOIO [0 MPOTOKOJTY K/iHIYHOTO AocCigxeHH:A «PaHgomizoBaHe, noagiliHe cnine
pocnimpkeHHa 3 dasn Ana BUBYEHHA epekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHAHHI 3
TepudynyHomigom (O6amxio®) B yYacHUKIB 3 peuuanByounmm hopmamm po3scisstHoro ckieposy (GEMINI 2)»,
ko4 pocnimkeHHs EFC16034, 3 nonpaskoiw 07, Bepcia 1 Big 13 BepecHs 2022p.; cnoHcop - Genzyme
Corporation, USA (JxeH3aiim KopnopeiwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

22. OHOBJIEHUIA NPOTOKOJ KNiHiYHOro BuNpo6yBaHHA MK-3475-905, 3 iHKopnopoBaHoto nonpaskoto 08
Big 01 nuctonaga 2022 poky, aHriNCbKO MOBOLO; Bpoulypa gocnigHuka Pembrolizumab (MK-3475),
BuAaHHA 23 Bifg 26 )XOBTHsA 2022 poKy, aHr/liicbKoo MOBOLO; YKpaiHa, MK-3475-905, Bepcis 4.00 Big 23
rpyaHsa 2022 p., yKpaiHCbKOHO MOBOIO, iHpopMauia Ta AOKYMeHT npo iHcdopmoBaHy 3roay Ans
nauieHTa; Jinct-ytouHeHHa Nel Big 04 cepnHa 2022 poky o Bpowypu gocnigHuka 13 eHchopTymao
BegotuH (Enfortumab Vedotin; ASG-22CE), BugaHHA 11.1 Big 28 Gepe3Hsa 2022 poKy, aHrMilicbKoto
MOBOIO; 3MiHa Ha3BM Micusi NpoBefeHHs KNiHIYHOroO BUMPOOYBaHHA [0 MNPOTOKOMY KAiHIYHOrO
pocnipkeHHss  «PaHpomizoBaHe pgocnimkeHHs Il da3m  ansa  ouiHku  UMCTekToMil B KOMGiHauii 3
nepionepayiiHum 3acTOCyBaHHSIM NeMOponisymady Ta A1 OUiHKM UMCTEeKTOMIT B KOMGiHauii 3
nepionepawiiHum 3acTocyBaHHAM eHdopTymaby BefoTVHY Ta neMOponidyMmady NoOpiBHAHO 3 MPOBEAEHHSM
TiNbKU LIUCTEKTOMIT 419 YY4ACHMKIB 3 M'A30BO-IHBA3UBHMM PakoM CEYOBOI0 Mixypa, SKMM He MOXHa NpoBOAUTY
NiKyBaHHS UMcnaaTMHoM abo siki BiAMOBMAMCA Bif, NikyBaHHA umncnnatnHoMm (KEYNOTE-905/EV-303)», Kog
pocnipkeHHs MK-3475-905, 3 iHkopnopoBaHo nonpaskoto 06 Bifg 04 kBiTHS 2022 poky; cnoHcop - TOB Mepk
Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

BYNO CTANO

K.M.H. Cakasno A.B. A.M.H. Cakano A.B.

KuiBcbKnii MicbKuiA KNiHIYHMI OHKONOriYHUA | KOMyHanbHe  HeKoMepuiiiHe nigNpPUeMCcTBO
LEeHTp, YyposoriyHe  BiagineHHs, [AepxaBHa | «KNUIBCbKUI MICbKWUii KMiHIYHWMIA OHKONOFIYHUIA
ycTaHoBa «lHCTUTYT yponorii HauioHasbHOI | LLleHTp» BUKOHaB4Yoro opraHy KniBCbKoi MiCbKOi
akagemii MeguuHUX HayK YKpaiHu», Biggin | pagu (KniBcbkoi MiCbKOT AepXaBHoi
OHKoyponorii, M. Kui apMmiHicTpauii), yposioriyHe BigaineHHs, depxaBHa
ycTtaHoBa «IHCTUTYT yponorii iMeHi akagemika
O.®. BosiaHoBa HauioHanbHOI  akagemii
MeOVUUYHUX HayK YKpaiHu», Bifain OHKOYpOnorii,
M. Kuis




23. OHOB/IEHUI NPOTOKOA KJliHIYHOro BUNpoGyBaHHA, Bepcia 11 Big 17 rpygHAa 2022 p.; OHoBneHa
®dopma iHhopMoBaHOT 3roau Bepcia Ansa YKpaiHM YKpaiHCbKOIO Ta pociiicbkolo MoBaMu Big, 17 ciuHA
2023 p. Ha ocHoBiI mogenbHOi chopmu iHhopMoBaHoI 3roau Ans gocnigpxeHHa WO30070 sBepcia 11 Big
16 rpyaHa 2022 p. [0 NPOTOKO/Y KNiHIYHOTO AOChifpkeHHs «baraToueHTpoBe paHfoMizoBaHe nauebo-
KOHTpO/IboBaHe gJocnimkeHHs Il dpa3n aTtesonisymady (aHTU-PD-L1 aHTWTINO) B pexvmi MoHOTepanii Ta B
noefHaHHi 3 XiMmioTepani€eldo Ha OCHOBI NMaTUHW Yy Maui€HTIB i3 HEeNikoBaHOK MiCLLeBO-MOLLMPEHOD abo
MeTacTaTUYHOK ypoTeNniasibHO KapLuUHOMO», Koz AocnifgxeHHs WO30070, sepcis 10 Big 10 ciuHa 2022 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTg (LWBeliyapis)

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

24. OHOB/IEHUI NPOTOKOJ KhiHiYHOro Bunpo6yBaHHsa FM-ANTR-22, Bepcia Ne2 Big 01.02.2023 p.,
YyKpaiHCbKOIO MOBOW; IHAMBigyanbHa peecTpauiiHa dopma, Bepcia Ne2 Big 01.02.2023 p.,
YKpaiHCbKOIO MoBOIO; LLlogeHHUK nauieHTa, Bepcia Ne2 Big 01.02.2023 p., yKpAiHCbKOIO MOBOKO [0
MPOTOKO/TYy KMIHIYHOrO JocnimkeHHs «baraToueHTpoBe, MoABiiHE cnine, paHAoMi3oBaHe, nnauebo-
KOHTPO/IbOBaHe [O0CNIMKEHHA e(eKTUBHOCTI Ta MNepeHOCUMOCTI JlikapcbKoro 3acoby AHTpanb®, 0,2 r
TabneTku, BKpUTi 060/I0HKOI, BUPOBHULTBA AT «®apmak», YKpaiHa y NayieHTiB 3 XPOHIYHNM NaHKpeaTuTom,
ko pocnigpkeHHs FM-ANTR-22, sepcis Nel Big 01.08.2022; cnoHcop - AT «®apmMak», YkpaiHa

3aaBHuK - AT «Papmak», YkpaiHa



